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EKVITESTLAB LLC Velyka Vasylkivska St. 114

03150 Kyiv, Ukraine

Tel. 0-800-31-89-87

e-mail: info@equitest.com.ua
www.equitest.com.ua

STATEMENT

We, EKVITESTLAB LLC, having a registered office at Velyka Vasylkivska
street 114, Kyiv, 03150, Ukraine assign SRL SANMEDICO having a registered
office at A. Corobceanu street 7A, apt. 9, Chisinau MD-2012, Moldova, as
authorized representative in correspondence with the conditions of directive
98/79/EEC.

We declare that the company mentioned above is authorized to register,

notify, renew or modify the registration of medical devices on the territory of the
Republic of Moldova.

Date: 03 January 2023

Signature:

Digitally signed by Monastirschii Viorica lI
Date: 2024.01.15 15:36:11 EET
Reason: MoldSign Signature
Location: Moldova
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Declaration of Conformity

According to annex Il of the Council Directive 98/79/EC on in vitro diagnostic medical device
We,

EKVITESTLAB LLC

Velyka Vasylkivska St. 114, Kyiv, Ukraine, 03150, tel. 0(800)31-89-87; +38 (044)334-89-87
e-mail: info@equitest.com.ua, web-site: www.equitest.com.ua

Declare under our sole responsibility that the following in vitro diagnostic medical devices
other than those covered by annex Il and devices for performance evaluation

EQUI anti-Lamblia - ELISA kit for the qualitative detection of antibodies to
Giardia lamblia (intestinalis), REF EI-606

Meet the provisions of the Council Directive 98/79/EC concerning medical devices which
apply to them.

Undersigned declares to fulfill the obligations imposed by Annex Ill section 2 to 5:

- availability of the technical documentation set in Annex Ill (section 3), allowing the
assessment of conformity of the product with the requirements of the Directive.
the manufacturer shall take necessary measures to ensure that the manufacturing
process follows the principles of quality assurance as appropriate for the products
manufactured (Annex Ill section 4).
the manufacturer shall institute and keep up to date a systematic procedure to review
experience gained from devices in the post-production phase and to implement
appropriate means to apply any necessary corrective actions (Annex Il section 5).

Conformity assessment was performed according to Article 9 (7) and Annex lll, section 3.
Our current Quality System is formatted to international standards:

e 1SO 13485:2016 «Medical devices — Quality management systems — Requirements
for regulatory purposes»

Attachments — DoC IVD All Others — ID # 00208017 — V1 — 08/11/2017
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Corporate Contact Information

EKVITESTLAB LLC

Velyka Vasylkivska St. 114, Kyiv, Ukraine, 03150
tel. 0(800)31-89-87; +38 (044)334-89-87
e-mail: info@equitest.com.ua

RESPONSIBLE PERSON’S name: Anna Yurchuk
Position: Director

SIGNATURE :

Date : October 25, 2021

/i European Authorized Representative:

- “EKB”EGU\ f Registered Address:

R\ o serdsass /5 Obelis s.a.

' Bd. Général Wahis 53

B-1030 Brussels, Belgium
Phone: 32.2.732.59.54
Fax: 32.2.732.60.03
E-mail: mail@obelis.net

Representative: Mr. Gideon ELKAYAM (CEO)
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Declaration of Conformity

According to annex Il of the Council Directive 98/79/EC on in vitro diagnostic medical device
We,

EKVITESTLAB LLC

Velyka Vasylkivska St. 114, Kyiv, Ukraine, 03150, tel. 0(800)31-89-87; +38 (044)334-89-87
e-mail: info@equitest.com.ua, web-site: www.equitest.com.ua

Declare under our sole responsibility that the following in vitro diagnostic medical devices
other than those covered by annex Il and devices for performance evaluation

EQUI Ascaris lumbricoides IgG - ELISA kit for the qualitative detection of IgG
antibodies to Ascaris lumbricoides, REF EI-601

Meet the provisions of the Council Directive 98/79/EC concerning medical devices which
apply to them.

Undersigned declares to fulfill the obligations imposed by Annex Ill section 2 to 5:

- availability of the technical documentation set in Annex Ill (section 3), allowing the
assessment of conformity of the product with the requirements of the Directive.
the manufacturer shall take necessary measures to ensure that the manufacturing
process follows the principles of quality assurance as appropriate for the products
manufactured (Annex Ill section 4).
the manufacturer shall institute and keep up to date a systematic procedure to review
experience gained from devices in the post-production phase and to implement
appropriate means to apply any necessary corrective actions (Annex Il section 5).

Conformity assessment was performed according to Article 9 (7) and Annex lll, section 3.
Our current Quality System is formatted to international standards:

e 1SO 13485:2016 «Medical devices — Quality management systems — Requirements
for regulatory purposes»

Attachments — DoC IVD All Others — ID # 00208017 — V1 — 08/11/2017
Page 1 0of 2



mailto:info@equitest.com.ua
http://www.equitest.com.ua/

Corporate Contact Information

EKVITESTLAB LLC

Velyka Vasylkivska St. 114, Kyiv, Ukraine, 03150
tel. 0(800)31-89-87; +38 (044)334-89-87
e-mail: info@equitest.com.ua

RESPONSIBLE PERSON’S name: Anna Yurchuk
Position: Director

SIGNATURE :

Date : October 25, 2021

/i European Authorized Representative:

- “EKB”EGU\ f Registered Address:

R\ o serdsass /5 Obelis s.a.

' Bd. Général Wahis 53

B-1030 Brussels, Belgium
Phone: 32.2.732.59.54
Fax: 32.2.732.60.03
E-mail: mail@obelis.net

Representative: Mr. Gideon ELKAYAM (CEO)
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Declaration of Conformity

According to annex Il of the Council Directive 98/79/EC on in vitro diagnostic medical device
We,

EKVITESTLAB LLC

Velyka Vasylkivska St. 114, Kyiv, Ukraine, 03150, tel. 0(800)31-89-87; +38 (044)334-89-87
e-mail: info@equitest.com.ua, web-site: www.equitest.com.ua

Declare under our sole responsibility that the following in vitro diagnostic medical devices
other than those covered by annex Il and devices for performance evaluation

EQUI Helicobacter IgG - ELISA kit for the qualitative and semiquantitative detection
of 1gG antibodies to CagA protein of Helicobacter pylori, REF EI-502

Meet the provisions of the Council Directive 98/79/EC concerning medical devices which
apply to them.

Undersigned declares to fulfill the obligations imposed by Annex Ill section 2 to 5:

- availability of the technical documentation set in Annex Ill (section 3), allowing the
assessment of conformity of the product with the requirements of the Directive.
the manufacturer shall take necessary measures to ensure that the manufacturing
process follows the principles of quality assurance as appropriate for the products
manufactured (Annex Ill section 4).
the manufacturer shall institute and keep up to date a systematic procedure to review
experience gained from devices in the post-production phase and to implement
appropriate means to apply any necessary corrective actions (Annex Il section 5).

Conformity assessment was performed according to Article 9 (7) and Annex lll, section 3.
Our current Quality System is formatted to international standards:

e 1SO 13485:2016 «Medical devices — Quality management systems — Requirements
for regulatory purposes»
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Corporate Contact Information

EKVITESTLAB LLC

Velyka Vasylkivska St. 114, Kyiv, Ukraine, 03150
tel. 0(800)31-89-87; +38 (044)334-89-87
e-mail: info@equitest.com.ua

RESPONSIBLE PERSON’S name: Anna Yurchuk
Position: Director

SIGNATURE :

Date : October 25, 2021

/i European Authorized Representative:

- “EKB”EGU\ f Registered Address:

R\ o serdsass /5 Obelis s.a.

' Bd. Général Wahis 53

B-1030 Brussels, Belgium
Phone: 32.2.732.59.54
Fax: 32.2.732.60.03
E-mail: mail@obelis.net

Representative: Mr. Gideon ELKAYAM (CEO)

Attachments — DoC IVD All Others — ID # 00208017 — V1 — 08/11/2017
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Declaration of Conformity

According to annex Il of the Council Directive 98/79/EC on in vitro diagnostic medical device
We,

EKVITESTLAB LLC

Velyka Vasylkivska St. 114, Kyiv, Ukraine, 03150, tel. 0(800)31-89-87; +38 (044)334-89-87
e-mail: info@equitest.com.ua, web-site: www.equitest.com.ua

Declare under our sole responsibility that the following in vitro diagnostic medical devices
other than those covered by annex Il and devices for performance evaluation

EQUI Toxocara canis IgG - ELISA kit for the qualitative detection of IgG antibodies to
Toxocara canis, REF EI-603

Meet the provisions of the Council Directive 98/79/EC concerning medical devices which
apply to them.

Undersigned declares to fulfill the obligations imposed by Annex Ill section 2 to 5:

- availability of the technical documentation set in Annex Ill (section 3), allowing the
assessment of conformity of the product with the requirements of the Directive.
the manufacturer shall take necessary measures to ensure that the manufacturing
process follows the principles of quality assurance as appropriate for the products
manufactured (Annex Ill section 4).
the manufacturer shall institute and keep up to date a systematic procedure to review
experience gained from devices in the post-production phase and to implement
appropriate means to apply any necessary corrective actions (Annex Il section 5).

Conformity assessment was performed according to Article 9 (7) and Annex lll, section 3.
Our current Quality System is formatted to international standards:

e 1SO 13485:2016 «Medical devices — Quality management systems — Requirements
for regulatory purposes»

Attachments — DoC IVD All Others — ID # 00208017 — V1 — 08/11/2017
Page 1 0of 2
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Corporate Contact Information

EKVITESTLAB LLC

Velyka Vasylkivska St. 114, Kyiv, Ukraine, 03150
tel. 0(800)31-89-87; +38 (044)334-89-87
e-mail: info@equitest.com.ua

RESPONSIBLE PERSON’S name: Anna Yurchuk
Position: Director

SIGNATURE :

Date : October 25, 2021

/i European Authorized Representative:

- “EKB”EGU\ f Registered Address:

R\ o serdsass /5 Obelis s.a.

' Bd. Général Wahis 53

B-1030 Brussels, Belgium
Phone: 32.2.732.59.54
Fax: 32.2.732.60.03
E-mail: mail@obelis.net

Representative: Mr. Gideon ELKAYAM (CEO)

Attachments — DoC IVD All Others — ID # 00208017 — V1 — 08/11/2017
Page 2 of 2


mailto:info@equitest.com.ua

CERTIFICATE

MANAGEMENT SYSTEM CERTIFICATION BODY

«CONFORMITY ASSESSMENT BODY «PROMSTANDART», LLC
certifies that the enterprise

EKVITESTLAB
Limited Liability Company
registration code 38745936

legal address:
Ukraine, 03150, Kyiv, 114 Velyka Vasylkivska street,

manufacturer's address:
Ukraine, 04212, Kyiv, 60/2 Peremohy Avenue

has established and applies quality management system for
development, production, storage and sale
of ELISA kits for in vitro diagnostic

Audit, No report 2020/015-20.2.1
confirmed that the requirements

1ISO 13485:2016

«Medical devices — Quality management systems —
Requirements for regulatory purposes»

are performed.

The control of conformity of the certified quality management system to the requirements of the specified
standard is carried out by means of supervisory audit, the periodicity and procedures of which are regulated by
the program.

Certificate registration number Ne UA.QMS.00014-21 r
Registered 06 April 2021
Valid until -April 2024

80156

DSTIT ENISO/IEC 17021-1

Director of Certification Bo
«CAB «PROMSTANDART»,

3d by telephone: (056) 742-82-39
PROMSTANDART», LLC: prom-standart.com.ua



anti-Lamblia

NDA-Habop onAa Ka4ecCTBEHHOro OoHapy»XeHus
aHTuTen K Giardia lamblia (intestinalis)

NHCTPYKUMSA NO NPUMEHEHWIO
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EQUI anti-Lamblia

NOA-Habop ans Ka4eCTBEHHOrO OOHAPYKEHUST aHTUTEN
K Giardia lamblia (intestinalis)

1. HASBHAYEHUE

NPA-Habop «EQUI anti-Lamblia» npegHasHadyeH p[Ans  KavyeCTBEHHOrO
obHapyxeHus aHTuten k Giardia lamblia (intestinalis) B cblBOpOTke nnun nnasme
KpOBM 4YenoBeka MeTOAOM WMMyHodepMeHTHoro aHanusda (UPA) c uenbio
anarHocTukn nambnuosa. lNMpouedypa aHanusa paccyuMTaHa kak Ang pyyYHoW
NMOCTAHOBKM C aBTOMaTM4YeCKUMM NUNeTkaMmu U cTaHgapTHbIM 06opyaoBaHueM,
Tak 1 aBTOMaTU4ECKOro UMMYyHOEPMEHTHOrO aHanmM3aTopa «OTKPbITOro» Tuna.

LleneBas rpynna: getun, BnagernbLbl AOMALLIHNX XUBOTHbIX, CEMbCKUE XUTENW,
OaYvyHUKN.

MpumeHeHune: VIOA-Habop NpuMeHAeTCa B KMUHUYECKUX ONArHOCTUYECKUX
nabopaTtopusix U OpYyrux yuypexaeHusx, paboTtawwmx B obnactu in Vvitro
ONarHOCTUKMN.

2. KMIMHUNYECKOE 3HAYEHMUE

Jlambnnos  (rmapguos) cuuTaeTcsd  OOHMM M3 pacrpOCTPaHEHHbIX
napasuMtmyeckux 3aboneBaHMIi TOHKOTO KWWEeYHMKa B Mupe. OTa WUHdekums
SIBMSIETCA OCHOBHOM NPUYMHON OCTPOI U XPOHMYECKOW Anapen, ocobeHHo cpeau
Jeten. 3Tmonornyecknm areHTom nambnunosa asnaetca Giardia lamblia, Takxe
Ha3biBaemas Giardia intestinalis vnv Giardia duodenalis.

Giardia lamblia — 9TO OLHOKINETOYHbIE >XIYTUKOBbIE CaMmble TMpPOCTble,
napasuTupyoLme B KULLEYHMKE YeroBeka N HEKOTOPbIX APYTrMX MIIEKOMUTAOLLNX.
B ’KM3HEHHOM LMKMAe napas3uToB 4YepenywTcs [ABe CTaguun: yCTONYMBbIE
K BO3OEWCTBMIO BHELIHUX YCMNOBUKA LUCTbl WU BeretatMBHas dopma —
Tpodo30ouThl. 3apaxxeHne NPOUCXOAWUT MpWU MonagaHuM LUCT B KeNyLOYHO-
KULLEYHbIN TpakKT YenoBeka. McnbiTaB AenNCTBUE XENYAOYHOMW KUCIOTbI, LUCThI
B ABEHaAUaTMMNEepCTHOM KULLIKe MpeBpalialTcd B Tpodo30MThbl, KOTOpPbIE U
napasvTuMpylT B BEpPXHMX OTAenax TOHKOro kuweyvHuka. OHM BnuTbIBaAKOT
nuTaTenbHble BellecTBa W3 MpocBeTa KULWKW, ONOKMpYHT MPUCTEHKOBOE
nuLLeBapeHne 1 HapyLaKT OBUraTENbHY aKTUBHOCTb KULLIEYHUKA.

MHduumpoBaHne YenoBeka NponcxoanT pekanibHO-oparnbHbIM NyTEM Yepes
3apaXeHHble LMcTaMm NpoayKTbl MUTaHUSA, BOAY, FPsi3Hble pyku 1 T.4. K yenoseky
nambnuu MoryT nonacTb UM OT MHAULMPOBAHHBLIX Kowek, cobak, JoMaluHero
ckota. Ocoboe pacnpocTpaHeHne nsamb6nno3 npuobpeTaeT B pPernoHax c
nnoxmMm cobngeHnem caHnTapHbix HOpM. Kpome Toro, nepegava ot YenoBeka kK
YenoBeKy 4YacTo HabnaaeTcs B AOLWKOIbHbIX YYPEXOEHUSAX.

Bo mMHoOrmx cnyyasx wHBa3va nambnum npoTekaeT 6e3  KIMHUYECKUX
nposiBrieHnin. B npoTMBHOM crnyyae nepBble CUMNTOMbI NAMBIMO3a NOSBASIOTCS
yepesd 1-3 Hegenu nocre 3apaxeHus. Yalle OHW NPOSABNSAKOTCA Cnasmamu,
B3OQyTMEM XMBOTA, TOLIHOTOW M AMapeen, 4To MpMBOAMT K Aervapataumm u
notepe Beca. OcTpasa dopma 3aboneBaHus MOXeT ANUTbCA OO OBYX Hedernb
N 3aKkaH4MBaTbCH BbI3AOPOBMNEHNEM 0e3 [OMONHUTENBbHOrO IeYEHUs WUnu
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nepexoantb B XpoHu4Yeckyr. [pyn AnuTenbHOCTM MHBa3um Gonee 2 mecsues
pa3BMBaETCSA XPOHUYECKMI NAMOIMO3, 000CTPEHNE KIMHUYECKNX MPOSIBIIEHWNA
(Onapest) HocuT uuMKNn4Yeckuin xapakTtep. [lapasutupoBaHue Giardia lamblia
MOXEeT MNPMBECTU K CUHOPOMY Mamnbabcopbumn, MpuM KOTOPOM HapyluaeTcs
BCacblBaHWe YrNeBOAOB U XUPOB, a Takxke 0OMeH ButamuHos B12, A n C.

[na koHTponsa pa3BuTusa 3aboneBaHnsa U TSXKECTU KITMHUYECKUX NPOSIBIIEHNIA
OonblIOE 3HAYEHVME UMEKT WMMYHHBI OTBET Ha MHBA3WK W HEUMMYHHbIE
dakTopbl. B apaavkaumm Bo30yamMTenst NpMHMMAlOT yyYacTue U ryMmoparnbHbIf, 1
KNETOYHbIN UMMYHUTET, POJib KOTOPbIX 4O CUX NOP ABMASETCHA NPegMETOM Hay4HbIX
nccnegosaHuin. Kpome Toro, 6narogaps 3awuTHbIM MeXaHu3mam oopMupyeTcs
YacTMYHas CTOMKOCTb K MOBTOPHOMY 3apaKeHuHo.

Kak npaBuno, pns puarHoctmku nambnvosa npoBOAAT  BbiiBNEHUE
TPOGO30UTOB U LMCT NAMONuUiA B AyoAeHanbHOM COAepXMMOM u kane. [lpu
XPOHMYECKOM TeyeHun 3aboneBaHusi LMCTbl BbIOENSAKTCA NEPUOONYECKN,
3TO crefyeT yuuTbiBaTb U NMPOBOAWTL OOMOMHUTENbHbIE aHanuabl PerynspHo
B TEYEHWEe HECKONbKMX Hepenb. [pyrum MeTogom [uarHoctvku nsmbnuosa
aBnseTca obHapyxeHue aHTureHoB Giardia lamblia B dekanuax. Bmecte ¢
TEM CepoguarHocTvka C BbISIBIEHMEM CNeunUYEcKMX aHTUTEN K aHTUreHam
nambnun ABNSETCA BaXKHbIM 3TanOM OLEHKM MMMYHHOrO OTBETa MaLMEHTOB.
BbisiBneHne cneuyudmyecknx IgM aHTMTENn nNO3BOMSIET rOBOpPUTb 006 OCTpOMN
ctagum nambnuosa. OgHako BbisiBrieHne cneumdudecknx 1gG n IgA aHTuTen
cnefyeT UHTEPNpeTUpoBaTb C OCTOPOXHOCTBID: B HEKOTOPbIX PErMoHax OHU
COXPaHSTCS ONUTENBHO NOCNe MHMULUMPOBAHUSA, B TO BPEMS KaK B APYrux uUx
YPOBEHb CHUXXaEeTCs Nocrne apaankauumm Bo3byantens.

3. NIPUHUWIM AHAJIN3A

BoisiBrneHune cneumdudeckux k Giardia lamblia aHtuten B UPA-Habope «EQUI
anti-Lamblia» ocHoBaHO Ha npuHUMNe «Henpsmoroy» TBepaodasHoro NOA B
OBYX3TanHon WHkybaumu. B nyHkax nnaHweTta 3acopbupoBaHbl OYULLEHHbIE
aHTureHol Giardia lamblia. Bo Bpems nepBoro atana wUHkybauuu nccnegyembix
obpasyoB B nyHkax nnaHweta W®OA cneuucunyeckne aHtutena k Giardia
lamblia, ecrnv OHM MPUCYTCTBYIOT B 0BpasLax, CBA3bIBAlOTCA C aHTUreHaMu Ha
TBepaon ase. JIlyHKM OTMbIBAKOTCA ONS yAaneHUss HecBA3aHHbIX aHTUTen,
OCTalTCH TOMbKO cneundudeckne KOMMMeKCbl aHTureH-aHtuteno. [locne
aToro gobaBnsdeTcd CMeCb aHTMBUAHLIX KOHbloratoB (aHTU-IgG mn aHTu-IgA)
MOHOKIOHanbHbIX aHTUTEN C MepoKCUAAa30W XpeHa, KOTopble CBA3bIBaOTCA
C MMMYHHbIMW KOMMNekcamun Ha TBepaon ¢ase. HecBs3aHHbIE KOMMOHEHTHI
yaansoTca npu oTMbiBaHUU. KOMMNNEeKCbl aHTUreH-aHTUTeNno obHapyXuBawTcs
nytem pobaBneHns pactBopa XxpomoreHa 3,3,5,5-TeTpameTunbeH3nanHa
(TMB) c¢ nepekucbto Bopopopa. lMocne 30-MUHYTHOM WHKYGauum peakums
ocTaHaBnuBaeTcsa gobasneHnem cton-pacteopa. Ontuyeckas nnotHocTb (ON)
B NyHKax onpeensercsa Ha cnekTpodoTomeTpe npu AnvHe BorHbl 450/620-695
nm. IHTEHCUBHOCTb XEeNTOW OKpackn NpornopumoHarnsHa KONM4eCcTBY aHTUTEN B
obpasue.
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4. MATEPUAIIbI N OBOPYOOBAHUE

4.1. CoctaB Habopa

MnaHweT NDA
B kaxpom nyHKe nnaHweta 3acopbupoBaHbl
1x96 OYMLIEHHble aHTureHbl Giardia lamblia. JlyHKM MOXHO
NYHOK otgenatb. [locne nepBOro  OTKPBITUA — XpaHuTe
Hencnonb3oBaHHbIE  CTPWUMbI B YNakoBKe  Mpwu
Temnepartype 2-8°C He 6onee 6 mecsiLeB.
MoO3UTUBHbLIN KOHTPOJb
1x0,35 ml PacTteop KOHBHIMPOBAHHbIX CI'IeLI,I/Iq)I/IL-IeCKIfIX
MOHOKJOHabHbIX @aHTUTEN C KOHCEPBAHTOM (PO30BbIN).
XpaHutb npu Temnepatype 2-8°C
HeraTuBHbIN KOHTPOJIb

HeratuBHass  cbiBOpOTKa  KpOBM  4YenoBeka C
NTROL .
[CONTROL] - Tx4,2ml KOHCEpBaHTOM (kenTbiN). XpaHUTb Mpu Temnepatype
2-8°C

PacTtBop Ans pasBeaeHusi CbiIBOPOTOK
BydepHbIi  pacTBOp C  9KCTPaKTOM  MOJIOKa,
[EeTepreHToOM M KOHCepBaHTOM ((PMONeToBbIN). XpaHUTb
npu Temnepartype 2-8°C
PacTBOp KOHBlOrara (roToB K UCMOJIb30BaHUIO)
BydepHbIi pacTBOp MOHOKMOHanNbHbIX aHTuten k 1gG
1x13ml u IgA YenoBeka, KOHBIOIMPOBAHHLIX C MEPOKCUAA30W
XpeHa, cO cTabunu3atopaMM U  KOHCEPBAHTOM
(3eneHbInt). XpaHuTb npu Temnepartype 2-8°C
PactBop TMbB (roToB K UCNOJIb30BaHUIO)
1x13ml Pactsop TMB, H,0, cTabunusatop, KOHcepBaHT
(6ecuBeTHbIN). XpaHuTb Npu Temnepartype 2-8°C
PactBop ans npombiBkn TWEEN (20x koHUeHTpaT)
20-KpaTHbIN  KOHUEHTpaT docdatHoro Oydepa ¢
TeBnHOM-20 (6GecuBeTHbIn). PasBecTtn pacTtBop And
npombiBkn TWEEN (20x) 1:20 guctunnmpoBaHHON
UM OEeVOoHU3MPOBAHHOW BOAOW (Hanpumep, 5 Mn
KoHUueHTpata + 95 mn Boabl AnA 8 nyHok) nepepg
ucnonb3oBaHnem. Pas3baBneHHbIi pacTBOpP XpaHWUTb
npu Temnepartype 2-8°C He Gonee 7 cyTok

[DIL[SAMPLE 1x 11 ml

[TWEEN[WASH[20x] 1 x 50 ml

CTon-pacTBOp (rOTOB K UCNOJIb30BaHUIO)
SOLN|STOP 1x13ml  Pacteop 0,5 mol H,SO, (6ecupeTHbIn). XpaHnuTb npu
Temnepartype 2-8°C
B cocTtaB Habopa BXogsT: knevikaa nneHka (2 wr.), cxema BHeceHus obpasuos
(1 WT.), IUCT KOHTPOJIbHbBIX UCMBITAHUA Y MHCTPYKLWS NO MPUMEHEHMIO.

4.2. NlononHuTenbHbIE peakTUBLI, MaTepuanbl 1 o6opygoBaHue

ABTOMaTMyeckme NnneTkn nepemeHHoro oobema Ha 10—1000 pl n HakoOHEYHMKM
K HMM, MepHas nabopaTopHas nocyga (10—-1000 ml), genoHuanpoBaHHas
Unu OuUCTUNnMpoBaHHas BoAa, Tepmollenkep Ha 37°C wunu TepmocTaT Ha
42°C, aBTOMaTUYECKUA WUNU MNOflyaBTOMaTUYECKUA MpOMbIBaTENb MNaHLIETOB
(Bowep), cnektpodoTomeTp (puaep) Ana MukponnaHwetoB Ha 450/620-695
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Nm, COOTBETCTBYIOLLME KOHTEHEPbI ANA OTXO4OB MOTEHLMANBHO 3apa)KeHHOro
maTepuana, Tanmep, unbTpoBasnbHasi 6ymara, ofgHOpa3oBble HeonyapeHHbIe
nepyaTku, Ae3nHdpuLMpytoLine cpeacTsa.

5. MIPEAOCTEPEXEHUE U TEXHUKA BE3OIMNACHOCTHU

5.1. MpenocTtepexeHune

lNeped nposedeHuem aHau3a 8HUMameIbHO 03HaKOMbMmeCh C UHCMpyKyuel
no npumeHeHuro. [JocmosepHocmb pesynbmama 3agucum om 4YemKoz2o
criedoeaHusi npoyedype aHausa.

—He ucnonb3ynte KommnoHeHTbl WN®PA-HabGopa nocrne OKOHYaHWs Ccpoka
ro4HOCTH;

— He ncnonb3ynTe BO BpeMS aHanusa v He CMeLLMBanNTe KOMMNOHEHTbI pa3HblX
cepuii, KOMMOHEHTbI N3 HabopPOB pa3HbIX HO30MOTUIN UMM peareHTbl ApYrnx
npounssoauTenen B codetaHumn ¢ Habopom «EQUI anti-Lambliax;

— He 3amopaxmBarte NPA-Habop UM ero KOMMNOHEHTbI;

—nocne UWCnorib30BaHUA peareHTa 3akpbiBalTe KaxAabli pnakoH CBOEeW
KPbILLKOW;

— BO BpeMS MPOMbIBAHUSA KOHTPOMNMPYIMTE HANOSTHEHME U NOJSTHY0 acnupaLmio
pacTBopa 13 fyHOK;

— Kaxgbl pa3 MCMNoMb3yhTe HOBbIA HAKOHEYHUK MUMETKU ONA BHECEeHUs
00pasL 0B NN peareHTos.;

—un3berante nonagaHus NpPsIMbIX COJIHEYHbIX Jy4yeln Ha peareHTbl NPA-

Habopa;
[omkeH ObiTb 6GecuBeTHbIM nepen ucnonb3oBaHMeM. Ecnu
pacTBOp OKpalleH B CMHUI UMW XENTbIN LUBET, ero Herb3s UCnonb3oBaTb.
M3berante koHTakTa C meTtannaMmm WunM MoHaMu MeTarnrnos.
Ona paboTbl UCMOMb3yNTE TOSMbKO YMCTYH, TLATENbHO BbIMNOMOCKAHHYHO
OVNCTUNNNPOBAHHOW BOOOW Nocyay;

— He UCMONb3ynTe peareHThl, LBeT KOTOPbIX HE COOTBETCTBYET yKazaHHOMY B
nyHkTe 4.1;

— HM B KOEM Crly4ae He UCMNOonb3ynTe OA4HY U TY XKe nocyay Ans "
[SOLN[TMB];

— He NpoBOAUTE BU3yaribHbIV y4eT pe3ynbTaTtoB aHanm3a (6e3 ncnonb3oBaHus
puaepa);

— JononHuTensHoe obopygoBaHMe, Haxogsleecss B HENoCpenCcTBEHHOM
KOHTakTe Cc OWMOMNorm4yecknm martepuanom WM KOMMOHeHTamu Habopa,
CUMTaeTCs 3arpsi3HEHHBIM U HYXXAAETCs B O4ULLIEHMM 1 0be33apaXkmBaHuy;

— VI®A-Habop npegHasHadeH ana 96 aHanm3oB. KoMMNOHeHTbl nocne
MCMONb30BaHUA M OCTATKM HEUCMNONb30BAHHbLIX KOMMOHEHTOB [OJSIXHbI
ObITb YTUNN3NPOBAHDI.

5.2. TexHuka 6e3onacHocTH

—BCe peareHTbl Habopa npegHasHayeHbl TONbKO Ans nabopaTopHOro
npodeccrMoHanbHOro MNpUMEHeHUa B N Vitro AuarHocTuke u MOryT
NCronb30BaTbCA TONLKO KBaNM@UUMPOBaHHbLIM NEPCOHarnom,;
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— MOCTaHOBKY aHanusa NpoBOAUTb TOMIbKO B OOHOPA30BbIX HEOMyOpeHbIX
nepyaTKkax u 3aWMTHbIX OYKaXx;

—He pJonyckaeTtcs MpMHMMaTtb MWWy, MWUTb, KypUTb WM MNOMb30BaTbCA
KOCMETUKOW B KOMHaTe NpoBeAeHNs TeCTa;

— He NMNeTnpoBaTb PacTBOPbI PTOM;

— koHTponu dA-Habopa «EQUI anti-Lamblia» npoTecTupoBaHbl 1 NpU3HaHbI
HeraTuBHbIMM Ha HBsAg n aHtutena k BUY1/2, BI'C, Treponema pallidum,
OAHaKo obpallaTbCs C KOHTPONbaMu U nccnegyemoiMu obpasuamvu cnegyet
Kak C NOTEeHUManbHO ONacHbIM MHMEKLMOHHBIM MaTepuanom;

— HEeKOTOpble KOMMOHEHTbl Habopa cogepXaT HU3KMe KOHLEeHTpauum
BpedHbIX BELLECTB M MOTyT Bbi3BaTb pa3gpa)keHue KOXW U CIU3UCTbIX.
MNpn nonagaHum [SOLN[TMB], [SOLN[STOP] 1 [SOLN[CONJ| Ha crnuaucTblie unm
KOXy HeobxoguMMO HEMEAJIEHHO MPOMbITb MOpaXkeHHOEe MeCcTo GonbLInM
KOnmMyecTBOM BOAbI;

— B criyyae pasbpbl3rBaHus pacTBOPOB, HE COAEPXKAaLLNX KUCMOTY, Hanpuvep
CbIBOPOTOK, 0bpaboTaTb NOBEPXHOCTb AE3MHPULMPYIOLUM CPeaCcTBOM,
3aTeM BbITEPETb Aocyxa hunbTpoBanbHou 6ymaron. B npoTuBHOM criyyae
KMCMOTY CHayana HyXHO HenTpanu3oBaTb pacTtBopoMm 6ukapboHaTa
HaTpws, a 3aTeM BbITEPETb MOBEPXHOCTb, KakK OMMCAHO BbILLE.

5.3. UHakTUBaUMA 1 yTunusaums oTxonoB
—XNAKnMe oTxofbl HeobXoOUMMO WHAKTUBMPOBATb, HaMpMMeEp, PacTBOPOM
nepekucun Boaopoaa B KOHEYHOW KOHueHTpauun 6% B TeyeHue 3 4yacos
npu KOMHaTHOW TemnepaTtype WM rMnoxmopuTOM HaTpusa B KOHEYHOW
KOHueHTpauun 5% B TevyeHne 30 MUHYT uUnnM OpYyrumu paspeLleHHbIMU
Ae3nHpuumpyroLwmnMm cpeactaamuy;
— TBepAble 0TX0Abl CrieayeT UHAKTMBMPOBAaTb NyTEM aBTOKNABUPOBaHUS Npu
TemnepaType cTepunusaumm He MeHbLle 132°C;
— He aBTOKNaBUPYMTE pacTBOpPbI, COAepXKaLlue a3ng HaTpus Unu runoxnopuT
HaTpus;
— YyTUNU3aLumMio MHaKTUBMPOBAHHbLIX OTXOA4OB NPOBOAUTL B COOTBETCTBUUN C
OeNCTBYIOLWNM HauMOHarbHbIM 3aKOHO4ATENbCTBOM.

6. XPAHEHVE N TPAHCINMOPTUPOBKA

NDA-Habop cTaburneH B Te4eHMe cpoka rogHOCTM, YKa3aHHOro Ha 3TUKETKe,
€CInn ero xpaHutb npu Temnepatype 2-8°C. TpaHcnopTupoBaTb Habop npwu
TemnepaTtype 2-8°C. [onyckaetca ofHopas3oBasi TPaHCMOPTMPOBKA Mpu
TemnepaType He Bbiwe 23°C B TeYEHNe OBYyX CYTOK.

7. PEKOMEHOALIUM NO OTBOPY, TPAHCITIOPTUPOBKE U
XPAHEHUIO OBPA3LIOB

KpoBb Heobxoammo oTbupaTtb M3 BeHbl B CTEpPUIbHYO Npobupky. Mpobupka
JomkHa  ObiTb  NpoMapkupoBaHa C  yKa3aHWEM  UOEHTUMKALNOHHBLIX
OaHHbIX nauueHTa u gatbl oTbopa obpasua. LlenbHylo KpoBb [0 OTAeneHus
CbIBOPOTKM MOXHO XpaHuTb 40 24 4YacoB npu Temnepatype 2-8°C, He gonyckas

3aMopaxunBaHuA.
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CbIBOPOTKY MNU nnasmy KPOBU MOXHO XpaHUTb npu Temnepatype 2-8°C He
6onee 3 cyTok. [lonyckaeTcs 6onee NpoAomKMTENbHOE XpaHEHNE 3aMOPOXKEHHOM
cbiBOpoTkM npu Temnepatype -20°C wnu -70°C. 33amopoxeHHble obpasLubl
nepes MCnonb30BaHUEM CrielyeT pa3mMopo3uTb U BbiAepXKaTb MPU KOMHATHOM
TemnepaTtype B TeudeHme 30 mMuHyT. [locne pasmopaxuBaHus obpasubl
cnepyeT nepemellatb Afs AOCTUXEHUS OOHOPOAHOCTU. M3berate NOBTOPHOrO
3aMopaxuBaHus-oTTanBaHus uccrnegyemboix obpasuoB. B cnyvyae noMyTHeHUs
CbIBOPOTKM (MNN Nna3mMbl) OCBOOOXOAKTCA OT HEpPacCTBOPEHHbLIX BKIHOYEHWNA
ueHTpudpyrnposaHmem npu 3000 o6/muH B TedeHne 10-15 muHyT. He cnepyet
ncnonb3oBaTb 06pasubl CbIBOPOTOK C Bblpa)XEHHOW NUMUAEMUEN, FEMOSIN30OM, a
Takxe bakTepuarnbHbIM NPOPOCTOM.

OO6pasubl  CbIBOPOTOK  TpaHCMoOpTMpPOBaTb B TEPMOU3ONSALMNOHHBIX
KOHTenHepax. [1ns1 9TOro 3akpbiTble NPOMaPKNUPOBaHHbIE NPOOMPKN HEOOXOANMO
NMOMECTUTb B MONMITUIEHOBLIV NAKET, NIOTHO 3aneyvaTtaTb M NOSIOXUTb B LIEHTPE
TEPMOKOHTENHEpPa. 3aMOpOXeHHble XnajareHTbl MOMOXUTb Ha [HO BAOIb
OOKOBbIX CTEHOK TEPMOKOHTENHEPA U HaKpbITb UMW 006pa3Lbl CbIBOPOTOK.

8. MOAIrOTOBKA PEAEHTOB
lNMpumeyvaHue: lNeped ucrnonb3osaHuem 8bidepxxume ece KOMnoHeHmMbl NOA-
Habopa npu komMHamHou memnepamype 18-25°C e meueHue 30 muHym!

8.1. MoarotoBka nnaHweTta UDA

Ona npegynpexaeHns KOHAeHcauuu BoAbl B JNIYHKax OTKpblBanTe
TONbKO nocrne Bbigepxusanms 30 MUHYT Npu KOMHATHOW TemnepaType.
PackponTe BakyyMHYK ynakoOBKYy, OTAENUTE HEOOXOAMMOE KONMYECTBO FYHOK,
a ocTanbHOe cpasy Xe TwaTeNbHO ynakynTe C BnaronornoTutenem n xpaHute
MMOTHO 3akpbITbIMM Ha 3aMok zip-lock npu Temnepatype 2-8°C. XpaHeHue
ynakoBaHHOro Takmm obpasom nnaHweTta obecneynBaeT ero cTabunbHOCTbL B
TeyeHue 6 mecsaLes.

8.2. MpuroTtoBneHne NPoMbLIBOYHOIo pacTBopa

[na npuroToBneHns NpoMbIBOYHOMO pacTBopa passeauTe [TWEEN[WASH[20x]1:20
(1+19) ANCTUNNMPOBAHHOW NN ENOHU3NPOBAHHON BOAOW, MOTOM NepemMeLlanTe.
Hanpumep, 5 ml koHueHTpaTa + 95 ml BoAbl, Yero 4ocTaTo4vHO Ans 8 nyHok. Npu
HanM4MM KpUCTanmioB B KOHLEHTpaTe pacTBopa AN MPOMbIBaHWSA MporpenTe
dnakoH npu Temnepatype 37°C g0 MOMNHOro pactBopeHus kpuctannos (15-20
MUHYT). Pa3BegeHHbIN pacTBOpP MOXHO XpaHuTb npu Temnepatype 2-8°C He
bonee 7 cyTok.

9. MPOLUEAYPA AHAJIN3A
9.1. MoaroToBbTE HEOOXOOMMOE KONMYECTBO JTYHOK AN aHanuaa (4etbipe NyHKU
ANS KOHTpOnen N HeobXxo4MMOE KONMYECTBO ANS Uccrnegyembix obpasLos),
BCTaBbTE MX B pamky nnaHweta VDA, JlyHKM c KOHTponsMun obsizaTenbHO
BKIlOYaNTE B KaXkayto NOCTAaHOBKY aHanmaa.
9.2.3anonHuTe cxeMy BHeceHMs 0b6pa3LoB.

9.3.MpurotoBbTE pacTBOpP AN NPOMbIBAHUSA B COOTBETCTBUM C MYHKTOM 8.2.
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9.4.BHecuTe BO BCe nyHKKU nraHweTa no 80 pl SAMPLE].

9.5.BHecuTe B nyHkM no 20 pl koHTponen n nccrnegyemMbix 06pasyos.:
— B NyHKy A1,
[CONTROL[ -] — B nyHku B1, C1, D1,
B OCTalnbHbIE NTYHKM — nccnegyembie obpasupl.
[Mpy BHECEHUM NMPOUCXOAUT M3MEHEHME LBeTa pacTBopa ¢ hUONeToBOro
Ha cuHUN. OCTOPOXHO NUNETUPYWTE CMECb B JIyHKaxX, He [omnyckas
neHoobpasoBaHus.

9.6.3aknenTe CTpUMbl KNENKOW MIEHKON N UHKYOupynte B TedyeHne 30 MUHYT
npu Temnepatype 37°C.

9.7. o okoHYaHWM MHKYBaLUM akkypaTHO CHUMMUTE KIENKYI0 MAEHKY U MPOMOnTe
NYHKM NATb pa3 C MCMONb30BaHWEM aBTOMAaTMYECKOro NMpoMbiBaTens unm
8-kaHanbHOWM NMNETKM criegyowmm obpasom:

— yoanuTe CoAepXMMOe NYHOK B KOHTENHEP ANS XKUOKUX OTXOAO0B;

— HanomHWUTe INyHKM cTpunoB He MeHee yem no 300 pl pactBopom gns
NPOMbIBaHUs, OCTaBbTE HE MeHee, YeM Ha 30 CeKyHp;

— acnvpupymnTe pacTBop u3 nyHok. OcTaTouHbIi 06bem pacTBopa nocrne
KaXkJoro atana acnupauumn JoSMKeH coCTaBnsaTb He 6onblie 5 pl;

— NOBTOPUTE NpoLeaypy NPOMbIBaHUSA eLle NATb pas;

— nocne nocnegHen acnupauny n3basbTechb OT NULLHEN BNaru, NocTykneBas
nnaHweToMm no unsTpoBanbHon Bymare.

9.8.BHecute B nyHkn no 100 pl [SOLN[CONJ]. CTpunbl HAKPONTE HOBOW KIEMNKOW
NNeHKon n uHKybupyrte B TedeHne 30 muHyT npu 37°C.

9.9.To okoOHYaHUN NHKYDaL MM akKypaTHO CHUMUTE KIeNKyo NieHKY U NpOMOoKTe
NYHKN NATb pas, Kak onvcaHo B NyHKTe 9.7.

9.10.BHecute B nyHkn no 100 pl [SOLN[TMB], HE KacasdCb OHa WU CTEHOK NYyHOK
nnaHwerTa.

9.11. NHkybupynTe cTpunbl B TeyeHne 30 MUHYT B TEMHOM MeCTe Npu KOMHaTHOM
TemnepaTtype 18-25°C. He ncnonb3ynTe KNenkyo nNieHKy Ha JaHHOM 3Tane.

9.12.BHecute B nyHku cTtpunoe no 100 ul ONsi OCTaHOBKM
depMeHTaTMBHOW peakLumn, NpnaepXmBasach TON Xe nocneaoBaTenbHOCTH,
YTO U NPV BHECEHMU [SOLN]TMB]. Bo BpeMsi BHECEHUS MPOUCXOAUT USMEHEHUNE
LBeTa pacTBopa C ronyboro Ha XenTbli, B TYHKax C Npo3payHbiM pacTBOPOM
HEe3HauYNTENbHO MEHSIETCS OTTEHOK.

9.13. amepbTe Ha pupepe Ol1 B kaxgow nyHke npwu gnuvHe BonHbl 450/620-
695 nm B TeyeHue 5 MUHYT Nocrne OCTaHOBKWM peakuuwn. [lJo npoBeaeHUs
namepeHus ybeautecb B YMCTOTE BHELUHEW MNOBEPXHOCTU OHAa NyHOK WU
OTCYTCTBUM My3bIPbKOB.

Yuyem pesynbmamos aHasnu3a MOXHO po8ooums 8 0OHO80/THO8OM PeXuMe
rpu dnuHe 8osiHbI 450 nm, 8 3mom cry4ae ocmagbme s1yHKYy 01151 ycmaHO81eHUs
6r1aHKa (8 makyo JIyHKY eHecume moJibKO [SOLN[TMB] U [SOLN[STOP ).
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10. YYET PE3YJIbTATOB U UX MHTEPMPETALUA

10.1. YueT pe3ynbTaToB aHanu3a
Paccuutate cpegHee 3HadeHue Ol HeratuBHoro KoHtpons (Nc), ypoBeHb
rpaHunyHoro 3HaveHus (Cut off - CO) n nHgekc nosntnsHocTy obpasua (IP

Nc = (Nc1 + Nc2 + Nc3)/3; CO =Nc + 0,25
IP =0D /CO, roe OD

sample sample

10.2. KoHTpOnb 4OCTOBEPHOCTU pe3ynbTaToOB aHanu3a
[aHHble TecTa cunTaloTCa LOCTOBEPHBLIMU, ECIIM OHU OTBEYAOT Creay UM
TpeboBaHUAM:

onz1,0
O < 0,150

_ _ rae Ncn — Ol kaxgoro
Nc x 0,5<Ncn < Nc x 2,0 nosTopa NG

Ecrm opHo 13 sHaveHuin Ol HeraTMBHOMO KOHTPOSSA BbIXOAMT 3a npenesibl
yKa3aHHOro Bbllle WHTepBana, ero otbpackiBaioT M paccumTbiBaloT Nc no
ocTanbHbiM 3HaveHuam OIF1 HeraTMBHOro KoHTpons. Ecnu 6Gomnee opgHoro
3HayeHust Ol HeraTMBHOrO KOHTPOSSI HE OTBEYAET yKa3aHHbIM TpeboBaHMsM, TO
TECT CYUMTAETCHA HEKOPPEKTHBIM 1 TPebyeT NOBTOPHOIO NPOBEAEHMS.

sample)'

— OI o63pasua

sample

10.3. MHTepnpeTauua pesynbLTaTtoB

P, 0> 11 MONOXWUTENbHbIN
09<IP_ <11 HEOMNPEAENEHHLIN®
P, .<09 OTPULATEbHbI/

sample

*

HeonpeneneHHble o6pasubl pekoMeHAyeTcs uccnefoBaTb MOBTOPHO
B OBYyX NyHkax Habopa W®PA. Ecnu pesynbtaThl cHoBa OyaoyT B npepenax
HeonpeaeneHHbIX, criegyeT NPoBeCcTU O0TOOP M aHanu3 HoBoro obpasua yepes
2-4 Hepenun. B cnyyae noBTOPHOro nofnyyeHus HeonpeaeneHHbIX pe3ynbLTaToB
Takune obpasLbl cuMTaTh OTpULATENbHBIMU.

11. XAPAKTEPUCTUKU TECTA

11.1. AHanUTUYeCcKne xapakTepucTukun

MpeunsnoHHOCTb
Bocnipouszsodumocmsb pe3ynbmamos 8 ripedesiax 00HOU MOCmMaHO8KU aHasusa
(Intra assay repeatability)

KoadppuumenT Bapuaumm (CV) ana ABYX CbIBOPOTOK C pa3HbiM YPOBHEM
crneumduryeckux aHTUTEN oueHnBanu B 32 noBTopax ogHon cepum MOA-Habopos.

Ne cbiIBOpOTKM OI'ICp IPCp CV, %
14L 0,679 2,47 6,5
16L 0,490 1,79 6,6
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Bocrnipoussodumocms pe3ynbmamos Mex0y pa3HbIMU MocmaHo8KkaMu aHanu3a
(Inter assay reproducibility)

KoadbpmumenT Bapuaumm (CV) ana ABYX CbIBOPOTOK C Pa3HbiM YPOBHEM
cneunduryecknx aHTUTEN oueHMBanuM B TevyeHMe 3 gHel B 3 mocTaHOBKax
aHanusa, No 8 NOBTOPOB B KaXXAOM aHanunse.

Ne cbIBOpOTKM OI"Icp P, CV, %
14L 0,670 2,39 5,55
16L 0,463 1,65 7,06

AHanuTtnyeckas cneumdpuyHocTb

Ha pesynbtaT aHanusa He BnusieTr Hanuuve B obpasue 6GunupybuHa B
KoHueHTpauumn go 0,21 mg/ml (361,8 pymol/l), remornobuHa B KOHLUEHTpauuun o
10 mg/ml v TpurnuuepmaoB B koHUeHTpauun go 10 mg/ml (11,3 mmol/l).

11.2. AnarHocTnyeckne xapakTepucTuKu

WccnepoBaHve xapakTepucTMKk MeToda MO CPaBHEHWUIO C  aHanornyHbIM
Kommepyeckum VIOA-Habopom NpoBOAMIOCH Ha BbIDOPKE OXapakTePU30BaHHbIX
CbIBOPOTOK, LeneBon rpynne geter u Bbibopke AOHOPOB. OTHOCUTENbHYHO
yyBcTBUTENBLHOCTE W®PA-HabopoB «EQUI anti-Lamblia» onpegenann Ha
BblOOpke M3 23 06pa3uoB CbIBOPOTOK KPOBMW, KOTOpble OblM MpOBEpEeHbl Ha
Hannune aHtTuten Kk Giardia lamblia n oxapakTepn3oBaHbl Kak NOMOXUTENbHbIE
B koMmep4eckom VIDA-Habope. Bce cbiBOpoTKM Takxke Obinu onpegeneHbl Kak
nonoxutensHole B Habopax «EQUI anti-Lamblia», a 3HauuT oTHOcuTenbHas
yyBcTBUTENBLHOCTL cocTaensetr 100%. [Ona Beibopkn mn3 148 CbIBOPOTOK
OeTel, MPOBEPEHHbIX W OXapakTePM30BaHHbIX B KOMMEPYECKMX aHarorax,
oTHocuTenbHas cneundunyHoctb MPA-Habopos «EQUI anti-Lamblia» cocTtaBuna
92,86%, npoueHT coBnageHus — 93,24%. o aHanorM4Homy npuHUMNY Ans
BblOOpkM 13 238 00pa3uoB ChIBOPOTOK KPOBW [OHOPOB OTHOCUTENbHas
cneunduyHocTb coctaBnana 97%, a npoueHT coBnageHus — 96,64%.

12. OrPAHNYEHUE AHAJIU3A

OkoH4YaTernbHbIM AnarHo3 He MOXeT BbITb YCTaHOBMEH TONbKO Ha OCHOBAHWUU
pe3ynsTatoB CEpofiorM4YecKkoro TecTa, Crnefyet YuuTbiBaTb KIMHUYECKUe
nposiBrieHnst 3aborneBaHna U [aHHble nabopaTopHbIX UCCRefoBaHUn (Takue
Kak pesyrnbTaTbl BbISIBIIEHUS LUUCT B doekarnbHblX npobax unn Tpodho3ouToB B
Oyo[eHanbHOM COAEpPXMMOM; pesynbratbl ObHapyxeHus aHTureHa Giardia
lamblia B pekanusx).

Henb3a NONMHOCTLIO UCKMIOYUTL NEepeKpecTHble peakuuMm C aHTuTenamm K
aHTUreHam Apyrux napasmTos.

Cneumnduyeckne aHtutena Giardia lamblia moryT He NPOABNATLCSA Y AeTEN CO
CTOVKUM M ONUTENBbHBLIM NAMBIMO30M.

CnepyeT 3ameTuTb, 4TO aHTMTena knacca lgG k Giardia lamblia moryT
AnuTernbHo nposaBnsaTbes B UPA, aaxke nocne ycnewHo NnpoBeAEeHHOro neYvyeHus.
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13. TPYAHOCTU, KOTOPbLIE MOI'YT BO3HUKHYTb MNPU
NMPOBEOEHUN UDA
| CnocobbI pewweHus

Bo3mMoxHble NpUYnHBbI
Bbicokuli ¢poH 8 nnyHKax ece20 njiaHwema
OumncTnTb NpoMbIBaTEND M NPOMONTE

€ro B COOTBeTCTBUN C VIHCprKLl,VIeVI

3arpsisHeHHOro NpombiBaTens

Mcnonb3oBaTb OUYULLEHHYIO
Huskoe kayecTBO nnn
BOAY C yAENbHbIM COMPOTUBIIEHNEM

3arpsisHeHHasi Boga
P A >10 MQ - cm
Vcnonb3oBaHue nnoxo Mcnonb3oBaTb XMMUYECKN YUCTYHO
NOMbITOM NocyAabl nocyay
He vcnonb3oBaTb
Mcnonb3oBaHue MOKLWNX
Oes3nHmumpyoLme cpeacTea,
CpefcTB, coaepKallumnx xXnop
cogepxatime xnop
VMcnonb3oBaHue 3arpsi3HeHHbIX Vcnonb3oBaTh TONbKO HOBbIE
HaKOHEYHWKOB HaKOHEYHUKN
YBenuyeHne BpeMeHu Cobnitogatb pexum nHkyoauum
WHKYyOaL M1 unm nameHeHune B COOTBETCTBUM C MHCTPYKLMEN NO
TEMMnepaTypHOro pexumMa NPYMEHEHNIO
Bbicokuli ¢poH 8 omOesibHbIX psidax
Pacteop TMB cneanyet BHOCUTb
lMoBTOpHOE BHeceHue pacTBopa TMb P Ay
OOWH pas3
3arpsi3HeHune koHyca MpOYUCTUTL NUNETKY U OCTOPOXHO
aBTOMaTUYECKOM NMUMNETKM 6
pacTBOPOM KOHbloraTa Habupatb X1AKOCTb
[MpouncTnTb KaHan NpomMbiBaTens,

3arpsisHeHne ogHoro n3
KaHanoB NpomMblBaTens NpPOMbITb BOLLEP
lMosiy4yeHHoe 3Ha4YeHue Ol nonoxxumesibHO20

KOHMPOJIsi HUXe ycmaHo8/1eHHOU 2paHuybl
HenpaBunbHO NpUroToBreH UNn MNosTopHO nposectn DA aHanus,
He BHECEH OAWH 13 peareHToB 0o6paTnTb BHMMaHME Ha
(pacTBOp KOHBIOraTa UNu pacTeop NPaBUibHOCTb BHECEHUST 9TUX
TMB) peareHToB
MpoBOANTL MHKYGaLMo B

CokpalueHo BpeMsi MHKybauum Ha
COOTBETCTBUM C
OOHOM 13 3TanoB N
WHCTPYKLMEN NO NPUMEHEHNIO

NHmeHcueHOCMb OKpackKu JIyHOK He coomeemcmeayem
nony4yeHHoU onmu4Yeckol njiomHocmu
Bbicokas BeposATHOCTb cMeleHns |  poBepuTb KOPPEKTHOCTL paboThl

OonNTUYEecKoro ny4ya pvaepa

Pepakuusa 7 ot 18.02.2022r. 12/16



14. TEXHUWYECKAA NOMOLUb U OBCNY>XUBAHUE KITMEHTOB
B cnyyae BO3HMKHOBEHUSA TEXHUYECKUX MNpobnem Heobxoammo
0bpaTnTbCA K NPOM3BOAUTENIO.
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MpounsBoguTenb

YNonHomMo4YeHHbIN npeacTaBuTens Ha Tepputopun EC

MeauuuHckoe nsgenue ons AMarHoCcTUKK in vitro

Homep no kaTtanory

[ata nasrotoBneHnsa

3L EEHE

Vcnonb3oBaTtb 00O

-
o

(o] Koa napTtum

TemnepaTypHOe orpaHuyeHve

CopepXut goctatovHo ans (n-) ucnbiTaHum

MpepocTepexeHne, 03HAKOMUTBLCS C COMPOBOAMTENbHLIMU
OOKyMeHTaMu
HecTtepunbHo

O3HakoMMeHNe C MHCTPYKLUMEN NO NPUMEHEHUIO

Bepeub 0T NpsIMbIX COMNHEYHBIX NyYe

XpaHuTb B CyXOM MecTe
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CXEMA NPOBEOEHNA AHATTU3A

Bblgepxatb peareHTbl 30 min npu Temnepatype 18-25°C

B nyHku nnaHweTta BHecTn no 80 ul [DIL[SAMPLE

(dpnonetoBbIn LBET)

BHectn no 20 pl koHTponen n nccnegyembix 06pasLioB B fyHKK:

A1 —[CONTROL[ +], B1, C1, D1 —[CONTROL[ -],
E1 1 B ocTanbHble NyHKW - Uccneayemble obpasLbl
(NpovcxoanuT n3MeHeHue LiBeTa ¢ MONIETOBOrO Ha CUHWI)

3aknenTb CTpUMbI MEHKOW, MHKY6MpoBaTb 30 min npu Temnepatype 37°C

MpombITh NyHKM 5 pa3 npurotoBreHHbIM 1:20 (1+19) NpOMbIBHBIM PacTBOPOM
TWEEN (300 pl B nyHKy)

B nyHkn ctpunos BHecTn no 100 pl [SOLN]CONJ

(3eneHsbIn UBeT)
3akneunTb CTpuUMbl NEeHKOW, MHKYOupoBaTb 30 min npu Temnepatype 37°C

[MpombITb NyHKM 5 pa3 npurotoBneHHbIM 1:20 (1+19) NpOMbIBHBEIM PacTBOPOM
TWEEN (300 pl B nyHKy)

B nyHku ctpunos BHecTy no 100 pl [SOLN

MHkyBupoBaTb Ha npoTsixeHun 30 min B TeMHOTe Npu
Temnepartype 18-25°C

B nyHku ctpunos BHecTn no 100 pl [SOLN[STOP

(NpoucxoauT M3MeHeHWe LBeTa C ronyGoro Ha XenThii)

M3mepuTb onTnyeckyto nrnoTHocTk (Or1) Ha cnekTpodoTomeTpe npu
450/620-695 nm

YYET PE3YJIbTATOB AHAJIU3A

NC = (Nc1 + Nc2 + Nc3)/3;

co = Nc + 0,25;
IP. =0D_ /CO

sample sample

Nc - CpeaHee sHayeHue Ol 3-x
CO - YpoBeHb rpaHnyHoro 3HaveHmns (Cut off)

IPsample - MHpekc no3ntnBHocTn obpasua
MHTEPNMPETALUUNA PE3YJIbTATOB
IP g > 11 MONOXUTENBHbLIV
<1,1 | HEOMPELENEHHbLIN

09<IP_ 1o

IP <09 OTPULLATENbHLIN

sample
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NDA-HaGop ANnA Ka4eCTBEHHOro OOHapyXeHUA aHTUTen
knacca lgG k Ascaris lumbricoides
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EQUI Ascaris lumbricoides IgG
NOA-Habop ansa kKa4ecTBEHHOro 0bHapyKeHUst aHTuTen
knacca IgG k Ascaris lumbricoides

1. HASBHAYEHMUE

NDA-Habop «EQUI Ascaris lumbricoides IgG» npegHasHavyeH pgns
KauyeCTBEHHOro obHapyXeHus aHTuten knacca IgG k Ascaris lumbricoides
B CbIBOPOTKE WM MMas3Me KpOBM YerioBeka MeTogoM MMMYHOEPMEHTHOrO
aHanusa (NPA) c uenbio OuarHocTMkM ackapugosa. [lpouegypa aHanusa
paccyvMTaHa kak Afis pyYHOW MOCTaHOBKM C aBTOMATUYECKMMW NMUNeTkamy u
CTaHAapTHbIM O0OOpydoBaHMEM, Tak U aBTOMaTU4eCKOro MMMYHO(EPMEHTHOIO
aHanusaTopa «OTKpbITOro» Tuna.

LleneBas rpynna: getu, gepeBeHckue obutatenu, JadyHuKu.

MpumeHeHune: VPA-Habop NpuMeHsieTca B KITMHUYECKUX ONArHOCTUYECKUX
nabopaTtopusix U APYrux yuypexaeHusx, paboTtawwmx B obnactu in Vvitro
ONarHOCTUKMN.

2. KMIMHNYECKOE 3HAYEHUE

Ascaris lumbricoides <BnsieTca napasuMTOM 4YerioBeKka, Bbl3blBalOLWMUM
ackapuao3 — OAWH M3 Hauboree pacnpocTpaHEeHHbIX FeflbMUHTO30B B MUpE.
Mo HekoTopbIM oOuUeHkaM, Ha 3emre HacuyuTbiBaeTcs Oonee Munnvapga
MHULMPOBAHHbIX ackapuaamu.

Ackapuga uJenoBeuveckass — 93TO Kpyrnbli 4YepBb M3 Tuna Nematoda,
napasvTUpyLWnn B TOHKOM KULIEYHUKE YerloBeKka, KOTOPbIA U sBRsieTCS
€ro €eOMHCTBEHHbIM X03siMHOM. Anua Ascaris lumbricoides BblaenawTCS B
OKpY>XaloLLylo cpefly C Kanom 3apaxeHHoro 4yernoBseka. B Tennonm BnaxHow
noyBe BHYTPU WL, pa3BUBAOTCS NIMYMHKN ackapuz, No3ToMy siila npuobpeTatoT
WHBA3WOHHOCTb TOMbKO MoOcCfne nepuoda co3peBaHusa (2-3 Hegenu npwu
TemnepaType 25-30°C, npu Gonee HU3KMX TemnepaTypax MpoLecc 3aHumaeT
b6onbLue BpeMeHw). lNMocne 3apa)xeHus B KALLEYHMKE YeoBeKa NTIMUYNHKM BIXOASAT
13 gL, nonagatoT B KPOBEHOCHOE PYCIO 1 C TEYEHMEM KPOBU MUTPUPYIOT B EeYEHb
n nerkue. N3 nerkux NMYMHKMA OBUrat0TCS K IMOTKe, rae NOBTOPHO 3arnaTbiBatoTCs
1 BNOCNEACTBUM NONajaloT CHOBA B TOHKUI KULWIEYHUK. Tam cnycTsa 2-3 mecsua
N3 NMYNHOK Pa3BUBAOTCS B3POCTble ackapuabl, COCOOHbIE K pa3MHOXEHUIO.

MepepatoTcs renbMUHTLI (bekanbHO-opanbHbeIM NyTEM MpU MpornaTbiBaHum
3penbix auy Ascaris lumbricoides ¢ 3arpsi3HEHHbIMW MOYBaMW OBOLLAMM,
dpyKTamu, BOLAOW, a Takxe 4vepes rpsasHble PyKu nocrne KOHTakTa C 3eMIien.
Ackapuo3 yCnoBHO pasfensioT Ha PaHHIo cTaguio (Murpauusi NIMYUHOK) Y
Nno3aHo0 (NapasnTupoBaHue B3pOCHbiX 0COOel B KMLeYHUKe). B 6onblunMHCTBE
chnyyaeB MHBa3us npotekaeT 6eccumMnToMHoO. [lepBMYHOE HEZOMOraHne MoOXeT
HabngaTbCs yXXe Yepes HECKONbKO AHEN Mocne 3apaXkeH s 1 COMpPOBOXAATLCS
cnabocTbo, 60Mblo B XUBOTE, TOLWHOTOW. Murpaumsi MMYNHOK B NErkMe MOXeT
NPosIBNATLCS Xpunamu W Kawnem. WMHTeHcMBHas WHBA3UA B HEKOTOPbIX
cnyyasix MOXeT MNPUBOAUTbL K MHEBMOHUM W nopaxeHuo nedeHu. OpgHako
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Hanbonee pacnpocTpaHeHHbIM CMMMNTOMOM paHHEero ackapugosa SBhsoTCs
annepruyeckme peakumm n3-3a pasBuTus rmnepyyBCTBUTENBHOCTU K MPOAyKTam
KN3HEeAeATeNnbHOCTU NMUYNHOK.

KnuHnyeckumn nposiBNeHnsIMKM No3QHEeN cTagun  SBNSIIOTCS  CHUXKEHUe
anneTtuTa, 6onu B XMBOTe, pBOTA, AMapes, 3anopbl. MaccuBHas ackapugHas
NHBa3ns MOXET NPUBOAUTL K 3aKyMOpKe KULWEeYHUKa KIyOKOM renibMUHTOB UK
NpopbIBY CTEHOK C pa3BUTMEM nepuToHuTa. MNpu nonagaHum ackapuga B gpyrue
OpraHbl MOTyT BO3HMKHYTb OCITOXXHEHUS, TAKUE KaK renaTtuT, XONaHruT, naHkpeaTut
n paxe acdukcus. MNMpu ackapnagose nHoraa HabnwopaTcs HeBpoornyeckune
paccTpoWcTBa: roOfoBHble 060nv, pasgpaXuTenbHOCTb, HapyLleHWe CHa,
paccesitHHOCTb U T.A. VIHTeHcuMBHasi nHBasns 6e3 CBOEBPEMEHHOrO JleYeHus
MOXET NMPMUBECTU K CMEPTU, OCOBEHHO y MNaLlero Bo3pacTa.

Ewe Ha paHHel cTagun pas3BuBaeTCs CUMbHBLIN UMMYHHBIN OTBET Ha MHBA3UIO
Ascaris lumbricoides, BKMOYaOLLMA U KNETOYHbIA, N FyMOpanbHbIn UMMYHUTET.
AHTUreHbl JNUYUHOK ackapuz CTUMYMMPYIOT CeKpeuuo  cneundunyeckmx
MMMYHOTrNobyNMHOB BCEX KfaccoB, OAHaKko Oonblle BO3pacTaeT YpPOBEHb
cneundurdeckux n obwmx Ige-aHtnten. MHTEHCMBHOCTb UMMYHHOTO OTBETA (B
TOM Yucne pocTt TUTpoB IgG aHTUTEN) KOPPENMPYET C MAaCCOBOCTbLIO MHBA3UN.

[na guarHocTuku ackapmgo3sa Yalle BCero Mcnonb3yoT napasvuTonormyeckoe
nccriegoBaHue Kana Ha Hanuume NUYUHOK U siny ackapua. Ha paHHen ctagum
WHBa3nWu [OMOSTHUTENbHO WCMONb3YHT PEHTIEHONOrMYeckoe WuccregoBaHue
nerkmx. Takxe B KOMMNIEKC McCcnegoBaHUi BXOAUT OOLWMUI aHanm3 KpoBu (Npu
ackapuzose pasBrBaeTCs 303MHOUNNSA) U BbISIBIIEHNE CbIBOPOTOYHbBIX aHTUTEN K
aHTureHam Ascaris lumbricoides. Hannune cneumdnyecknx aHtuten Kk ackapmgam
MOXeT CBUAETENbCTBOBaTb 00 MHBa3uuM 0e3 KIUHUYECKUX MNPOSIBIIEHUA U B
KOMMnekce ¢ APYrMMU OMArHOCTUYECKMMU MHCTPYMEHTaMM MO3BONSieT HavaTb
Tepanuio 40 NOosIBIEHNS OCIOXHEHUIA.

3. NIPUHUMN AHATIU3A

O6HapyxeHue aHTuten knacca lgG k Ascaris lumbricoides B Habope NPA « EQUI
Ascaris lumbricoides IgG» 6a3npyeTcs Ha npuHUUNe «HenpsiMoro» TBEPA0EA3HOro
VDA B aByxaTanHon nHkybauun. B nyHkax nnaHweTa 3acopbrpoBaHbl aHTUTEHbI
Ascaris lumbricoides. Bo Bpems nepBoro astana uWHKybaumm wuccnegyembix
obpasyoB B nyHkax nnaHweta W®A cneunduueckne aHtutena Ascaris
lumbricoides, ecnn oHM NPUCYTCTBYIOT B 0OpasLax, CBA3bIBAOTCA C aHTUTEHaMK
Ha TBepaown dase. JlyHkM OTMbIBAOTCS ANSA yaaneHust HeCBA3aHHbIX aHTUTen,
0CTalTCs TONMbKO crneunduyeckne KOMNeKCchbl aHTUreH-aHTuTeno. MNocne atoro
pobaBnseTcst KOHblraT aHTMBMAOBLIX aHTU-IgG MOHOKMOHAmNbHbIX aHTUTEN
C Mepokcuaason XpeHa, KOTOpbIA CBA3bIBAETCA C MMMYHHbIMU KOMMIEKCaMu
Ha TBepaon ¢ase. HecBsizaHHble KOMMOHEHTbI YAANSKTCA NPU OTMbIBAHUW.
Komnnekcbl aHTUreH-aHTuTeno obHapyxueatTcs nytem gobasneHus pacteopa
xpomoreHa 3,3,5,5-tetpameTunderHsngmHa (TMB) ¢ nepekucbio Bogopona.
Mocne 30-MuMHYTHOM WHKYGaLuMM peakumsa OCTaHaBnMBaeTca AobaBrneHnem
cton-pactBopa. OnTtudeckas nnotHocTb (Of1) B nyHkax onpegensietca Ha
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cnekTpodoToMeTpe nNpu AnuHe BonHbl 450/620-695 nm. IHTEHCUBHOCTb XXENTOMN
OKpacku nponopLmMoHarnbHa KonM4ecTBy aHTUTen B obpasue.

4. MATEPUAIIbI N OBOPYOOBAHUE

4.1. CoctaB Habopa

1x96
TYHOK

STRIPS

CONTROLJ +] 1x0,25 ml

CONTROLJ -] 1x0,6ml
DILISAMPLE 1x13 ml

N 1x13 ml

%) %)

2 2

zZ

= 0

= F
—

1x13 ml

[TWEEN[WASH[20x] 1 x 50 ml

SOLN|STOP 1x13 ml

MnaHweTt UPA

B kaxgon nyHke nnaHwieTa 3acopbupoBaHbl aHTUTEHbI
Ascaris lumbricoides. JIyHKN MOXHO oTAensaTb. [Mocne
nepBoro OTKPbITUA XPaHWTE HEUCMONb30BaHHbIE
CTpunbl B ynakoBke npu TemnepaTtype 2-8°C He Gonee
6 mecsueB

Mo3UTUBHbLIN KOHTPOIb

PacTtBop KOHBHOIMMPOBAHHbIX cneumpu4eckmx
MOHOKITOHAamnbHbIX ~ aHTUTEN  C  KOHCEpPBaHTOM
(po3oBbiit). XpaHuTb Npu Temnepatype 2-8°C
HeraTuBHbIN KOHTPOJb

HeratuBHas  cbiBOpOTKa  KpOBW  4YenoBeka C
KOHCEpPBaHTOM (KenTbin). XpaHuTb Npu TemnepaType
2-8°C

PacTBop Ans pasBefeHusi CbIBOPOTOK

BydepHbii  pacTBOp € 3KCTPaAKTOM  MOJIOKa,
OETEepreHToOM M KOHCEpPBAHTOM  (KOPUYHEBBIN).
XpaHutb npu Temnepatype 2-8°C

PacTBOp KOHBIOraTa (rotToB K UICNOJIb30BaHUIO)
BydepHbIi pacTBOp MOHOKINOHanNbHLIX aHTuTen K 1IgG
YeroBeka, KOHbIIMPOBAHHBIN C NEPOKCUAA30M XpeHa,
co cTabunusatopamum U KOHCEPBAHTOM (3eMeHbIN).
XpaHutb npu Temnepatype 2-8°C

PactBop TMB (rotoB K UICNOJIb30BaHUIO)

Pacteop TMB, H,O,, crabunusatop, KOHCepBaHT
(6ecuBeTHbIN). XpaHuTb npu Temnepartype 2-8°C
PacTtBop ansa npombiBkn TWEEN (20x kOHUeHTparT)
20-KkpaTHbIN KOHUEeHTpaT docdaTtHoro 6Gydepa c
TBuHoM-20 (GecuBeTHbIN). PasBectn pactBop Ans
npomMbiBkn TWEEN (20x) 1:20 AucTtunnvMpoBaHHOM
UNU OEVOHU3NPOBAHHOW Bodow (Hanpumep, 5 wmn
KOHUeHTpaTa + 95 mn BoAbl Anst 8 NYHOK) nepen
ncnonb3oBaHuem. PasbaBneHHbIi pacTBOp XpaHuTb
npu Temnepatype 2-8°C He Gonee 7 cyToK

Cton-pacTBoOp (roTOB K UCNOJIb30BaHUIO)
Pacteop 0,5 mol H,SO, (6ecuBeTHbIn). XpaHuTb npu
Temnepartype 2-8°C

B cocTtaB Habopa BXogsT: Knenkaa nneHka (2 wr.), cxemMa BHeceHus o6pasuos
(1 WT.), IUCT KOHTPOJIbHbBIX UCMBITAHUIA Y MHCTPYKLUMS MO MPUMEHEHMIO.

4.2. NlononHuTenbHbIEe peakTUBbLI, MaTepuanbl 1 o6opyfoBaHue
ABTOMaTMyeckme NnneTkn nepemeHHoro oobema Ha 10—1000 pl  HakoHEYHMKM
K HMM, MepHas nabopaTopHas nocyga (10-1000 ml), genoHuanpoBaHHas
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UM OuUCTUNNMpPOBaAHHAA BoAa, Tepmolwenkep Ha 37°C wunu TepmocTaT Ha
42°C, aBTOMATMYECKMA WX MOSlyaBTOMATMYECKUA MPOMbIBATENb MMAHLIETOB
(Bowep), crnekTtpodoTomeTp (puaep) oNa MuKponnaHweToB Ha 450/620-695
NmM, COOTBETCTBYHOLLME KOHTEMHEPDI AN OTXOA0B NOTEHUMANbHO 3apaXXeHHOro
mMaTepuana, Tanmep, unbTpoBanbHas Gymara, ogHOpPa3oBble HEOMNyAPEHHbIE
nepyaTtku, Ae3nHduumnpyowme cpeacTaa.

5. MTIPEAOCTEPEXEHUE U TEXHUKA BE3OIMNACHOCTHU

5.1. NMpepocTepexeHue

lNeped nposedeHuem aHanu3da 8HUMamerbHO 03HaKoOMbmecChk C UHCMpyKyuel
no npumeHeHur. [JocmogepHocmb pe3ynbmama 3asucum Oom 4Yemkozao
criedosaHus npoyedype aHausa.

—He ucnonb3ynte KomnoHeHTbl WN®A-Habopa nocrne OKOHYaHWsA Ccpoka
rogHoCTW;

— He UCnonb3ynTe BO BpeMs aHanv3a v He CMeLLMBanTe KOMMOHEHTbI pa3HbIX
cepuii, KOMMOHEHTbI N3 HabopOB pa3HbIX HO30MOMUIN UM peareHTbl APYrux
npoussoauTenen B codetaHmm ¢ Habopom «EQUI Ascaris lumbricoides
1gG»;

— He 3amopaxuante OA-Habop nnm ero KOMNOHEHTHI;

—rocne MCNonb30BaHUSA peareHTa 3akpbiBanTe KaxAbl hrnakoH cBoen
KPbILLKOW;

— BO BpPEMS NPOMbIBaHWSI KOHTPONMPYWTE HAaMOMHEHME 1 NOJTHYIO acnupauuio
pacTBopa 13 NyHOK;

— KaXxgbl pa3 MCMNOSb3yNTE HOBbIA HAKOHEYHUK MUMETKU ONA BHECEHUs
o6pasyoB nnm peareHToB;

—ungberante nonagaHMsa NPsSMbIX COMHEYHbIX fNyyYen Ha peareHTbl VIOA-
Habopa;

—[SOLN[TMB] pomkeH ObiTb GecuBeTHbIM Mepen ucnonb3oBaHueM. Ecnu
pacTBOp OKpalleH B CUHWIA UMW XeNTbl LUBET, ero Henb3st UCNonb30BaTh.
M3beranite KOHTakTa C MeTannamuM UnM MoHaMu MeTannos.
[Onsa paboTbl MCNOMb3yNTE TOMBKO YUCTYH, TLIATENbHO BbIMNOMIOCKAHHYHO
OVNCTUNNNPOBAHHON BOOOW Nocyay;

— He NCMNoNb3ynTe peareHTbl, UBET KOTOPbIX HE COOTBETCTBYET YKa3aHHOMY B
nyHkTe 4.1;

— HUW B KOEM CIlydae He UCMOoMb3ynTe OA4HY U Ty Xe nocyay Ans 7
[SOLN[TMB;

— HEe NPOBOAMTE BU3yarbHbIN yYeT pe3dynbraToB aHanmnsa (6es ncnonb3oBaHus
puaepa);

— gononHutensHoe obopygoBaHMe, Haxogslieecss B HenocpencTBEHHOM
KOHTakTe Cc Oumonormyeckum martepuanom WM KOMMNOHeHTamu Habopa,
CUMTaeTCs 3arpsi3HEeHHbIM U HYXXAAeTCs B O4ULLEeHMU 1 obe33aparkmBaHuy;

— VDA-Habop npepgHasHaveH ana 96 aHanusoB. KomnoHeHTbl nocne
MCNONb30BaHWss U OCTaTKM HEUCNOSib30BaHHbIX KOMMOHEHTOB LOSTXKHbI
ObITb YTUNN3NPOBAHDI.
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5.2. TexHuka 6e3onacHocTH

—BCe peareHTbl Habopa npegHasHayeHbl TONbKO Ans nabopaTopHOro
npodeccMoHanbHOro MNpUMEHeHUa B N Vitro AuarHocTuke u MOryT
NCNoNb30BaTbCs TONMbKO KBannguunpoBaHHbIM NEPCOHANoM;

— MOCTaHOBKY aHanusa NpoBOAUTb TOMIbKO B OOHOPA30BbIX HEOMyOpeHbIX
nepyaTKkax u 3aWMTHbIX OYKaXx;

—He pJonyckaeTtcs MpMHMMAaTtb MWWy, MWUTb, KypUTb WM MNOMb30BaTbCA
KOCMETUKOW B KOMHaTe NpoBeAeHNs TeCTa;

— He MMNeTnpoBaTb PacTBOPbI PTOM;

— koHTponu dA-Habopa «EQUI Ascaris lumbricoides IgG» npoTecTupoBaHbl
N NpU3HaHbl HeraTueBHbiMUM Ha HBsAg n aHTutena k BUY1/2, BI'C, Treponema
pallidum, ogHako obpaLLaTbCa C KOHTPONbaMu U UccregyembiMm obpasuamm
cnegyeT Kak ¢ NoTeHUManbHO onacHbIM MHEKLMOHHBIM MaTeprarnom;

— HEeKOTOpble KOMMOHEHTbl Habopa cogepXaT HU3KMe KOHLEeHTpauum
BpedHbIX BELLECTB M MOTyT Bbi3BaTb pa3gpa)keHue KOXW U CIU3UCTbIX.
MNpn nonagaHum [SOLN[TMB], [SOLN[STOP] n [SOLN[CONJ| Ha crnunaucTblie unm
KOXy HeobxoguMMO HEMEAJIEHHO MPOMbITb MOpaXkeHHOEe MeCTO GonbLInM
KOnmMyecTBOM BOAbI;

— B cryyae pasbpbl3rvBaHus pacTBOPOB, HE COAEPXKAaLLUX KUCMOTY, Hanpuvep
CbIBOPOTOK, 0bpaboTaTb NOBEPXHOCTb AE3MHPULMPYIOLUM CPeaCcTBOM,
3aTeM BbITEPETb Aocyxa hunbTpoBanbHou 6ymaron. B npoTuBHOM criyyae
KMCMOTY CHavana HyXHO HenTpanu3oBaTb pacTtBopom 6ukapboHaTa
HaTpws, a 3aTeM BbITEPETb MOBEPXHOCTb, KaK OMMCAHO BbILLE.

5.3. MlHakTUBaUMA 1 yTUnusaums oTxogoB

—XNAKMe oTxofbl HeobXoOUMMO WHAKTUBMPOBATb, HaMpMMep, PacTBOPOM
nepekucun Boaopoaa B KOHEYHOW KOHueHTpauun 6% B TeyeHue 3 4yacos
npu KOMHaTHOW TemnepaTtype WM rMnoxmopuTOM HaTpusa B KOHEYHOW
KOHueHTpauun 5% B TevyeHne 30 MUHYT uUnnM OpYyrumu paspeLleHHbIMU
4es3nHpuumpyroLwmnMm cpeacTaamuy;

— TBepAble 0TX0Abl CrieayeT UHAKTMBMPOBAaTb NyTEM aBTOKNaABUPOBaHUS Npu
TemnepaType cTepunusaumm He MeHbLle 132°C;

— He aBTOKNaBUPYMTE pacTBOpPbI, COAepXKaLlue a3ng HaTpus Unm runoxnopuT
HaTpus;

— YTUNU3auni0 MHaKTUBMPOBAHHbLIX OTXOA0B MPOBOAUTbL B COOTBETCTBUU C
OEeNnCTBYOLWNM HaLuMOHarbHbIM 3aKOHO4ATENbCTBOM.

6. XPAHEHUE U TPAHCITOPTUPOBKA

NDA-Habop cTaburneH B Te4eHMe cpoka rogHOCTU, YKa3aHHOro Ha 3TUKETKE,
€CInn ero xpaHutb npu Temnepatype 2-8°C. TpaHcnopTupoBaTb Habop npwu
TemnepaTtype 2-8°C. [onyckaetcsa oOfHopas3oBasi TPaHCMOPTMPOBKA Mpu
TemnepaType He Bbiwe 23°C B TeYeHNe aByX CYTOK.
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7. PEKOMEHOALIUU MO OTBOPY, TPAHCITOPTUPOBKE U
XPAHEHUIO OBPA3LIOB

KpoBb HeobxoaouMmo oTOMpaTbh M3 BEHbl B CTEPUITbHYK Npobupky. MNMpobupka
OOMmkHa OblTb  MpoMapkMpoBaHa C  yKasaHWeM  UOEHTUUKALNOHHbIX
OaHHbIX naumMeHTa u gatbl oT6opa obpasua. LlenbHyto KpoBb [0 oTAeneHus
CbIBOPOTKM MOXHO XpaHuTb 40 24 4YacoB npu Temnepartype 2-8°C, He gonyckas
3aMopakuBaHusl.

CbIBOPOTKY MK nfasmy KPOBU MOXHO XpaHUTb nNpu TemnepaTtype 2-8°C He
bonee 3 cyTok. [lJonyckaeTcsi 6onee NnpoAoIKNTENBHOE XPaHEHWE 3aMOPOXXEHHON
cbiBOpOTKM npu Temnepatype -20°C wunu -70°C. 33amopoxeHHble obpa3sLbl
nepen MCNonb30BaHWEM CreAyeT pasMopo3vTb U BblaepkaTb Npyv KOMHATHOM
Temnepatype B TeudeHne 30 wmwuHyT. [locne pasmopaxuBaHus ob6pasubl
crnegyeT nepemMellatb Ans JOCTUXKEHUS OAHOpPOAHOCTU. 36eraTtb NOBTOPHOrO
3aMopaXKuBaHUA-oTTanBaHUs uccregyemMbix obpasuoB. B crniyyae nomyTHeHuUs
CbIBOPOTKM (MnM nria3mbl) 0CBOGOXAAKTCSA OT HEPACTBOPEHHbIX BKITHOUYEHUN
ueHTpudyrnposanHnem npu 3000 o6/mMunH B TedeHue 10-15 muHyT. He cnepyet
ncnonb3oBaTb 0OpasLbl CbIBOPOTOK C BbIPaXXEHHOW NMNuaeMmneit, reMmosnin3om, a
Takxe 6akTepranbHbIM MPOPOCTOM.

O6pa3subl  CbIBOPOTOK  TpaHCMOPTMPOBATb B TEPMOU3OMALNOHHBIX
KOHTelHepax. [1ns 3Toro 3akpbiTble MPOMapKUpOBaHHbIE NPOOMPKN HEOBXOAMMO
NMOMECTUTb B MNONMSTUIEHOBbIN NaKeT, NIIOTHO 3aneyvaTtaTth U NOSIOXUTb B LIEHTPe
TEPMOKOHTelHepa. 3aMOpPOXEHHbIE XMafdareHTbl MOMOXWTb Ha AHO BAOIb
BGOKOBbIX CTEHOK TEPMOKOHTENHEPA U HaKpbITb UMUK 06pasubl CbIBOPOTOK.

8. NOAIrOTOBKA PEANEHTOB
lNpumeyaHue: lNeped ucnonb3o8aHuem 8bldepXXxume 8ce KOMMNOHEHMbI NDA-
Habopa npu komMHamHou memnepamype 18-25°C ¢ meueHue 30 muHym!

8.1. NMoaroTtoBka nnaHweTta UDA

Ona npegynpexaeHus KOHAEHCauun BOAbl B JyHKax OTKpbiBanTe
TONbKO nocre BbigepxusaHms 30 MUHYT NpU KOMHATHOW TeMnepaType.
PackponTe BakyyMHYK ynakoBKY, OTAenuTe HeobXooMMoe KOMMYEeCTBO JTYHOK,
a ocTanbHOe cpasy e TWaTeNbHO YNakyuTe C BNaronornoTUTenem n xpaHute
NMNOTHO 3akpbITbIMKM Ha 3aMok zip-lock npu Temnepatype 2-8°C. XpaHeHue
ynakoBaHHOro Takmm obpasom nrnaHweTta obecneynBaeT ero cTtabunbHOCTb B
TeyeHue 6 mecaues:

8.2. MpuroTtoBneHne NPoMbLIBOYHOIo pacTteBopa

[N NpUroToBRneHns NPOMbIBOYHOMO pacTBopa passeamTe[TWEEN[WASH[20x]1:20
(1+19) UCTUNNNPOBAHHOM UNW AENOHN3NPOBAHHOW BOAOMW, NOTOM NepemMeLlanTe.
Hanpumep, 5 ml koHueHTpaTa + 95 ml Boabl, Yero AoctaTtoyHo Ang 8 nyHok. [Npwu
HanuM4MyM KpUCTanmnoB B KOHLEHTpaTe pacTBopa AN MpOMbIBaHUSA MporpenTe
dnakoH npu Temnepatype 37°C 00 NONHOro pacTBopeHus kpuctannos (15-20
MUHYT). Pa3BegeHHbI pacTBOpP MOXHO XpaHuTb npu Temnepatype 2-8°C He
Bornee 7 cyTOK.
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9. MPOLEEAYPA AHAJTIU3A
9.1.MoaroToBbTE HEOOXOANMOE KONTMYECTBO NYHOK AN1st aHanu3a (YeTbipe NyHKK
OJ151 KOHTPOIen 1 HeobXoaMMOe KONMYECTBO AN1sl uccriefyembix 06pasLoB),
BCTaBbTE MX B pamky nnaHweta NPA. JlyHkn ¢ KOHTponamn obasaTenbHO
BKJIHOYAMTE B KAXOY NOCTaHOBKY aHanmaa.

9.2.3anonHunTe cxeMy BHeceHus obpasLoB.
9.3.MMpurotoBbTE pacTBOp 4S5t NPOMbIBaHUSI B COOTBETCTBUN C MYHKTOM 8.2.
9.4.BHecuTe BO BCe nyHKU nnaHweTa no 90 pl SAMPLE],

9.5.BHecuTe B nyHKM no 10 ul koHTponen n nccnegyembix 06pa3uoB.:
— B NyHKy A1,
[CONTROL[ -] — B nyHku B1, C1, D1,
B OCTalnbHbIE NTYHKM — nccnegyembie obpasupl.
[Mpy BHECEHMM MPOUCXOAUT M3MEHEHWE LBeTa pacTBOpa C KOPUYHEBOrO
Ha cuHMN. OCTOPOXHO NUNETUPYWTE CMEeCb B JIyHKaX, He [omnyckas
neHoobpasoBaHus.

9.6.3aknenTe CTpUMbl KNENKOW MIEHKOW N UHKYbupynte B TedyeHne 30 MUHYT
npu Temnepartype 37°C.

9.7. o okoHYaHWM MHKYBaLUM akKkypaTHO CHUMMUTE KIENKYI0 MAEHKY U MPOMONTe
NYHKW NATb pa3 C UCMONb30BaHWEM aBTOMAaTMYECKOro NMpoMbiBaTeNs uUnm
8-kaHanbHOW NMNETKM criegyowmm obpasom:

— yoanuTe CoAepXMMOe NTYHOK B KOHTENHEP ANS XKUOKUX OTXOAOB;

— HanomHWTe INyHKM cTpunoB He MeHee yem no 300 pl pactBopom gns
NPOMbIBaHUs, OCTaBbTE HE MeHee, YeM Ha 30 CeKyHp;

— acnvpupymnTte pacTBop u3 nyHok. OcTaTouHbIi 06bem pacTBopa nocrne
Kak4oro atana acnmpauum JOJBKEH COCTaBnATb He 6onblue 5 l;

— NOBTOPUTE NpoLeaypy NPOMbIBaHUSA eLle NATb pas;

— rocne nocrnegHen acnupaunn n3baebTechb OT NULLIHEN BRarun, NOCTyKnBas
nnaHweTom no unsTpoBanbHon Bymare.

9.8.BHecute B nyHkn no 100 pl [SOLN[CONJ]. CTpunbl HAKPONTE HOBOW KIEMKOW
NNeHKon n uHKybupyrte B TedeHne 30 muHyT npu 37°C.

9.9.T0 okOHYaHUN NHKYDaL MM akKypaTHO CHUMWTE KIeNKyo NIEeHKY U NpOMOoKTe
NYHKN NATb pas, Kak onvcaHo B NyHKTe 9.7.

9.10.BHecute B nyHkn no 100 pl [SOLN[TMB], HE KacasdACb OHa WU CTEHOK NYHOK
nnaHwera.

9.11. NHkybupynTte cTpunbl B TeyeHne 30 MUHYT B TEMHOM MEeCTE Npu KOMHaTHOMN
TemnepaTtype 18-25°C. He ncnonb3ynTe Knenkyo nieHKy Ha JaHHOM 3Tane.

9.12.BHecute B nyHkm cTpunoe no 100 ul ONsi OCTaHOBKM
depMeHTaTMBHOWN peakLmn, NpuaepXKmBasach TON Xe nocneaoBaTenbHOCTH,
YTO U NPV BHECEHMU [SOLN]TMB]. Bo BpeMsi BHECEHUS MPOUCXOAUT USMEHEHUNE
LBeTa pacTBopa C ronyboro Ha XenTbli, B TYHKax C Npo3payHbiM pacTBOPOM
HEe3HauYnTENbHO MEHSIETCS OTTEHOK.
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9.13. NamepbTe Ha pugepe Ol B KaxOom nyHKe npu anvHe BosHbl 450/620-
695 nm B TeuyeHne 5 MMHYT Nocne OCTaHOBKM peakuuu. [Jo npoBegeHus
n3MepeHus ybegutecb B UYMCTOTE BHELUHEN MOBEPXHOCTU [HA JYHOK W
OTCYTCTBUU Ny3bIPbKOB.

Yyem pesynbmamoe aHanu3a MOXHO rnpo8odumse 8 0O0HOBOSTHOBOM PEXUME
rpu OnuHe 80siHbI 450 nm, 8 smom criy4ae ocmasbme f1yHKy 07151 ycmaHO81eHUs
b6naHka (8 makyto fyHKYy Hecume moJsibKo [SOLN[TMB] U [SOLNISTOP ).

10. YYET PE3YJNIbTATOB U UX UHTEPMNPETALIUA

10.1. YyeT pe3ynbTaTtoB aHanusa

Paccuntatb cpedHee 3Hadenue Ol HeraTmsHOro koHtponsi (Nc), ypoBeHb
rpaHunyHoro 3HayeHus (Cut off - CO) n nHgekc noantneHocty obpasua (IP

Nc = (Nc1 + Nc2 + Nc3)/3; CO=Nc +0,3
IP =0D /CO, roe ODsampIe — OIl obpasua

sample sample

sample)'

10.2. KOHTpONb AOCTOBEPHOCTU pe3ynbTaToB aHanu3a
[laHHble TecTa cunTaoTCA JOCTOBEPHBLIMU, ECNIU OHU OTBEYAKT CIeAyHLMM
TpeboBaHUAM:
CONTROL[+] OIT=1,0
CONTROL[-] OMN<0,150
_ _ rae Ncn — Ol kaxagoro
CONTROL[ -] < <
Nc x 0,5<Ncn<Nc x 2,0 nosTopa Nc
Ecnu ogHo n3 3HauveHuin Ol HeraTMBHOIO KOHTPOSS BbIXOAMT 3a npegesbl
yKa3aHHOro Bbllle WHTepBana, ero otbpackiBaloT M paccumTbiBaloT Nc no
ocTanbHbiM 3HaveHuam OIF1 HeraTuBHOro koHTpons. Ecnu 6Gonee opgHoro
3HayeHust Ol HeraTMBHOrO KOHTPOMS HE OTBEYaeT yKka3aHHbIM TpeboBaHMsM, TO
TECT CYUMTaAETCHA HEKOPPEKTHBIM 1 TpebyeT NOBTOPHOro NPOBEAEHMS.

10.3. UHTepnpeTauusa pe3ynbLTaToB

P> 11 NONOXWTENbHbIN
09<IP, . <11 HEOMNPEAENEHHbI/*
P, <09 OTPULATEbHbI

sample

*

HeonpepeneHHble o06pasubl pekoOMeHAyeTcs uccnenoBaTb MOBTOPHO
B ABYX IyHKax Habopa WM®A. Ecnu pesynbraTtel CHoBa OyayT B npegenax
HeonpeaeneHHbIX, crieqyeT NpoBecTn O0TOOpP M aHanu3 HoBoro obpasua Yepes
2-4 Hepenu. B cnyyae noBTOPHOro NoslyyeHus HeonpeaereHHbIX pe3ynbTaToB
Takune obpasLbl cuMTaTh OTPULLATENBHBIMMU.

11. XAPAKTEPUCTUKU TECTA

11.1. AHanUTUYeCcKne xapakTepucTukun
MpeunsnoHHOCTb
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Bocnipouszsodumocmsb pe3ynbmamos 8 ripedesiax 00HOU MocmaHO8KU aHasusa
(Intra assay repeatability)

KoadbpmumnenT Bapmauum (CV) ana Tpoux CbIBOPOTOK C pasHbIM YPOBHEM
cneunduyecknx aHTuTen oueHnBanm B 24 nostopax ogHown cepun NPA-Habopos.

Ne cbIBOpOTKM OI"Icp P, CV, %
547 0,504 1,43 2,9
671 0,753 213 3,6
413 1,165 3,30 3,1

Bocnpouszsodumocms pe3yribmamog Mexoy pa3HbIMU 1ocmaHosKkaMu aHanusa
(Inter assay reproducibility)

KoadppuumenT Bapmauum (CV) ana Tpoux CbIBOPOTOK C pasHbIM YPOBHEM
cneunduyecknx aHTUTen oueHuBanu B TedyeHue 4 gHel B 4 nOCTaHOBKax
aHarnusa, no 8 NOBTOPOB B KaXXAOM aHanmse.

Ne cbiIBOpOTKM OI'ICp IPCp CV, %
547 0,534 1,55 5,0
671 0,750 217 4,6
413 1,159 3,36 3,6

AHanuTnyeckas cneumdpuyHoCTb

Ha pesynbrat aHanus3a He Bnusetr Hanuuve B obpasue 6GunupybuHa B
KoHueHTpauum go 0,21 mg/ml (361,8 pmol/l), remornobuHa B KOHUEHTpauum 4o
10 mg/ml u TpurnnuepmaoB B koHueHTpauun go 10 mg/ml (11,3 mmol/ 1).

11.2. AnarHoctnyeckne xapakTepucTuKu

[Ona onpepeneHnst KIMHUYECKOW YYBCTBUTENBHOCTM M CNELUPUYHOCTM
HabopoB NI®A «EQUI Ascaris lumbricoides IgG» ucnonb3oBanu 55 obpasuos
CbIBOPOTOK, TMOJTYyYEHHbIX OT MNAUWEHTOB C KIUHWUYECKAMW CUMMTOMaMWu,
XapakTepHbIMU AN ackapugo3a, u 60 obpasuoB CbIBOPOTOK nauueHToB 6e3
KIMUHUYECKUX MPOSABNEHUN (CepoHeraTmBHbIX MO OTHOWeEHUo K Ascaris lum).
KnuHnyeckaa 4vyectBuTenbHocTb VPA-HabopoB «EQUI Ascaris lumbricoides
IgG» cocTtaBnsna 94,55%, a knuHuyeckasa cneumdumnyHocTb — 93,3%.

WccnepoBaHve xapakTepucTMk MeToga Mo CPaBHEHUIO C  aHanornyHbIM
Kommep4yeckum Habopom MDA npoBogunu Ha ueneson rpynne geten (160
00pa3sLoB) 1 BbIbOpke AOHOPOB (346 06pas3LoB). [1ns BbIGOPKM CbIBOPOTOK AETEN
Oblna onpegeneHa oTHocuTenbHas cneunduyHocTb WVIDOA-Habopos «EQUI
Ascaris lumbricoides IgG» Ha ypoBHe 97,92%, a NnpoueHT coBnageHns cocTaBun
95,51%. Ona BbibopkM 0OpasLOB CbIBOPOTOK KPOBU LOHOPOB OTHOCUTESNbHAS
YyBCTBUTENbHOCTL cocTaBnsna 89,74%, oTHocuTenbHast cneunuyHoCTb —
96,30%, a npoueHT coBnageHunst — 95,47%.

12. OrPAHUNYEHUE AHAJIN3A

MonoxutenbHbli pesynbtat B PA-Habope «EQUI Ascaris lumbricoides
IgG» aBnsieTca CBMAETENbLCTBOM HanuuMs y naumeHTa aHtuten knacca lgG,
cneundudeckux Kk Ascaris lumbricoides. Hanuuve aHTUTEn 3TOro knacca y
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HOBOpO)KﬂeHHbIX
lumbricoides.

HEe 4dBndAeTCcA

noaTBeEpPXXaeHNem

MHBa3un Ascaris

HeonpepeneHHble pesynbtatbl MOTyT CBMAETENbCTBOBATbL 00 MHBa3UU

Ascaris lumbricoides B aHamMmHe3e.

HeratuBHbin pesynbtat B VI®A-Habope EQUI

Ascaris lumbricoides

IgG cBupeTenbcTByeT 06 OTCYTCTBMM B MUccrneayeMom obpasue aHTuTen,
cneunduyeckunx Kk Ascaris lumbricoides, nnn KoOHUEHTpaUusa cneunuyeckmx
aHTUTEN HUXe Npedena YyBCTBUTESIbHOCTY aHanmsa.

OKkOHYaTenNbHbIN OMarHo3 He MOXET OblTb YCTAHOBMEH TONMbLKO MCX0As U3
pes3ynbTaTtoB ceponornyeckoro Tecta. [pn onpegeneHnn guarHosa cnegyer
yuYnTbiBaTh pes3ynbTaTbl KOMMfekca nabopaTopHbIX U MHCTPYMEHTAalbHbIX
nccrnegoBaHui, a Takxe KIMHUYeckMe nposiBrneHunsa 3aboneBaHus. Henbas
NMOSTHOCTBIO UCKITIOYNTL NEPEKPECTHbIE peakumn C aHTUTenaMmmn K aHTUureHam

OpYyrnx renibMMHTOB.

13. TPYAHOCTU, KOTOPbIE MOI''YT BO3HUKHYTb MNPU

NMPOBEAEHUN NDA

Bo3MOXHble NPUYUHDbI

Cnoco6bI pelweHus

Bbicokuli ¢poH 8 nnyHKax ecez0 niaHwema

3arpﬂ3HeHHOFO npomMbiBaTend

Ounctutb npomMbliBaTENb U ﬂpOMOVITe
€ro B COOTBETCTBUN C VIHCprKLI,VIeIZ

Hwu3koe ka4yecTBO Unn
3arpsisHeHHas Boga

Mcnonb3oBaTb OYMLLEHHYIO
BOAY C yOenbHbIM COMPOTUBIIEHNEM

=210 MQ - cm
Mcnonb3oBaHme nnoxo Vicnonb3oBaTh XUMUYECKM YNCTYHO
NOMbITOV NOCYAbl nocyay

Vicnonb3oBaHne MoKLLMX
CcpeacTB, coagepxXallnx Xmnop

He ucnonb3oBarb
Oe3vHULMpyoLLne cpeacTsa,
codepxatlue xmnop

Vicnonb3oBaHue 3arpAa3HEHHbIX
HaKOHEe4YHWNKOB

Vicnonb3oBaTtb TONbKO HOBbIE
HaKOHEYHUKN

YBenunyeHue BpeMeHu
WHKyBaLmm unm nameHeHune
TemnepaTypHOro pexumma

Cobntogatb pexum nHkybaumm
B COOTBETCTBUM C MHCTPYKLMEN MO
NPYMEHEHNIO

Bbicokuli gpoH 8 omdesibHbIX psidax

MoBTOpPHOE BHECeHMe pacTBopa TMb

Pactsop TMB cnenyet BHOCUTL
OOViH pas

3arpsisHeHue KoHyca
aBTOMaTMYECKOMN NUMETKN
pacTBOPOM KOHblOraTa

MpOYNCTUTL MUNETKY U OCTOPOXKHO
HabupaTb XNOKOCTb
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3anH3HeHI/Ie OOHOTo 13
KaHaJ10B NpoMbIBaTENA

npO‘-IVICTl/ITb KaHal npombiBatend,
NPOMbITb BOLLUEP

lMostyyeHHoe 3Ha4YeHue Ol nonoxxumesibHO20
KOHMPOJISi HUXX€e ycmaHOo8JIeHHOU 2paHuybl

Henpasmano npUroToBI1EH UINMUN
He BHeCeH OOUWH 13 peareHToB

(pacTBOp KOHbIOraTa UNU pacTeop

TMB)

MosTopHO npoBectn VDA aHanus,
obpatnTb BHUMaHME Ha
NpPaBUITbHOCTbL BHECEHMUST 3TUX
peareHToB

CokpalleHo BpeMsi MHKybauum Ha

OOHOM M3 3Tanos

MpoBoanTb NHKYGaLMio B
COOTBETCTBUU C
WHCTPYKLMEN MO NPUMEHEHUIO

NHmeHcueHOCMBb OKpacku JIyHOK He coomeemcmeayem
nosiy4eHHoU onmu4Yeckou niomHocmu

Bbicokas BEPOATHOCTb
cMeLlweHna onTn4ecKoro ry4ya

MpoBepUTbL KOPPEKTHOCTL PaboThI
puaepa

14. TEXHUYECKASA NOMOLLb U OBCNYXWUBAHUE KIIMEHTOB
B cnyyae BO3HVMKHOBEHMWSI TEXHUYECKUX MpoGreM Heobxoammo

06paTI/ITbCF| K npon3BoanTersto.
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CXEMA NPOBEOEHNA AHATTU3A

BolgepxaTb peareHTsl 30 min npu temnepartype 18-25°C

B nyHku nnaHweTta BHecTn no 90 ul [DIL[SAMPLE

(KOpU4YHeBLIN LBET)

BHecTtun no 10 pl koHTponen n nccnegyemMbix 06pasLIOB B NyHKK:

A1 —[CONTROL[ +], B1, C1, D1 —[CONTROL[ -],
E1 v B ocTanbHble NyHKU - Uccrieqyemble o6pasbl
(MPOUCXOAUT U3MEHEHME LIBETA C KOPUYHEBOTO Ha CUHUIA)

3aknenTtb CTPUMbI MIEHKOW, MHKy6mpoBaTtb 30 min npu Temnepatype 37°C

[MpombITh NyHKM 5 pa3 npurotoBrieHHbIM 1:20 (1+19) NpOMbIBHBIM pacTBOPOM
TWEEN (300 pl B nyHKy)

B nyHkn ctpunos BHecTn no 100 pl

(3eneHbIn uBeT)
3aknenTtb CTpUMbI MEHKOW, MHKY6MpoBaTb 30 min npu Temnepatype 37°C

[MpombITh NyHKN 5 pa3 npurotoBneHHbIM 1:20 (1+19) NpoMbIBHBIM pacTBOPOM
TWEEN (300 ul B niyHKy)

B nyHku cTpunos BHecTy no 100 pl [SOLN

MHkybupoBaTtb Ha npoTskeHun 30 min B TeMHOTE npu
Temnepartype 18-25°C

B nyHkn ctpyunos BHecTn no 100 pl [SOLN]STOP

(nponcxoguT n3MeHeHue LBETa C roniyboro Ha XenTblin)

M3ameputb onTuyeckyto nnotHoctb (Ol) Ha cnekTpodoToMeTpe npu
450/620-695 nm

YYET PE3YJIIbTATOB AHAJIN3A
Nc = (Nc1 + Nc2 + Nc3)/3;

co=Nc +0,3;
IP. =0D_ /CO

sample sample

Nc - CpeaHee 3HadyeHue Ol 3-x [CONTROL[ -]
CO - YpoBeHb rpaHnyHoro 3HaveHus (Cut off)
1P - Hpekc no3antnBHocTu obpasua

sample

MHTEPMNPETALUA PE3YJIbTATOB
P> 1.1 MONOXUTESbHBbIV
09<IP_ . <11 | HEOMPEAENEHHbIN

P <0,9 OTPULLATENbHLIN

sample
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EQUI Borrelia burgdorferi IgG

ELISA kit for the qualitative and semiquantitative
detection of IgG antibodies to Borrelia burgdorferi

1. INTENDED USE

The «EQUI Borrelia burgdorferi IgG» ELISA is a kit intended to qualitatively
and semi-quantitatively detect anti-Borrelia burgdorferi sensu lato IgG in human
serum or plasma by enzyme-linked immunosorbent assay (ELISA) in order
to diagnose lyme disease. The testing procedure is designed for both manual
arrangement with automatic pipettes and standard equipment, and for automated
open immunoassay analysers.

Target group: patients with non-specific infectious symptoms, people who
spend lots of time outdoors in wooded, grassy areas or tick bites, inhabitants of
endemic areas.

Usage: ELISA kit is used in clinical diagnostic laboratories and other institutions
engaged in in vitro diagnostics.

2. CLINICAL SIGNIFICANCE

Lyme disease, or Lyme borreliosis, is the most common bacterial infection
in the northern hemisphere that is transmitted through the bite of Ixodes mites.
Spirochetes of the genus Borrelia cause this disease. Lyme disease causes
polysystemic affections and without proper treatment in the chronic form causes a
number of complications.

Lyme borreliosis is caused by several species and serotypes of bacteria in North
America, Europe and Asia, which are grouped into the group Borrelia burgdorferi
sensu lato. The most common are Borrelia burgdorferi sensu stricto, Borrelia
afzelii, Borrelia garinii. These are mobile gram-negative spiral spirochetes 10-25
pm long and about 0.2 ym thick.

After infection with Borrelia, an inflammatory reaction occurs in response to
surface antigens of Borrelia burgdorferi. The development of primary migratory
erythema is associated with the interaction of mast cells with lipoproteins of the
pathogen. During the first stage of the disease, 1-3 weeks after infection, specific
IgM antibodies to Borrelia burgdorferi antigens begin to be produced. They are
found in the vast majority of people with a history of primary migratory erythema
and tick bites. Specific IgG antibodies begin to be synthesized about a month after
infection and are detected in high titers in the second stage of Lyme disease, as
well as in chronic borreliosis in the absence of proper treatment. After successful
therapy, the titer of IgG antibodies decreases after a few months, but they may
continue to be low for a long time. The presence of specific antibodies to Borrelia
burgdorferi antigens does not provide immunity to re-infection.

Asymptomatic course of the disease in the early stages, as well as nonspecific
manifestations of tick-borne borreliosis complicate its timely detection. The
detection of specific antibodies plays a special role to Borrelia antigens in serum or
cerebrospinal fluid by ELISA and immunoblotting. However, false-positive results
of serodiagnosis can be observed in the presence of other spirohert infections
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(syphilis, leptospirosis, etc.). Bacteriological methods of detection of the pathogen
and its genetic material by polymerase chain reaction are used to verify the
diagnosis. In addition, there is a seronegative course of the disease. Therefore,
when diagnosing Lyme borreliosis, both the data of the epidemiological anamnesis
and the clinical picture of the infection are taken into account.

3. ANALYSIS PRINCIPLE

The procedure of testing for anti-Borrelia burgdorferi specific IgG in «EQUI
Borrelia burgdorferi IgG» ELISA kit is based on «indirect» solid-phase ELISA
with a two-stage incubation. Recombinant antigens of Borrelia burgdorferi sensu
lato are entrapped in the wells. During the first step of incubation of ELISA plate
wells with test samples, specific anti-Borrelia burgdorferi antibodies (if present in
the samples) bind to the solid-phase antigens. The wells are washed to remove
unbound antibodies and have only specific antigen-antibody complexes left. Then,
a conjugate of anti-species |gG monoclonal antibodies with horseradish peroxidase
is added, which binds to solid-phase immune complexes. Unbound components
are removed by washing. Antigen-antibody complexes are detected by adding a
solution of chromogen 3,3’,5,5'-tetramethylbenzidine (TMB) with hydrogen peroxide.
After 30-minute incubation, the reaction is stopped by adding the stop solution.
The optical density (OD) in the wells is determined using a spectrophotometer at
450/620-695 nm. The intensity of the yellow colour is proportional to the level of
antibodies in the sample.

4. MATERIALS AND EQUIPMENT

4.1. Contents of the ELISA kit

Microplate

Each plate well is coated with anti-Borrelia burgdorferi
1x96 sensu lato: B.burgdorferi sensu stricto, B.afzelii,
wells B.garinii. The wells are detachable. After the first

opening, store unused strips in the package at 2-8 °C

for a maximum of 6 months

STRIPS

Positive control
1x0,25ml Conjugated specific monoclonal antibody solution with
preservative (pink). Store at 2-8 °C

Negative control

[CONTROL] - | 1x0,6 ml  Negative human serum with a preservative (yellow).
Store at 2-8 °C
Serum dilution solution

[DIL[SAMPLE 1%x13 ml Buffer solution with a milk extract, a detergent and a
preservative (violet). Store at 2-8 °C

Conjugate solution (ready to use)

Buffer solution of monoclonal antibodies to human IgG,
1Tx13 ml conjugated with horseradish peroxidase, with stabilizers

and preservative (green). Store at 2-8 °C
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TMB solution (ready to use)
1x13ml  TMB solution, H,0,, a stabilizer, a preservative
(colourless). Store at 2-8 °C
Washing solution TWEEN (20x concentrated)
20-fold phosphate buffer concentrate with Tween-20
(colourless). Dilute TWEEN detergent (20x) at 1:20 with
distilled or deionized water (e. g., 5 mL of concentrate +
95 mL of water for 8 wells) before use. Store the diluted
solution at 2-8 °C for a maximum of 7 days

[TWEENIWASH[20x] 1 x 50 ml

Stop Solution (ready to use)

SOLNISTOP Tx13ml 6 5 mol H,SO, solution (colourless). Store at 2-8 °C

The ELISA kit also includes adhesive films (2 items), sample application plan
(1 item), checklist, and instruction for use.

4.2. Optional reagents, materials and equipment

Automatic single and multichannel pipettes 10-1000 pL, tips, volumetric
laboratory glassware (10-1,000 mL), deionized or distilled water, thermostat at
37 °C, automatic or semi-automatic plate washer, spectrophotometer (reader) for
microplates at450/620-695 nm, appropriate containers for potentially contaminated
waste, timer, filter paper, disposable powder-free gloves, disinfectants.

5. PRECAUTIONS AND SAFETY

5.1. Precautions
Besuretoreadtheinstructionsforuse carefullybeforethetest. The validity ofthe test
results depends on strict following of the test procedure.

—do not use the ELISA kit components after the expiry date;

—do not use reagents from different lots of the ELISA kit during the assay; do
not mix reagents from different lots of the ELISA kit; do not mix reagents from
ELISA kits of different nosology; do not use reagents of other manufacturers
along with «kEQUI Borrelia burgdorferi IgG» kits;

—do not freeze the ELISA kit or its contents;

— after using a reagent, close each vial with its cap;

— when washing, control filling and complete aspiration of solution from the
wells;

— use a new pipette tip each time you add samples or reagents;

— prevent direct sunlight from reaching the reagents from the ELISA ki;

- solution must be colourless before use. Do not use the solution if
its colour is blue or yellow. Avoid contact of with metals or metal
ions. Use only clean glassware thoroughly rinsed with distilled water;

— do not use reagents with colour not in line with para. 4.1;

—under no circumstances should the same glassware be used for
[SOLN[CONJ] and [SOLN[TMB;

—do not evaluate the test results visually (without a reader);
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— any optional equipment that is in direct contact with biological material or kit
components should be considered contaminated and requires cleaning and
decontamination;

—the ELISA kit includes materials for 96 tests. Dispose of the used components
as well as any remaining unused components.

5.2. Safety requirements

—all reagents in the ELISA kit are for laboratory professional use for in vitro
diagnosis only and may only be used by qualified personnel;

— conduct the tests in disposable powder-free gloves and goggles only;

— do not eat, drink, smoke, or apply make-up in the test room;

— do not mouth-pipette the solutions;

— controls of ELISA kit «kEQUI Borrelia burgdorferi |lgG» were tested and found
to be negative for anti-HIV1/2, anti-HCV, anti-T.pallidum antibodies and
HBsAg. Nevertheless, all controls and patient samples should be regarded
and handled as potentially infectious;

— some components of the ELISA kit contain low concentrations of harmful
agents and could cause irritation of the skin and the mucosa. In the case of
contact with [SOLN]TMB ], [SOLN]STOP] and [SOLN[CONJ] with skin or mucosa the
place of contact should be immediately rinsed with large amounts of water;

—in case of spilling solutions that do not contain acid, e.g. sera, disinfect the
surface thoroughly, then dry it with absorbent paper. If the spilling fluid is an
acid, it must be initially neutralized with sodium bicarbonate and then use the
mechanism described above.

5.3. Waste inactivation and disposal

—the liquid waste must be inactivated, for example, with hydrogen peroxide
solution at the final concentration of 6% for 3 hours at room temperature,
or with sodium hypochlorite at the final concentration of 5% for 30
minutes, or with other approved disinfectants;

— thesolidwastemustbeinactivatedbyautoclavingatatemperaturenotless
than 132°C;

— do not autoclave the solutions that contain sodium azide or sodium
hypochlorite;

— disposal ofinactivated waste mustbe conducted due to nationallaws and
regulations.

6. STORAGE AND STABILITY

ELISA kit is stable up to the expiry date stated on the label when stored
at 2-8°C. The kit should be transported at 2-8°C. Single transportation at a
temperature up to 23°C for two days is possible.

7. SAMPLE COLLECTION, TRANSPORTATION AND
STORAGE GUIDELINES
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Collect blood from the vein into the sterile test tube. Test tube must be marked with
patient ID and date of sample collecting. Blood before serum separation can be
stored at 2-8 °C for 24 hours, avoiding freezing.

Serum or plasma can be stored at 2-8 °C for maximum 3 days. Frozen serum
can be stored for longer periods of time at -20 °C or -70 °C. Thaw frozen samples
and keep them at room temperature for 30 minutes before use. After thawing,
the stir samples to achieve homogeneity. Avoid repeated freezing-thawing cycles
for test samples. If serum (or plasma) is turbid, remove insoluble inclusions by
centrifugation at 3000 rpm for 10-15 minutes. Do not use serum samples with
hyperlipidemia, hemolysis, and bacterial growth.

Transport serum samples in insulated containers. To do that, put closed
labelled tubes in a plastic bag, tightly seal it and place in the centre of an
insulated container.Put the frozen cold packs on the bottom, along the side
walls of the insulated container and on top of the serum samples.

8. REAGENT PREPARATION

NOTE! It is very important to keep all ELISA kit components for at least 30 min
at room temperature 18-25 °C before the assay!

8.1. Microplate preparation

To prevent water condensation in the wells, keep the for 30 minutes at a
room temperature before opening. Open the vacuum pack, detach the appropriate
number of wells, and carefully pack the remaining wells with a desiccant and store
tightly zip-locked at 2-8 °C. Storing the packed plate this way ensures its stability
for 6 months.

8.2. Washing solution preparation

To prepare detergent, dilute TWEENIWASH[20x] at 1:20 (1+19) with distilled or
deionized water and stir. E. g., 5 mL of concentrate + 95 mL of water, which is
enough for 8 wells. If there are crystals present in the detergent concentrate, heat
the vial at 37 °C until the crystals dissolve completely (15-20 minutes). Store the
diluted solution at 2-8 °C for a maximum of 7 days.

9. ASSAY PROCEDURE

9.1. Prepare the necessary number of wells (four wells for controls and a necessary
number of wells for test samples) and insert them into the ELISA plate frame.
Be sure to add control wells in every test run.

9.2.Fill in the sample application plan.

9.3.Prepare the detergent as per para. 8.2.

9.4.Dispense 90 pl of [DIL[SAMPLE] into each well.

9.5.Add 10 pl of controls and test samples into the wells:
— into well A1,

[CONTROL[ -] — into wells B1, C1, D1,
and test samples into the remaining wells.
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At the time of adding, colour of the sample diluent changes from violet to blue.
Pipette mixture in the wells gently, avoiding foaming.

9.6.Cover strips with an adhesive film and incubate for 30 min at 37°C.

9.7.Remove and discard the adhesive film and wash all wells 6 times with
automatic washer or 8-channel pipette as follows:

— aspirate the content of all wells into a liquid waste container;
— add a minimum of 300 pl of diluted washing solution to each well, soak
each well for 30 seconds;
— aspirate the content of all wells again. The residual volume after every
aspiration should be less than 5 pl;
— repeat the washing step 5 more times;
— after the final aspiration, eliminate extra moisture by tapping the plate
against a piece of filter paper.

9.8.Add 100! of [SOLN]CONJ] into all wells. Cover strips with a new adhesive film
and incubate for 30 min at 37°C.

9.9.Remove and discard the adhesive film and wash all wells 5 times as described
above in 9.7.

9.10.Add 100 pL of [SOLNITMB] into the wells; do not touch the bottom and the walls
of the plate wells.

9.11.Incubate the strips for 30 minutes in a dark place at a room temperature of
18-25 °C.Do not use adhesive film at this stage.

9.12.Add 100 pL of [SOLNISTOP] into each strip well to stop the enzymatic reaction;
adhere to the same sequence of actions as when adding [SOLN[TMB]. At the
time of adding,the solution colour changes from blue to yellow, and clear
solution slightly changes its shade.

9.13. Measuretheopticaldensity (OD)ofthewellsat450/620-695nmwavelengthusing
an ELISA microplate reader within 5 minutes after stopping the reaction.
Pay attention to the cleanness of the plate bottom and the absence of bubbles
in the wells before reading.
Measurementatthe single wavelengthof450nmispossible, inthatcase, itis
neededtoleave one wellfor blank (onlySOLN[TMB|and[SOLNISTOP| must be added
in blank well).

10. CALCULATION AND INTERPRETATION OF RESULTS

10.1. Calculation of results o
Calculate the average OD of the negative control (Nc), Cut off (CO) and a sample
positivity index (IP

sample)'

Nc = (Nc1 + Nc2 + Nc3)/3;  CO = Nc +0,3
IP =0D /CO, where OD

sample sample

is the OD sample

sample

10.2. Quality control (assay validation)
The test results are considered valid if they meet the following requirements:
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oD=1,5
OD < 0,150

Nc x 0,5<Ncn < x 2,0 where Ncn is the OD
[CONTROL] - | for each Nc run

If any of the OD values for the negative control is beyond the above interval, it
should be discarded, and Nc is calculated based on the remaining OD values for
the negative control. If several OD values for the negative control fail to meet the
above requirements, the test is considered invalid and requires a new run.

10.3. Interpretation of results

P, 0> 11 POSITIVE
09<IP_ . <11  BORDERLINE*
P, <09 NEGATIVE

sample

* Borderline samples are recommended to be re-examined in two wells of the
ELISA kit. If the results are again uncertain, a new sample should be selected and
analyzed in 2-4 weeks. In case of repeated indeterminate results, such samples
shall be considered negative.

Use of the positivity index allows for a semi-quantitative comparative analysis
of the level of specific antibodies in the dynamics of paired samples obtained from
patients with an interval of 2-4 weeks. It should be borne in mind that IPSarnple within
1,1 — 7,0 proportional to the content of specific antibodies. If IP___ is higher 7,0,
to correctly assess the content of specific antibodies, it is recommended to re-
analyze the sample previously diluted 10 times. When determining the final result
in this case, multiply the value obtained IP on the degree of dilution (x10).

sample

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical performance characteristics

Precision of measurement
Intra assay repeatability

The coefficient of variation (CV) for two sera with different levels of specific
antibodies was evaluated in 32 replicates on one series of ELISA kits.

Sample No. OoD,, IP,, CV, %
2 0,449 1,3 7,2
13 0,675 2,0 7.1

Inter assay reproducibility

The coefficient of variation (CV) for two sera with different levels of specific
antibodies was evaluated for 4 days in 4 sets of analysis, 8 replicates in each
analysis.
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Sample No. oD IP CV, %

2 0,414 1,2 7.8
13 0,714 21 6,9

Analytical specificity

The test results are not affected by bilirubin at up to 0.21 mg/mL (361.8 ymol/L),
haemoglobin at up to 10 mg/mL and triglycerides at up to 10 mg/mL (11.3 mmol/l)
present in the sample.

11.2. Diagnostic characteristics

To determine the sensitivity and specificity of the «kEQUI Borrelia burgdorferi
IgG» ELISA kit in comparison with a similar commercial ELISA kit, 122 samples
of donor blood sera (random sampling) and 212 samples of children’s blood sera
(a total of 334 samples), as well as samples of a commercial panel of sera, were
used «Lyme Disease (Anti-Borrelia burgdorferi) Mixed Titer Performance Panel
PTL202» (SeraCare Life Sciences, USA). The results of determination of antibodies
of the 1gG class to Borrelia burgdorferi, obtained in the «kEQUI Borrelia burgdorferi
IgG» ELISA kit, were compared with the results obtained in similar commercial
tests. The relative sensitivity of the «kEQUI Borrelia burgdorferi IgG» ELISA kit was
99.5%, the relative specificity was 98.8%.

12. LIMITATIONS OF ASSAY

A positive result in the «EQUI Borrelia burgdorferi IgG» ELISA kit is evidence of
the presence of IgG class antibodies in the patient, specific to Borrelia burgdorferi
sensu lato, which are produced by the body when a person is infected with the
causative agent of Lyme borreliosis.

It should be noted that in the case of early infection, the ELISA result may be
negative due to the absence of antibodies at the initial stage of the disease. In the
presence of clinical manifestations of the disease, it is recommended to conduct
repeated testing after two to four weeks, as well as examine the patient’s sample for
specific antibodies of the IgM class (for example, in the «kEQUI Borrelia burgdorferi
IgM» ELISA Kkit).

It is not possible to completely exclude false-positive results, which may be
caused by the presence of specific antibodies in the blood in diseases caused by
spirochetes (syphilis, typhus, leptospirosis, etc.).

To confirm a positive ELISA result, it is recommended to conduct an additional
study of the sample for the presence of antibodies to individual Borrelia burgdorferi
proteins by immunoblotting. However, the final diagnosis cannot be established
only on the basis of serological test results. For the correct diagnosis of tick-borne
borreliosis, research should also be conducted to identify the causative agent,
for example, using PCR or cultural methods. When establishing a diagnosis, the
results of a complex of laboratory and instrumental studies, as well as clinical
manifestations of the disease, should be taken into account.
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13. DIFFICULTIES THAT CAN OCCUR DURING THE ASSAY

PROCEDURE

Possible reasons

| Solution

High background in all wells

Contaminated washer

Clean the washer head and rinse
according to the instructions for use

Poor quality or contaminated water

Use purified water with specific
resistance = 10 MQ - cm

Use of poorly washed glassware

Use chemically clean utensils

Use of chlorinated disinfectants

Do not use chlorine disinfectants

Use of contaminated tips

Use new tips

Increased incubation times or change
in the temperature conditions

Adhere to the incubation regime
according to the instructions for use

High background in a row of wells

Repeat application of TMB solution

TMB solution should be applied
once

Contamination of the automatic pipette

Clean the pipette and dial carefully

nozzle with conjugate solution liquid
Contamination of one of the Clean the flush channel, rinse
washer’s channel washer

Received OD of the positive control is below the border value

One of the reagents (conjugate
solution or TMB solution) was not
prepared in a correct way or was not

Re-conduct ELISA, pay attention to
the correctness of the introduction
of these reagents

added
Reduced incubation times at any Incubate according to
stage instructions for use

The colour density of the wells fails to meet the obtained optical
density value

This may suggest that the optical
beam has been displaced

Check the correct operation of the
reader

14. TECHNICAL ASSISTANCE AND CUSTOMER SERVICE
In case of technical problems, you can obtain assistance by contacting the

manufacturer.

Edition 7, 13.12.2022

11116




REFERENCES

1. Bernard Q., Wang Z. et al. Interaction of primary mast cells with Borrelia
burgdorferi (sensu stricto): role in transmission and dissemination in C57BL/6
mice // Parasites & Vectors. - 2017. - 10:313.

. CDC. Lyme Disease // https://www.cdc.gov/lyme/index.html.

. Cerar T., Strle F., Stupica D. et al. Differences in Genotype, Clinical Features,
and Inflammatory Potential of Borrelia burgdorferi sensu stricto Strains from
Europe and the United States // Emerging Infectious Diseases. - 2016. - Vol.
22(5). - P. 818-827.

4. Embers M. E., Hasenkampf N. R. et al. Dynamic Longitudinal Antibody
Responses during Borrelia burgdorferi Infection and Antibiotic Treatment of
Rhesus Macaques // Clinical & Vaccine Immunology. — 2012. — Vol. 19, No.
8. — P. 1218-1226.

5. Lantos P. M., Auwaerter P. G., Wormser G. P. A Systematic Review of Borrelia
burgdorferi Morphologic Variants Does Not Support a Role in Chronic Lyme
Disease // Clinical Infectious Diseases. - 2014. - Vol. 58(5). - P. 663—-671.

6. Lyme Borreliosis (Lyme disease). In: International travel and health. Geneva:
World Health Organization; 2014 (http://www.who.int/ith/diseases/lyme/en/).

7. Tilly K., Rosa P. A. and Stewart P. E. Biology of Infection with Borrelia
burgdorferi // Infectious Disease Clinics of North America. - 2008. - Vol.
22(2). - P. 217-234.

8. Shapiro E. D. Borrelia burgdorferi (Lyme Disease) // Pediatrics in Review. -
2014. - Vol. 35(12). - P. 500-509.

9. Regulation (EU) 2017/746 of the European Parliament and of the Council of
5 April 2017 on in vitro diagnostic medical devices and repealing Directive
98/79/EC and Commission Decision 2010/227/EU.

10. 3akoH YkpaiHun «[po Biaxoaw» // BigomocTi BepxoBHoi Pagu YkpaiHu. -
1998. - Ne36-37.

11. Haka3 MOS Ykpainun Ne325 Big 08.06.2015 «[Npo 3aTBEpAXEHHA [epKaBHUX
CaHiTapHo-npoTuenigemMiyHnMx npasBun i HOPM LWOAO MNOBOOXEHHS 3
MeONYHUMU Bigxodammy».

12. lMoctaHoBa KMY Big 02 xoBTHa 2013p. Ne754 «[lpo 3aTBepOXeHHs
TEXHIYHOro pernamMmeHTy LWoao MeanyHuX BUpoOiB AN AiarHOCTUKM in vitroy.

13. Hanna Tolonen, Kari Kuulasmaa, Tiina Laatikainen, Hermann Wolf and the
European Health Risk Monitoring Project. Recommendation for indicators,
international collaboration, protocol and manual of operations for chronic
disease risk factor surveys Part 4.Storage and transfer of serum/plasma
samples// Finnish National Public Health Institute 2002// https://thl.fi/
publications/ehrm/product2/part_iii4.htm.

14. Surveillance Guidelines for Measles, Rubella and Congenital Rubella
Syndrome in the WHO European Region. Annex 3.Collection, storage and
shipment of specimens for laboratory diagnosis and interpretation of results//
Geneva: World Health Organization; 2012 Dec.

W N

Edition 7, 13.12.2022 12116



HE> <d=<ErREEFE

L
o

\/
2

)

For questions and suggestions regarding the ELISA kit contact:

Manufacturer

In vitro diagnostic medical device

Catalogue number

Date of manufacture

Use by date

Batch code

Temperature limit

Contains sufficient for <n> tests

Caution
Consult instructions for use

Keep away from sunlight

Mark of compliance with technical regulations
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Ekvitestlab LLC
Velyka Vasylkivska St. 114, Kyiv, Ukraine, 03150

Tel: 0(800)31-89-87, +38 (044)334-89-87,
e-mail: info@equitest.com.ua, www.equitest.com.ua
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ASSAY PROCEDURE SCHEME
Keep all reagents for 30 min at temperature18-25°C before use

Dispense 90 pl into the wells

(violet)

Add to 10 pl of controls and samples into the wells:
A1 —[CONTROL[ +], B1, C1, D1 —[CONTROL[ -],

other wells — examined samples
(change of colour from violet to blue)

Cover strips with an adhesive film, incubate for 30 min at 37°C

Rinse the wells 5 times with prepared 1:20 (1+19) washing solution TWEEN
(300 pl per well)

Add 100 pl of into all wells

(green)
Cover strips with an adhesive film, incubate for 30 min at 37°C

Rinse the wells 5 times with prepared 1:20 (1+19) washing solution TWEEN
(300 pl per well)

Add 100 pl of [SOLN[TMB] into all wells
Incubate for 30 min in the dark at 18-25°C

Add 100 pl of into all wells

(change of colour from blue to yellow)

Measure the optical density (OD) with an ELISA microplate reader at
450/620-695 nm

CALCULATION OF RESULTS
Nc = (Nc1 + Nc2 + Nc3)/3;

CO=Nc+0,3;

IPsample = ODsampIe/Co

Nc - the average value of OD 3-x [CONTROL] -]
CO - Cut off

IP - sample positivity index

sample

INTERPRETATION OF RESULTS

P, > 1.1 POSITIVE
09<IP_ . <11 | BORDERLINE

IP <09 NEGATIVE

sample
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EQUI Borrelia burgdorferi IgM

ELISA kit for the qualitative detection of IgM
antibodies to Borrelia burgdorferi

1. INTENDED USE

The «EQUI Borrelia burgdorferi IgM» ELISA kit is intended for the qualitative
detection of IgM antibodies to Borrelia burgdorferi sensu lato in human serum or
blood plasma by enzyme-linked immunosorbent assay (ELISA) for the purpose
of diagnosing acute Lyme borreliosis. The analysis procedure is designed both
for manual setup with automatic pipettes and standard equipment, and for an
automatic enzyme immunoassay of the «open» type.

Target group: patients with non-specific infectious symptoms, visits to the forest
or a history of tick bites, summer residents, residents of endemic areas.

Usage: ELISA kit is used in clinical diagnostic laboratories and other institutions
engaged in in vitro diagnostics.

2. CLINICAL SIGNIFICANCE

Lyme disease, or Lyme borreliosis, is the most common bacterial infection
in the northern hemisphere that is transmitted through the bite of Ixodes mites.
Spirochetes of the genus Borrelia cause this disease. Lyme disease causes
polysystemic affections and without proper treatment in the chronic form causes a
number of complications.

Lyme borreliosis is caused by several species and serotypes of bacteria in North
America, Europe and Asia, which are grouped into the group Borrelia burgdorferi
sensu lato. The most common are Borrelia burgdorferi sensu stricto, Borrelia
afzelii, Borrelia garinii. These are mobile gram-negative spiral spirochetes 10-25
pm long and about 0.2 ym thick.

After infection with Borrelia, an inflammatory reaction occurs in response to
surface antigens of Borrelia burgdorferi. The development of primary migratory
erythema is associated with the interaction of mast cells with lipoproteins of the
pathogen. During the first stage of the disease, 1-3 weeks after infection, specific
IgM antibodies to Borrelia burgdorferi antigens begin to be produced. They are
found in the vast majority of people with a history of primary migratory erythema
and tick bites. Specific IgG antibodies begin to be synthesized about a month after
infection and are detected in high titers in the second stage of Lyme disease, as
well as in chronic borreliosis in the absence of proper treatment. After successful
therapy, the titer of IgG antibodies decreases after a few months, but they may
continue to be low for a long time. The presence of specific antibodies to Borrelia
burgdorferi antigens does not provide immunity to re-infection.

Asymptomatic course of the disease in the early stages, as well as nonspecific
manifestations of tick-borne borreliosis complicate its timely detection. The
detection of specific antibodies plays a special role to Borrelia antigens in serum or
cerebrospinal fluid by ELISA and immunoblotting. However, false-positive results
of serodiagnosis can be observed in the presence of other spirohert infections
(syphilis, leptospirosis, etc.). Bacteriological methods of detection of the pathogen
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and its genetic material by polymerase chain reaction are used to verify the
diagnosis. In addition, there is a seronegative course of the disease. Therefore,
when diagnosing Lyme borreliosis, both the data of the epidemiological anamnesis
and the clinical picture of the infection are taken into account.

3. ANALYSIS PRINCIPLE

The procedure of testing for anti-Borrelia burgdorferi sensu lato specific IgM
in «kEQUI Borrelia burgdorferi IgM» ELISA kit is based on «indirect» solid-phase
ELISA with a two-stage incubation. Recombinant antigens of Borrelia burgdorferi
are entrapped in the wells. During the first step of incubation of ELISA plate wells
with test samples, specific anti-Borrelia burgdorferi antibodies (if present in the
samples) bind to the solid-phase antigens. The wells are washed to remove
unbound antibodies and have only specific antigen-antibody complexes left. Then,
a conjugate of anti-species IgM monoclonal antibodies with horseradish peroxidase
is added, which binds to solid-phase immune complexes. Unbound components
are removed by washing. Antigen-antibody complexes are detected by adding a
solution of chromogen 3,3’,5,5'-tetramethylbenzidine (TMB) with hydrogen peroxide.
After 30-minute incubation, the reaction is stopped by adding the stop solution.
The optical density (OD) in the wells is determined using a spectrophotometer at
450/620-695 nm. The intensity of the yellow colour is proportional to the level of
antibodies in the sample.

4. MATERIALS AND EQUIPMENT

4.1. Contents of the ELISA kit

Microplate

Each plate well is coated with anti-Borrelia burgdorferi
1x96 sensu lato: B.burgdorferi sensu stricto, B.afzelii,
wells B.garinii. The wells are detachable. After the first

opening, store unused strips in the package at 2-8 °C

for a maximum of 6 months

STRIPS

Positive control
1x0,25ml Conjugated specific monoclonal antibody solution with
preservative (pink). Store at 2-8 °C

Negative control

[CONTROL] - | 1x0,6 ml  Negative human serum with a preservative (yellow).
Store at 2-8 °C

Serum dilution solution
DIL|SAMPLE 1x13 ml Buffer solution with a milk extract, a detergent and a
preservative (brown). Store at 2-8 °C

Conjugate solution (ready to use)

Buffer solution of monoclonal antibodies to human IgM,
conjugated with horseradish peroxidase, with stabilizers
and preservative (green). Store at 2-8 °C

SOLN|CONJ 1x13 ml
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TMB solution (ready to use)
1x13ml  TMB solution, H,0,, a stabilizer, a preservative
(colourless). Store at 2-8 °C
Washing solution TWEEN (20x concentrated)
20-fold phosphate buffer concentrate with Tween-20
(colourless). Dilute TWEEN detergent (20x) at 1:20 with
distilled or deionized water (e. g., 5 mL of concentrate +
95 mL of water for 8 wells) before use. Store the diluted
solution at 2-8 °C for a maximum of 7 days

[TWEEN[WASH[20x] 1 x 50 ml

Stop Solution (ready to use)
1x13ml 0.5 mol H,SO, solution (colourless). Store at 2-8 °C

The ELISA kit also includes adhesive films (2 items), sample application plan
(1 item), checklist, and instruction for use.

4.2. Optional reagents, materials and equipment

Automatic single and multichannel pipettes 10-1000 pL, tips, volumetric
laboratory glassware (10-1,000 mL), deionized or distilled water, thermostat at
37 °C, automatic or semi-automatic plate washer, spectrophotometer (reader) for
microplates at450/620-695 nm, appropriate containers for potentially contaminated
waste, timer, filter paper, disposable powder-free gloves, disinfectants.

5. PRECAUTIONS AND SAFETY

5.1. Precautions
Besuretoreadtheinstructionsforuse carefullybeforethetest. The validity ofthe test
results depends on strict following of the test procedure.

—do not use the ELISA kit components after the expiry date;

—do not use reagents from different lots of the ELISA kit during the assay; do
not mix reagents from different lots of the ELISA kit; do not mix reagents from
ELISA kits of different nosology; do not use reagents of other manufacturers
along with «kEQUI Borrelia burgdorferi IgM» kits;

—do not freeze the ELISA kit or its contents;

— after using a reagent, close each vial with its cap;

— when washing, control filling and complete aspiration of solution from the
wells;

— use a new pipette tip each time you add samples or reagents;

— prevent direct sunlight from reaching the reagents from the ELISA ki;

- solution must be colourless before use. Do not use the solution if
its colour is blue or yellow. Avoid contact of with metals or metal
ions. Use only clean glassware thoroughly rinsed with distilled water;

— do not use reagents with colour not in line with para. 4.1;

—under no circumstances should the same glassware be used for
[SOLN[CONJ] and [SOLN[TMB;

—do not evaluate the test results visually (without a reader);
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— any optional equipment that is in direct contact with biological material or kit
components should be considered contaminated and requires cleaning and
decontamination;

—the ELISA kit includes materials for 96 tests. Dispose of the used components
as well as any remaining unused components.

5.2. Safety requirements

—all reagents in the ELISA kit are for laboratory professional use for in vitro
diagnosis only and may only be used by qualified personnel;

— conduct the tests in disposable powder-free gloves and goggles only;

— do not eat, drink, smoke, or apply make-up in the test room;

— do not mouth-pipette the solutions;

— controls of ELISA kit «kEQUI Borrelia burgdorferi IgM» were tested and found
to be negative for anti-HIV1/2, anti-HCV, anti-T.pallidum antibodies and
HBsAg. Nevertheless, all controls and patient samples should be regarded
and handled as potentially infectious;

— some components of the ELISA kit contain low concentrations of harmful
agents and could cause irritation of the skin and the mucosa. In the case of
contact with [SOLN]TMB ], [SOLN]STOP] and [SOLN[CONJ] with skin or mucosa the
place of contact should be immediately rinsed with large amounts of water;

—in case of spilling solutions that do not contain acid, e.g. sera, disinfect the
surface thoroughly, then dry it with absorbent paper. If the spilling fluid is an
acid, it must be initially neutralized with sodium bicarbonate and then use the
mechanism described above.

5.3. Waste inactivation and disposal

—the liquid waste must be inactivated, for example, with hydrogen peroxide
solution at the final concentration of 6% for 3 hours at room temperature,
or with sodium hypochlorite at the final concentration of 5% for 30
minutes, or with other approved disinfectants;

— thesolidwastemustbeinactivatedbyautoclavingatatemperaturenotless
than 132°C;

— do not autoclave the solutions that contain sodium azide or sodium
hypochlorite;

— disposal ofinactivated waste mustbe conducted due to nationallaws and
regulations.

6. STORAGE AND STABILITY

ELISA kit is stable up to the expiry date stated on the label when stored
at 2-8°C. The kit should be transported at 2-8°C. Single transportation at a
temperature up to 23°C for two days is possible.

7. SAMPLE COLLECTION, TRANSPORTATION AND
STORAGE GUIDELINES
Collect blood from the vein into the sterile test tube. Test tube must be marked with
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patient ID and date of sample collecting. Blood before serum separation can be
stored at 2-8 °C for 24 hours, avoiding freezing.

Serum or plasma can be stored at 2-8 °C for maximum 3 days. Frozen serum
can be stored for longer periods of time at -20 °C or -70 °C. Thaw frozen samples
and keep them at room temperature for 30 minutes before use. After thawing,
the stir samples to achieve homogeneity. Avoid repeated freezing-thawing cycles
for test samples. If serum (or plasma) is turbid, remove insoluble inclusions by
centrifugation at 3000 rpm for 10-15 minutes. Do not use serum samples with
hyperlipidemia, hemolysis, and bacterial growth.

Transport serum samples in insulated containers. To do that, put closed
labelled tubes in a plastic bag, tightly seal it and place in the centre of an
insulated container.Put the frozen cold packs on the bottom, along the side
walls of the insulated container and on top of the serum samples.

8. REAGENT PREPARATION

NOTE! It is very important to keep all ELISA kit components for at least 30 min
at room temperature 18-25 °C before the assay!

8.1. Microplate preparation

To prevent water condensation in the wells, keep the for 30 minutes at a
room temperature before opening. Open the vacuum pack, detach the appropriate
number of wells, and carefully pack the remaining wells with a desiccant and store
tightly zip-locked at 2-8 °C. Storing the packed plate this way ensures its stability
for 6 months.

8.2. Washing solution preparation

To prepare detergent, dilute TWEENIWASH[20x] at 1:20 (1+19) with distilled or
deionized water and stir. E. g., 5 mL of concentrate + 95 mL of water, which is
enough for 8 wells. If there are crystals present in the detergent concentrate, heat
the vial at 37 °C until the crystals dissolve completely (15-20 minutes). Store the
diluted solution at 2-8 °C for a maximum of 7 days.

9. ASSAY PROCEDURE

9.1. Prepare the necessary number of wells (four wells for controls and a necessary
number of wells for test samples) and insert them into the ELISA plate frame.
Be sure to add control wells in every test run.

9.2.Fill in the sample application plan.

9.3.Prepare the detergent as per para. 8.2.

9.4.Dispense 90 pl of [DIL[SAMPLE] into each well.

9.5.Add 10 pl of controls and test samples into the wells:
—into well A1,
[CONTROL[ - ] — into wells B1, C1, D1,
and test samples into the remaining wells.
At the time of adding, colour of the sample diluent changes from brown to
blue. Pipette mixture in the wells gently, avoiding foaming.
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9.6.Cover strips with an adhesive film and incubate for 30 min at 37°C.

9.7.Remove and discard the adhesive film and wash all wells 6 times with
automatic washer or 8-channel pipette as follows:

— aspirate the content of all wells into a liquid waste container;
— add a minimum of 300 pl of diluted washing solution to each well, soak
each well for 30 seconds;
— aspirate the content of all wells again. The residual volume after every
aspiration should be less than 5 yl;
— repeat the washing step 5 more times;
— after the final aspiration, eliminate extra moisture by tapping the plate
against a piece of filter paper.

9.8.Add 100pl of [SOLN]CONJ] into all wells. Cover strips with a new adhesive film
and incubate for 30 min at 37°C.

9.9.Remove and discard the adhesive film and wash all wells 5 times as described
above in 9.7.

9.10.Add 100 uL of [SOLN[TMB] into the wells; do not touch the bottom and the walls
of the plate wells.

9.11.Incubate the strips for 30 minutes in a dark place at a room temperature of
18-25 °C.Do not use adhesive film at this stage.

9.12. Add 100 pL of [SOLN[STOP] into each strip well to stop the enzymatic reaction;
adhere to the same sequence of actions as when adding [SOLN[TMB]. At the
time of adding,the solution colour changes from blue to yellow, and clear
solution slightly changes its shade.

9.13. Measuretheopticaldensity (OD)ofthewellsat450/620-695nmwavelengthusing
an ELISA microplate reader within 5 minutes after stopping the reaction.
Pay attention to the cleanness of the plate bottom and the absence of bubbles
in the wells before reading.
Measurementatthe single wavelengthof450nmispossible, inthatcase, itis
neededtoleave one wellfor blank (onlySOLN[TMB|gand[SOLNISTOP| must be added
in blank well).

10. CALCULATION AND INTERPRETATION OF RESULTS

10.1. Calculation of results o
Calculate the average OD of the negative control (Nc), Cut off (CO) and a sample
positivity index (IP

).

sample
Nc = (Nc1 + Nc2 + Nc3)/3;  CO = Nc + 0,25

IP =0D /CO, where OD

sample sample

10.2. Quality control (assay validation)
The test results are considered valid if they meet the following requirements:

is the OD sample

sample
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oD=1,5
0D <0,150
where Ncn is the OD

I\E: X 0,5 <Ncn < [\F) X 2,0 for each Nc run

If any of the OD values for the negative control is beyond the above interval, it
should be discarded, and Nc is calculated based on the remaining OD values for
the negative control. If several OD values for the negative control fail to meet the
above requirements, the test is considered invalid and requires a new run.

10.3. Interpretation of results

P> 11 POSITIVE
09<IP, <11  BORDERLINE*
P, <09 NEGATIVE

sample

* Borderline samples are recommended to be tested again in two wells of the
ELISA kit. If the results are again indeterminate, a new sample should be collected
and analyzed after 7-14 days. In case of repeated reception of indeterminate
results, such samples should be considered negative.

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical performance characteristics

Precision of measurement
Intra assay repeatability

The coefficient of variation (CV) for two sera with different levels of specific
antibodies was evaluated in 44 replicates on one series of ELISA kits.

Sample No. OoD,, P, CV, %
269 2,186 7,7 5,6
809 0,387 1,4 8,6

Inter assay reproducibility

The coefficient of variation (CV) for two sera with different levels of specific
antibodies was evaluated for 4 days in 4 sets of analysis, 8 replicates in each
analysis.

Sample No. oD, IP,, CV, %
269 2,073 72 8,1
809 0,364 1,3 7,5

Analytical specificity

The test results are not affected by bilirubin at up to 0.21 mg/mL (361.8 ymol/L),
haemoglobin at up to 10 mg/mL and triglycerides at up to 10 mg/mL (11.3 mmol/l)
present in the sample.
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11.2. Diagnostic characteristics

To determine the sensitivity of the «kEQUI Borrelia burgdorferi IgM» ELISA kit, we
used serum samples that were characterized as positive by the Western blot method
(59 samples), as well as samples of the commercial serum panel «Lyme Disease
(Anti-Borrelia burgdorferi) Mixed Titer Performance Panel PTL202 (SeraCare
Life Sciences, USA). According to the results of the analysis, the sensitivity of the
ELISA kit was 96.9%. To assess the specificity, samples of donor blood sera (122
samples) and 212 samples of children’s blood sera (334 samples in total) were
used. The results of the determination of IgM antibodies to Borrelia burgdorferi
obtained in the «kEQUI Borrelia burgdorferi IgM» ELISA kit were compared with the
results obtained in similar commercial tests. The relative specificity of the «kEQUI
Borrelia burgdorferi IgM» ELISA kit was 100.0%.

12. LIMITATIONS OF ASSAY

A positive result in the «kEQUI Borrelia burgdorferi IgM» ELISA kit is evidence of
the presence of IgM class antibodies in the patient, specific to Borrelia burgdorferi
sensu lato, which are produced by the body when a person is infected with the
causative agent of Lyme borreliosis.

It should be noted that in the case of early infection, the ELISA result may be
negative due to the absence of antibodies at the initial stage of the disease. In the
presence of clinical manifestations of the disease, it is recommended to conduct
repeated testing after at least two weeks. A two- or three-fold increase in the level
of antibodies indicates the activity of the infectious process.

The results obtained in immunosuppressed individuals should be interpreted
with caution.

It is not possible to completely exclude false-positive results, which may be
caused by the presence of specific antibodies in the blood in diseases caused by
spirochetes (syphilis, typhus, leptospirosis, etc.).

To confirm a positive ELISA result, it is recommended to conduct an additional
study of the sample for the presence of antibodies to individual Borrelia burgdorferi
proteins by immunoblotting. However, the final diagnosis cannot be established
only on the basis of serological test results. For the correct diagnosis of tick-borne
borreliosis, research should also be conducted to identify the causative agent,
for example, using PCR or cultural methods. When establishing a diagnosis, the
results of a complex of laboratory and instrumental studies, as well as clinical
manifestations of the disease, should be taken into account.

13. DIFFICULTIES THAT CAN OCCUR DURING THE ASSAY
PROCEDURE

Possible reasons | Solution
High background in all wells

Clean the washer head and rinse
according to the instructions for use

Contaminated washer
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Poor quality or contaminated water

Use purified water with specific
resistance = 10 MQ - cm

Use of poorly washed glassware

Use chemically clean utensils

Use of chlorinated disinfectants

Do not use chlorine disinfectants

Use of contaminated tips

Use new tips

Increased incubation times or change
in the temperature conditions

Adhere to the incubation regime
according to the instructions for use

High background in a row of wells

Repeat application of TMB solution

TMB solution should be applied
once

Contamination of the automatic pipette

Clean the pipette and dial carefully

nozzle with conjugate solution liquid
Contamination of one of the Clean the flush channel, rinse
washer’s channel washer

Received OD of the positive control is below the border value

One of the reagents (conjugate
solution or TMB solution) was not
prepared in a correct way or was not

Re-conduct ELISA, pay attention to
the correctness of the introduction
of these reagents

added
Reduced incubation times at any Incubate according to
stage instructions for use

The colour density of the wells fails to meet the obtained optical
density value

This may suggest that the optical
beam has been displaced

Check the correct operation of the
reader

14. TECHNICAL ASSISTANCE AND CUSTOMER SERVICE
In case of technical problems, you can obtain assistance by contacting the

manufacturer.
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For questions and suggestions regarding the ELISA kit contact:

Manufacturer

In vitro diagnostic medical device

Catalogue number

Date of manufacture

Use by date

Batch code

Temperature limit

Contains sufficient for <n> tests

Caution
Consult instructions for use

Keep away from sunlight

Mark of compliance with technical regulations
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Ekvitestlab LLC
Velyka Vasylkivska St. 114, Kyiv, Ukraine, 03150

Tel: 0(800)31-89-87, +38 (044)334-89-87,
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ASSAY PROCEDURE SCHEME

Keep all reagents for 30 min at temperature18-25°C before use

Dispense 90 into the wells

(brown)

Add to 10 pl of controls and samples into the wells:

A1 —[CONTROL[ +], B1, C1, D1 — [CONTROL[ -],
other wells — examined samples
(change of colour from brown to blue)

Cover strips with an adhesive film, incubate for 30 min at 37°C

Rinse the wells 5 times with prepared 1:20 (1+19) washing solution TWEEN
(300 pl per well)

Add 100 pl of into all wells

(green)
Cover strips with an adhesive film, incubate for 30 min at 37°C

Rinse the wells 5 times with prepared 1:20 (1+19) washing solution TWEEN
(300 pl per well)

Add 100 pl of [SOLN[TMB] into all wells
Incubate for 30 min in the dark at 18-25°C

Add 100 pl of [SOLN[STOP] into all wells

(change of colour from blue to yellow)

Measure the optical density (OD) with an ELISA microplate reader at
450/620-695 nm

CALCULATION OF RESULTS
Nc = (Nc1 + Nc2 + Nc3)/3;

CO = Nc + 0,25;

IPsample = ODsampIe/CO

Nc - the average value of OD 3-x [CONTROL][ -]
CO - Cut off

IP - sample positivity index

sample

INTERPRETATION OF RESULTS

P, > 1.1 POSITIVE
09<IP_ . <11 | BORDERLINE

IP <09 NEGATIVE

sample
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Chlamydia
trachomatis IgA

NDA-Habop ANA Ka4eCTBEHHOro U NONyKoOsIM4eCTBEHHOro
obHapyxeHus aHtuten knacca IgA k Chlamydia trachomatis

NHCTPYKUMSA NO NPUMEHEHWIO

IVD ﬁvaugnésos U"gg-om







EQUI Chlamydia trachomatis IgA

NDA-Habop onsa Ka4eCTBEHHOIO U MOMYKONIMYECTBEHHOIO
oOHapyxeHus aHTuTen knacca IgA k Chlamydia trachomatis

1. HASBHAYEHUE

NPA-Habop «EQUI Chlamydia trachomatis IgA» npegHasHayeH Ans
Ka4eCTBEHHOro W MONYKONMYECTBEHHOrO OBHapyeHus aHTuTen knacca IgA
k Chlamydia trachomatis B CbIBOPOTKE UNK Nrasme KpoBU YerioBeKa METOAOM
nMMyHoepmeHTHOro aHanusa (MI®A) ¢ uenbio AnarHoCTUKN YPOreHUTanbHoro
xnamugmosa. lpoueaypa aHanm3sa paccuymtaHa kKak ANs pyYHOW MOCTaHOBKMU
C aBTOMaTU4eCKMMU nNunetTkamu U cTaHdapTHbiM obopydoBaHueMm, Tak U Ans
aBTOMAaTUYECKOro UMMYHOMEPMEHTHOrO aHanm3aTopa «OTKPbITOro» Tuna.

LleneBas rpynna: XeHLWWHbl W MYX4YMHbl PENPOAYKTUMBHONO BO3pacTa,
B6ecnnofHble napbl, NALUUEHTbLI C 3a60NeBaHNAMN MOYENONOBON CUCTEMBI.

MpumeHeHune: VIOA-Habop NpuMeHAeTCH B KMMHUYECKUX ONAarHOCTUYECKUX
nabopaTtopusix U Apyrux yuypexaeHusx, pabortawowmx B obnactu in vitro
ONarHOCTUKMN.

2. KMMHUNYECKOE 3HAYEHME

Cpeon 6GaktepuanbHbix 3aboneBaHui, nepefarolmMxcs MOMOBbIM MyTEM,
Hanbonee pacnpocTpaHeHHbIM B MUPE Ha3bIBAKT YpOreHnTarnbHbIA XNaMmuamos.
OTNONOrMYECKNM areHTOM YpOreHMTanbHOro xnamuanosa ssnsawtca Chlamydia
trachomatis — wmenkue (250-300 nm) rpamoTpuUaTeNbHbIE KOKOBUAHbLIE
GakTepun, napasuTupylowme BHYTPU KrneTok. OcoBeHHOCTb  Xnamugun
SABMSAETCSA WX XU3HEHHbIA LMK, 3aKIT4YaLWwminca B NooYepeqHOM N3MEHEHUN
HEVHMEKLMOHHBIX BHYTPUKITETOYHBIX (hOPM (BOMbLUMX PETUKYMSPHBLIX Teneuy) u
NH(PEKLMOHHbIX BHEKNETOYHbIX (MENKMX 3NIeMEeHTapHbIX TeneL).

N3-3a ocobeHHOCTeN XM3HEHHoro uwukna Chlamydia trachomatis pns
nabopaTtopHOM AMArHOCTUKM XJNlaMMAMO3a Yalle BCEero WUCMonb3ylT MeToa
MUP (ana npsmoro obHapyxeHusi BO30OyAUTENs)) M CEpONiorMYeckMii MeToq
(ocobeHHO NDA ana BbIABNEHUS CNeuudUYecknx aHTUTen K XramMuansm).
Opyrve wmetogbl umeldT 6onee HU3KYHO MHGPOPMATUBHOCTL (Hanpumep,
YYBCTBUTENBHOCTb MMKPOCKOMUYECKOrOo aHanu3a maska/cockpeba n peakumm
nMMyHodpnoopecueHuun ouennBaroT B 15-50%) mnm Gonbluyo TpygoeMKoCTb
(kaKk  KynbTypanbHbIi  MeTod, [OOMOSMIHUTENbHO NO3BONSAET  OMpeaenuTb
YYBCTBUTENBHOCTb BakTepuin K aHTMBMoTukam). Hanbonee 4yBCTBUTENBHBIN U
cneundudeckun (8o 100%) npu o6HapyxeHun nHdekuun, BeiaBaHHon Chlamydia
trachomatis, meton TNLP, HO ero pesynbTaT 3aBUCUT OT criocoba 3abopa u
XpaHeHust maTepuana Ans aHanusa. bnarogapsi BeisBNeHU cneungumnyeckmx
nMmmyHorno6bynmHoe IgM, IgA n IgG mMoxHO guddepeHunpoBaTb NEPBUYHLIN,
OCTpPbIf, XPOHUYECKUIA U NepeHeceHHbI xnamuanold. OgHako cnegyeT UMeTh B
BMAY, YTO HEKOTOPblE METOAbl HE MOTYT UCKMYaTb NepekpecTHble peakunn c
aHTUTENamu K opyruMm Braam xnamuani, CnocoBbHbIM MHULMPOBATL YenoBeKa
(Chlamydia psittaci n Chlamydia pneumoniae).
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Ha nepBon-BTOpor  Hegene  nocre  UHPUUMPOBAHUS  HayMHalT
CUHTe3npoBaTbCs U BbiABNATLCA IgM 1 IgA aHTUTEena K aHTUreHam xnamugumn
B KpOBM unuM cekpetax opraHuama. OHu cBMAeTenbCTBYOT 006 OCTpoMm
3aboneBaHnM nNpu nNepBUYHON MHGEKUMU, a IgA Takxke oOHapy>XMBaTCA Mpu
penHdekuMm nnn peaktMBaumm xnamumamosa. Ewe yepes Hegento HavvMHaloT
nposBnATbCs aHTUTena IgG, cneunduyHble kK Chlamydia trachomatis; BbicOKMne
TUTPbl 3TUX @HTUTEN MOTyT SBNATbCHA NMPU3HAKOM XPOHWUYECKOW XITaMUAUNHOW
nHdekumn. CHUXeHne ypoBHs cneunduyecknx IgA B ABa-Tpu pasa cumtaeTcs
CBMOETENbCTBOM 3(hEKTUBHON Tepanun. AHTUTENa K xnamuguiiHomy hsp60
MOTyT SBMATbCA NPU3HAKOM Hanuuus AOSMTENbHOW WHMEKUMM n pasBuTuS
aBTOMMMYHHbIX npoueccoB. Cneundunyeckne «k Chlamydia trachomatis
nMMyHornobynuHel 1IgG gaxe nocne neyYeHnss COXPaHSTCS B KPOBU M MOTyT
NPOSIBMATLCS B HEBBLICOKUX TUTPaX rogamu, MO3TOMY MX HEMNb3s paccmaTpuBaTth
Kak mokasaHusa xnaMmmanmnHon nHdekumnmn 6e3 oueHkn gpyrnx mapkepos. BmecTte
C TeM Hamuyue cneumuyecknx aHTUTen He obecrneymBaeT 3alMTbl NPOTUB
NOBTOPHOro nHduumpoBanHnsa Chlamydia trachomatis.

3. IPUHUMN AHATTU3A

BbisBneHne aHTtuten knacca IgA, cneumdudHblx kK Chlamydia trachomatis, B UDA-
Habope «EQUI Chlamydia trachomatis IgA» ocHOBaHO Ha MpuUHUUMNE «HEMPSIMOro»
TBEepaodasHoro MDA B AByxaTanHow uHkybauun. B nyHkax nnaHweTa 3acopbupoBaHbl
pekoMOrHaHTHble aHTureHbl Chlamydia trachomatis. Bo Bpemsi nepBoro atana nHkybauum
nccnenyembix 06pa3uyoB B NyHkax nnaHweta NOA cneundumynel k Chlamydia trachomatis
aHTUTena, ecriv OHM NPUCYTCTBYIOT B 0bpasLax, CBA3bIBAOTCS C aHTUreHaMu Ha TBepaon
dase. JlyHKM OTMbIBAKOTCS ONS yOaneHusi HecBs3aHHbIX aHTUTEN, OCTalTCs TOJbKO
cneundunyeckne KoMnnekcbl aHTUreH-aHTuTeno. Mocne atoro gobaBnsieTcs KoHblorat
aHTUBMAOBbLIX aHTU-IgA MOHOKMNOHAmNbHbLIX AaHTUTEN C MEPOKCUAA30M XpeHa, KoTopble
CBSI3bIBAOTCH C UMMYHHbIMW KOMMNIEKCaMU Ha TBepaoi hase. HecBA3aHHbIE KOMMOHEHTbI
yaansawTcss  nNpu  OoTMbiBaHMM. Komnnekcbl aHTureH-aHtuteno obHapyxuBatoTcs
nytem pobaBneHusi pactBopa xpomoreHa 3,3',5,5-teTpameTuntbensngnHa (TMB) c
nepekucbio Bogopoga. lMocne 30-MUHYTHOW WHKYGauuW peakuusi oCcTaHaBNMBaeTCSH
pobaeneHmem cton-pacteopa. Ontuyeckass nnotHocTb (Ol1) B nyHkax onpegensieTcs
Ha cnekTpodoTomeTpe npu gnuHe BonHbl 450/620-695 nm. VHTEHCMBHOCTL XenTon
OKpacku NponopLmoHanbHa KONM4ecTBy aHTUTenN B ob6pasLe.

4. MATEPUAIIbI N OBOPYONOBAHUE

4.1. CoctaB Habopa

MnaHweTt UPA

B kaxpgonW nyHKke nnaHweTta 3acopbupoBaHbl
1x96 pekoMOuHaHTHble aHTureHbl Chlamydia trachomatis.
nyHok  JlyHKM MOXHO oTAensaTtb. [locrne nepBoro OTKPbITUSA

XpaHWTe HEeUcCnornb30BaHHbIE CTPUMbI B yNakoBKe Mpu

Temnepatype 2-8°C He Gonee 6 mecsaueB

STRIPS
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Mo3nTuBHLIN KOHTPONL IgA

CONTROLIGAIE]  1x 0,8 ml PacTtBop KOHBIOrMPOBaHHbIX cneumpuyeckmnx

MOHOKITOHarbHbIX aHTUTEN C KOHCEPBaAHTOM (PO30BbIN).
XpaHuTb npu Temnepartype 2-8°C

HeraTuBHbIN KOHTPOINb

HeraTuBHaa  cbiBOpOTKa  KPOBM  4YefnoBeka C
[CONTROL] , .
-] 1x1.9ml KOHCEPBAHTOM (kenTbl). XpaHUTb Npu Temnepartype
2-8°C
PacTBOp AnA pa3BeAeHUs CbIBOPOTOK
DILISAMPLE 1% 11 ml BydepHbii  pacTBOp C  3KCTPAKTOM  MOJIOKa,

OETEePreHTOM 1 KOHCEPBaHTOM (KOPUYHEBBIN).
XpaHutb npu Temnepatype 2-8°C

Pactsop KOHblOraTta aHTHn-IgA (rotoB K
MCNOJIb30BaHUIO)

BydepHbIt pacTBOP MOHOKMOHambHbLIX aHTuTen K IgA
YenoBeka, KOHbIOMMPOBAaHHbLIN C MEPOKCUAA30M XpeHa,
co ctabunmsaTopamu U KOHCEPBAHTOM (OpaHXeBblIi).
XpaHuTb npu Temnepartype 2-8°C

PactBop TMB (roToB Kk MCnosfib30BaHuIo)
1x13ml Pacteop TMB, H,0, cTabunusatop, KoHCepBaHT
(6ecuBeTHbIN). XpaHuTb Npu Temnepartype 2-8°C

1x13 ml

PactBop ans npombiBkn TRITON (20x KoHUeHTpaT)
20-kpaTHbI  KOHLUeHTpaT docdaTHoro 6Oydepa ¢
TputoHom X-100 (6ecuBeTHbI). PasBecTn pacTtsop
ansa npombiBkn TRITON (20x) 1:20 guctmnnupoBaHHOM
UM  OEeNOHU3MPOBAHHOM Bogou (Hanpumep, 5 ml
KoHUeHTpaTta + 95 ml Bogbl Ana 8 nyHok) nepes
ucnonb3oBaHuem. PasbaBneHHbIn pacTBOp XpaHUTb
npu Temnepatype 2-8°C He Gonee 7 cyToK

[TRITON[WASH[20x] 1 x 50 ml

Cron-pacTBoOp (rOTOB K UCNOJIb30BaHUIO)
SOLN|STOP 1x13ml  Pacteop 0,5 mol H,SO, (6ecuseTHbll). XpaHuTb npu
TemnepaTtype 2-8°C
B coctaB Habopa BxoaAT: knevkas nrneHka (2 wr.), cxema BHeceHus obpasLoB
(1 WT.), MUCT KOHTPOJIbHbLIX UCMBITAHUIA Y MHCTPYKLMS MO MPUMEHEHMIO.

4.2. lononHuTenbHbIe peakTUBbI, MaTepuanbl 1 o6opyaoBaHue

ABTOMaTm4yeckue nuneTkn nepeMmeHHoro ob6vema Ha 10—1000 pl n HakoOHEeYHUKK
K HuM, MepHasa nabopartopHas nocyga (10-1000 ml), gevoHn3snpoBaHHas
unu guCTUNnupoBaHHas Boda, Tepmolwerikep Ha 37°C wunu TepmocTaT Ha
42°C, aBTOMATMYECKMA WX MNOSlyaBTOMATMYECKUA MpPOMbIBATENb MMAHLIETOB
(Bowep), cnekTpodoTomeTp (pugep) ANsS MukponnaHweToB Ha 450/620-695
Nm, COOTBETCTBYIOLLME KOHTENHEPbI ANA OTXOA0B MOTEHUMANbHO 3apaXXeHHOoro
mMaTepuana, Tanmep, unbTpoBanbHaa Bymara, ogqHOpa3oBble HeonyApeHHble
nepyaTku, gesvHduumpyowme cpeacTaa.
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5. NIPEAOCTEPEXEHUE U TEXHUKA BE3OIMNACHOCTMU

5.1. MpepnocTtepexeHune

lNeped nposedeHuem aHau3a 8HUMameIbHO 03HaKOMbMmeChk C UHCMpyKyuel
no npumeHeHur. [JocmosepHocmb pesynbmama 3agucum om 4YemKoz2o
cnedosaHus npoyedype aHanu3a.

—He wucnonb3ynte KomnoHeHTbl VIDA-Habopa nocne OKOH4YaHus cpoka
ro4HOCTU;

— He ncnonb3ynTe BO BpeMS aHanusa v He CMeLLMBanNTe KOMMNOHEHTbI pa3HblX
cepuii, KOMMOHEHTbI N3 HabOPOB pa3HbIX HO30MOTUIM UMM peareHTbl ApYrux
npounssoauTenen B codetaHmm ¢ Habopom «EQUI Chlamydia trachomatis
IgA»;

— He 3amopaxumBaite NPA-Habop UM ero KOMMNOHEHTbI;

—nocne WCMnorib30BaHUs peareHTa 3akpbiBalTe KaxAbli nakoH CBOeW
KPbILLKOW;

— BO BpPeMS MPOMbIBAHUSA KOHTPOMNMPYIMUTE HANOSTHEHME U NOSTHYI0 acnupaLmio
pacTBopa 13 fyHOK;

— KaxAbl pa3 MCMNOMb3yNTe HOBbIN HAKOHEYHUK MUMETKU ONA BHECEeHUs
00pasLoB NN peareHTos.;

—un3berante nonagaHusa NpPsIMbIX COMHEYHbIX fyyen Ha peareHTbl VIOA-
Habopa;

—[SOLN[TMB] gomkeH ObITb GeclLBeTHbIM nepen ucrnonb3oBaHuem. Ecnu
pacTBOp OKpalleH B CMHUI UMW XENTbIN UBET, ero Herb3s UCnonb3oBaTb.
M3beranTe KOHTaKTa C MeTannamu WM moHamm MeTassos.
Ona paboTbl UCMOMb3yNTE TOSMbKO YMCTYH, TLATENbHO BbIMNOMOCKAHHYHO
OVNCTUNNNPOBAHHOW BOOOW Nocyay;

— He UCMONb3yNTe peareHThl, LBeT KOTOPbIX HE COOTBETCTBYET yKazaHHOMY B
nyHkTe 4.1;

— 1 B KOEM criyyae He UCMNOoNb3ynTe OOHY U Ty Xe nocyay ANns [SOLN[CONJ[IgA |n
[SOLN[TMB];

— He NpoBOAUTE BU3yaribHbIN y4eT pe3ynbTaTtoB aHanm3a (6e3 ncnonb3oBaHus
puaepa);

— JononHuTensHoe obopyaoBaHMe, Haxosleecss B HENOCPeaCcTBEHHOM
KOHTaKkTe C OMOMNorm4yeckum martepuanom WM KOMMOHeHTamu Habopa,
CUMTaeTCs 3arpsi3HEHHBIM U HYXXAAETCs B O4ULLEHMM 1 06e33apaXKmBaHuy;

— VI®A-Habop npegHasHadeH Ansa 96 aHanm3oB. KoOMMNOHeHTbI nocne
NCMONb30BaHUA M OCTaTKM HEUCMNONb30BaHHbLIX KOMMOHEHTOB [OJSIXHbI
ObITb YTUNN3NPOBAHDI.

5.2. TexHuka 6e3onacHocTH

—BCe peareHTbl Habopa npegHasHayeHbl TONMbKO Ans nabopaTopHOro
npodeccMoHanbHOro MNpUMEHeHUa B N Vitro AnarHocTuke u MOryT
NCNOoNb30BaTbCs TONbKO KBannguunpoBaHHbIM MEPCOHANoM;

— MOCTaHOBKY aHanuM3a NpoBOAUTb TOMIbKO B OOHOPA30BbIX HEOMyOpeHbIX
nepyaTKkax u 3aWMTHbIX OYKaXx;

—He pJonyckaeTtcs MpVMHMMaTtb MWWy, MWUTb, KypUTb WM MNOMb30BaTbCA
KOCMETUKOW B KOMHaTe NpoBeAEeHNs TECTa;
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— He MMNeTnpoBaThb PacTBOPbI PTOM;

— koHTponu NPA-Habopa «kEQUI Chlamydia trachomatis IgA» npoTecTupoBaHbl
N Npu3HaHbl HeraTuBHbIMKU Ha HBsAg 1 aHTutena k BUY1/2, BI'C, Treponema
pallidum, ogHako obpallaTbCs C KOHTPONbaMU U UCCrieayemMbIMu obpasuamm
cnepyeT Kak ¢ NoTeHUManbHO onacHbIM MHEKLMOHHBIM MaTeprarnom;

— HEKOTOpble KOMMOHEHTbl Habopa cogepXaT HU3KME KOHLIeHTpaLuum
BpeaHbIX BELLECTB M MOTyT Bbi3BaTb pa3fpa)keHWE KOXW WU CIU3UCTbIX.
MNpu nonagaHunm [SOLN[TMB |, [SOLN[STOP] 1 [SOLN]CONJ[IQA | Ha cnuancTblie nnm
KOXXy HeobXxoouMMO HEMEANIEHHO MPOMbITb MOpa)KeHHOE MeCTO GonbLIUM
KOnmM4ecTBOM BOAbI;

— B crniyyae pasbpbl3rBaHus pacTBOPOB, HE COAEPXKALLUUX KUCMOTY, HAanpuvep
CbIBOPOTOK, 0bpaboTaTb NOBEPXHOCTb AE3MHPULMPYIOLUM CPeaCcTBOM,
3aTeM BbITEPETb Aocyxa punbTpoBansHonm bymaron. B npoTuBHOM cnyvae
KMCMOTY CHavana HyXHO HenTpanu3oBaTb pacTBopoM OukapboHaTa
HaTpus, a 3aTeM BbITEPETb MOBEPXHOCTb, KaK OMMCAHO BbILLE.

5.3. MlHakTUBaUuMA 1 yTunusaums oTxogoB

—XnOKue oTxodbl HeobGX0AMMO MHAKTUMBMPOBATb, Hanpumep, pacTBOPOM
nepeknucn BoOopoAa B KOHEYHOW KOHUeHTpauun 6% B TeyeHue 3 yacoB
Npu KOMHATHOW TemnepaTtype WM TMNOXSIOPUTOM HaTpuUA B KOHEYHOW
KoHueHTpauun 5% B TedeHne 30 MUHYT vnu Opyrumy paspelueHHbIMU
Ae3nHPMUMpYLWUMK CpeacTBamuy;

— TBepAble 0TX0Abl CrieayeT MHAKTMBMPOBATb NyTEM aBTOKNABUPOBaHUSA Npu
TemnepaType ctepunusaunm He meHbLie 132°C;

— He aBTOKNaBUPYMTE pacTBOPbI, COAepXKaLLne asng HaTpus Unm runoxsiopuT
HaTpus;

— YTUNM3aUni0 MHaKTUBMPOBAHHbLIX OTXOAO0B MPOBOAUTbL B COOTBETCTBUM C
OEeNCTBYOLWNM HauMOHarbHbIM 3aKOHOL4ATENbCTBOM.

6. XPAHEHVE U TPAHCIMOPTUPOBKA

N®A-Habop cTabuneH B TeYeHUe cpoka rofHOCTU, yKasaHHOro Ha 3TUKETKe,
€cnn ero xpaHutb npu Temnepatype 2-8°C. TpaHcrnopTupoBaTb HaGop npu
Temnepatype 2-8°C. [lonyckaeTcss ofHopas3oBasi TpaHCMNOPTUPOBKa Mpwu
Temnepatype He Bbilwe 23°C B TeYEHUE ABYX CYTOK.

7. PEKOMEHOALIUU 1O OTBOPY, TPAHCITOPTUPOBKE U
XPAHEHUIO OBPA3LIOB

KpoBb Heobxoammo oTbupaTtb M3 BeHbl B CTepuribHyto npobupky. MNMpobupka
JomkHa  ObiTb nNpoMapkupoBaHa C  yKasaHuem  MAeHTUUKALNOHHBLIX
OaHHbIX nauueHTa u gatbl oT6opa obpasua. LlenbHylo KpoBb 00 OTAeneHus
CbIBOPOTKM MOXHO XpaHuTb 40 24 4YacoB npu Temnepatype 2-8°C, He gonyckas
3aMopaxunBaHus.

CbIBOPOTKY MW MNnasmy KpOBU MOXHO XpaHWTb npu Temnepatype 2-8°C He
bonee 3 cyTok. [JonyckaeTcs bonee npoAomIKNTENBHOE XPaHEHNE 3aMOPOXXEHHON
cbiBOpOoTkM npu Temnepatype -20°C wnu -70°C. 33amopoxeHHble obpa3sLbl
nepen MCNonb30BaHNEM criedyeT pa3smopo3uTb U BblAepXaTb MPU KOMHaTHOM
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TemnepaTtype B TedeHme 30 mMuHyT. [locrne pasmopaxmBaHuss oOpasubl
crnegyeT nepemMellatb Ans JOCTUXKEHUS oAHOpPOAHOCTU. 36eraTtb NOBTOPHOroO
3aMopaXKuBaHUsA-oTTanBaHUs nuccregyemMbix ob6pasuoB. B crniyyae nomyTHeHUs
CbIBOPOTKM (MnM nria3mbl) 0CBOGOXAAKTCSA OT HEPACTBOPEHHbIX BKITHOYEHWUN
ueHTpudyrnposanHnem npu 3000 o6/mMunH B TedeHue 10-15 muHyT. He cnegyet
ncnonb3oBaTtb 00pasLbl CbIBOPOTOK C BbIPaXXEHHOW NUNuaeMUeit, reMmonin3om, a
Takxe 6akTepumanbHbIM MPOPOCTOM.

O6Gpa3subl  CbIBOPOTOK  TpaHCMOPTMPOBATb B TEPMOU3OMALNOHHBIX
KOHTelHepax. [1ns 3Toro 3akpbiTble MPOMapKUpPOBaHHbIE NPOOMPKN HEOBXOAMMO
NMOMECTUTb B MNONIMSTUIEHOBbIV NaKeT, NIIOTHO 3aneyvaTtaTthb U NOSIOXUTb B LIEHTPpe
TEPMOKOHTelHepa. 3aMOpPOXeEHHbIE XnafdareHTbl MOMOXWMTb Ha AHO BAOIb
BGOKOBbIX CTEHOK TEPMOKOHTENHEPA M HaKpbITb UMUK 06pasubl CbIBOPOTOK.

8. NOAIrOTOBKA PEATEHTOB
lNpumeyaHue: lNeped ucnonb3osaHuem 8bidepXxume ece KOMnoHeHmMbI MDA-
Habopa npu kKoMmHamHou memnepamype 18-25°C 8 medyeHue 30 mMuHym!

8.1. NoproroBka nnaHweTta UPA

Ona npegynpexgeHus KOHAEHCauuW BOAbl B JyHKax OTKpbiBanTe
TONbKO nocre BbigepxusaHms 30 MUHYT NpU KOMHATHOW TeMnepaType.
PackponTe BakyyMHYyK ynakoBKY, OTAenuTe HeobXxooMMoe KONMYECTBO JYHOK,
a ocTanbHOe cpasy e TWaTeNbHO YNakyuTe C BNaronorfnoTUTenem n xpaHute
NMOTHO 3aKpbIiTbiIMKM Ha 3amok zip-lock npu Temnepatype 2-8°C. XpaHeHue
ynakoBaHHOro Takmm obpasom nnaHweTta obecneynBaeT ero ctabunbHOCTb B
TeyeHue 6 mecsaues:

8.2. MpuroTtoBneHne NPoMbLIBOYHOIo pacTteBopa

[na npurotToBneHms NpoMbIBOYHOrO pacTeBopa pasBeauTe [TRITONJWASH][20x]
1:20 (1+19) [UCTUNNNPOBAHHONW UMW  OENOHU3UPOBAHHOW BOAOW, MOTOM
nepemewante. Hanpumep, 5 ml koHueHTpaTta + 95 ml Bogbl, 4ero 4ocTaToO4MHO ANs
8 nyHok. Npn HanMuMM KpUCTanoB B KOHLEHTpaTe pacTBopa Af NPOMbIBaHUSA
nporpente dhnakoH npu temnepatype 37°C 40 NONHOro pacTBOPEHNSA KPUCTANNOB
(15—20 muHyT). Pa3BeaeHHbIN pacTBOP MOXHO XpaHUTb Npu Temnepatype 2-8°C
He Bonee 7 CyTOK.

9. MPOLUEAOQYPA AHATIU3A
9.1. MoaroToBbTE HEOOXOAMMOE KONTMYECTBO NYHOK A5l aHanm3a (YeTbipe NyHKK
OJ151 KOHTPOJen U He0BXoaMMOE KONMYECTBO AN1sl uccriefyembix 06pasLoB),
BCTaBbTE MX B pamMmky nnaHweta NPA. JlyHkn ¢ KOHTponamm obasaTenbHO
BKJIHOYaMTE B KAXOYH NOCTaHOBKY aHanmaa.

9.2.3anonHunTe cxeMy BHeceHus obpasLoB.

9.3.MMpurotoBbTE PpacTBOp ANsi NPOMbIBaHUSI B COOTBETCTBUN C MYHKTOM 8.2.
9.4.BHecuTe BO BCe NyHKM nnaHweTta no 80 pl SAMPLE],
9.5.BHecuTe B nyHkM no 40 pl koHTponen n nccnegyemMbix 06pasyos:
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[CONTROL[IgA[ +] — B nyHKy A,

[CONTROL[ -] — B nyHku B1, C1, D1,

B OCTasbHble NYHKU — Uccrneayemble obpasLbl.

Mpy BHeCeHUW NPOUCXOOWUT U3MEHEHME LiBeTa pacTBopa C KOPUYHEBOrO
Ha cuHMA. OCTOPOXHO NUMNETUMPYNTE CMecb B IyHKaX, He Jonyckas
neHoobpa3oBaHus.

9.6.3aknenTe CTpUMbl KNEWNKOW MIEHKON N UHKYOupynte B TedyeHne 30 MUHYT
npu Temnepartype 37°C.

9.7. o okoHYaHWM MHKYBaLUmM akkypaTHO CHUMMUTE KIENKYI0 MAEHKY U MpOMOnTe
NYHKM NATb pa3 C MCMONb30BaHWEM aBTOMAaTMYECKOro NMpoMbiBaTens unm
8-kaHanbHOWM NMNETKM criegyowmm obpasom:

— yoanuTe CoAepXMMOe NYHOK B KOHTENHEP ANS XKUOKUX OTXOAOB;

— HanomHWUTe INyHKM cTpunoB He MeHee yem no 300 pl pactBopom gns
NPOMbIBaHUs, OCTaBbTE HE MeHee, YeM Ha 30 CeKyHp;

— acnvpupymnTe pacTBop u3 nyHok. OcTaTouHbIi 06bem pacTBopa nocrne
KaXkJoro atana acnupauumn JoSMKeH coCcTaBnsaTb He Bonblie 5 pi;

— NOBTOPUTE NpoLeaypy NPOMbIBaHUSA eLlle NATb pas;

— nocne nocnegHen acnupauny n3basbTechb OT NULLHEN BNaru, NocTyknBas
nnaHweToMm no unsTpoBanbHon Bymare.

9.8.BHecute B nyHku no 100 pl [SOLNJCONJ[igA]. CTpunbl HakponWTe HOBOW
Krenkon nneHkon n nHkybupynte B TedeHme 30 muHyT npm 37°C.

9.9.To okoHYaHUN NHKYDaL MM akKypaTHO CHUMWTE KIeNKyo NIEHKY U NpOMOoKTe
NYHKN NATb pas, Kak onvcaHo B NyHKTe 9.7.

9.10.BHecute B nyHkn no 100 pl [SOLN[TMB], HE KacasdCb OHa WU CTEHOK NYHOK
nnaHwerTa.

9.11. NHkyBupynTe cTpunbl B TeyeHne 30 MUHYT B TEMHOM MeCTe Npu KOMHaTHOMN
TemnepaTtype 18-25°C. He ncnonb3ynTe KNenky nNieHKy Ha JaHHOM 3Tane.

9.12.BHecute B nyHkm cTtpunoe no 100 ul ONna  OCTaHOBKMU
depMeHTaTMBHOW peakLmn, NpnaepXKmBasach TON Xe nocneaoBaTenbHOCTH,
YTO U NPV BHECEHMU [SOLN]TMB]. Bo BpeMsi BHECEHUS MPOUCXOAUT USMEHEHUNE
LBeTa pacTBopa € ronyboro Ha XenTblin, B MyHKax ¢ Mpo3payHbiM pacTBOPOM
He3HaYMTEeNbHO MEHSETCS OTTEHOK.

9.13. amepbTe Ha pupepe Ol1 B kaxgown nyHke npwu gnuvHe BonHbl 450/620-
695 nm B TeyeHue 5 MUHYT Nocrne OCTaHOBKWM peakuuwn. [lJo npoBeaeHUs
namepeHus ybeautecb B YMCTOTE BHELUHEW MNOBEPXHOCTU OHAa NYyHOK WU
OTCYTCTBUM My3bIPbKOB.

Yyem pesyrnbmamos aHaru3a MOXHO rpo8odums 8 0OHOB0STHO8OM pexume
rpu dnuHe 80os1HbI 450 nm, 8 3momM cry4ae ocmagbme s1iyHKYy 01151 ycmaHO81eHUs
6r1aHKa (8 makyo JIyHKY eHecume moJibKO [SOLN[TMB] U [SOLN[STOP )).

10. YYET PE3YJIbTATOB U UX MHTEPMPETALUA

10.1. YueT pe3ynbTaToB aHanu3a
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Paccuntatbh cpeaHee 3HadeHue Ol HeraTmsHoOro koHtpons (Nc), yposeHb
rpaHnyHoro 3HadeHus (Cut off - CO) n uHgekc nosntneHoctn obpasua (IP

Nc = (Nc1 + Nc2 + Nc3)/3; CO=Nc + 0,25
IP =0D /CO, rne OD

sample sample

10.2. KOHTpONb AOCTOBEPHOCTU pe3ynbTaToOB aHanu3a
[aHHble TecTa cunTatoTCs JOCTOBEPHBLIMU, €CNIN OHU OTBEYAKT CIeAyrLmMm
TpeboBaHUAM:

onz1,5
[CONTROL] -] OMn < 0,150

[CONTROLJ -] Nc x 0,5 <Ncn < Nc x 2,0

sample)'

— OIl obpasua

sample

rae Ncn — Ol kaxxgoro
nosTopa Nc
Ecnn ogHo n3 3HayeHuit Ol HeraTMBHOrO KOHTPOMS BbIXOAUT 3a Npeaensl
yKasaHHOro Bbllle WHTepBana, ero otbpacbiBaloT U paccunTbiBaloT Nc no
ocTanbHbiM 3HadeHussm OI1 HeraTMBHOro koHTponsi. Ecnu Gonee ogHoro
3HadeHust Ol HeraTMBHOrO KOHTPOSS HE OTBEYAET yKasdaHHbIM TpeboBaHuAM, TO
TECT CUMTaETCA HEKOPPEKTHLIM 1 TpebyeT NOBTOPHOrO NPOBEAEHNS.

10.3. UHTepnpeTauunsa pe3ynbTaTtoB

P, 0> 11 MONOXWUTENbHbIN
09<IP_ . <11 HEOMPEAENEHHLIN*
P, <09 OTPULATEbHbI

sample

*

HeonpepeneHHble o06pasubl pekoMeHAyeTCd uccregoBaTb MOBTOPHO
B OByX nyHkax Habopa W®A. Ecnu pesynbtaThl cHOBa OyayT B npepenax
HeonpedeneHHblX, criegyeT NPoOBecTM OTOOP M aHanu3 HoBoro obpasua yepes
2-4 Hepenu. B cnyyae NnOBTOPHOrO MOMy4YeHUst HEONPEAENeHHbIX pe3ynbTaToB
Takue obpasubl cumTaTh OTpPULATENBHBIMU.

Wcnonb3oBaHne nHaekca NO3NTUBHOCTU nossonset nNpoBOANTb
MONYyKONMYECTBEHHbIN CPaBHUTENbHbIN aHann3 ypoBHs cneunduyecknx aHtmTen
B AMHaMuKe B napHbix obpasuax, nonyyYyeHHbIX OT MauMeHTOB C MHTepBanom
B 2-4 Hegenwu. [pn 3aTOM cnegyeT yuYuTbiBaTb, YTO IPsampIe B npegenax 1,1 —
7,0 nponopuuoHaneH cogepxaHuio cneunduyecknx aHTuten. Ecnwu IPSample
coctaBngeT Bbiwe 7,0, ANs KOPPEKTHON OLEHKU coaepXaHusi cneumuyeckmnx
aHTUTEeNn pekoMeHayeTCs NpOBECTUNOBTOPHbIV aHanu3obpasuanpeaBapuTtensHo
pasbasneHHoro B 10 pa3 [DIL[SAMPLE]. [pn onpeaeneHnn KOHEYHOro pesynbTaTa
B TaKOM cny4ae crieqyet YMHOXWUTb NOfly4YeHHoe 3HavyeHune IPsampIe Ha cTeneHb
passegeHus (x10).
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MHTepnpeTauus pe3ynbTaToB OGHapYXeHUA
aHTuten Kk Chlamydia trachomatis

Hanunune cneunduyeckux aHTUTenN K
Chlamydia trachomatis WHTepnpeTtauus pesynsraTta
IgG IgA IgM
O6paseL He cogepxuT cneumndurieckmnx
OtcytctBytoT | OTCyTCTBYHOT OTCyTCTBYIOT | @HTWUTEN UK UX KOHLEHTPaLWs HWxe npeaena
YyBCTBUTENBHOCTY aHanunsa
OrtcytctBytoT | Onpegenstorcsa | OnpegenstoTcs BeposiTHa paHHAs cTagmsa nHdekumnm
Onpepgenstotcst | OTCyTCTBYIOT OTcyTCTBYIOT BeposiTHas nepeHeceHHas UHdeKUMs
Onpepenstotcs | Onpepenstotesa | OnpegenstoTtcs OcTpas nHdekuns
Onpepgenstotcs | Onpegenstotcs | OTCyTCTBYIOT OcTpas Unn xpoHnyeckasa MHpekums

11. XAPAKTEPUCTUKU TECTA

11.1. AHanUTUYeCcKne xapakTepucTukun

MpeunsnoHHOCTb
Bocnpoussodumocms pe3yrnbmamos 8 ripedesiax 00HOU MocmaHOo8KU aHasu3a
(Intra assay repeatability)

KoadpduuneHnt Bapuaumm (CV) ons OBYX CbIBOPOTOK C Pa3HbIM YPOBHEM
cneunduryeckux aHTUTEN M pasHbIM MHAEKCOM MO3UTBHOCTM oueHuBanu B 16
nosTopax ogHon cepun NPA-Habopos.

Ne cbipoBOTKM OI'ICp IPCp CV, %
283 0,848 2,7 4,4
262 1,380 4,5 4,8

Bocnpoussodumocms pe3ynbmamosg Mex0oy pa3HbIMU 1ocmaHo8KaMu aHasnu3a
(Inter assay reproducibility)

KoadpbpmumnenTt Bapuaumm (CV) ana ABYX CbIBOPOTOK C pasHbiM YPOBHEM
cneumuyeckux aHTUTen M pasHbIM MHOEKCOM MO3UTMBHOCTM OLEHMBanu B
TeyeHue 4 gHen B 4 NOCTaHOBKax aHanusa, no 8 NOBTOPOB B KaX4OM aHanuse.

Ne cbipoBOTKM on_, P, CV, %
283 0,854 2,8 5,4
262 1,416 4,6 54

AHanuTtu4yeckasa cneyndPuYHOCTb

Ha pesynbrat aHanus3a He Bnusetr Hanuuve B obpasue 6GunupybuHa B
KoHueHTpauum go 0,21 mg/ml (361,8 pmol/l), remornobuHa B KOHUEHTpauum 4o
10 mg/ml v TpurnnuepmaoB B koHUueHTpauun go 10 mg/ml (11,3 mmol/ ).

B pesynbrate NpoBEAEHHbIX WUCCIEAOBAHWA HE BbISBIIEHO MNEPEKPECTHbIX
peakuui ¢ aHTutenamm knacca IgG k Chlamydia pneumoniae, Helicobacter pylori,
Toxoplasma gondii, Bupycam KpacHyxu, JnwTtenHy-bapp, npoctomy repnecy
1 1 2 Tuna n yMTomeranosupyca. Takxe He BbISBNIEHO BMUSAHUA Ha pesynbrart
aHanusa peBmaTougHoro dgaktopa B obpasuyax Ao koHueHTpauumn 1390 1U/mn
(ME/mn). Pe3ynbtaT aHanuaa, nonyyYeHHbIn ns kaxgoro obpasua, cpaBHMBanm
C pesynbratoM, MOMyYEeHHbIM B KOMMepyeckom Habope, wumetowem CE-
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MapKMpPOBKY, N pacCuYnTbIBann OTHOCUTENbHYO crneundnyHocts OA-Habopos
«EQUI Chlamydia trachomatis 1gG».

11.2. uarHocTuyeckme xapakTepucTukm

[Ona onpepeneHnst KIMHUYECKOW YYBCTBUTENBbHOCTM U  CNELUPUYHOCTM
N®A-HabopoB «EQUI Chlamydia trachomatis IgA» ncnonb3oBanu 37 obpasuoB
CbIBOPOTOK, TMOJSTYyYEHHbLIX OT MNAUMEHTOB C KIIMHUYECKMMW CUMMTOMaMWU,
XapakTepHbIMU AN YPOreHMTanbHOro xnammamosa, n 43 obpasua CbIBOPOTOK
KIMHUYECKN 300pOBbIX NauMeHToB. Takxe Obinyv npoBepeHbl CTaHZapTHble
naHenu CbIBOPOTOK, COAepKaLlme 1 He copgepxaliune Bmgocneunduyeckme IgA k
Chlamydia trachomatis «Ctangapt AT-A(+/-) C.trachomatis (OCO 42-28-344-01)»
cepun 005 n 1216/1 (npomnssoactea 3A0 «MBC») — no 12 nonoxmtenbHbix 1 18
oTpuLaTeNbHbIX CEIBOPOTOK B kKaxaoM Habope. KnnHunyeckas 4yBCTBUTENbHOCTb
NPA-HabopoB «EQUI Chlamydia trachomatis IgA» coctaBnsna 90,2%,
KNnHn4eckas cneunduyHocTtb — 98,7%.

NccnepoBaHve xapakTepuCTMK MeToga MO CPaBHEHWUKO C  aHarormyHom
KOMMepPYeCKOW TeCT-CUCTEMON NPOBOAMIOCH Ha LeneBon rpynne 6epemMeHHbIX
XeHwmH (202 obpasua) n Bbidbopke AoHopoB (270 obpasuos). [Ons BbiGOpkK
6epeMeHHbIX oTHocuTenbHas crneymdpudHocTb MPA-Habopor «EQUI Chlamydia
trachomatis IgA» coctasnana 97,42%, a npoueHT coBnageHus — 97,5%. Onsa
BbIOOPKM AOHOPOB 3TK Nokasatenu coctaBmnu 98,4% n 97,68% coOTBETCTBEHHO.
PacnpocTpaHeHHOCTb B MOMynsuMM [AHHOTO CEepOSiIorMYeckoro Mapkepa
XnamMuanmHon nHopekumm coctasuna 3% Anst Bblbopkn 6epeMeHHbix n 3,47%
455 BbIGOPKM JOHOPOB, YTO MOSIHOCTLIO COOTBETCTBYET NUTEPATYPHBLIM LaHHbIM.

Mo3utMBHas nporHocTnyeckas uUeHHocTb (PPV) W®A-Habopa «EQUI
Chlamydia trachomatis IgA» coctaBnseT 98,2%, HeraTuBHas NporHocTU4ecKas
ueHHocTb (NPV) — 92,9%.

12. OrPAHNYEHUE AHAJTIN3A

MonoxuteneHbin pesynbtat B NPA-Habope «EQUI Chlamydia trachomatis
IgA» aBngeTca CBMAETENbCTBOM Hanuuusa y nauuMeHTa aHTuTen knacca IgA,
cneundudHbix k Chlamydia trachomatis, npogoyuupyemMbiXx OpPraHM3mom npwu
MHpMUMpoBaHUM BO3OyaANTENEM YPOreHNTanbHOro Xxnammanosa.

CrniegyeT 3aMeTUTb, YTO B CIlyvae paHHen xnaMmMannHom nHpekumnm pesynstat
MDA moxeT OblTb OTpULATENBbHBLIM M3-32 OTCYTCTBUS aHTUTENT HA HadallbHON
ctagum 6GonesHn. [py HanMMuMn KIMHUYECKMX MpOosiBrieHun 3aboneBaHus
pekoMeHayeTCs MPOBEeCTM NMOBTOPHOE TECTUPOBaHME He MeHee YeM vepes ABe
Hegenu, a Takxe nccnegosartb obpasel naumeHTa Ha cneunduyeckmne aHTuTena
knacca IgM (Hanpumep, ¢ ucnonb3oBaHneM Habopa NPA «EQUI Chlamydia
trachomatis IgM»).

[na KOppekTHOM AMarHoCTMKM XnamMuMamosa Takxke cregyeT Onpeaenvtb
ypoBeHb cneundudecknx Kk Chlamydia trachomatis aHTMTEN B nNapHbIX
CbIBOPOTKax, MOMyYeHHbIX C WHTEpBanoMm 3abopa KpOBM He MeHee [OBYX
Hegenb. [Byx-TpexkpaTHOEe MOBbILWEHWE YPOBHS aHTUTENn CBUAETENbCTBYyET
00 aKTMBHOCTM WH(EKUMOHHOro npouecca. Kpome TOro, pekomeHpyetcs
NPOBECTWN NCCnenoBaHns MO BbISBIIEHUIO XNaMUAWA KynbTypanbHbIM METOO0M
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(noces), ¢ nomowbto TMUP, PUD mnu mumkpockonuyeckoro aHanusa Mmaska/
cockpuba. [ns NOCTaHOBKM AuarHo3a crefyeT yuumTbliBaTb Kak pesynbraThbl
nabopaTopHbIX UCCNegoBaHUN, Tak U KNMHUYECKME NPOsBIeHMs 3aboneBaHusl.

13. TPYAHOCTU, KOTOPbIE MOI'YT BO3HUKHYTb MNMPU
NMPOBEOEHN NDA

Bbicokuli ¢hOH 8 JIyHKax ecezo rJjiaHwema Moxem 803HUKHYMb U3-3a:
— 3arpsi3HEHHOro NPOMbIBATENS;
— HM3KOrO Ka4yecTBa WUnu 3arpsi3HeHNst BOAb;
— MCMOMb30BaHUA MIOX0 NOMbITOW MNOCYAb;
— MCMNOMb30BaHUA Ae3nHPULMPYOLWNX CPEACTB, CogepXKaLLnX Xop;
— MCMNOMb30BaHUA 3arpsA3HEHHbIX HAKOHEYHMKOB;
— yBENM4YEeHWUst BPEMEHU WHKybauunm unM U3MEHEHUs TemnepaTypHOoro
pexuma.
Bbicokuli poH 8 omOesibHbix psidax Moxem 6bImb c8513aH C:
— NOBTOPHbIM BHECEHMeM pacTBopa TMb;
—3arpsi3HeHneM KOHyca aBTOMaTU4YeCKON NUMETKN pacTBOPOM KOHbIOraTa;
— 3arpsi3HeHNEeM OOHOTO M3 KaHanoB NPOMbIBaTENS.
lMonyyeHHoe 3Ha4YeHue OI1 nonoOXumesibHO20 KOHMPOS HUXe
ycmaHoeJlIeHHOU epaHuubl, eCIu:
— HENpaBWIbHO NPUrOTOBIEH MM HE BHECEH OOUH U3 peareHToB (pacTBop
KoHbloraTa unm pactesop TMB);
— COKpaLleHo BpeMsi MHKyOauum Ha OgHOM U3 3TanoB..
NHumeHcusHOCMb OKpawueaHUsi JIYHOK He coomeemcmeyem rosiy4eHHoU
onmu4Yeckol miomHocmu. OTO MOXET CBWAETENbCTBOBAaTb O CMELLEHHOM
ONTUYECKOM fyYe.
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CXEMA NPOBEOEHNA AHATTU3A

Bbigepxatb peareHTel 30 min npu Temnepatype 18-25°C

B nyHku nnaHweTta BHecTn no 80 ul [DIL[SAMPLE

(Kopu4HeBbIN LBET)

BHecTu no 40 pl KoHTponen n nccrnegyembix 06pasLoB B MYyHKK:
A1 —[CONTROL[IgA[ +], B1, C1, D1 — [CONTROL[ -],

E1 n B ocTanbHble NyHKM - uccrnepyemble obpasubl
(nponcxoaouT N3MEHEHUE LiBETA C KOPUYHEBOIO Ha CUHMI)

3akneunTb CTpunbl NNeHKon, MHKybuposaTb 30 min npu Temnepatype 37°C

MpombITh NyHKM 5 pa3 npurotoBreHHbIM 1:20 (1+19) NPOMbIBHBIM PacTBOPOM
TRITON (300 pl B nyHKy)

B nyHku cTpunoB BHecT no 100 ul [SOLN[CONJ[IgA |

(opaH>xeBbIl LBET)
3aknenTb CTPUMbI MIEHKOW, MHKY6MpoBaTb 30 min npu Temnepatype 37°C

MpombITe NyHKM 5 pa3 npurotoBreHHbIM 1:20 (1+19) NpOMbIBHBIM PacTBOPOM
TRITON (300 pl B nyHKy)

B nyHku cTpunos BHecTn no 100 ul [SOLN

MHkybnpoBaTb Ha npoTsxeHun 30 min B TeMHOTE Npu
Temnepartype 18-25°C

B nyHkn ctpunos BHecTy no 100 pl

(NponcxoauT N3MeHeHve LiBeTa C roflyboro Ha >KenTbii)

M3mepuTb ontrnyeckyto nnotHocTk (Ol1) Ha cnekTpodoToMeTpe npu
450/620-695 nm

YYET PE3YJIbTATOB AHAJIN3A
Nc = (Nc1 + Nc2 + Ne3)/3;

CO = Nc + 0,25;
IP. =0OD___/CO

sample sample

Nc - CpegHee 3Ha4veHne Ol 3-x [CONTROL] -]
CO - YpoBeHb rpaHu4Horo 3HadeHus (Cut off)
IP - MHpekc no3ntnBHocTu obpasua

sample

MHTEPNPETAUWNA PE3YJIbTATOB
P, o> 11 MONOXMUTENbHBI
09<IP_ . <11 | HEONPEJENEHHbI

IP <0,9 OTPULATENbHbIN

sample
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EQUI Chlamydia tfrachomatis IgG

ELISA kit for the qualitative and semiquantitative
detection of IgG antibodies to Chlamydia trachomatis

1. INTENDED USE

EQUI Chlamydia frachomatis IgG ELISA is a kit infended to qualitafively and semi-
quantitatively detect anti-Chlamydia trachomatis IgG in human serum or plasma by
enzyme-linked immunosorbent assay (ELISA) in order to diagnose urogenital chlamydiosis.
The testing procedure is designed for both manual arrangement with automatic pipettes
and standard equipment, and for automated open immunoassay analysers.

Testing population: females and males of reproductive age, infertile couples, patients
with genitourinary disorders.

Usage: ELISA kit is used in clinical diagnostic laboratories and other institutions engaged
inin vitro diagnostics.

2. CLINICAL SIGNIFICANCE

Among sexually fransmitted bacterial diseases, urogenital chlamydiosis is considered
as the most common all over the world. Aetiological agent of urogenital chlamydiosis is
Chlamydia trachomatis — small (250-300 nm) Gram-negative bacteria parasitizing in the
cell. Special trait of chlamydia is their life cycle which involves alternate rotation of non-
infectious intracellular forms (large reticular bodies) and infectious extracellular forms (small
elementary bodies).

Due to the peculiarities of the life cycle of C. trachomatis, laboratory diagnosis often
involves PCR method (for direct detection of the causative agent) and serological
method (especially ELISA to detect specific antfi-chlamydia antibodies). Other methods
are less informative (e.g. sensitivity of microscopic assay of the smear/scraping and
immunofluorescence test is evaluated as 15-50 %) or trickier (such as cultural method which
allows further measurement of bacterial sensitivity to antibiotics). PCR is the most sensitive
and specific (up to 100 %) when detecting C. frachomatis-induced infection. However, its
result depends on the method of sampling and storage of the material for the test. Due
to the detection of specific IgM, IgA and IgG, it is possible to differentiate primary, acute,
chronic and previous chlamydiosis. However, it should be considered that some methods
may not exclude cross-reactions with antibodies to other species of chlamydia that can
infect a man (Chlamydia psittaci and Chlamydia pneumoniae).

Anti-chlamydia IgM and IgA starts to synthesise, and can be detected at the 1 to 2
week after infection in the blood or body secretions. They confirm acute disease in primary
infection, and IgA is detected in re-infection or reactivation of chlamydiosis. A week later,
anti-C. frachomatis specific IgG antibodies can be detected; high titres of these antibodies
may be a sign of chronic chlamydial infection. Two- to three-fold reduction in the level of
specific IgA confirms treatment efficacy. Antibodies to chlamydial hspé60 may be the sign
of long-term infection and development of autoimmune processes. Even after treatment,
anti-C. frachomatis specific IgG persist in the blood and their low titres may be detected
for years. Thus, they cannot be considered as chlamydial infection without evaluation of
other markers. At the same time, presence of these specific antibodies does not provide
protection against C. trachomatis re-infection.

3. PRINCIPLE OF THE TEST

The procedure of testing for anti-Chlamydia frachomatis specific IgG in EQUI Chlamydia
frachomatisIgG ELISAkitis based on “indirect” solid-phase ELISA with a fwo-stage incubation.
Recombinant anfigens of Chlamydia frachomatis are entrapped in the wells. During the first
step of incubation of ELISA plate wells with test samples, specific anti-Chlamydia trachomatis
antibodies (if present in the samples) bind fo the solid-phase antigens. The wells are washed
fo remove unbound anfibodies and have only specific antigen-antibody complexes left.
Then, a conjugate of anti-species IgG monoclonal antibodies with horseradish peroxidase is
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added, which binds to solid-phase immune complexes. Unbound components are removed
by washing. Antigen-antibody complexes are detected by adding a solution of chromogen
3,3",5,5'-tetramethylbenzidine (TMB) with hydrogen peroxide. After 30-minute incubation,
the reaction is stopped by adding the stop solution. The optical density (OD) in the wells is
determined using a spectrophotometer at 450/620-695 nm. The intensity of the yellow colour
is proportional to the level of antibodies in the sample.

4. MATERIALS AND EQUIPMENT
4.1. Contents of the ELISA kit

Microplate
1%9% Each plate well is coated with Chlamydia trachomatis
TRIPS wells recombinant antigens. The wells are detachable. After

the first opening, store unused strips in the package at
2-8 °C for a maximum of é months

Positive control IgG
CONTROL[IgG[+] 1x0,8ml Conjugated specific monoclonal antibody solution with
preservative (pink). Store at 2-8 °C

Negative control

CONITROL] - I1x19ml  Negative human serum with a preservative (yellow).
Store at 2-8 °C

Serum dilution solution
ILISA E Tx 11 ml Buffer solution with a milk extract, a detergent and a
preservative (brown). Store at 2-8 °C

Conjugate solution anti-lgG (ready to use)

Buffer solution of monoclonal antibodies to human IgG,
conjugated with horseradish peroxidase, with stabilizers
and preservative (green). Store at 2-8 °C

X O
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zZ wm
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1x13ml

TMB solution (ready to use)

SOLN|TMB 1x13ml TMB solution, H,0,, a stabilizer, a preservative (colourless).
Store at 2-8 °C

Washing solution TRITON (20x concentrated)

20-fold phosphate buffer concentrate with Triton X-100
(colourless). Dilute TRITON detergent (20x) at 1:20 with
distilled or deionized water (e. g., 5 mL of concentrate
+ 95 mL of water for 8 wells) before use. Store the diluted
solution at 2-8 °C for a maximum of 7 days

[TRITON[WASH[20x] 1 x 50 ml

Stop Solution (ready to use)
SOLNISTOP 1x13ml 0.5 mol H,S0, solution (colourless). Store at 2-8 °C

The ELISA kit also includes adhesive films (2 items), sample application plan (1 item),
checklist, and instruction for use.

4.2. Optional reagents, materials and equipment

Automatic single and multichannel pipettes 10-1000 uL, tips, volumetric laboratory
glassware (10-1,000 mL), deionized or distilled water, thermostat at 37 °C, automatic or semi-
automatic plate washer, spectrophotometer (reader) for microplates at 450/620-695 nm,
appropriate containers for potentially contaminated waste, timer, filter paper, disposable
powder-free gloves, disinfectants.
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5. PRECAUTIONS AND SAFETY

5.1. Precautions
Be sure tfo read the instructions for use carefully before the test. The validity of the test
results depends on strict following of the test procedure.

—do not use the ELISA kit components after the expiry date;

—do not use for analysis or mix components of different batches, components of kits for
different nosologies, or reagents from other manufacturers with the EQUI Chlamydia
tfrachomatis IgG ELISA kit;

—do not freeze the ELISA kit or its contents;

— after using a reagent, close each vial with its cap;

—when washing, control filling and complete aspiration of solution from the wells;

—use a new pipette tip each fime you add samples or reagents;

- prevent direct sunlight from reaching the reagents from the ELISA kit;

— solution must be colourless before use. Do not use the solution if its colour is
blue or yellow. Avoid contact of with metals or metal ions. Use only clean
glassware thoroughly rinsed with distilled water;

—do not use reagents with colour not in line with para. 4.1;

—under no circumstances should the same glassware be used for and
[SOLN[TMB}

—do not evaluate the test results visually (without a reader);

— any optional equipment that is in direct contact with biological material or kit
components should be considered contaminated and requires cleaning and
decontamination;

—the ELISA kit includes materials for 96 tests. Dispose of the used components as well as
any remaining unused components.

5.2. Safety requirements

—allreagents in the ELISA kit are for laboratory professional use forin vitro diagnosis only
and may only be used by qualified personnel;

— conduct the tests in disposable powder-free gloves and goggles only;

—do not eat, drink, smoke, or apply make-up in the test room;

— do not mouth-pipette the solutions;

—controlsfromthe EQUIChlamydiatrachomatislgG ELISAkithave beentested andfoundto
be for anti-HIV1/2, anti-HCV and anti-Treponema  pallidum  antibodies
and HBsAg negative; however, controls and tfest samples should be handled as
potentially hazardous infectious materials;

- some of the kit components contain low concentrations of harmful substances and
can damage skin or mucoga. In case of contact of [SOLN[TMB] [SOLN[STOP] gng
with - mucous membranes or skin, immediately wash the affected
area with plenty of water;

—in case of spillage of acid-free solutions, e. g. sera, treat the surface with a disinfectant
solution and then wipe dry with filter paper. Otherwise first neutralize acid with
sodium bicarbonate solution and then wipe the surface dry as described above.

5.3. Waste inactivation and disposal

- the liquid waste must be inactivated, for example, with hydrogen peroxide solution at
the final concentration of é% for 3 hours at room temperature, or with sodium
hypochlorite at the final concentration of 5% for 30 minutes, or with other
approved disinfectants;
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— the solid waste must be inactivated by autoclaving at a temperature not less
than 132°C;

— do not autoclave the solutions that contain sodium azide or sodium
hypochlorite;

— disposal of inactivated waste must be conducted due to national laws and
regulations.

6. STORAGE AND STABILITY

ELISA kit is stable up to the expiry date stated on the label when stored at 2-8°C.
The kit should be transported at 2-8°C. Single fransportation at a temperature up to
23°C for two days is possible.

7. SAMPLE COLLECTION, TRANSPORTATION AND STORAGE
GUIDELINES

Collect blood from the vein into the sterile test tube. Test tube must be marked with
patient ID and date of sample collecting. Blood before serum separation can be stored at
2-8 °C for 24 hours, avoiding freezing.

Serum or plasma can be stored at 2-8 °C for maximum 3 days. Frozen serum can be
stored for longer periods of time at -20 °C or -70 °C. Thaw frozen samples and keep them
at room temperature for 30 minutes before use. After thawing, the stir samples to achieve
homogeneity. Avoid repeated freezing-thawing cycles for test samples. If serum (or plasma)
is turbid, remove insoluble inclusions by centrifugation at 3000 rom for 10-15 minutes. Do not
use serum samples with hyperlipidemia, hemolysis, and bacterial growth.

Transport serum samples in insulated containers. To do that, put closed labelled
tubesin a plastic bag, tightly sealit and place in the centre of aninsulated container.
Put the frozen cold packs on the bottom, along the side walls of the insulated
container and on top of the serum samples.

8. REAGENT PREPARATION

NOTE! It is very important to keep all ELISA kit components for at least 30 min at room
temperature 18-25 °C before the assay!

8.1. Microplate preparation

To prevent water condensation in the wells, keep the for 30 minutes at a room
temperature before opening. Open the vacuum pack, detach the appropriate number of
wells, and carefully pack the remaining wells with a desiccant and store tightly zip-locked at
2-8 °C. Storing the packed plate this way ensures its stability for 6 months.

8.2. Washing solution preparation

To prepare detergent, dilute [TRITONIWASH[20x] ot 1:20 (1+19) with distilled or deionized
water and stir. E. g., 5 mL of concentrate + 95 mL of water, which is enough for 8 wells. If there
are crystals present in the detergent concentrate, heat the vial at 37 °C until the crystals
dissolve completely (15-20 minutes). Store the diluted solution at 2-8 °C for a maximum of 7
days.

9. ASSAY PROCEDURE
9.1. Prepare the necessary number of wells (four wells for controls and a necessary number
of wells for test samples) and insert them into the ELISA plate frame. Be sure to add
control wells in every test run.

9.2. Fillin the sample application plan.
9.3. Prepare the detergent as per para. 8.2.
9.4. Add 80 pL of [DILISAMPLE|into each plate well.

9.5. Add 40 pL of controls and test samples into the wells:
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CONTROL[IGG +] - into well A,

CONTROL] - |- into wells B1, C1 and D1,

and test samples into the remaining wells.

At the time of adding, the solution changes its colour from brown to blue. Pipette the
mix in the wells carefully to avoid foaming.

9.6. Stick the strips up with adhesive film and incubate for 30 minutes at 37 °C.

9.7. Remove and discard the adhesive film and wash all wells 5 times with automatic

washer or 8-channel pipette as follows:

— aspirate the content of all wells into a liquid waste container;

—add a minimum of 300 pl of diluted washing solution to each well, soak each well for
30 seconds;

— aspirate the content of all wells again. The residual volume after every aspiration
should be less than 5 ul;

—repeat the washing step 4 more times;

- after the final aspiration, eliminate extra moisture by fapping the plate against a
piece of filter paper.

9.8. Add 100 uL of [SOLNJCONJ[IgG] intfo each well. Cover the strips with a new piece of

adhesive film and incubate for 30 minutes at 37°C.
9.9. Following incubation, remove the film carefully and wash the wells five times as
described in para. 9.7.
9.10.Add 100 pL of [SOLN[TMBinto the wells; do not touch the bottom and the walls of the
plate wells.

9.11. Incubate the strips for 30 minutes in a dark place at a room temperature of 18-25 °C.
Do not use adhesive film at this stage.

9.12. Add 100 L of SOLNISTOP|into each strip well to stop the enzymatic reaction; adhere
to the same sequence of actions as when adding HSOLN [TMB|. At the time of adding,
the solution colour changes from blue to yellow, and clear solution slightly changes its
shade.

9.13. Measure the optical density (OD) of the wells at 450/620-695 nm wavelength using
an ELISA microplate reader within 5 minutes after stopping the reaction. Pay attention
to the cleanness of the plate bottom and the absence of bubbles in the wells before
reading.

Measurement at the single wavelength of 450 nm is possible, in that case, it is
needed to leave one well for blank (only [SOLNITMB| gnd [SOLNISTOP| must be added
in blank well).

10. CALCULATION AND INTERPRETATION OF RESULTS

10.1. Calculation of results -
Calculate the average OD for the negative control (Nc), Cut off (CO) and a sample
positivity index (IP

scmple)'

Nc = (Nc1 +Nc2+Ncs)/3;  CO = Nc +0,25
P = 0D /CO, where OD

sample sample’ sample

is the OD sample.

10.2. Quality control (assay validation)
The test results are considered valid if they meet the following requirements:

CONTROL[IgG[+] OD=1,5
CONTROL]J - | OD<0,150

CONTROL]-] NG x 0,5 < Nen < N x 2,0 where Ncn is the OD for each

Nc run
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If any of the OD values for the negative control is beyond the above interval, it should

be discarded, and Nc is calculated based on the remaining OD values for the negative
control. If several OD values for the negative control fail to meet the above requirements,
the test is considered invalid and requires a new run.

10.3. Interpretation of results

P e > 1] POSITIVE
09<IP, <1 BORDERLINE*
P .<09 NEGATIVE

sample

* Uncertain samples are recommended to be re-examined in two wells of the ELISA kit. If
the results are again uncertain, a new sample should be selected and analyzed in 2-4 weeks.
In case of repeated indeterminate results, such samples shall be considered negative.

Use of the positivity index allows for a semi-quantitative comparative analysis of the level
of specific antibodies in the dynamics of paired samples obtained from patients with an
interval of 2-4 weeks. It should be borne in mind that IP___within 1,1 - 7,0 proportional to
the content of specific antibodies. If IP,___is higher 7,0, fo correctly assess the content of
specific antibodies, it is recommended to re-analyze the sample previously diluted 10 fimes
[DIL[SAMPLE]. When determining the final result in this case, multiply the value obtained
IP on the degree of dilution (x10).

sample
Interpretation of antibody detection results to Chlamydia trachomatis

The presence of specific antibodies to

Chlamydia trachomatis Interpretation of the result
19G IgA IgM
Sample does not contain specific anfibodies
Missing Missing Missing or their concentration is below the sensitivity
limit of the analysis
Missing It furns out | It turns out Probable early stage of infection
It turns out Missing Missing Probable infection
It furns out | It furns out | If furns out Acute infection
It turns out | It turns out Missing Acute or chronic infection

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical performance characteristics

Precision of measurement

Intra assay repeatability

The coefficient of variation (CV) for three sera with different levels of specific anfibodies
was evaluated in 32 replicates on one series of ELISA kits.

Sample No. oD, P, CV. %
25 0.843 3.1 2,8
662 1,885 6,9 3.1
274 2,331 8,5 3,2

Inter assay reproducibility
The coefficient of variation (CV) for three sera with different levels of specific antibodies
was evaluated for 4 days in 4 sets of analysis, 8 replicates in each analysis.

Sample No. oD, IP., CV, %
25 0,864 31 52
662 1,840 6,7 4,8
274 2,394 8,7 4,1
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Analytical specificity

The festresults are not affected by bilirubin atup to 0.21 mg/mL (361.8 umol/L), haemoglobin
at up to 10 mg/mL and triglycerides af up fo 10 mg/mL (11.3 mmol/l) present in the sample.

The studies did not reveal cross-reactions with IgG antibodies to Chlamydia pneumoniae,
Helicobacter pylori, Toxoplasma gondii, rubella, Epstein-Barr, HSV type 1 and 2 viruses abd
cytomegalovirus. There was also no effect on the result of the analysis of rheumatoid factor
in the samples to the concentration 1390 IU/ml. The result of the analysis obtained for each
sample was compared with the result obtained in a commercial kit with CE marking and
calculated the relative specificity of EQUI Chlamydia tfrachomatis IgG ELISA kit.

11.2. Clinical performance characteristics

To evaluate clinical sensitivity and specificity of EQUI Chlamydia trachomatis IgG ELISA
kits, 38 serum samples from patients with clinical symptoms typical for urogenital chlamydiosis
and 55 serum samples from clinically healthy patients were used. Standard serum panels
with and without species specific anti-Chlamydia trachomatis IgG: Reference standard Ab-
G(+/-) C.trachomatis (OCO 42-28-313-00), batch 006 and 1216/3 (Manufactured by CJSC
“MBS") — 16 positive and 20 negative sera in every kit were also tested. Clinical sensitivity of
EQUI Chlamydia trachomatis IgG ELISA kits was 92.9 %, clinical specificity — 96.8 %.

Method characteristics in comparison with equal commercial ELISA kit was studied in
target population of pregnant females (202 samples) and population of donors (270 samples).
For a population of pregnant females, relative sensitivity of EQUI Chlamydia trachomatis
IgG ELISA kits was 96.77 %, relative specificity — 93.98 %, percent agreement — 94.42 %.
For a population of donors, relative sensitivity of EQUI Chlamydia trachomatis IgG ELISA kits
was 94.74 %, relative specificity — 95.74 %, percent agreement — 95.67 %. Prevalence of this
serological marker of chlamydial infection in the population was 15.74 % for the population
of pregnant females and 7.48 % for the population of donors which is completely in line with
literature data.

The positive prognostic value (PPV) of the EQUI Chlamydia trachomatis IgG ELISA kit is
95.6 %, and negative prognostic value (NPV) is 94.8 %.

12. LIMITATIONS OF ASSAY

Positive result in EQUI Chlamydia trachomatis IgG ELISA kit supports presence of anti-
Chlamydia trachomatis specific IgG antibodies that are produced in the body upon
contamination with urogenital chlamydiosis causative agent.

It should be noted that in case of early chlamydial infection, ELISA results may be negative
due fo the lack of antfibodies at the initial stage of the disease. When clinical symptoms exist,
re-testing isrecommended at least in two weeks. Also testing of patfient’s sample for specific
IgA and IgG (e.g. using EQUI Chlamydia trachomatis IgA and EQUI Chlamydia trachomatis
IgG ELISA kits) is recommended.

For the correct diagnosis of chlamydia should also defermine the level of specific fo
Chlamydia trachomatis antibodies in paired sera obtained with a sampling interval blood
for at least two weeks. A two-to-three-fold increase in antibody levels indicates activity of
the infectious process. In addition, it is recommended to conduct research with detection
of chlamydia by culture (seeding), by PCR, RIF or microscopic furnace analysis of smear /
scraping. To make a diagnosis should be considered as results laboratory tests and clinical
manifestations of the disease.

13. DIFFICULTIES THAT CAN OCCUR DURING THE ASSAY PROCEDURE
High background in all wells can occur because of:

- contaminated washer;

— poor quality or contaminated water;

- use of poorly washed glassware;

- use of chlorinated disinfectants;

- use of contaminated fips;

—increased incubation times or change in the temperature conditions.
High background in a row of wells can occur because of:
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—repeat application of TMB solution;
— contamination of the automatic pipetfte nozzle with conjugate solution;
— contamination of one of the washer’s channel.
Received OD of the positive control is below the border value, if:
—one of the reagents (conjugate solution or TMB solution) was not prepared in
a correct way or was not added;
—reduced incubation times at any stage.
The colour density of the wells fails to meet the obtained optical density value.
This may suggest that the optical beam has been displaced.
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Manufacturer

In vitro diagnostic medical device

Catalogue number

Date of manufacture

Use by date

Batch code

Temperature limit

Contains sufficient for <n> tests
Caution

Consult instructions for use

Keep away from sunlight

Sign of compliance with fechnical regulations
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For questions and suggestions regarding the ELISA kit contact:
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Ekvitestlab LLC

Velyka Vasylkivska St. 114, Kyiv, Ukraine, 03150

Tel: 0(800)31-89-87, +38 (044)334-89-87,

e-mail: info@equitest.com.ua, www.equitest.com.ua
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ASSAY PROCEDURE SCHEME

Keep all reagents for 30 min at temperature18-25°C before use

Add to 40 pl of controls and samples into the wells:
A - [CONTROLIGGL ] 81, 1, 01 - [CONTROT)
other wells — examined samples

(change of colour from brown to blue)

Rinse the wells 5 times with prepared 1:20 (1+19) washing solution TRITON
(300 pl per well)

Cover strips with an adhesive film, incubate for 30 min at 37°C

Add 100 pl of into all wells

Add 100 pl of [SOLN|STOP |into all wells

(change of colour from blue to yellow)

CALCULATION OF RESULTS

Nc = (Nc1 + Nc2 + Nc3)/3;

CO= +0,3;

IEJmple = ODsompIe/CO

Nc - the average value of OD 3-x[CONTROL[ -]
CO - Cut off

IP - sample positivity index

sample

INTERPRETATION OF RESULTS

IP >1,1 POSITIVE

sample

<09 NEGATIVE

sample
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EQUI HBsAg

NOA-Habop ons KayecTBEHHOro obHapyKeHMst MOBEPXHOCTHOIO
aHTWUreHa Bupyca renatuta B

1. HASBHAYEHUE

Habop «EQUI HBsAg» npegHasHayeH Ons KayeCTBEHHOro ObGHapyXeHus
NMOBEPXHOCTHOrO aHTureHa Bupyca renatuta B (HBsAg) B cbiBopoTke wunu
nnasMe KpoOBM 4enoBeka MeTogoM MMMyHodepmeHTHoro aHanusa (MOPA) ¢
Lenblo AnarHOCTUKKM renatuta B u ckpuHMHra goHopckon kposu. lNpouenypa
aHanus3a paccuMTaHa Kak ANd PyYHOM MNOCTaHOBKM C aBTOMaTU4eCKUMM
nuneTkamm n cTaHAapTHbIM 00OpyAoBaHWEM, Tak M ANS aBTOMaTUYECKOro
UMMYHO(EPMEHTHOro aHanm3aTopa «OTKPbITOro» Tuna.

LleneBas rpynna: JOHOPbI; NMUA-NOTPEBUTENN UHBEKLMOHHBLIX HAPKOTUKOB;
peunnmeHTbl KpOBU UMM OpraHoB; BepeMeHHble XEHLLMHbI; AeTU, POXAEHHbIe
OT MHMUUUPOBAHHBLIX MaTepewn; nuua, uHduumpoBaHHble BWY; naumeHTbl C
cumnToMmamu 3aboneBaHui NevYeHn; NauneHTbl remognanuaa.

MpumeHeHune: VIOA-Habop NpuMeHAeTCH B KMMHUYECKUX ONArHOCTUYECKUX
nabopartopusx, CTaHLMAX NepennBaHns KPOBU, a Takxe B APYTnX yYpexaeHusX,
paboTatowmx B obnactu in vitro ouarHoCTUKMW.

2. KMMHUNYECKOE 3HAYEHME

OpHMM 13 pacnpocTpaHeHHbIX 3aboneBaHuni nedeHn aengetcd renatut B. Ero
3TUONOrMYecKnin areHT — Bupyc renatuta B (BI'B). BB oTHOCKTCS kK CEMENCTBY
Hepadnaviridae n cogepxut geyxuenoyeyHyto OHK. NHdekumoHHOM dopmoii
BUpYyCa ABMAITCA Tak HasblBaeMble YacTuubl [denHa anameTtpom 42-49 nm, B
6enkoBOM COCTaBe KOTOPbIX OCHOBHBIMWU SIBNSAKTCHA MOBEPXHOCTHbLIA aHTUrEH
(HBsAg) n kopoBow aHTureH (HBcAQ).

KnuHunyeckas kapTuHa renatmta B He no3BonseT gmarHOCTMpoOBaTb €ro
ONVTernbHOEe BpeMs U OTAMYUTBL OT OPYrMX BMPYCHbIX renatuToB. [oaTomy ans
CKPVHMHIOBBIX UCCIIEA0BaHUN U NOATBEPXKAEHUS AMarH03a BaXkHyo ponb urpaet
nabopartopHas gnarHocTuka, 0CobeHHO BbisiBrieHMe aHTureHoB BI'B n aHTuTen
K HUM meTogoM UN®PA. lNMepBbIM U OCHOBHbIM MapkepoM renatuta B aBnsaetcs
HBsAg, nposBnsawwmincs B KpoBn Yyepes 3-5 Heagenb nocrie MHUUMpOBaHUS.
MpnbnM3nTeENbHO B TO XXe BpeMsi B KpOBU MOXXHO 0OHapyxuntb [JHK BI'B n HBeAg,
KOTOPbIA CYUNTAETCSH MapKepoM aKTUBHOW PENnMKauumn BUpYCca U «3apa3HoOCTU»
kpoBu. BO3 pekomeHayeT NpoBOANTbL NPOBEPKY BCEN LOHOPCKOM KpoBnHa HBsAg,
YTOOLI NPegoTBPaTUTL TPAHCMUCCUBHYIO Nepenady BI'B. Yepe3 2-3Hegenunocne
nosieneHnss HBsAg nosisnstoTtca aHtutena IgM k kopoBomy aHTureHy HBCAg, a
BCKoOpe nocne Hux — aHTn-HBcore IgG, 6bICTpO AocTUratwLLmMe BbICOKUX YPOBHEN.
BbizgopoBneHne oT ocTporo renatnta B conpoBoxgaeTcs BoiBeAEHNEM BMpyca
N3 opraHuama, nepectarT BbigBnaTbcad HBsAg n aHtn-HBc IgM, nossnstoTcs
aHTMTenak HBeAg. AHTuTena lgG Kk KOpOBOMY aHTUTEHY MEPCUCTUPYIOT B TEYEHUE
BCEWN XN3HU N SABMSOTCS MapkepoM MMELLErOCs UM NePEHECEHHOro renatuTa
B, MX ypOBEHb B KPOBU CHUXKAETCSA MeAEHHO. Yepes HECKONBbKO MecsiLEeB nocne
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ncyesHoBeHnsa n3 kposn HBsSAg HaumHaloT BbISBAATbCA aHTU-HBsS aHTUTEna,
CBMAETENbLCTBYOLIMNE O NMEPEHECEHHOM renatute B n Hanuumm nmmyHuteta. B
nepuop «CeporiorM4ecKkoro okHa» Mexay Bbisogom HBsAg 1 nosiBNeHnem aHTu-
HBs aHTuTen mapkepom uHdekuun BB aBnsawTca cymmapHble aHTuTena K
KOPOBOMY aHTUIEHY, TakXe MOryT NposiBnsiTbca aHTu-HBe aHTuTena.

Ecnv nocne octpoi asbl He MpPOMCXOAUT 3JNUMMHALMSA BUpyca U He
nosBnsatTcA aHTM-HBS aHTUTENa, passuBaeTcsa XxpoHndeckun renatnt B. HBsAg
npoJosnkaeT onpenenaTbcsa 6onee 6 MecsLUeB, €ro KOMYeCcTBO B KPOBU MOXET
3Ha4nUTENbHO KonebaTbes. Ha pennukaTMBHOWM CTaanm XpoHM4eckoro renatmuta B
Haxogutcs OHK Bupyca n HBeAg, aHtuten k HBeAg Her.

BO3 pekomeHayeT AnarHOCTUPOBATb OCTPbIA renatuT B npmn Hanuumm HBsAg
n antuten IgM k HBCAg, a xpoHunyeckuin — npu yctondnsom npucytctenm HBsAg
B TEYEHNE HE MEHee LLIECTUN MECSILEB.

MmaBHbIM  cpencTBOM  mpodunaktuku renatuta B aBngaetcs
BaKUMHaLUMA, peKoMeHOOBaHHasa B MepByl0 ovepeb HOBOPOXAEHHbLIM.
lNocrne BakuMHauuM opraHM3mMoM npoayumpyrTca aHTu-HBs aHTuTena
n dopmMmpyeTca MMMYHUTET Yy UL, HE COMpuKacaBLUMXCS C BUPYCOM
renatuta B. Hanuune aHTM-HBs anTuten Ha ypoBHe Oonee 10 U/
(ME/n) NnpyUHATO cumMTaTh HXKHUM NPenerioMm NpoTEKTUBHOIO UMMYHUTETA
BCneaCcTBME BakuMHaLMM UNu nepeHeceHHoro renaturta B.

3. NIPUHUWIM AHAJIN3A

O6HapyxeHne HBsAg B UDA-Habope «k EQUI HBsAg» BasmpyeTcsa Ha npuHuune
«C3HOBUY»-BapuaHTa TBepgodasHoro IOA B ogHoaTanHom MHKybauun. B nyHkax
nnaHweTa 3acopbupoBaHbl MOHOKMOHaNbHblE aHTuTena, cneumduryeckue
kK HBsAg. B kaxgytw nyHky gobasnstoTcs obpasubl CbIBOPOTKM MNU Nriasmbl
naumeHtTa M KoHbloraT cneumdumyeckmx Kk HBsAg aHTUTEn ¢ nepokcuaason
xpeHa. Bo Bpems uHkybaumm wuccriegyembix 06pasLoB M NepoKCUOA3HOro
KOHBblOraTa B NnyHkax nnaHweta HBsAg, npu Hanvyumn B obpasuax, cBa3biBaeTcs
Kak ¢ nepBbIMU aHTUTENaMu Ha TBEpAOK hase, Tak U CO BTOPbIMU aHTUTeNnamu,
KOHBIOrMPOBaHHLIMU C MEPOKCMOA30M XpeHa, obpasys «CIHOBUY» aHTUTENO
-aHTUreH-aHTMTeNno. HecBA3aHHble KOMMOHEHTbI YAANnsAwTCA NpU OTMbIBAHUN.
MMMyHHBIE  KOMMMeKkcbl OBHapyxuBalwTca nyTeM [fobaBneHus pacteBopa
xpomoreHa 3,3’,5,5-tetpametunderHsngmHa (TMB) ¢ nepekucbio Bogopona.
Mocne 30-MuHYTHOM WHKyBauMM peakuusi ocTaHaBnuBaeTcs [obaBneHuem
cton-pactBopa. OnTtudeckas nnotHocTb (Of1) B nyHkax onpegensieTca Ha
cnekTpodoToMeTpe npu AnuHe BonHbl 450/620-695 nm. IHTEHCUBHOCTb XXeNnTon
oKpacku nponopumoHansHa konnyectsy HBsAg B o6pasue.

4. MATEPWUAIIbl K OBOPYOOBAHUE

41. CoctaB Habopa
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1x96
NYHOK

STRIPS

CONTROLJ +] 1x1,6ml

CONTROL] -] 2x1,6ml

1x0,8 ml
1x8ml
1x13 ml

[TWEEN[WASH[20x] 1 x 50 ml

1x13ml

MnaHwet UPA

B  kaxpom nyHke nnaHweTta  3acopbupoBaHbl
MOHOKJIOHanbHble aHTuTena k HBsAg. JlyHku MOXHO
otaenatb. [locne nepBOro  OTKPBITMA  XpaHuTe
HEeUCNONb30BaHHbIE  CTpPUMbl B yNakoBKe  MNpu
Temnepatype 2-8°C He 6onee 6 mecsaueB

MO3UTUBHbIN KOHTPOIb

PacTBop NoBepxHOCTHOro aHTUreHa Bupyca renatuTta B
B Oydepe ¢ anbbyMVHOM U KOHCEPBAHTOM (PO30BbIN).
XpaHuTb Npu Temnepartype 2-8°C

HeraTuBHbIN KOHTPONb

HeraTnBHas cbiBOpOTKa KPOBM YENTOBEKA CKOHCEPBAHTOM
(kenTbI). XpaHuTb Npu Temnepatype 2-8°C

KoHntblorat (11x KoHUeHTpaT)

11-kpaTHbIN KOHUeHTpaT KOHBlOraTa
MOHOKJSOHasbHbIX aHTuTen K HBsAg c
nepokcuMgasom xpeHa B OydepHOM pacTBope CO
ctabunusatopamMm Un KOHCepBaHTOM (PMONETOBLIN).
Passectn koHwbiorat (11x) 1:11 pactBopom ans
pasBefeHus KoHblorata nepej  MCMNONb3oBaHuMeM
(Hanpumep, 50 pl koHueHTpaTa + 500 pl pacTBopa Aons
pas3BefeHus KOHblorata, AOCTaTtOYHO Ans 8 NYHOK).
PasbaBrneHHbIi pacTBOp XpaHuUTb Mpu TemnepaType
2-8°C He bonee 1 cyTokK

PacTtBop Ans pa3BeAeHusi KOHblOraTa

BydepHbii pacTtBop € 6enkamMu CbIBOPOTKM KPOBM
KPYMHOro poraToro ckota U UMMYHOrnofynMHaMm Mbilimv
C KOHCEPBaHTOM (p030BbIl). XpaHUTb Npu Temneparype
2-8°C

PactBop TMbB (roToB k uCnonb30BaHUI0)

Pacteop TMB, H,O,, cTabunusatop, KOHCEpPBaHT
(6becuBeTHbIN). XpaHuTb Npu Temnepartype 2-8°C

PactBop ans npombiBkn TWEEN (20x koHLeHTpaT)
20-KkpaTHbI  KOHUEHTpaT docdatHoro 6Gydepa ¢
TBuHoM-20 (BecuBeTHbIN). PasBectn pacTBop AN
npombiBkn TWEEN (20x) 1:20 auctnnnupoBaHHOW unu
AEeVoHN3NPOBaHHOM BOAON (Hanpumep, 5 ml koHUueHTpaTa
+ 95 ml Bogbl Ana 8 nyHok) nepea MCNOMNb30BaHUEM.
PasbaBrnieHHbIN pacTBOp XpaHWUTb Mpu TemnepaType
2-8°C He bonee 7 cyToK

CTon-pacTBOp (rOTOB K UCMOJIb30BaHUIO)

Pacteop 0,5 mol H,SO, (6ecuseTHbIf). XpaHUTb npu
Temnepartype 2-8°C

B cocTtaB Habopa BxogsaT: knenkasa nrnexka (1 wr.), cxema BHeceHns o6pasuos
(1 WT.), MNCT KOHTPONbHbIX UCMLITAHWUIA Y MHCTPYKLMSI MO NMPUMEHEHWIO.
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4.2.[lononHuTenbHble peakTUBbLI, MaTepuarnbl U 06opyaoBaHue

ABTOMaTMYECKME NUNETKM NepeMeHHoro oobema Ha 10—1000 pl u HaKOHEYHMKIK
K HuM, MepHasa nabopartopHas nocyga (10-1000 ml), gevoHn3anpoBaHHas
UM OUCTUNNMpOBaHHAA BoAa, Tepmolwenkep Ha 37°C wunu TepmocTaT Ha
42°C, aBTOMATMYECKMA WX MOSlyaBTOMATMYECKUA MPOMbIBATENb MNAHLIETOB
(Bowep), crnekTtpodoTomeTp (puaep) oNa MuKponnaHweToB Ha 450/620-695
NmM, COOTBETCTBYHOLLME KOHTEMHEPDI AN OTXOA0B NOTEHUMANbHO 3apa)XeHHOro
mMaTepuana, Tanmep, unbTpoBanbHas Gymara, ogHOpPa3oBble HEOMNyAPEHHbIE
nepyaTtku, Ae3nHduumnpyowme cpeacTaa.

5. MTIPEOOCTEPEXEHUE N TEXHUKA BE3OIMNMACHOCTHU
5.1. NMpepocTepexeHue

lNeped nposedeHuem aHanu3a 8HUMamesibHO 03HaKoOMbmech ¢ UHCMpyKyueu
no npumeHeHurw. J[locmogepHocmb pe3yfibmama 3asucum oOm YemKoz20
criedosaHus rpoyedype aHausa.

—He wucnonb3ynte KomnoHeHTbl WN®A-Habopa nocrne OKOHYaHWsA cpoka
rOAHOCTM;

— He UCnonb3ynTe BO BpeMS aHanu3a v He CMeLLMBaNTE KOMMNOHEHTbI pa3HblX
cepun, KOMMOHEHTbI N3 HABOPOB pa3HbIX HO30MOMUIN UMK peareHTbl APYrux
npounssoauTenen B coyetaHum ¢ Habopom «EQUI HBsAg»;

— He 3amopaxusante NPA-Habop nnm ero KOMMNOHEHTbI;

—rnocne WCnonb30oBaHWA peareHTa 3akpbiBaWTe Kaxabll ¢nakoH CBOEW
KPbILLKOM;

— BO BPeMS MPOMbIBAHUSA KOHTPOMNMPYMUTE HANOSTHEHME U NOJSTHYI0 acnupaLmio
pacTBopa 13 NyHOK;

— Kaxabl pa3 MCMNOMb3yNTe HOBbIA HAKOHEYHUK MUMETKU ONA BHECEeHUs
ob6pasLoB Unn peareHToB.;

—un3berante nonagaHus MNpsiMbIX COMHEYHbIX fyyern Ha peareHTbl NDA-
Habopa;

—[SOLN[TMB] gomxeH ObITb OeclLBeTHbIM nepen ucnonb3oBaHuem. Ecnu
pacTBOpP OKpalleH B CUHWIA UMK XKENTbIA LUBET, ero Hemnb3s UCrnonbL3oBarthb.
M3berante KOHTakTa C MeTannamuM UnM MOHaMM MeTannos.
[Onsa paboTbl MCNOMb3yNTE TOMBbKO YUCTYHO, TLIATENbHO BbIMNOMOCKAHHYHO
ONCTUNAMPOBAHHON BOOOW Nocyay;

— He UCMONb3yNTe peareHThl, LBET KOTOPbIX HE COOTBETCTBYET YKa3zaHHOMY B
nyHkTe 4.1;

—HW B KOEM criydae He UCMonb3ynTe Of4HY M Ty Xe nocyay ANns pcTBopa
KOHbtoraTa u [SOLN[TMB];

— He NpoBOAMTE BU3yarbHbIN y4eT pe3ynbraToB aHanunsa (6es ncnonb3oBaHus
puaepa);

— JononHuTenbHoe obopyaoBaHWe, Haxoasdluleecss B HENOCPeACTBEHHOM
KOHTaKkTe c OMonormyeckum martepuanom wunm KoMnoHeHTamu Habopa,
cUMTaeTCs 3arpsA3HEeHHbIM U HY>XAaeTcsl B o4nLLeHnn 1 obessapaxuBaHuu;
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— N®A-Habop npepHasHayeH ana 96 aHanmsoB. KOMMNOHEHTbI mnocne
NCMNONb30BAHUA M OCTaTKM HEUCMNOSIb30BaHHbIX KOMMOHEHTOB [OOJIXKHbI
ObITb YTUNN3NPOBAHDI.

5.2. TexHMKa 6e3onacHocTH

—BCe peareHTbl Habopa npegHasHa4yeHbl TONbkO Ans nabopaTopHOro
nNpoeccMoHanbLHOro MnNpPUMEHeHUs B in  Vitro OWarHOCTUKE W MOryT
NCNoNb30BaTbCs TOMbKO KBANMMUUMPOBaAHHLIM NEPCOHArNomMm,;

— NOCTaAHOBKY aHanu3a NpoBOAUTb TOMbKO B OOHOPA30BbIX HEOMyApEeHbIX
nepyaTkax u 3alnTHbIX OYKaXx;

—He [Jonyckaetcsi MpUMHMMAaTb MUy, MUTb, KYpPUTb UMM MNONb30BaTbCS
KOCMETUKOWN B KOMHATe NpOBEeAEHUS TECTa;

— He NUNeTUpOBaTb PacTBOPbI PTOM,;

—[CONTROL[+] WN®PA-Habopa «EQUI HBsAg» cogepXuT O4YULLEHHbI
MOBEPXHOCTHbIA  aHTUreH Bupyca renatmta B, BblgeneHHbIn C
WHaKTMBUPOBAaHHbLIM NPOrpeBaHNeM CbIBOPOTKU KPOBM YENOBEKa, B KOTOPOW
He Oblno o6HapyxeHo aHTuTen k BUY1/2, BI'C n Treponema pallidum, ogHako
paboTtaTtb C KOHTpPONeM criedyeT Kak C MOTeHUManbHO WHM(EKLMOHHbLIM
mMartepuanom;

—[CONTROL[-] WN®dA-Habopa «EQUI HBsAg» npoTecTMpoBaH W Mpu3HaH
oTpuuaTenbHbiM Ha HBsAg n aHtutena k BUY1/2, BI'C, Treponema pallidum,
ofHako obpalaTbCcs C KOHTPONEM U UccrnegyeMeiMy obpasuamu crnegyet
Kak C NoTeHUnanbHO ONacHbIM NHEKLNOHHBIM MaTepuanom;

— HEKOTOpble KOMMOHEHTbl Habopa cogepXaT HU3KMEe KOHLIEHTpaLumm
BpeOHbIX BELLECTB U MOTyT BbI3BaTb pa3paKeHne KOXu U cnnaunctbix. Mpu
nonagaHuu [SOLN[TMB] , [SOLN[STOP| u pacTBopa koHblorata Ha Crm3ucTble
UMM  KOXY, HeobxoAuMO HeMeAneHHO MNPOMbITb MOpPaXeHHoe MeCTO
6onbLUMM KONMNYECTBOM BOAbI;

— BCNny4ae pa3bpbi3rnBaHns pacTBOPOB, HE COAEPXKaLLNX KUCMOTY, HanpruMep,
CbIBOPOTOK, 0bpaboTaTb NOBEPXHOCTb AE3VHPUUMPYIOLUM CPenCcTBOM,
a 3aTeM Hacyxo BbiTepeTb unbTpoBanbHoW Gymaron. B uHom cnydae
KMCNOTYy HeobXo4MMO CHavana HenTpanuaoBaTb pacTBopoM bukapboHaTa
HaTpus, a 3aTeM BbITEPETb NOBEPXHOCTb, KaK ONUCAHO BhbiLLE.

5.3. UHakTMBauma u yTunmsauma oTxonoB

—XMAKMe oTxoAbl HeobXoOAUMMO WHAKTMBMPOBATb, HaMpMMep, PacTBOPOM
nepekMcn BOAOPOAA B KOHEYHOW KOHUeHTpauun 6% B TeyeHue 3 yacos
npy KOMHATHOW TemnepaTtype WM TUNOXIOPUTOM HaTpUA B KOHEYHOMN
KoHUueHTpauumn 5% B TedeHne 30 MUHYT unu OpyruMy paspelueHHbIMU
Oe3nHMUMpYOLWMMY cpeacTBamuy;

— TBEpAble 0TX0Abl CrieAyeT UHAKTUBMPOBaTb NyTEM aBTOKIABUPOBAHUSA Mpu
TemnepaType cTepununsaumm He MeHblle 132°C;

— He aBTOKNABMPYWTE pacTBOpPbI, cogepXallue a3ug HaTpus Unv rmnoxsopuT
HaTpwus;

— YTUNN3aUnN0 MHaKTMBUPOBAHHbLIX OTXOAOB NPOBOAUTH B COOTBETCTBUU C
OENCTBYHOLLNM HaLMOHaNbHbIM 3aKOHOAATENBCTBOM.
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6. XPAHEHVE U TPAHCINMOPTUPOBKA

NDA-Habop cTaburneH B Te4eHMe cpoka rogHOCTU, YKa3aHHOro Ha STUKETKE,
€CInn ero xpaHutb npu Temnepatype 2-8°C. TpaHcnopTupoBaTb Habop npwu
TemnepaTtype 2-8°C. [onyckaetca oOfHoOpas3oBasi TPaHCMOPTMPOBKA Mpu
TemnepaType He Bbilwe 23°C B TeYeHNe OByX CYTOK.

7. PEKOMEHOALIMU MO OTBOPY, TPAHCITIOPTUPOBKE U
XPAHEHUIO OBPA3LIOB

KpoBb Heobxoammo oTbupaTtb M3 BeHbl B CTEPUIbHYIO Npobupky. Mpobupka
JomkHa  ObiTb  NpoMapkupoBaHa C  yKasaHWMEM  MOEHTUMKALNOHHBIX
OaHHbIX NauueHTa u gatbl oTOopa obpasua. LlenbHylo KpoBb [0 OTAeneHus
CbIBOPOTKM MOXHO XpaHUTb 0 24 4YacoB npu Temnepatype 2-8°C, He gonyckas
3aMopaxKuBaHusl.

CbIBOPOTKY MNU nnasmy KPOBU MOXHO XpaHUTb nNpu TemnepaTtype 2-8°C He
6onee 3 cyTok. [lonyckaeTcs 6onee NpoAomKMTENbHOE XpaHEHNE 3aMOPOXXEHHOM
cbiBOpoTkM nNpu Temnepatype -20°C wnu -70°C. 33amopoxeHHble obpasLbl
nepes MCnonb30BaHUEM CrielyeT pa3mopo3uTb U BblAepXKaTb MPU KOMHATHOM
TemnepaTtype B TeudeHme 30 mMuHyT. [locne pasmopaxuBaHus obpasubl
cnepyeT nepemellatb Afs AOCTUXEHUS OOHOPOOHOCTU. M3berate NOBTOPHOrO
3aMopaxuBaHua-oTTanBaHus uccrnegyemblx obpasuoB. B cnyvyae noMyTHeHUs
CbIBOPOTKM (MNN Nna3mMbl) OCBOOOXOAKTCA OT HEpPaCTBOPEHHbLIX BKITHOYEHUN
ueHTpudyrnposaHmem npu 3000 o6/muH B TeveHne 10-15 muHyT. He cnepyet
ncnonb3oBaTb 06pasubl CbIBOPOTOK C BblpaXXEHHOW NUMUAEMUEN, FEMOSIN30M, a
Takxe 6akTepuarnbHbIM NPOPOCTOM.

OO6pasubl  CbIBOPOTOK  TpaHCMOpTMPOBaTb B TEPMOU3ONSALMNOHHBIX
KOHTenHepax. [1ns1 9TOro 3akpbiTble NPOMapPKMPOBaHHbIE NPOOMPKN HEOOXOANMO
NOMECTUTb B MONMATUIEHOBLIV NAKET, NIOTHO 3aneyvartaTb W NOSIOXUTb B LIEHTPE
TEPMOKOHTENHepa. 3aMOpOXeHHble XMajareHTbl MOMOXUTb Ha [HO BAOIb
DOOKOBbIX CTEHOK TEPMOKOHTENHEPA U HaKpbITb UMW 006pa3Lbl CbIBOPOTOK.

8. NOAIroTOBKA PEATEHTOB

lNMpumeyaHue: lNeped ucnonb3osaHuem 8bidepxume 8ce KOMNoHeHmMbl NDA-
Habopa npu kKoMHamHou memnepamype 18-25°C 8 mevyeHue 30 muHym!

8.1. NMoaroroBka nnaHweTta NPA
Ona npegynpexaeHus KOHAEHCAuuW BOAbl B JyHKax OTKpbIBanTe

TONbKO nocne BblaepxumBaHus 30 MUHYT NpyU KOMHATHOW TemnepaType.
PackponTe BakyyMHYI yNakoOBKY, OTAeNUTEe HEOOXOAMMOE KONMYECTBO MYHOK,
a ocTarnbHOe cpasy Xe TLWaTenbHO ynakymTe ¢ BraronornoTuTeneMm n xpaHute
NMOTHO 3akpbITbiIMM Ha 3aMok zip-lock npu Temnepatype 2-8°C. XpaHeHue
ynakoBaHHOro Takmm obpa3om nnaHweTta obecrneymBaeT ero cTabunbHOCTb B
TeyeHue 6 mecdueB:

8.2. MNpuroToBrneHne NPOMbLIBOYHOIoO pacTBopa

[nsa npurotoBrneHus pacteopa AN NpoMblBaHUA passeanTe [TWEEN]WASH[20x]
1:20 (1+19) [UCTUANUPOBAHHOM UMW OEWOHW3MPOBAHHOW BOAOW, MOTOM
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nepemeluante. Hanpumep, 5 ml koHueHTpaTta + 95 ml Bogbl, 4ero 4OCTAaTOMHO ANS
8 nyHok. NMpn HanNnuMn KPUCTannoB B KOHLEHTpaTe pacTBopa 4SS NPOMbIBaHMS
nporpenTe dhnakoH npu temnepaType 37°C [0 NOSTHOro pacTBOPEHNSA KPUCTANIOB
(15—20 muHyT). PasBefeHHbI pacTBOP MOXHO XpaHUTb nNpu Temnepatype 2-8°C
He bornee 7 CyTOK.

8.3. MpuroToBneHue pacTBopa KOHbIOraTa

Pabouee pa3BefeHmne KOHblOraTa roToBUTCS cnegyowmmMm obpasom: passeguTe
(dboneToBLIN) B YACTOM (hnakoHe pacTBOPOM (po3oBblit) B
cooTHowweHun 1:11 (To ecTb, 1+10), pacTBOp OKpaLLMBaeTCH B (PMONETOBbIN LIBET.
Hanpumep, ons 8 nyHok aHanusa go6asute go 500 pl [DILJCONJ] 50 ul [CONJ[T1xX].
PacTtBop KoHblorata B paboyem pasBefeHnn CTabunbHbIN B TeHEHUE CYTOK Mpu
yCrnoBun xpaHeHus npu temneparype 2-8°C.

9. MPOLEAYPA AHAJTIU3A
9.1.MNoaroToBbTE HEOOXOANMOE KONTMYECTBO NTYHOK AN1st aHanu3a (YeTbipe NyHKK
OJ151 KOHTPOIen 1 HeobXoaMMOe KONMYECTBO AN1sl uccriefyembix 06pasLoB),
BCTaBbTE MX B pamky nnaHweta NPA. JlyHkn ¢ KOHTponamn obasaTenbHO
BKJIHOYaMTE B KaXOY NOCTaHOBKY aHanmaa.

9.2. 3anonHuTe cxeMy BHeceHusi 06pa3uoB.
9.3. MNpurotoBbTe pacTBOp ANsi NPOMbIBaHUS B COOTBETCTBUM C NMYHKTOM 8.2.
9.4. MNpuroToBbTe pacTBOP KOHbIOraTa CornacHo NyHkTy 8.3.

9.5. BHecuTe B nyHkn no 100 yl kKoHTponen n nccnegyembix 06pa3uoB:
— B NyHKY A1,
[CONTROL[ -] — B nyHku B1, C1, D1,
B OCTalnbHbIE NTYHKM — nccnegyembie obpasupl.

9.6. BHecuTte B nyHkn no 50 pl pactBopa KOHbrata NoBepPX KOHTPOMEn u
uccriegyemblx obpasuoB. [nsg npefoTBpalleHnss KPOCKOHTaMWHauuu
00pasuoB BHECUMTE pacTBOP KOHblOrata, He KacasiCb COAEPXaHMUs MyHOK.
OCTOpPOXHO NOCTYKMBASA NO NfaHLWeTy, nepeMeLllanTe CMechb B JyHKax.

9.7. 3aknenTe CTpUNbl KINENKON MIAEHKON U UHKYOMpynTe B TedeHue 120 MuHyT
npn 37°C 1 NOCTOSAHHOM OpBUTaNbLHOM MNepeMeLLMBaHNN COAEPXKMMOro
nyHoK co ckopocTbto 300 06/MuH. UHKybayuo 0bpa3yo8 ¢ KOHbH2amom
8 nyHKkax MOA-nnaHwema MOXHO rnpogodums 8 meyeHue 120 MuHym npu
memnepamype 42°C 8 cmamu4yeckom pexxume. OOHaKo npu 3mom Moxem
HabnrlambCsl CHUXeHUe crieyucbuyHocmu aHanu3sa.

9.8.1M0 okoOHYaHWM MHKYBaLUKM akKkypaTHO CHUMUTE KIENKYI0 MAEHKY N MPOMONTe
NYHKN NATb pa3 C MCMOMb30BaHNMEM aBTOMAaTUYECKOro NpoMbIBaTENS UIK
8-kaHanbHOW NUNeTkM cnegytowmm obpasom:
— yaanuTe COAEePXMMOE FTYHOK B KOHTEMHEP ANS XUOKUX OTXOAOB;
— HanomnHWTe NyHKM cTpunoB He meHee 4em no 300 pl pactBOpom Ans
NPOMbIBaHUs, OCTaBbTe HE MeHee, YeM Ha 30 CeKyHp;
— acnupupyinTte pacTBop u3 nyHok. OcTaTouHbIi 06bem pacTBopa nocrne
KaXxgoro atana acnupaumm AOSIKEeH CocTaBnATb He 6onblue 5 yi;
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— MOBTOPUTE Npoueaypy NPOMbIBaHWS eLle NATb pas;
— nocne nocnegHen acnupauny n3baBbTechb OT NULLHEN BNaru, NoCTyKnBas
nraHwWeToM no unbTpoBarnbHoOm Gymare.

9.9.BHecute B nyHku no 100 pl [SOLN[TMB], HE KacasiCb AHA U CTEHOK NYHOK
nnadwerTa.

9.10. MukyBupynTte cTpunbl B TedeHne 30 MUHYT B TEMHOM MeECTE Mpu KOMHaTHOM
TemnepaTtype 18-25°C. He ncnonb3yinTe KNenkyo NieHKy Ha JaHHOM aTarne.

9.11. BHecute B nyHkm cTtpunos no 100 pl ONsi OCTaHOBKM
depMeHTaTUBHON peakLuu, NpUAEPKUBAsICb TOM XKe NocrneaoBaTenbLHOCTH,
YTO U NpU BHECEHUU [SOLN[TMB]. BOo BpeMsi BHECEHUS MPOUCXOANT UBMEHEHUNE
LBeTa pacTBopa C roflyboro Ha >enTbli, B TyHKax C Npo3payHbiM pacTBOPOM
HEe3HaYMTENbHO MEHSIETCS OTTEHOK.

9.12. NamepbTe Ha pugepe Oll B KaxOoW nyHKe npu AnvHe BonHbl 450/620-
695 nm B TeyeHne 5 MUHYT nocre OCTaHOBKM peakuuu. [o npoBeaeHus
namepeHusi ybegutecb B YMCTOTE BHELUHEW MOBEPXHOCTU OHA NYHOK WU
OTCYTCTBUM My3bIPbKOB.

Yyem pe3yrnbmamos aHasu3a MOXHO npogooums 8 0OHOBOSTHOBOM PEXUME
npu OruHe 80s1HbI 450 nm, 8 amom criyyae ocmagbme J1yHKY 011 yCmaHO8/1eHUS
bnaHka (8 makyto yHKYy 8Hecume moJibKo [SOLN[TMB] U [SOLN]STOP ).

10. YYET PE3YJIbTATOB U UX UHTEPMPETALMUA

10.1. YyeT pe3ynbTaToB aHanusa

Paccuntath cpeaHee 3HaueHue Ol HeraTusHoro koHTpons (Nc) yposeHb
rpaHnyHoro 3HadeHus (Cut off - CO).

Nc = (Nc1 + Nc2 + Nc3)/3;  CO = Nc + 0,07

10.2. KoHTponb AOCTOBEPHOCTU pe3ynbTaToOB aHanusa
[aHHble TecTa cuuTaloTCA [OOCTOBEPHLIMWU, €CMM OHU COOTBETCTBYHOT
cnegyowmm TpeboBaHusaM:

onz1,5
O <0,100

_ _ rae Ncn — Ol kaxpgoro
NTROL
[CONTROLI] N x 0,5 < Nen < NG x 2,0 o aropa No

Ecnu opgHo n3 3HayeHun Ol1 HeraTMBHOro KOHTPOJIA BbIXOOUT 3a npeaernbl
YKa3aHHOro Bbllle WHTEepBala, ero 0T6paCbIBaIOT n paccynTbiBako Nc no
ocTanbHbiM 3HaveHusam Ol HeraTMBHOro KOHTpOnn4. Ecnn ©Gonee opgHoro
3Ha4veHust Ol HeraTMBHOrO KOHTPONNA HE OTBEYaeT yKa3aHHbIM Tpe6OBaHI/IF|M, TO
TECT CHUTaAeTCA HEKOPPEKTHbLIM U Tpe6yeT NMOBTOPHOIoO npoBeageHnA.
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10.3. UHTepnpeTauua pe3ynbLTaToB
oD >CO MONOXUTESbHbIN

sample

° ,» TAe ODsampIe_ Orl
oD <CO OTPULUATENBbHbIN** obpasua

sample

* [epBOHa4YanbHO MOMOXUTENbHbIE 06pasubl AOJKHbI ObliTb MCCNeLoBaHbI
NoBTOPHO B ABYX nyHkax WM®A-Habopa «EQUI HBsAg». lMocrne MOBTOPHOro
TECTUPOBAHUSA MOMOXUTENBbHLIMU CcYMTaOTCA 06pasubl, ONTUYeckas NIOTHOCTb
KOTOpbIX XOTS Obl B OQHOM M3 MOBTOPOB MNpeBbIAET FPaHUYHOE 3HAYEHME.
Ecnv npu NnoBTOpHOM TECTMpPOBaHUM OMTMYecKas MAOTHOCTb obpasua B obomx
MOBTOpPaX HWXe rPaHNYHOrO 3Ha4YeHNs, Takon obpasel, cunTaTb OTpULATENbHbIM.

Pesynbratel onsa obpasuos, Ol KOTOpbIX paBHO rPAHUYHOMY 3HAYEHUIO UK
HaxoguTcs B npefenax +10%, cnegyeTt vHTepnpeTMpoBaTb OCTOPOXHO. Takue
obpasubl AOMKHbI BbITb NCCegoBaHbl MOBTOPHO B ABYX NyHkax Habopa «EQUI
HBsAg». Ecnn npu NOBTOPHOM TeCcTUpPOBaHUMU ODSarnple CHOBa HaxoauTcHa B
npegenax +10% rpaHM4yHOro 3HadeHws, cregyeT npoBecTu oTbop M aHanus
HoBOro o6pasua.

** OBpasLbl CO 3HAaYEHNEM OMTUYECKOW NNTOTHOCTU HUXKE TPaHMYHOIO 3HaYEHUS
cunTtatotcs otpuuaTenbHbivMu B UPA-Habope «k EQUIHBsAg». OgHako pe3ynbTarthl
B npegenax 10% HWXe rpaHMYHOrO 3HA4YeHus1 cnegyeT MHTeprnpeTMpoBaTh C
OCTOPOXXHOCTbIO (peKoMeHOyeTCsi MOBTOPHO MccnegoBaTb Takme obpasubl B
OBYX NyHKax Habopa NDA).

11. XAPAKTEPUCTUKU TECTA

11.1. AHanUTUYeCcKne xapakTepucTukun

MpeunsnoHHOCTb

Bocnpoussodumocms pe3ynbmamos 8 npedesiax 00HOU nocmaHOo8KU aHasu-
3a (Intra assay repeatability)

KoadpduuneHTt Bapmnaumm (CV) onst ABYX CbIBOPOTOK C pa3HOW KOHLIEHTpaLmen
NOBEPXHOCTHOIO aHTUreHa oueHnBann B 32 noBTopax Ha ogHon cepun NOA-
HabopoB.

Ne cbipoBOTKM on,, CV, %
2 1,809 3,3
45/15 0,922 3,7

Bocnpoussodumocms pe3ynbmamosg Mex0y pa3HbIMU 1ocmaHo8KaMmu aHasnu3a
(Inter assay reproducibility)

KoadhpmumenTt Bapuaumm (CV) ana ABYX CbIBOPOTOK C PasHbiM YPOBHEM
cneunuyecknx aHTUTen oueHumBanun B TedeHne 4 gHel B 4 nOCTaHOBKaxX
aHanusa no 8 NOBTOPOB B KaXXJOM aHanuae.

Ne cbIpoBOTKM OI'ICp CV, %
2 1,827 5,6
45/15 0,936 5,8
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AHanuTn4yeckas YyBCTBUTENbHOCTb

Mpegen 4yBCTBUTENbHOCTM aHanM3a no OOHapyXXEHU MOBEPXHOCTHOMO
aHTureHa Bupycarenatuta B onpegensanu Ha BputaHckom cTaHaapTHOM obpasue
07/288-010 gnsa HBsAg (HaunoHanbHbIA MHCTUTYT GUONOrMYECKUX CTaH4apTOB
CoepanHeHHoro koponesctBa, NIBSC) u nogTteBepxganum C UCMNONb30BaHUEM
Tpetbero MexayHapogHoro CtaHgapta ans HBsAg 12/226 (Third International
Standard for HBsAg, npousBoactea NIBSC). MNMpegen vyBctBUTENBHOCTU VDA-
Habopa «EQUI HBsAg» coctaBun 0,05 IU/ml (ME/mn).

AHanuTtnyeckas cneumdpuyHocTb

Ha pesynbrat aHanusa He BnusieT npucyTcTeBue B obpasue GunupybuHa B
koHueHTpauun go 0,1 mg/ml (172,3 pmol/l), remorno6uHa B KOHUEHTpauun oo 5
mg/ml v Tpurnuuepungos B KoHueHTpauuu go 10 mg/ml (11,3 mmol/ 1).

11.2. AnarHocTnyeckne xapakTepucTuKu

[Ona onpegeneHnst KIMHUYECKOW YyBCTBUTENMbHOCTM M CNEUUPUYHOCTM
HabopoB «EQUI HBsAg» ucnonb3oanu 57 o0pasuoB CbIBOPOTOK, NMOJTyYEHHbIX
OT NauMeHTOB C AnarHo3om renatuT B, n 294 obpasua CbIBOPOTOK KIIMHNYECKN
340pOBbLIX AOHOPOB (CepooTpuUaTenbHbIX MO OTHOLIEHUIO K BUPYCY renatuta
B). Kpome TOro, 6binn mcnonb3oBaHbl 0obpasubl M3 KOMMEPYECKUX MaHernen
npounssoacTBa «SeraCare Life Sciences» (CLUA). Mo pesynbratam aHanuaa
KnMHu4eckas YyBcTBUTENBHOCTL VIOA-Habopa cocTaBnaeT 100%, knnHnyeckas
cneundunyHoctb — 100%.

WccnepoBaHve xapakTepuCTMK MeToga MO CPaBHEHWMIO C  aHarlorm4yHom
KOMMEpPYEeCKOWN TeCT-CUCTEMON MPOBOAMIOCH Ha LEeneBon rpynne 6epemMeHHbIX
XeHwmH (171 obpasey). Ansa BbIOOPKUM GEpEeMEHHbIX >XEHLUMH OTHOCUTENbHas
cneundudHocTb coctaBnana 100%, npoueHT coBnageHmsi — 100%.

MNonoxutenbHasa nporHoctTuyeckas ueHHocTb (PPV) W®A-Habopa
«EQUI HBsAg» coctaBnsetr 100%, oTpuuaTenbHas MporHocTuyeckas
ueHHocTb (NPV) — 100%.

12. OrPAHNYEHUE AHAJIU3A

OTtpuuateneHbin pesdynbrat B MDPA-Habope «EQUI HBsAg» nokasbiBaeT, 4To
TecTupyembln obpasey He cogepxunt HBsAg nnu ero koHueHTpauusa Hmke 0,05
IU/ml (ME/mn). Mockonbky obpasel, moxeT cogepxatb HBsSAg B o4eHb HuU3KoM
KOHUEeHTpauuun, oTpuuartensHbli pedynerat B PA-Habope «EQUI HBsAg» He
NO3BOSISIET NOSTHOCTbIO UCKNIOYNTL MHULMPOBaHUE BUPYCOM renatuTa B.

Kpome TOro, B nutepatypHbIX MCTOYHUKAX OMUCaHbl HEKOTOpbIE MpUMeEpHI
BUPYCHOro renatuta B (ocTporo wnu XpoHuyeckoro), korga B obpasue
obHapyxuanacb BupycHas OHK npu otcytctBum HBsAg. B Takux crnydasx
nonesHbiM OyoeT wuccrnegosaHue obpasua Ha Apyrue Mapkepbl BUPYCHOTO
renatuta B, BoisBneHne JHK 1 oueHka BMoxumMmyecknx nokasatenemn CbiIBOPOTKM
KpOBM NaumneHTa.
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Ona Bepudumkaumm cneunduyHOCTU peakummn Kaxkabli NOSOXUTENbHbIN
pesynbrat(cornacHokputepuamuHTepnpetaunnMdA-nadbopa «EQUIHBsAg»)
HeobxoanMMOo NOATBEPAUTb B HenTpanmusaumoHHoMm VDA ¢ ncnonb3oBaHMEM
komnnekta peareHtoB «EQUI HBsAg Confirmation». [Ons KoppekTHOM
OnarHoCTuKu renatuta B pekomeHgyeTcst npoBecTn nccrnegosaHne obpasua
Ha Hanuuue cneundudeckmx antuten knaccos IgM n IgG k HBcore aHTureny
n aHtuten kK HBsAg (Hanpumep, B UPA-Habopax «EQUI HBcore IgM», «EQUI
HBcore 1gG» n «EQUI anti-HBs», cooTBeTCTBEHHO).

B uensax HUBenNnMpoBaHWs NTOXXHOMONOXMWTENbHbBIX Pe3yrnbTaToB, BbI3BAHHbIX
Hanu4nem B obpasuax CbIBOPOTOK KPOBU YeroBeKa aHTUTEN, cneunuiecknx
K MMMyHornobynmHam wmbiwmn, B MOA-Habope mncnonb3yetcs crneumanbHbIi
GrIOK-KOMMOHEHT, NPENSATCTBYOLWMIN POPMUPOBAHMNIO UMMYHHbBIX KOMMIEKCOB
C aHTUMbILWKMHBIMK aHTUTENnamu (aHrn. HAMA) Ha TBepaon dase.

13. TPYAHOCTU, KOTOPbIE MOI''YT BO3HUKHYTb MNMPU
NMPOBEAEHN NDA

Bbicokull ¢hoH 8 JIyHKax 8cezo rnjiaHuema Mo)kem 803HUKHYMb U3-3a:
— 3arpsi3HEHHOro0 NPOMbIBATENS;
— HM3KOrO Ka4yecTBa WU 3arpsi3HeHnst BOAb;
— MCMOMb30BaHNSA NIIOX0 NOMbITOW NOCYAbI;
— MCMOMb30BaHNA Ae3MHPULMPYOLWNX CPEACTB, CoaepKallumx Xmop;
— MCMOMb30BaHUA 3arpsA3HEHHbIX HAKOHEYHWKOB;
— YBENUYEHUS BPEMEHU WHKYDauuu nnn M3MeHeHust TemnepaTypHOro
pexuma.
Bbicokuli gpoH 8 omOesibHbix psidax Moxem 6bImb c8s13aH C:
— NOBTOPHbIM BHeceHnem pacteopa TMb;
—3arpsi3HeHneM KoOHyca aBTOMaTM4YeCKON NMMNEeTKN pacTBOPOM KOHbIOraTa;
— 3arpsi3HEHNEeM OOHOrO M3 KaHanoB NPOMbIBATENS.
lMonyyeHHoe 3HavYeHue OIfl noJsIOKUMENILHO20 KOHMPOJISI HUXe
ycmaHoeJsieHHoU epaHuubl, €CJIU:
— HEMnpaBWUIIbHO MPUTOTOBMEH UNN HE BHECEH OAVH U3 peareHToB (pacTBop
KOHblorata unm pactesop TMB);
— COKpaLleHo BpeMsi MHKyOaLmm Ha 0 4HOM U3 3Tanos.
WHmeHcusHoCMb OKpawueaHusi JIYHOK He coomeemcmeyem
nony4eHHoU onmuy4yecKol niomHocmu. 3TO MOXET CBUAETENbCTBOBATbL O
CMELLLEHHOM ONTUYECKOM fyye.
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[NpounsBoguTensb

MeauuuHckoe nsgenue ans AUarHocTUKK in vitro

Homep no kaTtanory

[JaTa nsrotoBneHus
Wcnonb3oBaTth A0
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TemnepaTypHOe orpaHu4yeHmne

Copepxut goctatovHo Ans (n-) UCnbiTaHUN
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O3HaKoMIeHne C MHCTPYKLME MO NPUMEHEHNIO

Bepeyb OT NPAMbIX COMHEYHbIX NyYen
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3HaK COOTBETCTBUSI TEXHUYECKUM pernaMmeHTam
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CXEMA NPOBEOEHUNA AHAJIU3A
Bbigepxxatb peareHTbl 30 min npu Temnepatype 18-25°C

BHectn no 100 pl koHTponen n nccrnegyemblx 06pasLoB B NyHKK:

A1 —[CONTROL[ +], B1, C1, D1 —[CONTROL[ -],

E1 v B ocTanbHble NyHKM - uccnegyemMbie o6pasubl

B nyHkn ctpmunos BHecTun no 50 ul npurotoBneHHoro 1:11 (1+10) pacTBopa
KOHBblOraTa.
(dpnoneToBbIN LBET)

3akneunTb CTpuUnbl NNEHKOW, MHKYOupoBaTb 120 MMH Npu TeMmnepaType
37°C 1 NOCTOSAHHOM OpbuTanbHOM NepemeLLMBaHUM COAEPXKMMOrO JTYHOK CO
ckopocTbio 300 06/MUH

[MpombITh NyHKM 6 pa3 npurotoBreHHbIM 1:20 (1+19) NPOMbIBHBIM PacTBOPOM
TWEEN (300 pl B nyHKy)

B nyHku ctpunoB BHecTy no 100 pl [SOLN[TMB]

MHKyBurpoBaTb Ha NpoTskeHMr 30 min B TEMHOTE npu
Temnepartype 18-25°C

B nyHku ctpunos BHecTn no 100 pl [SOLN|STOP

(NMpoucxoauT M3MeHeHWe LBETA C ronyGoro Ha XenThii)

YYET PE3YJIbTATOB AHAITU3A
Nc = (Nc1 + Nc2 + Nc3)/3;
cO = Nc +0,07;

Nc - CpegHee 3Ha4veHue Ol 3-x [CONTROL][ -]
CO - YpoBeHb rpaHu4Horo 3HayeHus (Cut off)

MHTEPNPETALIUA PE3YJIbTATOB

oD >CO MONOXUTENBbHbLIV

sample =

oD <CO OTPULLATENLHBLIN

sample




Helicobacter IgA

ELISA kit for the qualitative and semiquantitative
detection of IgA antibodies to CagA protein of
Helicobacter pylori
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EQUI Helicobacter IgA

ELISA kit for the qualitative and semiquantitative detection
of IgA antibodies to CagA protein of Helicobacter pylori

1. INTENDED USE

The «EQUI Helicobacter IgA» is ELISA kit intended to qualitatively and semi-
quantitatively detect anti-CagA protein Helicobacter pylori IgA in human serum
or plasma by enzyme-linked immunosorbent assay (ELISA) in order to diagnose
helicobacteriosis. The testing procedure is designed for both manual arrangement
with automatic pipettes and standard equipment, and for automated «open»
immunoassay analysers.

Target group: patients with involvement of upper digestive tract, children, young
people.

Usage: ELISA kit is used in clinical diagnostic laboratories and other institutions
engaged in in vitro diagnostics.

2. CLINICAL SIGNIFICANCE

Helicobacter pylori is the most important bacteria which colonises gastric
mucosa in human. Helicobacteriosis is associated with the development of gastric
and duodenal ulcers, duodenitis, gastritis, as well as gastric malignancies.

Helicobacter pylori is a mobile helicoid Gram-negative bacterium, 3 ym in
length, which may have 4 to 8 filaments. In addition to lytic enzymes, which lyse
mucus and damage the cells of gastric mucosa, Helicobacter pylori may produce
exotoxins (e.g., VacA, which results in vacuolization, damage and death of the host
cells). Although, the most important are effector proteins CagA, which are secreted
directly in the mucosal cell and may induce inflammation, overgrowth of cells
and impairment of their apoptosis. Namely this protein is associated with gastric
lymphoma and carcinoma. Helicobacter pylori strains are very heterogeneous, the
degree of their virulence and aggressive effect on the human body are associated
with the ability to secret VacA and CagA.

Helicobacter pylori colonization may last for long without clinical manifestations
and without detection of parasite with the immune system. However, aggravation
of Helicobacter infection may be accompanied by typical signs of gastroduodenitis:
abdominal discomfort and pain, indigestion, heartburn, etc. Development of
gastritis, duodenitis, gastric and duodenal ulcers, as well as gastric MALT
lymphoma and adenocarcinoma is associated with Helicobacter pylori. These
diseases may develop decades away after infection: the risk of peptic ulcer in
Helicobacter-positive patients reached 20 %, gastric cancer — 1-2 %. At the same
time, severity of digestive tract involvement correlates with spread and virulence
of Helicobacter pylori strains. For example, strains that express VacA exotoxins
are isolated in gastritis patients more commonly that in asymptomatic carriers.
Helicobacter pylori strains, which secret CagA are more biochemically aggressive.
They are isolated in the vast majority of patients with gastric and duodenal ulcer
and in patients with gastric cancer. Those strains that do not express VacA and
CagA are not associated with severe involvement of hepatobiliary system.
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Timely detection and treatment of helicobacteriosis simultaneously results in
elimination of inflammatory processes in the stomach, reduces the possibility of
re-occurrence of duodenal ulcers and malignancies. Histological detection of the
causative agent in patient tissues is considered as the gold standard in diagnosis of
Helicobacter infection, and alternative variant is its isolation in the culture. Among
non-invasive methods, breathing urease test and detection of anti-Helicobacter
pylori antibodies are the most essential. CagA antigen is the most immunogenic.
Anti-CagA antibodies are detected in the vast majority (up to 100 %) of patients
with peptic ulcer and in 95 % patients with gastric cancer.

IgM antibodies are considered the sign of acute infection and are detected in
10 % of patients with clinical manifestations of helicobacteriosis or in 1-2 % of
asymptomatic carriers. Specific IgA antibodies may serve as the marker of active
and chronic infection: they are detected in about 5 % of patients at the background
of the lack of other antibodies and in up to 70 % of IgG seropositive patients.
Detection of anti-Helicobacter pylori 1gG is commonly used for screening of
asymptomatic carriers and for evaluation of treatment efficacy. Decrease in the
titre of specific IgG antibodies by 40 to 50 % is reported in half a year after the
successful treatment and eradication of Helicobacter pylori.

3. ANALYSIS PRINCIPLE

The procedure of testing for anti-CagA Helicobacter pylori IgA in «EQUI
Helicobacter IgA» ELISA kit is based on «indirect» solid-phase ELISA with a two-
stage incubation. CagA Helicobacter pylori recombinant antigen is entrapped in
the wells. During the first step of incubation of ELISA plate wells with test samples,
specific anti-Helicobacter pylori antibodies (if present in the samples) bind to the
solid-phase antigens. The wells are washed to remove unbound antibodies and
have only specific antigen-antibody complexes left. Then, a conjugate of anti-
species IgA monoclonal antibodies with horseradish peroxidase is added, which
binds to solid-phase immune complexes. Unbound components are removed
by washing. Antigen-antibody complexes are detected by adding a solution of
chromogen 3,3’,5,5-tetramethylbenzidine (TMB) with hydrogen peroxide. After
30-minute incubation, the reaction is stopped by adding the stop solution. The
optical density (OD) in the wells is determined using a spectrophotometer at
450/620-695 nm. The intensity of the yellow colour is proportional to the level of
antibodies in the sample.

4. MATERIALS AND EQUIPMENT

4.1. Contents of the ELISA kit

Microplate

Each plate well is coated with CagA Helicobacter pylori
recombinant antigen. The wells are detachable. After
the first opening, store unused strips in the package at
2-8 °C for a maximum of 6 months

1x96
wells

STRIPS
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1x0,25 ml

CONTROLJ - | 1x0,6 ml

DIL[SAMPLE 1x13 ml
SOLN[CONJ 1x13 ml
SOLN[TMB] 1x 13 ml

[TWEEN[WASH[20x] 1 x 50 ml

SOLN|STOP 1x13 ml

Positive control
Solution of conjugate specific monoclonal antibodies
with preservative (pink). Store at 2-8 °C

Negative control

Negative human serum with a preservative (yellow).
Store at 2-8 °C

Serum dilution solution
Buffer solution with a milk extract, a detergent and a
preservative (brown). Store at 2-8 °C

Conjugate solution (ready to use)

Buffer solution of monoclonal antibodies to human IgA,
conjugated with horseradish peroxidase, with stabilizers
and preservative (orange). Store at 2-8 °C

TMB solution (ready to use)

TMB solution, H,O,, a stabilizer, a preservative

(colourless). Store at 2-8 °C

Washing solution TWEEN (20x concentrated)
20-fold phosphate buffer concentrate with Tween-20
(colourless). Dilute TWEEN detergent (20x) at 1:20 with
distilled or deionized water (e. g., 5 mL of concentrate +
95 mL of water for 8 wells) before use. Store the diluted
solution at 2-8 °C for a maximum of 7 days

Stop Solution (ready to use)
0.5 mol H,SO, solution (colourless). Store at 2-8 °C

The ELISA kit also includes adhesive films (2 items), sample application plan (1
item), checklist, and instruction for use.

4.2. Optional reagents, materials and equipment

Automatic single and multichannel pipettes 10-1000 pL, tips, volumetric
laboratory glassware (10-1,000 mL), deionized or distilled water, thermostat at
37 °C, automatic or semi-automatic plate washer, spectrophotometer (reader) for
microplates at450/620-695 nm, appropriate containers for potentially contaminated
waste, timer, filter paper, disposable powder-free gloves, disinfectants.

5. PRECAUTIONS AND SAFETY

5.1. Precautions

Besuretoreadtheinstructionsforuse carefully beforethetest. The validity ofthetest
results depends on strict following of the test procedure.

— do not use the ELISA kit components after the expiry date;

— do not use for analysis or mix components of different batches, components
of kits for different nosologies, or reagents from other manufacturers with the
«EQUI Helicobacter IgA» ELISA kit;

— do not freeze the ELISA kit or its contents;

— after using a reagent, close each vial with its cap;
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— when washing, control filling and complete aspiration of solution from the
wells;

— use a new pipette tip each time you add samples or reagents;

— prevent direct sunlight from reaching the reagents from the ELISA Kkit;

- solution must be colourless before use. Do not use the solution if
its colour is blue or yellow. Avoid contact of with metals or metal
ions. Use only clean glassware thoroughly rinsed with distilled water;

— do not use reagents with colour not in line with para. 4.1;

— under no circumstances should the same glassware be used for
and [SOLN[TMB];

— do not evaluate the test results visually (without a reader);

— any optional equipment that is in direct contact with biological material or kit
components should be considered contaminated and requires cleaning and
decontamination;

—the ELISA kit includes materials for 96 tests. Dispose of the used components
as well as any remaining unused components.

5.2. Safety requirements

— all reagents in the ELISA kit are for laboratory professional use for in vitro
diagnosis only and may only be used by qualified personnel;

— conduct the tests in disposable powder-free gloves and goggles only;

—do not eat, drink, smoke, or apply make-up in the test room;

— do not mouth-pipette the solutions;

— controls from the «kEQUI Helicobacter IgA» ELISA kit have been tested and
found to be for anti-HIV1/2, anti-HCV and anti-Treponema pallidum antibodies
and HBsAg negative; however, controls and test samples should be handled as
potentially hazardous infectious materials;

—some ofthe kitcomponents containlow concentrations ofharmful substancesand
can damage skin or mucoga. In case of contact of [SOLN[TMB|, [SOLN[STOP| and
with mucous membranes or skin, immediately wash the affected
area with plenty of water;

— in case of spillage of acid-free solutions, e. g. sera, treat the surface with
a disinfectant solution and then wipe dry with filter paper. Otherwise first
neutralize acid with sodium bicarbonate solution and then wipe the surface
dry as described above.

5.3. Waste inactivation and disposal

— the liquid waste must be inactivated, for example, with hydrogen peroxide
solution at the final concentration of 6% for 3 hours at room temperature,
or with sodium hypochlorite at the final concentration of 5% for 30
minutes, or with other approved disinfectants;

— thesolidwaste mustbeinactivatedbyautoclavingatatemperaturenotless
than 132°C;
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— do not autoclave the solutions that contain sodium azide or sodium
hypochlorite;

— disposal ofinactivated waste must be conducted due to national laws and
regulations.

6. STORAGE AND STABILITY

ELISA kit is stable up to the expiry date stated on the label when stored
at 2-8°C. The kit should be transported at 2-8°C. Single transportation at a
temperature up to 23°C for two days is possible.

7. SAMPLE COLLECTION, TRANSPORTATION AND
STORAGE GUIDELINES

Collect blood from the vein into the sterile test tube. Test tube must be marked with
patient ID and date of sample collecting. Blood before serum separation can be
stored at 2-8 °C for 24 hours, avoiding freezing.

Serum or plasma can be stored at 2-8 °C for maximum 3 days. Frozen serum
can be stored for longer periods of time at -20 °C or -70 °C. Thaw frozen samples
and keep them at room temperature for 30 minutes before use. After thawing,
the stir samples to achieve homogeneity. Avoid repeated freezing-thawing cycles
for test samples. If serum (or plasma) is turbid, remove insoluble inclusions by
centrifugation at 3000 rpm for 10-15 minutes. Do not use serum samples with
hyperlipidemia, hemolysis, and bacterial growth.

Transport serum samples in insulated containers. To do that, put closed
labelled tubes in a plastic bag, tightly seal it and place in the centre of an
insulated container.Put the frozen cold packs on the bottom, along the side
walls of the insulated container and on top of the serum samples.

8. REAGENT PREPARATION

NOTE! It is very important to keep all ELISA kit components for at least 30 min
at room temperature 18-25 °C before the assay!

8.1. Microplate preparation

To prevent water condensation in the wells, keep the for 30 minutes at a
room temperature before opening. Open the vacuum pack, detach the appropriate
number of wells, and carefully pack the remaining wells with a desiccant and store
tightly zip-locked at 2-8 °C. Storing the packed plate this way ensures its stability
for 6 months.

8.2. Washing solution preparation

To prepare detergent, dilute TWEEN[WASH[20x] at 1:20 (1+19) with distilled or
deionized water and stir. E. g., 5 mL of concentrate + 95 mL of water, which is
enough for 8 wells. If there are crystals present in the detergent concentrate, heat
the vial at 37 °C until the crystals dissolve completely (15-20 minutes). Store the
diluted solution at 2-8 °C for a maximum of 7 days.
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9. ASSAY PROCEDURE
9.1. Prepare the necessary number of wells (four wells for controls and a necessary
number of wells for test samples) and insert them into the ELISA plate frame.
Be sure to add control wells in every test run.

9.2.Fill in the sample application plan.
9.3.Prepare the detergent as per para. 8.2.
9.4.Add 90 pL of [DIL[SAMPLE] into each plate well.
9.5.Add 10 pL of controls and test samples into the wells:
— into well A1,
— into wells B1, C1 and D1,
and test samples into the remaining wells.

At the time of adding, the solution changes its colour from brown to blue.
Pipette the mix in the wells carefully to avoid foaming.

9.6.Cover the strips up with adhesive film and incubate for 30 minutes at 37 °C.

9.7.Remove and discard the adhesive film and wash all wells 5 times with
automatic washer or 8-channel pipette as follows:

— aspirate the content of all wells into a liquid waste container;
— add a minimum of 300 pl of diluted washing solution to each well, soak
each well for 30 seconds;
— aspirate the content of all wells again. The residual volume after every
aspiration should be less than 5 yl;
— repeat the washing step 4 more times;
— after the final aspiration, eliminate extra moisture by tapping the plate
against a piece of filter paper.

9.8.Add 100 pL of [SOLN[CONJ] into each well. Cover the strips with a new piece of
adhesive film and incubate for 30 minutes at 37 °C.

9.9.Following incubation, remove the film carefully and wash the wells five times as
described in para. 9.7.

9.10. Add 100 pL of [SOLN[TMB] into the wells; do not touch the bottom and the walls
of the plate wells.

9.11. Incubate the strips for 30 minutes in a dark place at a room temperature of
18-25 °C. Do not use adhesive film at this stage.

9.12. Add 100 pL of [SOLNISTOP] into each strip well to stop the enzymatic reaction;
adhere to the same sequence of actions as when adding [SOLN[TMB]. At the
time of adding, the solution colour changes from blue to yellow, and clear
solution slightly changes its shade.

9.13. Measuretheopticaldensity (OD)ofthewellsat450/620-695nmwavelengthusing
an ELISA microplate reader within 5 minutes after stopping the reaction.
Pay attention to the cleanness of the plate bottom and the absence of bubbles

in the wells before reading.
Measurementatthe single wavelengthof450nmispossible,inthatcase, itis
neededtoleave onewellforblank (onlylSOLN[TMB|gnd[SOLNISTOP|mustbe added
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in blank well).
10. CALCULATION AND INTERPRETATION OF RESULTS

10.1. Calculation of results B
Calculate the average OD for the negative control (Nc), Cut off (CO) and a
sample positivity index (IP

sample)'

Nc = (Nc1 + Nc2 + Nc3)/3; CO = Nc + 0,25
IP =0D /CO, where OD

sample sample

is the OD sample

sample

10.2. Quality control (assay validation)
The test results are considered valid if they meet the following requirements:

0D 21,0
0D <0,150

_ _ where Ncn is the OD for each
Nc x 0,5 < Nen < Nc x 2,0 NG run

If any of the OD values for the negative control is beyond the above interval, it
should be discarded, and Nc is calculated based on the remaining OD values for
the negative control. If several OD values for the negative control fail to meet the
above requirements, the test is considered invalid and requires a new run.

10.3. Interpretation of results

Children Adults Interpretation
IP ampie > 0,9 IP oo > 11 POSITIVE
08=<IP_ .=09 09=IP_ <11 BORDERLINE*
IP <0,8 IP <0,9 NEGATIVE

sample sample

* Uncertain samples are recommended to be re-examined in two wells of the
ELISA kit. If the results are again uncertain, a new sample should be selected and
analyzed in 2-4 weeks. In case of repeated indeterminate results, such samples
shall be considered negative.

Use of the positivity index allows for a semi-quantitative comparative analysis
of the level of specific antibodies in the dynamics of paired samples obtained from
patients with an interval of 2-4 weeks. It should be borne in mind that IPsample within
1,1 — 7,0 proportional to the content of specific antibodies. If IP.mpic IS higher 7,0,
to correctly assess the content of specific antibodies, it is recommended to re-
analyze the sample previously diluted 10 times [DIL[SAMPLE|. When determining the
final result in this case, multiply the value obtained IP on the degree of dilution
(x10).

sample

Interpretation of antibody detection results to
CagA protein Helicobacter pylori
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The presence of specific
antibodies to CagA protein
Helicobacter pylori

Interpretation of the result

IgG IgA igM
Sample does not contain specific antibodies
Missing Missing Missing or their concentration is below the
sensitivity limit of the analysis
Missing | It turns out | It turns out Probable early stage of infection, it is
It turns out | It turns out| Missing recommended to repeat the study in 2-3
Missing Missing | It turns out weeks
It turns out| Missing Missing Probable acute or transferred infection, it
It turns out | It turns out | It turns out |  is recommended to carry out a complex
. of additional inspections: bacteriological,
It turns out | It turns out| Missing

endoscopic, urease test

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical performance characteristics

Precision of measurement
Intra assay repeatability

The coefficient of variation (CV) for two sera with different levels of specific
antibodies was evaluated in 32 replicates on one series of ELISA kits.

Sample No. OoD,, P, CV, %
680 0,458 1,6 11,3
696 1,776 6,4 9,2

Inter assay reproducibility

The coefficient of variation (CV) for two sera with different levels of specific
antibodies was evaluated for 3 days in 3 sets of analysis, 8 replicates in each
analysis.

Sample No. OoD,, IP,, CV, %
680 0,470 1,7 15,4
696 1,779 6,4 74

Analytical specificity

The test results are not affected by bilirubin at up to 0.21 mg/mL (361.8 pmol/L),
haemoglobin at up to 10 mg/mL and triglycerides at up to 10 mg/mL (11.3 mmol/l)
present in the sample.

11.2. Diagnostic characteristics

To measure sensitivity and specificity of «kEQUI Helicobacter IgA» ELISA Kkits,
serum samples from donors and pregnant females (383 samples in total) were
used. The «kEQUI Helicobacter IgA» kits have found that is a random set of serum
samples, 23 % of samples contained anti-CagA Helicobacter pylori IgA. In 93.2 %
IgA positive samples, anti-Helicobacter pylori IgG were also found. Alternatively,
among all anti-Helicobacter pylori 1gG positive donors, 31.0 % had specific anti-
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Helicobacter IgA. Prevalence of the marker in the population calculated from the
results of «kEQUI Helicobacter IgA» ELISA kit is comparable with the study results
from scientific literature.

When studying comparative characteristics of the method, the results of detection
of anti-CagA Helicobacter pylori IgA with «kEQUI Helicobacter IgA» ELISA kits are
comparable with the results using analogous commercial CE labelled ELISA kit. A
relative specificity of «kEQUI Helicobacter IgA» ELISA kit was 92.0 %.

12. LIMITATIONS OF ASSAY

Positive result in «kEQUI Helicobacter IgA» ELISA kit supports presence of anti-
CagA Helicobacter pylori specific IgA antibodies. These antibodies are produced
in the body when a man is infected with Helicobacter pylori strains which express
CagA.

Negative result of «kEQUI Helicobacter IgA» ELISA kit suggests the absence
of anti-CagA Helicobacter pylori specific IgA in the serum. These antibodies are
also not detected in patients infected with Helicobacter pylori strains which do not
express CagA. It should be noted that in case of early Helicobacter pylori infection,
ELISA results may be negative due to the lack of antibodies. If clinical signs of the
disease appears, re-test is recommended in at least two weeks.

For comprehensive serological diagnosis of Helicobacter pylori, it is also
recommended to test for specific anti-CagA IgG and IgM using «kEQUI Helicobacter
IgG» and «EQUI Helicobacter IgM» ELISA kits, respectively.

The results of serological test only are not the basis for final diagnosis. When
establishing the diagnosis, the results of complex laboratory and instrumental
tests, as well as clinical manifestations should be considered.

13. DIFFICULTIES THAT CAN OCCUR DURING THE ASSAY
PROCEDURE

Possible reasons | Solution
High background in all wells

Clean the washer head and rinse
according to the instructions for use

Contaminated washer

Use purified water with specific

Poor quality or contaminated water resistance = 10 MQ - cm

Use of poorly washed glassware Use chemically clean utensils
Use of chlorinated disinfectants Do not use chlorine disinfectants
Use of contaminated tips Use new tips
Increased incubation times or change Adhere to the incubation regime
in the temperature conditions according to the instructions for use

High background in a row of wells

TMB solution should be applied

Repeat application of TMB solution
once
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Contamination of the automatic pipette

Clean the pipette and dial carefully

nozzle with conjugate solution liquid
Contamination of one of the Clean the flush channel, rinse
washer’s channel washer

Received OD of the positive control is below the border value

One of the reagents (conjugate
solution or TMB solution) was not
prepared in a correct way or was not

Re-conduct ELISA, pay attention to
the correctness of the introduction
of these reagents

added
Reduced incubation times at any Incubate according to
stage instructions for use

The colour density of the wells fails to meet the obtained optical
density value

This may suggest that the optical
beam has been displaced

Check the correct operation of the
reader

14. TECHNICAL ASSISTANCE AND CUSTOMER SERVICE
In case of technical problems, you can obtain assistance by contacting the

manufacturer.
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For questions and suggestions regarding the ELISA kit contact:

Manufacturer

In vitro diagnostic medical device

Catalogue number

Date of manufacture

Use by date

Batch code

Temperature limit

Contains sufficient for <n> tests

Caution
Consult instructions for use

Keep away from sunlight

Mark of compliance with technical regulations
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Ekvitestlab LLC
Velyka Vasylkivska St. 114, Kyiv, Ukraine, 03150

Tel: 0(800)31-89-87, +38 (044)334-89-87,
e-mail: info@equitest.com.ua, www.equitest.com.ua
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ASSAY PROCEDURE SCHEME
Keep all reagents for 30 min at temperature18-25°C before use

Dispense 90 pl [DIL[SAMPLE] into the wells

(brown)

Add to 10 pl of controls and samples into the wells:

A1 —[CONTROL[ +], B1, C1, D1 — [CONTROL[ -],
other wells — examined samples
(change of colour from brown to blue)

Cover strips with an adhesive film, incubate for 30 min at 37°C

Rinse the wells 5 times with prepared 1:20 (1+19) washing solution TWEEN
(300 pl per well)

Add 100 pl of [SOLN]CONJ] into all wells

(orange)
Cover strips with an adhesive film, incubate for 30 min at 37°C

Rinse the wells 5 times with prepared 1:20 (1+19) washing solution TWEEN
(300 pl per well)

Add 100 pl of [SOLN[TMB] into all wells
Incubate for 30 min in the dark at 18-25°C

Add 100 pl of [SOLN[STOP] into all wells

(change of colour from blue to yellow)

Measure the optical density (OD) with an ELISA microplate reader at
450/620-695 nm

CALCULATION OF RESULTS
Nc = (Nc1 + Nc2 + Ne3)/3;

CO = Nc+0,3;

IPsample = ODsample/CO

Im; - the average value of OD 3-x [CONTROL[ -]
CO - Cut off

IP - sample positivity index

sample

INTERPRETATION OF RESULTS

Children Adults Interpretation
1P ompre > 0.9 1P mpe > 11 POSITIVE
08=<IP_ =09 09=IP_ .11 BORDERLINE
1P mpe < 0.8 IPmpe < 0.9 NEGATIVE
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detection of IgG antibodies to CagA protein of
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EQUI Helicobacter IgG

ELISA kit for the qualitative and semiquantitative detection
of IgG antibodies to CagA protein of Helicobacter pylori

1. INTENDED USE

The «EQUI Helicobacter IgG» is ELISA kit intended to qualitatively and semi-
quantitatively detect anti-CagA protein Helicobacter pylori IgG in human serum
or plasma by enzyme-linked immunosorbent assay (ELISA) in order to diagnose
helicobacteriosis. Using a set «EQUI Helicobacter 1gG Calibrators» with «EQUI
Helicobacter IgG» kit allows quantification of anti-CagA Helicobacter pylori 19G.

Target group: patients with involvement of upper digestive tract, children, young
people.

Usage: ELISA kit is used in clinical diagnostic laboratories and other institutions
engaged in in vitro diagnostics.

2. CLINICAL SIGNIFICANCE

Helicobacter pylori is the most important bacteria which colonises gastric
mucosa in human. Helicobacteriosis is associated with the development of gastric
and duodenal ulcers, duodenitis, gastritis, as well as gastric malignancies.

Helicobacter pylori is a mobile helicoid Gram-negative bacterium, 3 um in
length, which may have 4 to 8 filaments. In addition to lytic enzymes, which lyse
mucus and damage the cells of gastric mucosa, Helicobacter pylori may produce
exotoxins (e.g., VacA, which results in vacuolization, damage and death of the host
cells). Although, the most important are effector proteins CagA, which are secreted
directly in the mucosal cell and may induce inflammation, overgrowth of cells
and impairment of their apoptosis. Namely this protein is associated with gastric
lymphoma and carcinoma. Helicobacter pylori strains are very heterogeneous, the
degree of their virulence and aggressive effect on the human body are associated
with the ability to secret VacA and CagA.

Helicobacter pylori colonization may last for long without clinical manifestations
and without detection of parasite with the immune system. However, aggravation
of Helicobacter infection may be accompanied by typical signs of gastroduodenitis:
abdominal discomfort and pain, indigestion, heartburn, etc. Development of
gastritis, duodenitis, gastric and duodenal ulcers, as well as gastric MALT
lymphoma and adenocarcinoma is associated with Helicobacter pylori. These
diseases may develop decades away after infection: the risk of peptic ulcer in
Helicobacter-positive patients reached 20 %, gastric cancer — 1-2 %. At the same
time, severity of digestive tract involvement correlates with spread and virulence
of Helicobacter pylori strains. For example, strains that express VacA exotoxins
are isolated in gastritis patients more commonly that in asymptomatic carriers.
Helicobacter pylori strains, which secret CagA are more biochemically aggressive.
They are isolated in the vast majority of patients with gastric and duodenal ulcer
and in patients with gastric cancer. Those strains that do not express VacA and
CagA are not associated with severe involvement of hepatobiliary system.
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Timely detection and treatment of helicobacteriosis simultaneously results in
elimination of inflammatory processes in the stomach, reduces the possibility of
re-occurrence of duodenal ulcers and malignancies. Histological detection of the
causative agent in patient tissues is considered as the gold standard in diagnosis of
Helicobacter infection, and alternative variant is its isolation in the culture. Among
non-invasive methods, breathing urease test and detection of anti-Helicobacter
pylori antibodies are the most essential. CagA antigen is the most immunogenic.
Anti-CagA antibodies are detected in the vast majority (up to 100 %) of patients
with peptic ulcer and in 95 % patients with gastric cancer.

IgM antibodies are considered the sign of acute infection and are detected in
10 % of patients with clinical manifestations of helicobacteriosis or in 1-2 % of
asymptomatic carriers. Specific IgA antibodies may serve as the marker of active
and chronic infection: they are detected in about 5 % of patients at the background
of the lack of other antibodies and in up to 70 % of IgG seropositive patients.
Detection of anti-Helicobacter pylori 1gG is commonly used for screening of
asymptomatic carriers and for evaluation of treatment efficacy. Decrease in the
titre of specific IgG antibodies by 40 to 50 % is reported in half a year after the
successful treatment and eradication of Helicobacter pylori.

3. ANALYSIS PRINCIPLE

The procedure of testing for anti-CagA Helicobacter pylori 19G in «EQUI
Helicobacter IgG» ELISA kit is based on «indirect» solid-phase ELISA with a two-
stage incubation. CagA Helicobacter pylori recombinant antigen is entrapped in
the wells. During the first step of incubation of ELISA plate wells with test samples,
specific anti-Helicobacter pylori antibodies (if present in the samples) bind to the
solid-phase antigens. The wells are washed to remove unbound antibodies and
have only specific antigen-antibody complexes left. Then, a conjugate of anti-
species IgG monoclonal antibodies with horseradish peroxidase is added, which
binds to solid-phase immune complexes. Unbound components are removed
by washing. Antigen-antibody complexes are detected by adding a solution of
chromogen 3,3’,5,5-tetramethylbenzidine (TMB) with hydrogen peroxide. After
30-minute incubation, the reaction is stopped by adding the stop solution. The
optical density (OD) in the wells is determined using a spectrophotometer at
450/620-695 nm. The intensity of the yellow colour is proportional to the level of
antibodies in the sample.

4. MATERIALS AND EQUIPMENT

4.1. Contents of the ELISA kit

Microplate

Each plate well is coated with CagA Helicobacter pylori
recombinant antigen. The wells are detachable. After
the first opening, store unused strips in the package at
2-8 °C for a maximum of 6 months

1x96
wells

STRIPS
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Positive control
1x 0,25 ml  Solution of conjugate specific monoclonal antibodies
with preservative (pink). Store at 2-8 °C

Negative control
[CONTROL] - | 1x0,6 Ml Negative human serum with a preservative (yellow).
Store at 2-8 °C

Serum dilution solution
DIL[SAMPLE 1x13 ml Buffer solution with a milk extract, a detergent and a
preservative (brown). Store at 2-8 °C

Conjugate solution (ready to use)
Buffer solution of monoclonal antibodies to human

Tx A3 ml IgG, conjugated with horseradish peroxidase, with
stabilizers and preservative (green). Store at 2-8 °C
TMB solution (ready to use)

1x13ml TMB solution, H,0,, a stabilizer, a preservative

(colourless). Store at 2-8 °C

Washing solution TWEEN (20x concentrated)
20-fold phosphate buffer concentrate with Tween-20
(colourless). Dilute TWEEN detergent (20x) at 1:20 with
distilled or deionized water (e. g., 5 mL of concentrate +
95 mL of water for 8 wells) before use. Store the diluted
solution at 2-8 °C for a maximum of 7 days

[TWEEN[WASH[20x] 1 x 50 ml

Stop Solution (ready to use)

1x13ml 5 5 mol H,SO, solution (colourless). Store at 2-8 °C

The ELISA kit also includes adhesive films (2 items), sample application plan (1
item), checklist, and instruction for use.

4.2. Optional reagents, materials and equipment

Automatic single and multichannel pipettes 10-1000 pL, tips, volumetric
laboratory glassware (10—1,000 mL), deionized or distilled water, thermostat at
37 °C, automatic or semi-automatic plate washer, spectrophotometer (reader) for
microplates at 450/620-695 nm, appropriate containers for potentially contaminated
waste, timer, filter paper, disposable powder-free gloves, disinfectants.

5. PRECAUTIONS AND SAFETY

5.1. Precautions
Besuretoreadtheinstructionsforuse carefully beforethetest. The validity ofthe test
results depends on strict following of the test procedure.

— do not use the ELISA kit components after the expiry date;

— do not use for analysis or mix components of different batches, components
of kits for different nosologies, or reagents from other manufacturers with the
«EQUI Helicobacter IgG» ELISA kit;

— do not freeze the ELISA kit or its contents;

— after using a reagent, close each vial with its cap;
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— when washing, control filling and complete aspiration of solution from the
wells;

— use a new pipette tip each time you add samples or reagents;

— prevent direct sunlight from reaching the reagents from the ELISA Kkit;

- solution must be colourless before use. Do not use the solution if
its colour is blue or yellow. Avoid contact of with metals or metal
ions. Use only clean glassware thoroughly rinsed with distilled water;

— do not use reagents with colour not in line with para. 4.1;

— under no circumstances should the same glassware be used for [SOLNJCONJ]
and [SOLN[TMB]:

— do not evaluate the test results visually (without a reader);

— any optional equipment that is in direct contact with biological material or kit
components should be considered contaminated and requires cleaning and
decontamination;

—the ELISA kit includes materials for 96 tests. Dispose of the used components
as well as any remaining unused components.

5.2. Safety requirements
— all reagents in the ELISA kit are for laboratory professional use for in vitro
diagnosis only and may only be used by qualified personnel;

— conduct the tests in disposable powder-free gloves and goggles only;

— do not eat, drink, smoke, or apply make-up in the test room;

— do not mouth-pipette the solutions;

— controls from the «kEQUI Helicobacter IgG» ELISA kit have been tested and
found to be for anti-HIV1/2, anti-HCV and anti-Treponema pallidum antibodies

and HBsAg negative; however, controls and test samples should be handled as
potentially hazardous infectious materials;

—some ofthe kitcomponents containlow concentrations ofharmful substancesand
can damage skin or mucoga. In case of contact of [SOLN|[TMB| [SOLN|STOP] and
with mucous membranes or skin, immediately wash the affected
area with plenty of water;

— in case of spillage of acid-free solutions, e. g. sera, treat the surface with
a disinfectant solution and then wipe dry with filter paper. Otherwise first
neutralize acid with sodium bicarbonate solution and then wipe the surface
dry as described above.

5.3. Waste inactivation and disposal

— the liquid waste must be inactivated, for example, with hydrogen peroxide
solution at the final concentration of 6% for 3 hours at room temperature,
or with sodium hypochlorite at the final concentration of 5% for 30
minutes, or with other approved disinfectants;

—the solidwaste mustbeinactivated by autoclavingatatemperature notless
than 132°C;
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— do not autoclave the solutions that contain sodium azide or sodium
hypochlorite;

—disposal of inactivated waste must be conducted due to national laws and
regulations.

6. STORAGE AND STABILITY

ELISA kit is stable up to the expiry date stated on the label when stored
at 2-8°C. The kit should be transported at 2-8°C. Single transportation at a
temperature up to 23°C for two days is possible.

7. SAMPLE COLLECTION, TRANSPORTATION AND
STORAGE GUIDELINES

Collect blood from the vein into the sterile test tube. Test tube must be marked with
patient ID and date of sample collecting. Blood before serum separation can be
stored at 2-8 °C for 24 hours, avoiding freezing.

Serum or plasma can be stored at 2-8 °C for maximum 3 days. Frozen serum
can be stored for longer periods of time at -20 °C or -70 °C. Thaw frozen samples
and keep them at room temperature for 30 minutes before use. After thawing,
the stir samples to achieve homogeneity. Avoid repeated freezing-thawing cycles
for test samples. If serum (or plasma) is turbid, remove insoluble inclusions by
centrifugation at 3000 rpm for 10-15 minutes. Do not use serum samples with
hyperlipidemia, hemolysis, and bacterial growth.

Transport serum samples in insulated containers. To do that, put closed
labelled tubes in a plastic bag, tightly seal it and place in the centre of an
insulated container.Put the frozen cold packs on the bottom, along the side
walls of the insulated container and on top of the serum samples.

8. REAGENT PREPARATION

NOTE! It is very important to keep all ELISA kit components for at least 30 min
at room temperature 18-25 °C before the assay!

8.1. Microplate preparation

To prevent water condensation in the wells, keep the for 30 minutes at a
room temperature before opening. Open the vacuum pack, detach the appropriate
number of wells, and carefully pack the remaining wells with a desiccant and store
tightly zip-locked at 2-8 °C. Storing the packed plate this way ensures its stability
for 6 months.

8.2. Washing solution preparation

To prepare detergent, dilute TWEEN[WASH[20x] at 1:20 (1+19) with distilled or
deionized water and stir. E. g., 5 mL of concentrate + 95 mL of water, which is
enough for 8 wells. If there are crystals present in the detergent concentrate, heat
the vial at 37 °C until the crystals dissolve completely (15-20 minutes). Store the
diluted solution at 2-8 °C for a maximum of 7 days.
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9. ASSAY PROCEDURE
9.1. Prepare the necessary number of wells (four wells for controls and a necessary
number of wells for test samples) and insert them into the ELISA plate frame.
Be sure to add control wells in every test run.

9.2.Fill in the sample application plan.
9.3.Prepare the detergent as per para. 8.2.
9.4.Add 90 pL of [DILISAMPLE] into each plate well.

9.5.Add 10 pL of controls and test samples into the wells:
— into well A1,
— into wells B1, C1 and DA,
and test samples into the remaining wells.
At the time of adding, the solution changes its colour from brown to blue.
Pipette the mix in the wells carefully to avoid foaming.

9.6.Cover the strips up with adhesive film and incubate for 30 minutes at 37 °C.

9.7.Remove and discard the adhesive film and wash all wells 5 times with
automatic washer or 8-channel pipette as follows:

— aspirate the content of all wells into a liquid waste container;
— add a minimum of 300 pl of diluted washing solution to each well, soak
each well for 30 seconds;
— aspirate the content of all wells again. The residual volume after every
aspiration should be less than 5 yl;
— repeat the washing step 4 more times;
— after the final aspiration, eliminate extra moisture by tapping the plate
against a piece of filter paper.

9.8.Add 100 pL of [SOLN[CONJ] into each well. Cover the strips with a new piece of
adhesive film and incubate for 30 minutes at 37 °C.

9.9.Following incubation, remove the film carefully and wash the wells five times as
described in para. 9.7.

9.10. Add 100 pL of [SOLN[TMB] into the wells; do not touch the bottom and the walls
of the plate wells.

9.11. Incubatethestripsfor30minutesinadarkplaceataroomtemperatureof18-25°C.
Do not use adhesive film at this stage.

9.12. Add 100 pL of [SOLNISTOP] into each strip well to stop the enzymatic reaction;
adhere to the same sequence of actions as when adding [SOLN[TMB]. At the
time of adding, the solution colour changes from blue to yellow, and clear
solution slightly changes its shade.

9.13. Measuretheopticaldensity (OD)ofthewellsat450/620-695nmwavelengthusing
an ELISA microplate reader within 5 minutes after stopping the reaction.
Pay attention to the cleanness of the plate bottom and the absence of bubbles

in the wells before reading.
Measurementatthe single wavelengthof450nmispossible,inthatcase, itis
neededtoleave onewellforblank (onlylSOLN[TMB|gnd[SOLNISTOP|mustbe added
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in blank well).
10. CALCULATION AND INTERPRETATION OF RESULTS

10.1. Calculation of results
Calculate the average OD for the negative control (Nc), Cut off (CO) and a
sample positivity index (IP

sample)'

Nc = (Nc1 + Nc2 + Nc3)/3;  CO = Nc + 0,25
IP =0D /CO, where OD

sample sample

10.2. Quality control (assay validation)
The test results are considered valid if they meet the following requirements:

OD=1,2
OD < 0,150

No x05<Nen<Ncx20 oreNen s he ODforeach

If any of the OD values for the negative control is beyond the above interval, it
should be discarded, and Nc is calculated based on the remaining OD values for
the negative control. If several OD values for the negative control fail to meet the
above requirements, the test is considered invalid and requires a new run.

is the OD sample

sample

10.3. Interpretation of results

Children Adults Interpretation
IPompie > 0,9 IP e > 11 POSITIVE
0,8=<IP <0,9 09<IP <11 BORDERLINE*

sample sample

IP <0,8 IP <09 NEGATIVE

sample sample

* Uncertain samples are recommended to be re-examined in two wells of the
ELISA kit. If the results are again uncertain, a new sample should be selected and
analyzed in 2-4 weeks. In case of repeated indeterminate results, such samples
shall be considered negative.

Use of the positivity index allows for a semi-quantitative comparative analysis
of the level of specific antibodies in the dynamics of paired samples obtained from
patients with an interval of 2-4 weeks. It should be borne in mind that IPSample within
1,1 — 7,0 proportional to the content of specific antibodies. If IP.mpie IS higher 7,0,
to correctly assess the content of specific antibodies, it is recommended to re-
analyze the sample previously diluted 10 times [DIL[SAMPLE|. When determining the
final result in this case, multiply the value obtained IP on the degree of dilution
(x10).

To quantify IgG antibodies specific for the CagA Helicobacter pylori protein, it
is recommended to test samples for specific antibodies in the «kEQUI Helicobacter
IgG» ELISA kit together with the «kEQUI Helicobacter IgG Calibrators» kit according
to the instructions in the calibrator Kkit.

sample
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Interpretation of antibody detection results to
CagA protein Helicobacter pylori

The presence of specific
antibodies to CagA protein
Helicobacter pylori

Interpretation of the result

IgG IgA igM
Sample does not contain specific antibodies
Missing Missing Missing or their concentration is below the
sensitivity limit of the analysis
Missing | It turns out | It turns out Probable early stage of infection, it is
It turns out | It turns out| Missing recommended to repeat the study in 2-3
Missing Missing | It turns out weeks
It turns out| Missing Missing Probable acute or transferred infection, it
It turns out | It turns out | It turns out| is recommended to carry out a complex
. of additional inspections: bacteriological,
It turns out | It turns out| Missing

endoscopic, urease test

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical performance characteristics

Precision of measurement
Intra assay repeatability

The coefficient of variation (CV) for two sera with different levels of specific
antibodies was evaluated in 32 replicates on one series of ELISA kits.

Sample No. OD,, P, CV, %
719 2,196 79 6,8
225 1,074 3,9 7,8

Inter assay reproducibility

The coefficient of variation (CV) for three sera with different levels of specific
antibodies was evaluated for 3 days in 3 sets of analysis, 8 replicates in each
analysis.

Sample No. OoD,, P, CV, %
719 2,229 8,1 8,1
225 1,025 3,7 10,0

Analytical specificity

The test results are not affected by bilirubin at up to 0.21 mg/mL (361.8 pmol/L),
haemoglobin at up to 10 mg/mL and triglycerides at up to 10 mg/mL (11.3 mmol/l)
present in the sample.

11.2. Diagnostic characteristics

To measure sensitivity and specificity of «EQUI Helicobacter IgG» ELISA Kkits
in comparison with analogous commercial ELISA kit, 99 serum samples from
pregnant females and 284 serum samples from donors (383 samples in total) were
used. The results of detection of anti-CagA Helicobacter pylori IgG with «EQUI
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Helicobacter IgG» ELISA kits are comparable with the results using analogous
commercial CE labelled ELISA kits. A relative sensitivity of «EQUI Helicobacter
IgG» ELISA kits was 99.1 %, relative specificity — 95.9 %, percent agreement —
97.96 %. Total prevalence in the population was 64.13 % that is completely in line
with literature data.

12. LIMITATIONS OF ASSAY

Positive result in «kEQUI Helicobacter IgG» ELISA kit supports presence of anti-
CagA Helicobacter pylori specific IgG antibodies. These antibodies are produced
in the body when a man is infected with Helicobacter pylori strains which express
CagA.

Negative result of «kEQUI Helicobacter IgG» ELISA kit suggests the absence
of anti-CagA Helicobacter pylori specific 1IgG in the serum. These antibodies are
also not detected in patients infected with Helicobacter pylori strains which do not
express CagA. It should be noted that in case of early Helicobacter pylori infection,
ELISA results may be negative due to the lack of antibodies. If clinical signs of the
disease appears, re-test is recommended in at least two weeks.

For comprehensive serological diagnosis of Helicobacter pylori, it is also
recommended to test for specific anti-CagA IgA and IgM using «EQUI Helicobacter
IgA» and «EQUI Helicobacter IgM» ELISA kits, respectively.

The results of serological test only are not the basis for final diagnosis. When
establishing the diagnosis, the results of complex laboratory and instrumental
tests, as well as clinical manifestations should be considered.

To monitor the effectiveness of the therapy and eradication of the pathogen,
it is recommended to conduct a study for the presence of specific antibodies in
samples obtained 6-12 months after therapy.

13. DIFFICULTIES THAT CAN OCCUR DURING THE ASSAY
PROCEDURE

Possible reasons | Solution
High background in all wells

Clean the washer head and rinse
according to the instructions for use

Contaminated washer

Use purified water with specific

Poor quality or contaminated water resistance = 10 MQ - cm

Use of poorly washed glassware Use chemically clean utensils
Use of chlorinated disinfectants Do not use chlorine disinfectants
Use of contaminated tips Use new tips
Increased incubation times or change Adhere to the incubation regime
in the temperature conditions according to the instructions for use

High background in a row of wells
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Repeat application of TMB solution

TMB solution should be applied
once

Contamination of the automatic pipette

Clean the pipette and dial carefully

nozzle with conjugate solution liquid
Contamination of one of the Clean the flush channel, rinse
washer’s channel washer

Received OD of the positive control is below the border value

One of the reagents (conjugate
solution or TMB solution) was not
prepared in a correct way or was not

Re-conduct ELISA, pay attention to
the correctness of the introduction
of these reagents

added
Reduced incubation times at any Incubate according to
stage instructions for use

The colour density of the wells fails to meet the obtained optical
density value

This may suggest that the optical
beam has been displaced

Check the correct operation of the
reader

14. TECHNICAL ASSISTANCE AND CUSTOMER SERVICE
In case of technical problems, you can obtain assistance by contacting the

manufacturer.
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Manufacturer

Authorized Representative in the European Community

In vitro diagnostic medical device
Catalogue number

Date of manufacture

Use by date

Batch code

Temperature limit

Contains sufficient for <n> tests
Caution

Non-Sterile

Consult instructions for use

Keep away from sunlight
Keep dry

Compliance with EU safety requirements
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ons and suggestions regarding the ELISA kit contact:

Obelis s.a.

Bd Général Wahis 53

1030 Brussels

Belgium

Tel: +(32)2 732-59-54

Fax: +(32)2 732-60-03

mail@obelis.net

Ekvitestlab LLC

Velyka Vasylkivska St. 114, Kyiv, Ukraine, 03150
Tel: 0(800)31-89-87, +38 (044)334-89-87,

e-mail: info@equitest.com.ua, www.equitest.com.ua
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ASSAY PROCEDURE SCHEME

Keep all reagents for 30 min at temperature18-25°C before use

Dispense 90 pl into the wells

(brown)

Add to 10 pl of controls and samples into the wells:

A1 —[CONTROL[ +], B1, C1, D1 — [CONTROL[ -],
other wells — examined samples
(change of colour from brown to blue)

Cover strips with an adhesive film, incubate for 30 min at 37°C

Rinse the wells 5 times with prepared 1:20 (1+19) washing solution TWEEN
(300 pl per well)

Add 100 pl of [SOLN]CONJ] into all wells
(green)

Cover strips with an adhesive film, incubate for 30 min at 37°C

Rinse the wells 5 times with prepared 1:20 (1+19) washing solution TWEEN
(300 pl per well)

Add 100 pl of into all wells
Incubate for 30 min in the dark at 18-25°C

Add 100 pl of [SOLN[STOP] into all wells
(change of colour from blue to yellow)

Measure the optical density (OD) with an ELISA microplate reader at
450/620-695 nm

CALCULATION OF RESULTS

Nc = (Nc1 + Nc2 + Ne3)/3;

CO = Nc+0,3;

IPselmple = ODsample/CO

Nc - the average value of OD 3-x [CONTROL]]
CO - Cut off

IP - sample positivity index

sample

INTERPRETATION OF RESULTS

Children Adults Interpretation
lPsampIe > 0’9 |PSamp|e > 111 POS'TIVE
0,8< IPM <09 0,9=< |PM <11 BORDERLINE
IPsample < 0’8 IPsample < 0:9 NEGAT'VE
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ELISA kit for the qualitative and semi-quantitative
detection of IgG antibodies to herpes simplex virus
types 1 and 2
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EQUI HSV1+2 IgG

ELISA kit for the qualitative and semi-quantitative detection
of IgG antibodies to herpes simplex virus types 1 and 2

1. INTENDED USE

The «EQUI HSV1+2 IgG» ELISA kit is intended to qualitatively and semi-
quantitatively detect IgG antibodies to Herpes simplex virus Type 1 and 2 (HSV-
1/2) in human serum or plasma by enzyme-linked immunosorbent assay (ELISA)
in order to diagnose herpes virus infection. The testing procedure is designed for
both manual arrangements with automatic pipettes and standard equipment, and
for automated «open» immunoassay analyzers.

Target group: women of childbearing age and pregnant women.

Usage: ELISA kit is used in clinical diagnostic laboratories and other institutions
engaged in in vitro diagnostics.

2. CLINICAL SIGNIFICANCE

Herpes simplex virus (HSV) causes chronic, lifelong infection with recurrences
in humans that occurs worldwide. The herpes simplex virus (HSV) is categorized
into 2 types: HSV-1 and HSV-2. HSV-1 is causing oral herpes, HSV-2 causes
genital herpes.

HSV belongs to the big Herpesviridae family, whose representatives are
enveloped, double-stranded DNA viruses. HSV-1 and HSV-2 are similar to each
other at the genetic level but differ in antigenic properties (especially in proteins of
the outer membrane). An important characteristic of herpesviruses is their ability
to persist in cells of the infected organism throughout life. Antibodies to HSV are
detected in high concentrations during the whole life, however, they cannot prevent
recurrences but only hinder the spread of HSV.

Infection with HSV type 1 (HSV-1) is typically transmitted via oral contact and
HSV-2 is mainly sexually transmitted.

Herpes, even asymptomatic, can be detected by virus isolation in cell culture
or by PCR testing of viral DNA in body fluids: whole blood, plasma, serum,
saliva, cerebrospinal fluid, tears, semen, urine, breast milk etc. Another common
method of diagnosis is the detection of specific antibodies to HSV-1/2 antigens.
IgM antibodies appear within 7-10 days after primary infection, their titers rise
during 1-2 months and then decreases. In some people, specific IgM antibodies
can be detected for several months, sometimes up to a year, their titers increase
slightly when the virus is reactivated. IgG antibodies begin to appear 3-4 weeks
after infection, their titers increase rapidly and remain high throughout life. During
reactivation, there may be a slight increase in the titers of specific IgG antibodies.
The signs of primary herpes infection are detection of specific IgM antibodies and
a fourfold increase in the titers of specific IgG antibodies in paired samples taken
with interval of 14-20 days and studied in one analysis.
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3. ANALYSIS PRINCIPLE

The procedure of testing for IgG specific antibodies to HSV1/2 in «kEQUI HSV1+2
IgG» ELISAKkitis based on «indirect» solid-phase ELISA with atwo-stage incubation.
Mixture of inactivated herpes simplex virus type 1 and 2 antigens is entrapped in
the wells. During the first step of incubation of ELISA plate wells with test samples,
specific anti-HSV 1/2 antibodies (if present in the samples), bind to the solid phase
antigens. The wells are washed to remove unbound antibodies and have only
specific antigen-antibody complexes left. Then, a conjugate of anti-species anti-
IgG monoclonal antibodies with horseradish peroxidase is added, which binds to
solid-phase immune complexes. Unbound components are removed by washing.
Antigen-antibody complexes are detected by adding a solution of chromogen
3,3,5,5-tetramethylbenzidine (TMB) with hydrogen peroxide. After 30-minute
incubation, the reaction is stopped by adding the stop solution. The optical density
(OD) in the wells is determined using a spectrophotometer at 450/620-695 nm. The
intensity of the yellow color is proportional to the level of antibodies in the sample.

4. MATERIALS AND EQUIPMENT

4.1. Contents of the ELISA kit

Microplate
Each plate well is coated with a mixture of inactivated
1x96 herpes simplex virus type 1 and 2 antigens. The wells

wells are detachable. After the first opening, store unused
strips in the package at 2-8°C for a maximum of 6
months

1WXe|$|356 Plate for pre-dilution of sera
Positive control

1x 0,25 ml Solution of specific immunoglobulins with preservative

(pink). Store at 2-8°C

Negative control
CONTROLJ -] 1x0,6 ml Negative human serum with preservative (yellow).
Store at 2-8°C

Solution for pre-dilution of sera
LISAMPLE 1x 21 ml Buffer solution with detergent and preservative (brown).
Store at 2-8 °C

Serum dilution solution
1x13 ml  Buffer solution with milk extract, detergent and
preservative (yellow). Store at 2-8°C

<
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z
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(@) o
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Conjugate solution (ready to use)
Buffer solution of monoclonal antibodies to human

Tx13ml IgG, conjugated with horseradish peroxidase, with
stabilizers and preservative (violet). Store at 2-8 °C
TMB solution (ready to use)
SOLN|TMB 1x13ml TMB solution, H,0, a stabilizer, a preservative

(colourless). Store at 2-8 °C
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Washing solution TRITON (20x concentrated)
20-fold phosphate buffer concentrate with Triton X-100
(colourless). Dilute TRITON detergent (20x) at 1:20 with
distilled or deionized water (e. g., 5 mL of concentrate +
95 mL of water for 8 wells) before use. Store the diluted
solution at 2-8 °C for a maximum of 7 days

[TRITON[WASH[20x] 1 x 50 ml

Stop Solution (ready to use)
0.5 mol H,SO, solution (colourless). Store at 2-8 °C

SOLN|STOP 1x13 ml

The ELISA kit also includes adhesive films (2 items), sample application plan
(1 item), checklist, and instruction for use.

4.2. Optional reagents, materials and equipment

Automatic single and multichannel pipettes 10-1000 pL, tips, volumetric
laboratory glassware (10—1,000 mL), deionized or distilled water, thermostat at
37 °C, automatic or semi-automatic plate washer, spectrophotometer (reader) for
microplates at450/620-695 nm, appropriate containers for potentially contaminated
waste, timer, filter paper, disposable powder-free gloves, disinfectants.

5. PRECAUTIONS AND SAFETY

5.1. Precautions
Besuretoreadtheinstructionsforuse carefullybeforethetest. The validity ofthe test
results depends on strict following of the test procedure.

— do not use the ELISA kit components after the expiry date;

— do not use for analysis or mix components of different batches, components
of kits for different nosologies, or reagents from other manufacturers with the
«EQUI HSV1+2 IgG» ELISA Kkit;

— do not freeze the ELISA kit or its contents;

— after using a reagent, close each vial with its cap;

— when washing, control filling and complete aspiration of solution from the
wells;

— use a new pipette tip each time you add samples or reagents;

— prevent direct sunlight from reaching the reagents from the ELISA Kkit;

- solution must be colourless before use. Do not use the solution if
its colour is blue or yellow. Avoid contact of with metals or metal
ions. Use only clean glassware thoroughly rinsed with distilled water;

— do not use reagents with colour not in line with para. 4.1;

— under no circumstances should the same glassware be used for
and [SOLN[TMB];

— do not evaluate the test results visually (without a reader);

— any optional equipment that is in direct contact with biological material or kit
components should be considered contaminated and requires cleaning and
decontamination;

—the ELISA kit includes materials for 96 tests. Dispose of the used components
as well as any remaining unused components.
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5.2. Safety requirements

— all reagents in the ELISA kit are for laboratory professional use for in vitro
diagnosis only and may only be used by qualified personnel;

— conduct the tests in disposable powder-free gloves and goggles only;

— do not eat, drink, smoke, or apply make-up in the test room;

— do not mouth-pipette the solutions;

— controls from the «kEQUI HSV1+2 IgG» ELISA kit have been tested and found
to be for anti-HIV1/2, anti-HCV and anti-Treponema pallidum antibodies and
HBsAg negative; however, controls and test samples should be handled as
potentially hazardous infectious materials;

— some of the kit components contain low concentrations of harmful substances
and can damage skin or mucoga. In case of contact of [SOLN[TMB], [SOLN|STOP]
and with mucous membranes or skin, immediately wash the
affected area with plenty of water;

— in case of spillage of acid-free solutions, e. g. sera, treat the surface with
a disinfectant solution and then wipe dry with filter paper. Otherwise first
neutralize acid with sodium bicarbonate solution and then wipe the surface
dry as described above.

5.3. Waste inactivation and disposal
— the liquid waste must be inactivated, for example, with hydrogen peroxide
solution at the final concentration of 6% for 3 hours at room
temperature, or with sodium hypochlorite at the final concentration of
5% for 30 minutes, or with other approved disinfectants;
— the solid waste must be inactivated by autoclaving at a temperature
not less than 132°C;
— do not autoclave the solutions that contain sodium azide or sodium
hypochlorite;
— disposal of inactivated waste must be conducted due to national laws
and regulations.

6. STORAGE AND STABILITY

ELISA kit is stable up to the expiry date stated on the label when stored
at 2-8°C. The kit should be transported at 2-8°C. Single transportation at a
temperature up to 23°C for two days is possible.

7. SAMPLE COLLECTION, TRANSPORTATION AND
STORAGE GUIDELINES

Collect blood from the vein into the sterile test tube. Test tube must be marked with
patient ID and date of sample collecting. Blood before serum separation can be
stored at 2-8 °C for 24 hours, avoiding freezing.

Serum or plasma can be stored at 2-8 °C for maximum 3 days. Frozen serum
can be stored for longer periods of time at -20 °C or -70 °C. Thaw frozen samples
and keep them at room temperature for 30 minutes before use. After thawing,
the stir samples to achieve homogeneity. Avoid repeated freezing-thawing cycles
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for test samples. If serum (or plasma) is turbid, remove insoluble inclusions by
centrifugation at 3000 rpm for 10-15 minutes. Do not use serum samples with
hyperlipidemia, hemolysis, and bacterial growth.

Transport serum samples in insulated containers. To do that, put closed
labelled tubes in a plastic bag, tightly seal it and place in the centre of an
insulated container.Put the frozen cold packs on the bottom, along the side
walls of the insulated container and on top of the serum samples.

8. REAGENT PREPARATION

NOTE! It is very important to keep all ELISA kit components for at least 30 min
at room temperature 18-25 °C before the assay!

8.1. Microplate preparation

To prevent water condensation in the wells, keep the for 30 minutes at a
room temperature before opening. Open the vacuum pack, detach the appropriate
number of wells, and carefully pack the remaining wells with a desiccant and store
tightly zip-locked at 2-8 °C. Storing the packed plate this way ensures its stability
for 6 months.

8.2. Washing solution preparation

To prepare detergent, dilute [TRITONJWASH[20x]| at 1:20 (1+19) with distilled or
deionized water and stir. E. g., 5 mL of concentrate + 95 mL of water, which is
enough for 8 wells. If there are crystals present in the detergent concentrate, heat
the vial at 37 °C until the crystals dissolve completely (15-20 minutes). Store the
diluted solution at 2-8 °C for a maximum of 7 days.

8.3. Pre-dilution of samples and controls

Dilute test samples and calibrators 10 times with [PREDIL[SAMPLE]. To do this, add
90 ul of [PREDIL[SAMPLE] to the required number of [PREDIL[PLATE] wells (supplied) and
add 10 pl of samples and controls. Carefully pipette the mixture when applying
samples and calibrators, the color of the solution in the wells should change
from brown to blue. The procedure for dilution of samples and controls should be
performed immediately before analysis.

9. ASSAY PROCEDURE

9.1. Prepare the required number of wells for analysis (five wells for calibrators
and the required number for test samples), insert them into the frame of the
ELISA plate. Be sure to include calibrator wells in each test run.

9.2.Fill in the sample application plan.

9.3.Prepare the detergent as per para. 8.2.

9.4.Prepare a pre-dilution of samples and controls per para. 8.3.

9.5.Add 90 pl of [DIL[SAMPLE] into each plate well.

9.6.Add 10 pl of pre-diluted 1:10 controls and test samples into the wells:

—into well A1,
[CONTROL[ -] — into wells B1, C1, D1,
into wells B1, C1, D1.
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Thus, the final dilution of the samples in the wells should be 1:100. During
the application time, the color of the solution changes from yellow to green.
Carefully pipette the mixture into the wells to prevent foaming.
9.7. Cover the strips up with adhesive film and incubate for 30 minutes at 37 °C.
9.8.Remove and discard the adhesive film and wash all wells 5 times with
automatic washer or 8-channel pipette as follows:
— aspirate the content of all wells into a liquid waste container;
— add a minimum of 300 pl of diluted washing solution to each well, soak
each well for 30 seconds;
— aspirate the content of all wells again. The residual volume after every
aspiration should be less than 5 pl;
— repeat the washing step 4 more times;
— after the final aspiration, eliminate extra moisture by tapping the plate
against a piece of filter paper.
9.9.Add 100 pL of [SOLN[CONJ] into each well. Cover the strips with a new piece of
adhesive film and incubate for 30 minutes at 37°C.
9.10. Following incubation, remove the film carefully and wash the wells five times
as described in para. 9.8.

9.11. Add 100 pL of [SOLN[TMB] into the wells, do not touch the bottom and the walls
of the plate wells.

9.12. Incubate the strips for 30 minutes in a dark place at a room temperature of
18-25 °C. Do not use adhesive film at this stage.

9.13. Add 100 pL of into each strip well to stop the enzymatic reaction;
adhere to the same sequence of actions as when adding [SOLN[TMB]. At the
time of adding, the solution colour changes from blue to yellow, and clear
solution slightly changes its shade.

9.14. Measure the optical density (OD) of the wells at 450/620-695 nm wavelength
using an ELISA microplate reader within 5 minutes after stopping the reaction.
Pay attention to the cleanness of the plate bottom and the absence of bubbles
in the wells before reading.

Measurementatthe single wavelengthof450nmispossible,inthatcase, itis
needed to leave one well for blank (only [SOLN[TMB] gnd [SOLNISTOP| must be
added in blank well).

10. CALCULATION AND INTERPRETATION OF RESULTS

10.1. Calculation of results -
Calculate the average OD for the negative control (Nc), Cut off (CO) and a
sample positivity index (IP

sample)'

Nc = (Nc1 + Nc2 + Nc3)/3; CO= Nc + 0,2
IP =0D /CO, where OD_,

sample sample

mple 1S the OD sample

10.2. Quality control (assay validation)
The test results are considered valid if they meet the following requirements:
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oD=21,2
OD < 0,150
where Ncn is the OD for

Nc x 0,5 < Ncn < Nc x 2,0 each Nc run

If any of the OD values for the negative control is beyond the above interval, it
should be discarded, and Nc is calculated based on the remaining OD values for
the negative control. If several OD values for the negative control fail to meet the
above requirements, the test is considered invalid and requires a new run.

10.3. Interpretation of results

P, 0> 11 POSITIVE
09<IP, . <11  BORDERLINE*
P, .<09 NEGATIVE

sample

* Borderline samples are recommended to be re-examined in two wells of the
ELISA kit. If the results are again uncertain, a new sample should be selected and
analyzed in 2-4 weeks. In case of repeated indeterminate results, such samples
shall be considered negative.

Use of the positivity index allows for a semi-quantitative comparative analysis
of the level of specific antibodies in the dynamics of paired samples obtained from
patients with an interval of 2-4 weeks. It should be borne in mind that IPsampIe within
1,1 — 7,0 proportional to the content of specific antibodies. If IPsampIe is higher 7,0,
to correctly assess the content of specific antibodies, it is recommended to re-
analyze the sample previously diluted 10 times [DIL[SAMPLE|. When determining the
final result in this case, multiply the value obtained IP on the degree of dilution
(x10).

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical performance characteristics

Precision of measurement
Intra assay repeatability

The coefficient of variation (CV) for two sera with different levels of specific
antibodies was evaluated with 32 repeats on one series of ELISA kits.

sample

Sample No. OD,, IP,, CV, %
385 1,102 51 13,0
381 2,517 11,8 91

Inter assay reproducibility

The coefficient of variation (CV) for two sera with different levels of specific
antibodies was evaluated for four days in four sets of analysis of 8 repeats in each
analysis.
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Sample No. oD IP,, CV, %

av

385 1,126 5,2 14,7
381 2,714 121 12,0

Analytical specificity

The test results are not affected by bilirubin at up to 0,21 mg/mL (361,8 ymol/L),
haemoglobin at up to 10 mg/mL and triglycerides at up to 10 mg/mL (11,3 mmol/l)
present in the sample.

11.2. Diagnostic characteristics

To evaluate clinical sensitivity and specificity of «EQUI HSV1+2 IgG» EKISA
kits, commercial sera control panel «Anti-Herpes Simplex Virus Type 1&2 Mixed
Titer Performance Panel PTH201» (SeraCare Life Sciences, USA), which consists
of 25 characterized samples of serum and human blood plasma was used. In
«EQUI HSV1+2 IgG» ELISA kit 20 panel samples were determined as positive
and 1 sample was determined as uncertain. Obtained results correspond with the
passport data.

Method characteristics in comparison with equal CE marked commercial ELISA
kit was studied in target group of pregnant women and donor samples (total 305
samples). For these samples relative sensitivity of «kEQUI HSV1+2 IgG» ELISA kit
was 99,3%, percent agreement — 97,6%, total prevalence in population — 91,5%,
which corresponds to the literature data. Relative specificity studies were performed
on 44 sera that did not contain IgG antibodies to Herpes simplex virus Type 1 and
2 (according to the results obtained in a commercial comparison test system). For
these samples relative specificity of «<EQUI HSV1+2 IgG» ELISA kit was 97,7%.

12. LIMITATIONS OF ASSAY

Positive result in «<EQUI HSV1+2 IgG» ELISA kit support presence of specific
IgG antibodies to Herpes simplex virus Type 1 and/or 2 that are produced when
infected with HSV-1 and/or HSV-2.

For the correct diagnosis of herpes virus infection, it is recommended to conduct
a study for the presence of IgG antibodies in paired samples obtained with a blood
drive interval of at least two weeks. Detection of specific IgM antibodies (e.g. in
«EQUI HSV1+2 IgM» ELISA kit) should also be performed. Interpretation of results
should be based on results of complex laboratory tests and clinical manifestations
of the disease.

13. DIFFICULTIES THAT CAN OCCUR DURING THE ASSAY
PROCEDURE

Possible reasons | Solution
High background in all wells

Clean the washer head and rinse
according to the instructions for use

Contaminated washer
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Poor quality or contaminated water

Use purified water with specific
resistance = 10 MQ - cm

Use of poorly washed glassware

Use chemically clean utensils

Use of chlorinated disinfectants

Do not use chlorine disinfectants

Use of contaminated tips

Use new tips

Increased incubation times or change
in the temperature conditions

Adhere to the incubation regime
according to the instructions for use

High background in a row of wells

Repeat application of TMB solution

TMB solution should be applied
once

Contamination of the automatic pipette

Clean the pipette and dial carefully

nozzle with conjugate solution liquid
Contamination of one of the Clean the flush channel, rinse
washer’s channel washer

Received OD of the positive control is below the border value

One of the reagents (conjugate
solution or TMB solution) was not
prepared in a correct way or was not

Re-conduct ELISA, pay attention to
the correctness of the introduction
of these reagents

added
Reduced incubation times at any Incubate according to
stage instructions for use

The colour density of the wells fails to meet the obtained optical
density value

This may suggest that the optical
beam has been displaced

Check the correct operation of the
reader

14. TECHNICAL ASSISTANCE AND CUSTOMER SERVICE
In case of technical problems, you can obtain assistance by contacting the

manufacturer.
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For questions and suggestions regarding the ELISA kit contact:

Manufacturer

In vitro diagnostic medical device

Catalogue number

Date of manufacture

Use by date

Batch code

Temperature limit

Contains sufficient for <n> tests

Caution
Consult instructions for use

Keep away from sunlight

Mark of compliance with technical regulations
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Ekvitestlab LLC
Velyka Vasylkivska St. 114, Kyiv, Ukraine, 03150

Tel: 0(800)31-89-87, +38 (044)334-89-87,
e-mail: info@equitest.com.ua, www.equitest.com.ua
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ASSAY PROCEDURE SCHEME

Keep all reagents for 30 min at temperature18-25°C before use

Add 90 pl of [PREDIL[SAMPLE] into [PREDIL[PLATE] and 10 ul each of the tested
samples and controls
(the color changes from brown to blue)

Add 90 pl of [DIL[SAMPLE] into all wells plate

(yellow)

Add 10 pl of pre-diluted controls and test samples into the wells:

A1 —[CONTROL[ +], B1, C1, D1 —[CONTROL[ ],
E1 and other wells — test samples
(change of colour from yellow to green)

Cover strips with an adhesive film, incubate for 30 min at 37°C

Rinse the wells 5 times with prepared 1:20 (1+19) washing solution TRITON
(300 pl per well)

Add 100 pl of [SOLN[CONJ]into all wells

(violet)
Cover strips with an adhesive film, incubate for 30 min at 37°C

Rinse the wells 5 times with prepared 1:20 (1+19) washing solution TRITON
(300 pl per well)

Add 100 pl of into all wells
Incubate for 30 min in the dark at 18-25°C

Add 100 pl of [SOLN]STOP] into all wells
(change of colour from blue to yellow)

Measure the optical density (OD) with an ELISA microplate reader at
450/620-695 nm

CALCULATION OF RESULTS
Nc = (Nc1 + Nc2 + Nc3)/3;

CO=Nc+0,2;

IPsampIe = ODsampIe/CO

Nc - the average value of OD 3x
CO - cut off

IP - sample positivity index

sample

INTERPRETATION OF RESULTS

P, > 11 POSITIVE
<1, BORDERLINE

09=<IP_ 1o

IP <09 NEGATIVE

sample
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EQUI HSV1+2 IgM

ELISA kit for the qualitative detection of IgM antibodies
to herpes simplex virus types 1 and 2

1. INTENDED USE

The «EQUI HSV1+2 IgM» ELISA kit is intended to qualitatively detect IgM
antibodies to Herpes simplex virus Type 1 and 2 (HSV-1/2) in human serum or
plasma by enzyme-linked immunosorbent assay (ELISA) in order to diagnose
acute herpes virus infection. The testing procedure is designed for both manual
arrangements with automatic pipettes and standard equipment, and for automated
«openy immunoassay analysers.

Target group: women of childbearing age and pregnant women.

Usage: ELISA kit is used in clinical diagnostic laboratories and other institutions
engaged in in vitro diagnostics.

2. CLINICAL SIGNIFICANCE

Herpes simplex virus (HSV) causes chronic, lifelong infection with recurrences
in humans that occurs worldwide. The herpes simplex virus (HSV) is categorized
into 2 types: HSV-1 and HSV-2. HSV-1 is causing oral herpes, HSV-2 causes
genital herpes.

HSV belongs to the big Herpesviridae family, whose representatives are
enveloped, double- stranded DNA viruses. HSV-1 and HSV-2 are similar to each
other at the genetic level but differ in antigenic properties (especially in proteins of
the outer membrane). An important characteristic of herpesviruses is their ability
to persist in cells of the infected organism throughout life. Antibodies to HSV are
detected in high concentrations during the whole life, however, they cannot prevent
recurrences but only hinder the spread of HSV.

Infection with HSV type 1 (HSV-1) is typically transmitted via oral contact and
HSV-2 is mainly sexually transmitted.

Herpes, even asymptomatic, can be detected by virus isolation in cell culture
or by PCR testing of viral DNA in body fluids: whole blood, plasma, serum,
saliva, cerebrospinal fluid, tears, semen, urine, breast milk etc. Another common
method of diagnosis is the detection of specific antibodies to HSV-1/2 antigens.
IgM antibodies appear within 7-10 days after primary infection, their titers rise
during 1-2 months and then decreases. In some people, specific IgM antibodies
can be detected for several months, sometimes up to a year, their titers increase
slightly when the virus is reactivated. IgG antibodies begin to appear 3-4 weeks
after infection, their titers increase rapidly and remain high throughout life. During
reactivation, there may be a slight increase in the titers of specific IgG antibodies.
The signs of primary herpes infection are detection of specific IgM antibodies and
a fourfold increase in the titers of specific IgG antibodies in paired samples taken
with interval of 14-20 days and studied in one analysis.
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3. ANALYSIS PRINCIPLE

The procedure of testing for IgM specific antibodies to HSV1/2 in «kEQUI HSV1+2
IgM» ELISA kit is based on «IgM trapping» of solid-phase ELISA with a two-stage
incubation. Monoclonal antibodies specific to IgM human immunoglobulins are
entrapped in the wells. During the first step of incubation of ELISA plate wells
with test samples, IgM immunoglobulins (if present in the samples) bind to the
monoclonal antibodies on the solid phase. The wells are washed to remove
unbound antibodies and have only specific antibody-antibody complexes left. Then,
mix of peroxidase conjugates of gG1 and gG2 recombinant antigens (analogues
of glycoproteins HSV-1 and HSV-2) is added, which binds to solid-phase immune
complexes. Unbound components are removed by washing. Immune complexes
are detected by adding a solution of chromogen 3,3’,5,5'-tetramethylbenzidine
(TMB) with hydrogen peroxide. After 30-minute incubation, the reaction is stopped
by adding the stop solution. The optical density (OD) in the wells is determined
using a spectrophotometer at 450/620-695 nm. The intensity of the yellow color is
proportional to the level of antibodies in the sample.

4. MATERIALS AND EQUIPMENT

4.1. Contents of the ELISA kit

Microplate

Each plate well is coated with monoclonal antibodies
specific for human IgM immunoglobulins. The wells are
detachable. After the first opening, store unused strips
in the package at 2-8 °C for a maximum of 6 months

1x96
wells

STRIPS

Positive control

Solution of human IgM immunoglobulins crosslinked
with monoclonal antibodies, specific for horseradish
peroxidase with preservative (pink). Store at 2-8°C

1x0,25 ml

Negative control
[CONTROL] - | 1x0,6 ml Negative human serum with a preservative (yellow).
Store at 2-8 °C

Serum dilution solution
DIL|[SAMPLE 1x 13 ml  Buffer solution with a milk extract, a detergent and a
preservative (violet). Store at 2-8 °C

Conjugate (11x concentrate)
11-fold concentrate of recombinant HSV-1 and HSV-2
(gG1 and gG2) antigens conjugate with horseradish
peroxidase, with stabilizers (violet). Store at 2-8 °C
1x1,3ml Dilute the conjugate (11x) at 1:11 with a conjugate
dilution solution before use (e. g., 100 pL of concentrate
+ 1 mL of conjugate dilution solution is enough for 8
wells). Store the diluted solution at 2-8 °C for a maximum
of 24 hours
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Conjugate dilution solution
1x 14 ml Buffer solution with a detergent and a preservative
(yellow). Store at 2-8 °C

TMB solution (ready to use)
1x13ml TMB solution, H,O, a stabilizer, a preservative

(colourless). Store 2at 22-8 °C

Washing solution TRITON (20x concentrated)
20-fold phosphate buffer concentrate with Triton X-100
(colourless). Dilute TRITON detergent (20x) at 1:20 with
distilled or deionized water (e. g., 5 mL of concentrate +
95 mL of water for 8 wells) before use. Store the diluted
solution at 2-8 °C for a maximum of 7 days

[TRITON[WASH[20x] 1 x 50 ml

Stop Solution (ready to use)
1xA3ml 6 5 mol H,SO, solution (colourless). Store at 2-8 °C

The ELISA kit also includes adhesive films (2 items), sample application plan
(1 item), checklist, and instruction for use.

4.2. Optional reagents, materials and equipment

Automatic single and multichannel pipettes 10-1000 pL, tips, volumetric
laboratory glassware (10—1,000 mL), deionized or distilled water, thermostat at
37 °C, automatic or semi-automatic plate washer, spectrophotometer (reader) for
microplates at450/620-695 nm, appropriate containers for potentially contaminated
waste, timer, filter paper, disposable powder-free gloves, disinfectants.

5. PRECAUTIONS AND SAFETY

5.1. Precautions
Besuretoreadtheinstructionsforuse carefullybeforethetest. The validity ofthe test
results depends on strict following of the test procedure.

— do not use the ELISA kit components after the expiry date;

— do not use for analysis or mix components of different batches, components
of kits for different nosologies, or reagents from other manufacturers with the
«EQUI HSV1+2 IgM» ELISA Kit;

— do not freeze the ELISA kit or its contents;

— after using a reagent, close each vial with its cap;

— when washing, control filling and complete aspiration of solution from the
wells;

— use a new pipette tip each time you add samples or reagents;

— prevent direct sunlight from reaching the reagents from the ELISA Kkit;

- solution must be colourless before use. Do not use the solution if
its colour is blue or yellow. Avoid contact of with metals or metal
ions. Use only clean glassware thoroughly rinsed with distilled water;

— do not use reagents with colour not in line with para. 4.1;

— under no circumstances should the same glassware be used for conjugate
solution and [SOLN[TMB];
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— do not evaluate the test results visually (without a reader);

— any optional equipment that is in direct contact with biological material or kit
components should be considered contaminated and requires cleaning and
decontamination;

—the ELISA kit includes materials for 96 tests. Dispose of the used components
as well as any remaining unused components.

5.2. Safety requirements

— all reagents in the ELISA kit are for laboratory professional use for in vitro
diagnosis only and may only be used by qualified personnel;

— conduct the tests in disposable powder-free gloves and goggles only;

— do not eat, drink, smoke, or apply make-up in the test room;

— do not mouth-pipette the solutions;

— controls from the «kEQUI HSV1+2 IgM» ELISA kit have been tested and found
to be for anti-HIV1/2, anti-HCV and anti-Treponema pallidum antibodies and
HBsAg negative; however, controls and test samples should be handled as
potentially hazardous infectious materials;

— some of the kit components contain low concentrations of harmful substances
and can damage skin or mucoga. In case of contact of [SOLN[TMB| [SOLN|STOP]
and conjugate solution with mucous membranes or skin, immediately wash
the affected area with plenty of water;

— in case of spillage of acid-free solutions, e. g. sera, treat the surface with
a disinfectant solution and then wipe dry with filter paper. Otherwise first
neutralize acid with sodium bicarbonate solution and then wipe the surface
dry as described above.

5.3. Waste inactivation and disposal
— the liquid waste must be inactivated, for example, with hydrogen peroxide
solution at the final concentration of 6% for 3 hours at room
temperature, or with sodium hypochlorite at the final concentration of
5% for 30 minutes, or with other approved disinfectants;
— the solid waste must be inactivated by autoclaving at a temperature
not less than 132°C;
— do not autoclave the solutions that contain sodium azide or sodium
hypochlorite;
— disposal of inactivated waste must be conducted due to national laws
and regulations.

6. STORAGE AND STABILITY

ELISA kit is stable up to the expiry date stated on the label when stored
at 2-8°C. The kit should be transported at 2-8°C. Single transportation at a
temperature up to 23°C for two days is possible.

7. SAMPLE COLLECTION, TRANSPORTATION AND

STORAGE GUIDELINES
Collect blood from the vein into the sterile test tube. Test tube must be marked with
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patient ID and date of sample collecting. Blood before serum separation can be
stored at 2-8 °C for 24 hours, avoiding freezing.

Serum or plasma can be stored at 2-8 °C for maximum 3 days. Frozen serum
can be stored for longer periods of time at -20 °C or -70 °C. Thaw frozen samples
and keep them at room temperature for 30 minutes before use. After thawing,
the stir samples to achieve homogeneity. Avoid repeated freezing-thawing cycles
for test samples. If serum (or plasma) is turbid, remove insoluble inclusions by
centrifugation at 3000 rpm for 10-15 minutes. Do not use serum samples with
hyperlipidemia, hemolysis, and bacterial growth.

Transport serum samples in insulated containers. To do that, put closed
labelled tubes in a plastic bag, tightly seal it and place in the centre of an
insulated container.Put the frozen cold packs on the bottom, along the side
walls of the insulated container and on top of the serum samples.

8. REAGENT PREPARATION

NOTE! It is very important to keep all ELISA kit components for at least 30 min
at room temperature 18-25 °C before the assay!

8.1. Microplate preparation

To prevent water condensation in the wells, keep the for 30 minutes at a
room temperature before opening. Open the vacuum pack, detach the appropriate
number of wells, and carefully pack the remaining wells with a desiccant and store
tightly zip-locked at 2-8 °C. Storing the packed plate this way ensures its stability
for 6 months.

8.2. Washing solution preparation

To prepare detergent, dilute [TRITONJWASH[20x| at 1:20 (1+19) with distilled or
deionized water and stir. E. g., 5 mL of concentrate + 95 mL of water, which is
enough for 8 wells. If there are crystals present in the detergent concentrate, heat
the vial at 37 °C until the crystals dissolve completely (15-20 minutes). Store the
diluted solution at 2-8 °C for a maximum of 7 days.

8.3. Conjugate solution preparation

Prepare conjugate working dilution as follows: dilute (violet) in a clean
vial with (yellow) solution at the ratio of 1:11 (i. e. 1+10); the solution
turns green. For example, to fill 8 test wells, add 100 L of [CONJ[TIx]. The working
dilution of conjugate solution remains stable for 24 hours if stored at 2-8 °C.

9. ASSAY PROCEDURE
9.1. Prepare the required number of wells for analysis (five wells for calibrators
and the required number for test samples), insert them into the frame of the
ELISA plate. Be sure to include calibrator wells in each test run.

9.2.Fill in the sample application plan.

9.3.Prepare the detergent as per para. 8.2.

9.4.Add 90 pL of [DILISAMPLE] into each plate well.
9.5.Add 10 uL of controls and test samples into the wells:
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—into well A1,
[CONTROL[ -] — into wells B1, C1, D1,
and test samples into the remaining wells.
At the time of adding, the solution changes its colour from violet to blue.
Pipette the mix in the wells carefully to avoid foaming.
9.6.Cover the strips up with adhesive film and incubate for 30 minutes at 37 °C.
9.7.Remove and discard the adhesive film and wash all wells 5 times with
automatic washer or 8-channel pipette as follows:
— aspirate the content of all wells into a liquid waste container;
— add a minimum of 300 pl of diluted washing solution to each well, soak
each well for 30 seconds;
— aspirate the content of all wells again. The residual volume after every
aspiration should be less than 5 pl;
— repeat the washing step 4 more times;
— after the final aspiration, eliminate extra moisture by tapping the plate
against a piece of filter paper.
9.8.Prepare the conjugate solution as per para. 8.3.
9.9.Add 100 pL of conjugate solution into each well. Cover the strips with a new
piece of adhesive film and incubate for 30 minutes at a room temperature
18-25°C.
9.10. Following incubation, remove the film carefully and wash the wells five times
as described in para. 9.7.

9.11. Add 100 pL of [SOLN[TMB] into the wells, do not touch the bottom and the walls
of the plate wells.

9.12. Incubate the strips for 30 minutes in a dark place at a room temperature of
18-25 °C. Do not use adhesive film at this stage.

9.13. Add 100 pL of [SOLNISTOP] into each strip well to stop the enzymatic reaction;
adhere to the same sequence of actions as when adding [SOLN[TMB]. At the
time of adding, the solution colour changes from blue to yellow, and clear
solution slightly changes its shade.

9.14. Measure the optical density (OD) of the wells at 450/620-695 nm wavelength
using an ELISA microplate reader within 5 minutes after stopping the reaction.
Pay attention to the cleanness of the plate bottom and the absence of bubbles
in the wells before reading.

Measurementatthe single wavelengthof450nmispossible,inthatcase, itis
needed to leave one well for blank (only [SOLN[TMB] gand [SOLNISTOP| must be
added in blank well).

10. CALCULATION AND INTERPRETATION OF RESULTS

10.1. Calculation of results -

Calculate the average OD for the negative control (Nc), Cut off (CO) and a
sample positivity index (IP

sample)'

Nc = (Nc1 + Nc2 + Nc3)/3;  CO=Nc +0,2
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IP =0D /CO, where OD

sample sample
10.2. Quality control (assay validation)
The test results are considered valid if they meet the following requirements:
OD=>1,2
OD <0,150
where Ncn is the OD

Nc x 0,5 < Nen < Nc x 2,0 for each Nc run

If any of the OD values for the negative control is beyond the above interval, it
should be discarded, and Nc is calculated based on the remaining OD values for
the negative control. If several OD values for the negative control fail to meet the
above requirements, the test is considered invalid and requires a new run.

is the OD sample

sample

10.3. Interpretation of results

P, 0> 11 POSITIVE
09<IP_ . <11  BORDERLINE*
P, <09 NEGATIVE

sample

* Borderline samples are recommended to be re-examined in two wells of the
ELISA kit. If the results are again uncertain, a new sample should be selected and
analyzed in 2-4 weeks. In case of repeated indeterminate results, such samples
shall be considered negative.

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical performance characteristics

Precision of measurement
Intra assay repeatability

The coefficient of variation (CV) for two sera with different levels of specific
antibodies was evaluated with 32 repeats on one series of ELISA Kkits.

Sample No. OoD,, P, CV, %
637 0,769 31 4,0
1487 1,258 51 4.8

Inter assay reproducibility

The coefficient of variation (CV) for two sera with different levels of specific
antibodies was evaluated for four days in four sets of analysis of 8 repeats in each
analysis.

Sample No. OoD,, P, CV, %
637 0,726 3,1 73
1487 1,180 50 75

Analytical specificity

The test results are not affected by bilirubin at up to 0.21 mg/mL (361.8 pmol/L),
haemoglobin at up to 10 mg/mL and triglycerides at up to 10 mg/mL (11.3 mmol/l)
present in the sample.
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11.2. Diagnostic characteristics

To evaluate clinical sensitivity and specificity of «<EQUI HSV1+2 IgM» EKISA Kkits,
commercial sera control panel «Anti-Herpes Simplex Virus Type 1&2 Mixed Titer
Performance Panel PTH201» (SeraCare Life Sciences, USA), which consists of
25 characterized samples of serum and human blood plasma was used. In «<EQUI
HSV1+2 IgM» ELISA kit 7 panel samples were determined as positive. Obtained
results correspond with the passport data.

Method characteristics in comparison with equal CE marked commercial ELISA
kit was studied in target group of pregnant women (124 samples). For these
samples relative specificity of «kEQUI HSV1+2 IgM» ELISA kit was 97.4%, percent
agreement — 97.4%. Relative sensitivity studies were performed on 35 sera that
contained IgM antibodies to Herpes simplex virus Type 1 and 2 (according to the
results obtained in a commercial comparison test system). For these samples
relative sensitivity of «kEQUI HSV1+2 IgM» ELISA kit was 94.3%.

12. LIMITATIONS OF ASSAY

Positive result in «<EQUI HSV1+2 IgM» ELISA kit support presence of specific
IgM antibodies to Herpes simplex virus Type 1 and/or Type 2.

HSV-specific IgM antibodies are present during acute herpes virus infection.
Antibodies of this class are not always evidence of primary herpes virus infection.
Specific IgM antibodies may also be synthesized upon relapse. To differentiate
primary herpes virus infection and past infection, it is recommended to analyze
sample for specific IgG antibodies (for example, in «kEQUI HSV1+2 IgG» ELISA Kkit).
If the sample is obtained after a short amounts of time after infection, IgM class
antibodies may not be detected.

If the sample is obtained in a short time after infection, specific IgM antibodies
may not be detected.

Results obtained from immunosuppressed individuals should be interpreted with
caution.

Final diagnosis can’'t be established only based on the results of a serological
test. Interpretation of results should be based on results of complex laboratory
tests and clinical manifestations of the disease.

13. DIFFICULTIES THAT CAN OCCUR DURING THE ASSAY
PROCEDURE

Possible reasons | Solution

High background in all wells

Clean the washer head and rinse
according to the instructions for use

Use purified water with specific
resistance = 10 MQ - cm

Contaminated washer

Poor quality or contaminated water

Use of poorly washed glassware Use chemically clean utensils

Use of chlorinated disinfectants Do not use chlorine disinfectants
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Use of contaminated tips

Use new tips

Increased incubation times or change
in the temperature conditions

Adhere to the incubation regime
according to the instructions for use

High background in a row of wells

Repeat application of TMB solution

TMB solution should be applied
once

Contamination of the automatic pipette

Clean the pipette and dial carefully

nozzle with conjugate solution liquid
Contamination of one of the Clean the flush channel, rinse
washer’s channel washer

Received OD of the positive control is below the border value

One of the reagents (conjugate
solution or TMB solution) was not
prepared in a correct way or was not

Re-conduct ELISA, pay attention to
the correctness of the introduction
of these reagents

added
Reduced incubation times at any Incubate according to
stage instructions for use

The colour density of the wells fails to meet the obtained optical
density value

This may suggest that the optical
beam has been displaced

Check the correct operation of the
reader

14. TECHNICAL ASSISTANCE AND CUSTOMER SERVICE
In case of technical problems, you can obtain assistance by contacting the

manufacturer.
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For questions and suggestions regarding the ELISA kit contact:

Manufacturer

In vitro diagnostic medical device

Catalogue number

Date of manufacture

Use by date

Batch code

Temperature limit

Contains sufficient for <n> tests

Caution
Consult instructions for use

Keep away from sunlight

Mark of compliance with technical regulations
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Ekvitestlab LLC
Velyka Vasylkivska St. 114, Kyiv, Ukraine, 03150

Tel: 0(800)31-89-87, +38 (044)334-89-87,
e-mail: info@equitest.com.ua, www.equitest.com.ua
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ASSAY PROCEDURE SCHEME

Keep all reagents for 30 min at temperature18-25°C before use

Add 90 pl of [DIL[SAMPLE] into all wells plate

(violet)

Add 10 ul of controls and samples into the wells:

A1 —[CONTROL[ +], B1, C1, D1 — [CONTROL[ -],
E1 and other wells — test samples
(change of colour from violet to blue)

Cover strips with an adhesive film, incubate for 30 min at 37°C

Rinse the wells 5 times with prepared 1:20 (1+19) washing solution TRITON
(300 pl per well)

Add 100 pl of the prepared 1:11 (1+10) conjugate solution to the wells of the
strips (green)

Cover strips with an adhesive film, incubate for 30 min at 18-25°C

Rinse the wells 5 times with prepared 1:20 (1+19) washing solution TRITON
(300 pl per well)

Add 100 pl of [SOLN[TMB] into all wells
Incubate for 30 min in the dark at 18-25°C

Add 100 pl of [SOLN[STOP] into all wells

(change of colour from blue to yellow)

Measure the optical density (OD) with an ELISA microplate reader at
450/620-695 nm

CALCULATION OF RESULTS
Nc = (Nc1 + Nc2 + Nc3)/3;

CO=Nc+0,2;

IPsample = ODsampIe/CO

Nc - the average value of OD 3-x [CONTROL[-]
CO - Cut off

IP - sample positivity index

sample

INTERPRETATION OF RESULTS
P, 0> 11 POSITIVE
09<IP, . <11 | BORDERLINE

IP <09 NEGATIVE

sample




Toxocara canis IgG

NDA-Habop Aona Ka4ecCTBEHHOro O6Hapy»XeHus
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EQUI Toxocara canis IgG

NOA-Habop ansa kKa4ecTBEHHOro 0bHapyKeHUst aHTuTen
knacca IgG k Toxocara canis

1. HASBHAYEHMUE

NdA-Habop «EQUI Toxocara canis IgG» npegHasHadeH Onsi KAYECTBEHHOrO
obHapyxeHunsa aHtuten knacca IgG k Toxocara canis B CbIBOPOTKE UMK Nnasme
KpOBM 4enioBeka MeTogoM WMMMyHodepMmeHTHoro aHanusa (MDA) ¢ uenbto
ONarHoCTUKKM TOKcokapo3a. [pouenypa aHanusa paccuyuTaHa Kak gnsg pyyYHon
NMOCTAHOBKM C aBTOMaTM4eCKUMM NUNeTkaMmy U cTaHgapTHbIM 000pyaoBaHueEM,
Tak 1 aBTOMaTU4ECKOro MMMYHO(EPMEHTHOIO aHanmM3aTopa «OTKPbITOro» Tuna.

LleneBas rpynna: getu, BnagernbLbl AOMALLIHNX XXUBOTHbIX, CEMbCKNE XUTENN,
Oa4vHMKK, NECHUKKN, BETEPUHAPphI.

MpumeHeHune: VPA-Habop nNpuMeHsieTca B KIMHUYECKUX ONArHOCTUYECKUX
nabopaTtopusix U APYrux yuypexaeHusix, paboTtawwmx B obnactu in Vvitro
ONarHOCTUKMN.

2. KIMHUWYECKOE 3HAYEHUE

Tokcokapo3 — pacnpocTpaHeHHoe 3aboneBaHue, Bbi3abiIBaeMO€e refibMUHTaMu
pooa Toxocara v nepefaBaeMoe YenoBeKy OT XMBOTHbIX. PacnpocTpaHeH
TOKCOKapo3 Mo BCeMy 3eMHOMYy Lapy, O[HaKO u4alle BCTpevaeTcs B
HebnarononyyHblX permoHax € MAOXUMU TUTMEHMYECKUMM ycroBusmu. B
HekoTopbIx panoHax go 90% weHkoB U 0o 10% B3pocnbiXx JoMallHUX cobak
3apaXkeHbl TOKCOKapaMu. Puck 3apaxeHus Bbllle AN BRagenbueB Kollek
N cobak u OgeTen Yepes Urpbl B NecoyvHuUax WU Ha nnouiagkax, 3arps3HeHHbIX
dekanmamm XNBOTHbIX.

Tokcokapbl — 3TO Kpyrible YepBu, OTHocALWmMecs k Tuny Nematoda. lNMaTtonorumn y
YenoBeKa BbI3bIBaOT BOCHOBHOM Toxocara canis, nopaxatLime npeacrtaButenem
cemencTBacobaubunx, pexxe — Toxocara cati, N(penMyLLeCTBEHHO NapasnUTUPYOLLNX
y Kowaybux. B opraHMame MHOUUNPOBAHHbBIX XUBOTHbLIX B3POCIble TOKCOKaphbl
pocTuratT pa3mepoB 5-15 cM, 34ech e NPONCXoaUT UX NONTOBOE Pa3MHOXEHUE.
CaMky renbMUHTOB OTKnagbiBatoT okono 200 TeicaY AuL B CYTKWU, KOTOpPbIE
BbIAENSIOTCS BO BHELUHIOW Cpefy C Karom, rae npu 6naronpusTHbIX YCIOBUSAX
yepe3 HECKONbKO Heaernb CO3peBaHUS B MOYBE CTAHOBATCS WMHBA3MOHHbLIMU
— BHYTPU HUX pas3BMBaeTCs NuMyuMHKa. B opraHmamax napaTeHu4eckux Xo3sieB
(MbILWKX, NTUUBI, KOPOBbI, CBMHbLW W T.M.) NPOXOOUT Pa3BUTUE FUYUHKN Oe3
pPa3MHOXEHUs, NP HEONaronpuATHLIX YCNOBUSAX NUYUHKU WHKaMNCynupytTcs
N MOTYT COXPaHsiTb XM3HECNOCOBHOCTb AnuTtenbHoe Bpems (4o 10 net). OHu
TakXe MOryT CIY>XUTb UICTOYHUKOM UHBA3UM.

3apaxeHne 4eroBeka MNPoOUCXOOUT ekarnbHO-OpanbHbiM MyTeM nNpu
npornaTtbiBaHUN 3penbiXx auy Toxocara canis € 3arpsi3HEHHbIMW MoYBaMMU
oBollamu, dpyKTamu, sirogamu, Tps3HbIMU pykamu unm notpebneHnem msca
napaTeHNYecKnx Xo3sieB. B TOHKOM KULLEYHMKE NIUYUHKM BbIXOOAT U3 oboroyek
N MPOHUKAIKT Yepe3d CTEeHKU KULLOK B KPOBEHOCHOE pycrio. C KpPOBbIO NUUYUHKK
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MUTPUPYIOT B APyrne opraHbl U TKaHW: NeYeHun, nerkne, Mblwubl, rmasa, LHC u
T.4. Y BOMbLIMHCTBA UHPMLMPOBAHHBIX TOKCOKapo3 npotekaeT 6eccnmnTOMHO.
KnunHnyeckne nposiBneHus atoro 3aboneBaHusi CBA3aHbl C MECTOM MUrpaumm
FMINYMHOK 1 3aBUCAT OT MHTEHCUBHOCTM UHBA3MM U BO3pacTa xo3sunHa. BeigensioT
BUCUEparibHbIM CUHAPOM larva migrans npu nopaxeHun nuymHkamn Toxocara
canis BHYTPEHHMX OPraHoOB M rMa3HOro TOKCOKapo3a, Npu KOTOPOM MPOUCXOAUT
nopaxeHuernasauspuTtensHoroHepsa. CMMATOMbI BUCLEpPanbHOMO TOKCOKapo3a:
nmnxopapgka, yctanoctb, 60Mnu B XMBOTe, aHOPEKCUS, renatoMeranus, Kawernb u
npoyee. B Tsxenbix criydyasix MOXeT pasBMBaTbCHA CepAaeyHasd v gbixaTenbHas
HeJoOCTaTOYHOCTb. M3-3a CMMBHOrO MMMYHHOrO OTBETa Ha aHTUreHbl NIUYMHOK
pas3BMBalTCS peakLm rmnepyyBCTBUTENbHOCTU HEMEOTEHHOIO 1 3aMeASIEHHOrO
Tuna. lpaHynomaTos npu rnasHoOM TOKCOKapo3e MOXeT MPMBOAUTb K OTCIIOEHMIO
ceTyaTKu 1 noTepe 3peHus.

[OnarHocTuka TOKCOKapo3a OCIOXHEeHa OTCyTCTBUMEM  cneunduvecKknx
nposiBNeHnn 3aboneBaHus gaxke Npu MHTEHCUBHOM uHBa3uu. Kpome ToOro,
YernoBeK SBMSETCA MPOMEXYTOYHbIM XO3AMHOM Toxocara canis n He Bbigenset
napasvToOB BO BHELLHIOK CPeAy, a NloKanm3aumio JIMYNHOK B OTAENbHbIX OpraHax
CNOXHO onpefenuTb HEeUHBa3MBHbIMM MeTogamu. B aHanuse kpoBu MOXeT
HabngaTbCa 903MHOMUNNSA, OQHAKO ANSA BbIABNEHNS TOKCOKapo3a Yalle BCero
NCMONb3YKTCA Ceporiormyeckne TecTbl (peakuuss MMMyHOMNHopecLEeHLmMM,
NOA n umMMyHOGNOTUHIr). BbigBneHne cneuynduyecknx aHTUTen Knacca
IgG k aHTuUreHam nuuuHOK Toxocara canis MOXeT cBuaeTenbcTBOBaTb 06
UMerLencs nnm nepeHeceHHom nHBasun. BelCoknn TTp aHTuTen knacca IgE
Takxe sIBMSeTcs NPU3HaKOM akTMBHOrO MHBAa3WOHHOrO npouecca. OgHako ong
MOCTaHOBKM AMarHo3a MCMNomb3yT COBOKYMHOCTb KIIMHUYECKNX MPOSIBIIEHWI 1
nabopaTopHbIX NoKasaTenen.

3. NIPUHUWIM AHAJTTU3A

BbisiBneHne aHtuTen knacca IgG k Toxocara canis B UPA-Habope «EQUI
Toxocara canis IgG» 6a3unpyeTcsa Ha NpUHUMMNE HEMPSAMOro» TBepaodasHoro
VDA B aByxaTanHomn nHkybauun. B nyHkax nnaHweTa 3acopOuvpoBaHbl aHTUTEHBI
nnynHok Toxocara canis. Bo Bpemsi nepBoro atana mHkybauumn nccnegyembix
obpa3uoB B nyHkax nnaHweta NPA cneumdudeckne aHtutena k Toxocara
canis, ecrnv OHM MPUCYTCTBYIOT B 0Opasuax, CBA3bIBAIOTCA C aHTUreHamu Ha
TBepgon dase. JIyHKM OTMbIBAKOTCS ONs1 yOaneHWst HeCBA3aHHbIX aHTUTEN,
OCTalTCHA TOMNbKO crneumdmryeckmne KOMMNIeKCbl aHTUreH-aHTuTeno. MNocne atoro
nobaBnsaeTca KOHbKrat aHTUBMAOBBLIX aHTU-IgG MOHOKMOHAamnbHbLIX aAHTUTEN
C NMEepoKCUOa30M XpeHa, KOTOPbIN CBA3LIBAETCS C UMMYHHBIMU KOMMSIEKCaMM
Ha TBeppon (ase. HecBs3aHHble KOMMOHEHTbI YOaAnAlTCA MpU OTMbIBAHMUM.
Komnnekcbl aHTUreH-aHTMTENO 00HapyXunBatTcs nyTem gobaBneHus pacTBopa
xpomoreHa 3,3’,5,5-TetpametuntbensnguHa (TMB) ¢ nepekucbio BogopoAa.
Mocne 30-MUHYTHOM WHKYyGaLMKM peakuusi ocTaHaBNuBaeTcsl [obaBneHuem
cton-pactBopa. OnTuyeckas nnotHocTb (Of1) B nyHKax onpegenseTca Ha
cnekTpodoToMeTpe nNpu AnuHe BonHbl 450/620-695 nm. IHTEHCUBHOCTbL XXENTOMN
OKpacku nponopLmMoHarnbHa KonM4ecTBy aHTUTeN B obpasLe.
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4. MATEPWUAIIbI N OBOPYOOBAHUE

4.1. CoctaB Habopa

MnaHwet NOA
B nyHkax nnaHweTta 3acopbupoBaHbl aHTUreHbl
1x96 NuYnHOK Toxocara canis. JIyHKM MOXHO OTAenATb.
NYHOK lMocnenepBOroOTKPbITUAXPAHUTE HENCMNONb30BaHHbIE
CTpuvnbl B ynakoBke npu temnepaTtype 2-8°C He 6bonee

6 mecsaues
MO3UTUBHbLIN KOHTPOIb
PacTtBop KOHBIOTMPOBaHHbIX cneungpuyecknx

1x0,25 ml

MOHOKITOHamnbHbIX ~ @HTUTeNn C  KOHCEepBaHTOM
(po3soBbint). XpaHuTb Npu Temnepatype 2-8°C

HeraTuBHbIA KOHTPOIb
HeraTvBHasi  CbIBOpOTKa KpOBW  YeroBeka C

[CONTROL] - 1x0.6ml KOHCEPBaHTOM (KenTbil). XpaHUTb Npu Temnepartype
2-8°C
PacTBOp ons pa3BeaeHusi CbIBOPOTOK

DILSAMPL 1% 13 ml BydepHbii  pacTBOp C  9KCTPAKTOM  MOJOKa,

DIL OeTepreHToOM U KOHCEPBAHTOM (KOPUYHEBLIN). XpaHUTb

npu Temnepatype 2-8°C

PacTBOp KOHblOrata (rotoB K MCMOJIb30BaHUIO)

BydepHbIli pacTBOp MOHOKIOHamNbHbLIX aHTUTen K IgG
1x13ml  YernoBeka, KOHbIOIMPOBAHHbI C NEPOKCUAA30I XpPeHa,

co crtabunusatopamu U KOHCEPBAHTOM (3€reHbli).

XpaHuTb Npu Temnepartype 2-8°C

PacTtBop TMB (rotoB K UICNOJIb30BaHUIO)
1x13ml PactBop TMB, H,0, cTaGunusaTop, KOHCEpBaHT
(6ecuBeTHbIN). XpaHuTb Nnpu Temnepartype 2-8°C
PactBop ans npombiBkn TWEEN (20x koHUeHTpaT)
20-KkpaTHbIN KOHLUEeHTpaT docdaTHoro Oydepa ¢
TenHOM-20 (6ecuBeTHbI). Pa3BecTn pacTtBop Ans
npombiBkn TWEEN (20x) 1:20 guctunnmpoBaHHON
UM OEVOHU3NPOBAHHOW BOAOW (Hampumep, 5 mn
KOHUeHTpaTa + 95 mMn Bogbl Ans 8 nyHoK) nepen
ncnonb3oBaHuem. PasbaBneHHbIi pacTBOpP XpaHWUTb
npu Temnepatype 2-8°C He Gonee 7 cyTokK

[TWEEN[WASH[20x] 1 x 50 ml

Cton-pacTBop (roTOB K UCNONb30BaHMUIO)
SOLN|STOP 1x13ml  Pacteop 0,5 mol H,SO, (6ecuBeTHblit). XpaHuTts npu
Temnepartype 2-8°C
B cocTtaB Habopa BXogsaT: Knevkaa nneHka (2 wr.), cxema BHeceHus o6pasuos
(1 WT.), IUCT KOHTPOJbHbBIX UCMBITAHUIA Y MHCTPYKLUWS NO MPUMEHEHMIO.

4.2. NlononHuTenbHbIEe peakTUBbLI, MaTepuarnbl 1 o6opyfoBaHue

ABTOMaTMyeckme NnneTkn nepemeHHoro oobema Ha 10—1000 pl n HakoHEYHMKM
K HMM, MepHas nabopaTopHas nocyga (10—-1000 ml), genoHuanpoBaHHas
Unu OuCTUNnMpoBaHHas BoAa, Tepmollenkep Ha 37°C wunu TepmocTaT Ha
42°C, aBTOMaTMYECKUA WUNU MNOflyaBTOMaTUYECKUA MpOMbIBaTENb MNaHLIETOB
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(Bowep), crnekTtpodoTomeTp (puaep) oNa MuKponnaHweToB Ha 450/620-695
NmM, COOTBETCTBYHOLLME KOHTEMHEPDI AN OTXOA0B NOTEHUMANbHO 3apaXXeHHOro
mMaTepuana, Tanmep, unbTpoBanbHas Gymara, ogHOpPa3oBble HEOMNyAPEHHbIE
nepyaTtku, Ae3nHduumnpyowme cpeacTaa.

5. MTIPEAOCTEPEXEHUE U TEXHUKA BE3OIMNACHOCTHU

5.1. NMpepocTepexeHue

lNeped nposedeHuem aHanu3a BHUMamesibHO 03HaKOMbMmecCh C UHCMpyKuueu
no npumeHeHur. [JocmogepHocmb pe3ynbmama 3asucum om 4Yemkozao
credoesaHusi npoyedype aHausa.

—He ucnonb3ynte KommnoHeHTbl WN®PA-HabGopa nocrne OKOHYaHWs Ccpoka
rogHoCTW;

— He UCnonb3yinTe BO BpeMS aHanm3a v He CMeLLVBanTe KOMMOHEHTbI Pa3HbIX
cepuii, KOMMOHEHTbI N3 HabopOB pa3HbIX HO30MOMUIN UMM peareHTbl ApYrux
npounsBoguTenen B coyetaHum ¢ Habopom «EQUI Toxocara canis IgGy;

— He 3amopaxmBarnte NPA-Habop UM ero KOMMNOHEHTbI;

—rocne WCnonb30BaHWA peareHTa 3akpblBaWTe KaxAabl ¢nakoH CBOEW
KPbILLKOW;

— BO BpPeMS NPOMbIBaHWSI KOHTPONMPYWTE HAaMOMHEHME Y NOJTHYIO acnupauuio
pacTBopa 13 ITYHOK;

—Kaxabl pa3 MCMNoNb3yhTe HOBLIA HAKOHEYHUK MUMETKU ONA BHECEeHUs
o6pa3suoB UM peareHToB;

—un3berante nonagaHus MNpPsIMbIX COSIHEYHbIX Jflyyen Ha peareHTbl NPA-
Habopa;

OormkeH ObiTb GecuBeTHbIM nepen ucnonb3oBaHuem. Ecnu
pacTBOp OKpalleH B CUHWUWA UMW XeNTblN LUBET, €ro Henb3si UCNoMb30BaTh.
M3beraiiTe KOHTakTa C MeTannamu UnM MNoHaMM MeTarnsos.
Ona paboTbl UCMOMb3yNTe TOSMbKO YMCTYH, TLATENbHO BbIMOMOCKAHHYHO
OUCTUNNMPOBaHHOW BOAOW NOCYAY;

— He NCMNONb3ynTe peareHTbl, UBET KOTOPbIX HE COOTBETCTBYET YKa3aHHOMY B
nyHkTe 4.1;

— HU B KOEM Clly4ae He UCMNOoMb3ynTe OA4HY U TY Xe nocyay Ans "
[SOLN[TMB;

— He NpoBOAUTE BU3yaribHbIV yYeT pe3ynbTaTtoB aHanm3a (6e3 ncnonb3oBaHus
puaepa);

— gononHutensHoe obopyaoBaHMe, Haxogslleecss B HenocpencTBEHHOM
KOHTakTe Cc Oumonormyeckum martepvanom WM KOMMOHeHTamu Habopa,
CUMTaeTCcs 3arpsi3HEHHbIM U HYXXAAeTCs B O4ULLEeHMM 1 obe33apaKmBaHuy;

— V®A-Habop npepHasHayeH ana 96 aHanmsoB. KOMMNOHEHTbI mnocne
NCNONb30BaHUsE W OCTaTKM HEUCNOSIb30BAHHbIX KOMMOHEHTOB LOSTXKHbI
ObITb YTUNN3NPOBAHDI.

5.2. TexHunka 6e3onacHocTu
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—BCe peareHTbl Habopa npegHasHayeHbl TONMbKO Ans nabopaTopHOro
npodeccMoHanbHOro MNpUMEHeHUa B N Vitro AuarHocTuke u MOryT
NCNoNb30BaTbCs TONbKO KBanNnnguunpoBaHHbIM MEPCOHANoM;

— MOCTaHOBKY aHanuMsa NpoBOAUTb TOMIbKO B OOHOPA30BbIX HEOMyOpeHbIX
nepyaTKkax u 3aWMTHbIX OYKaXx;

—He pJonyckaeTtcs MpMHMMaTtb MWWy, MWUTb, KypUTb WM MNOMb30BaTbCA
KOCMETUKOW B KOMHaTe NpoBeAeHNs TeCTa;

— He NMNeTnpoBaTb PacTBOPbI PTOM;

— koHTponn NPA-Habopa «EQUI Toxocara canis IgG» npoTtecTupoBaHbl 1
npu3HaHbl HeraTuBHbIMK Ha HBsAg n aHtutena k BUY1/2, BI'C, Treponema
pallidum, ogHako obpaLLaTbCs C KOHTPONbaMu U UccregyembiMm obpasuamm
cnegyeT Kak ¢ NoTeHUManbHO onacHbIM MHEKLMOHHBIM MaTeprarnom;

— HEeKOTOpble KOMMOHEHTbl Habopa cogepXaT HU3KMe KOHLEeHTpauum
BpedHbIX BELLECTB M MOTyT Bbi3BaTb pa3gpa)keHue KOXW U CIU3UCTbIX.
MNpn nonagaHum [SOLN[TMB], [SOLN[STOP] n [SOLN[CONJ| Ha cnunaucTblie unm
KOXy HeobxoguMMO HEMEAJIEHHO MPOMbITb MOpaXeHHOEe MeCcTo GonbLInM
KOnmMyecTBOM BOAbI;

— B criyyae pasbpbl3rBaHus pacTBOPOB, HE COAEPXKAaLLNX KUCMOTY, Hanpuvep
CbIBOPOTOK, 0bpaboTaTb MOBEPXHOCTb AE3MHPUUMPYIOLUM CPeacTBOM,
3aTeM BbITEPETh Aocyxa hmunbTpoBanbHou 6ymaron. B npoTuBHOM criyyae
KMCMOTY CHayana HyXHO HenTpanu3oBaTb pacTtBopoMm 6ukapboHaTa
HaTpws, a 3aTeM BbITEPETb MOBEPXHOCTb, KakK OMMCAHO BbILLE.

5.3. UHakTUBaUMA 1 yTunusaums oTxonoB
—XMAKnMe oTxogbl HeobXoOUMMO WHAKTUBMPOBATb, HaNpUMeEp, PacTBOPOM
nepekucn Boaopoaa B KOHEYHOW KOHueHTpauun 6% B TeyeHue 3 yacos
npu KOMHATHOW TemnepaTtype WM rMnoxmopuToOM HaTpusa B KOHEYHOW
KOHueHTpauun 5% B TevyeHne 30 MUHYT uUnuM OpYyrumu paspeLleHHbIMU
4es3nHpuumpyroLwmnMm cpeacTaamuy;
— TBepAble 0TX0Abl CrieayeT UHAKTMBMPOBAaTb NyTEM aBTOKNABUPOBaHUS Npu
TemnepaType cTepunusaumm He MeHbLle 132°C;
— He aBTOKNaBUPYMTE pacTBOpPbI, COAepXKaLlue a3ng HaTpus Unu runoxnopuT
HaTpus;
— YyTUNU3aLumio MHaKTUBMPOBAHHbLIX OTXOAOB NPOBOAUTL B COOTBETCTBUUN C
OEeNnCcTBYOLWNM HaLuMOHarbHbIM 3aKOHO4ATENbCTBOM.

6. XPAHEHVE N TPAHCINMOPTUPOBKA

NDA-Habop cTaburneH B Te4eHMe cpoka rogHOCTM, YKa3aHHOro Ha 3TUKETKE,
€CInn ero xpaHutb npu Temnepatype 2-8°C. TpaHcnopTupoBaTb Habop npwu
TemnepaTtype 2-8°C. [onyckaetcsa ofHopas3oBasi TPaHCMOPTMPOBKA Mpu
TemnepaType He Bbilwe 23°C B TeYEeHNe aByX CYTOK.

7. PEKOMEHOALUWMU MO OTBOPY, TPAHCINMOPTUPOBKE U
XPAHEHUIO OBPA3LIOB
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KpoBb HeobxoomMmo oTOmpaTtbh M3 BEHbl B CTEPUITbHYIO Npobupky. MNMpobupka
JOMmkHa OblTb  MpoMapkMpoBaHa C  yKasaHWeM  UOEHTUUKALNOHHbIX
OaHHbIX naumMeHTa u gatbl oT6opa obpasua. LlenbHyto KpoBb [0 oTAeneHus
CbIBOPOTKM MOXHO XpaHuTb 40 24 4YacoB npu Temnepartype 2-8°C, He gonyckas
3aMopakuBaHusl.

CbIBOpPOTKY MK nnasmy KPOBU MOXHO XpaHUTb nNpu TemnepaTtype 2-8°C He
6onee 3 cyTok. [JonyckaeTcsi 6onee NnpoAoKNTENBHOE XPaHEHWE 3aMOPOXXEHHON
cbiBOpOTkM npu Temnepatype -20°C wnu -70°C. 33amopoxeHHble obpasLbl
nepen MCNonb30BaHWEM CreAyeT pPasmMopo3vTb U BblaepXkaTb Npyv KOMHATHOM
TemnepaTtype B TedeHme 30 mMuHyT. [locrne pasmopaxmBaHuss oOpasubl
crnegyeT nepemMeluatb Ans JOCTUXKEHUS oAHOpPOAHOCTU. 36eraTtb NOBTOPHOrO
3aMopaXKuBaHUsA-oTTanBaHUs uccregyemMbix ob6pasuoB. B crniyyae nomyTHeHUs
CbIBOPOTKM (MnM nria3mbl) 0CBOGOXAAKTCSA OT HEPACTBOPEHHbIX BKITHOYEHWUN
ueHTpudyrnposanHnem npu 3000 o6/mMnH B TedeHue 10-15 muHyT. He cnepyet
ncnonb3oBaTb 06pasLbl CIBOPOTOK C BbIPaXXEHHOW NUNUAeMUER, reMmosnin3om, a
Takxe 6akTepumanbHbIM MPOPOCTOM.

O6pa3subl  CbIBOPOTOK  TpaHCMOPTMPOBATb B TEPMOU3OMALNOHHBIX
KOHTelHepax. [1nsa aToro 3akpbiTble MPOMapKUpPOBaHHbIE NPOOMPKN HEOBXOAMMO
NMOMECTUTb B MNONMSTUIEHOBbIV NaKeT, NIIOTHO 3aneyvaTtaTth U NOSIOXUTb B LLEHTPpe
TEPMOKOHTelHepa. 3aMOpPOXeEHHbIE XnafdareHTbl MOMOXWTb Ha AHO BAOIb
BGOKOBbIX CTEHOK TEPMOKOHTENHEPA U HaKpbITb UMUK 06pa3ubl CbIBOPOTOK.

8. NOAIrOTOBKA PEATEHTOB
lNpumeyaHue: lNeped ucnonb3osaHuem 8bidepXxume ece KOMnoHeHmMbI MDA-
Habopa npu koMmHamHou memnepamype 18-25°C 8 mevyeHue 30 mMuHym!

8.1. MoarotoBka nnaHweTta UDA
Ona npegynpexaeHust KOHAEHcauuW BOAbl B JyHKax OTKpbiBaWTe

TONbKO nocrne BbigepxusaHms 30 MUHYT Npu KOMHATHOW TeMnepaType.
PackponTe BakyyMHYK ynakoBKY, OTAenuTe HeobXooMMoe KONMMYECTBO JTYHOK,
a ocTanbHOe cpasy e TWaTeNbHO YNakyWTe C BNaronornoTUTenem n xpaHute
NNOTHO 3aKpbITbiIMKM Ha 3amok zip-lock npu Temnepatype 2-8°C. XpaHeHue
ynakoBaHHOro Takmm obpasom nnaHweTta obecneynBaeT ero ctabunbHOCTbL B
TeyeHue 6 mecaues:

8.2. MpuroTtoBneHne NPoMbLIBOYHOIo pacTteBopa

[nanpuroToBneHns NnpoMbIBOYHOTO pacTBOpa pa3seauTe TWEEN[WASH[20x ] 1:20
(1+19) UCTUNNNMPOBAHHOM UNN AENOHN3NPOBAHHOW BOAOMW, NOTOM NepemMeLlanTe.
Hanpumep, 5 ml koHueHTpaTa + 95 ml Boabl, Yero A4octaTtoyHo Ang 8 nyHok. MNpwu
HanMuMM KpUCTanmnoB B KOHLEHTpaTe pacTBopa ANS NPOMbIBaHUsS Mporpente
dnakoH npu Temnepatype 37°C 00 NONHOro pacTBopeHus kpuctannos (15-20
MUHYT). Pa3BegeHHbI pacTBOpP MOXHO XpaHuTb npu Temnepatype 2-8°C He
Bonee 7 cyToOK.
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9. MPOLEEAYPA AHAJTIU3A
9.1.MoaroToBbTE HEOOXOANMOE KONTMYECTBO NYHOK A5t aHanu3a (YeTbipe NyHKK
OJ151 KOHTPOIen 1 HeobXoaMMOe KONMYECTBO AN1sl uccriefyembix 06pasLoB),
BCTaBbTE MX B pamky nnaHweta NPA. JlyHkn ¢ KOHTponamn obasaTenbHO
BKJIHOYAMTE B KaXOY NOCTaHOBKY aHanmaa.

9.2.3anonHunTe cxeMy BHeceHus obpasLoB.
9.3.MMpurotoBbTE pacTBOp 4S5t NPOMbIBaHUSI B COOTBETCTBUN C MYHKTOM 8.2.
9.4.BHecuTe BO BCe nyHKU nnaHweTa no 90 pl SAMPLE],

9.5.BHecuTe B nyHKM no 10 ul koHTponen n nccnegyembix 06pa3uoB.:
— B NyHKy A1,
[CONTROL[ -] — B nyHku B1, C1, D1,
B OCTalnbHbIE NTYHKM — nccnegyembie obpasupl.
[Mpy BHECEHMM MPOUCXOAUT M3MEHEHWE LBeTa pacTBOpa C KOPUYHEBOrO
Ha cuHMN. OCTOPOXHO NUNETUPYWTE CMEeCb B JIyHKaX, He [omnyckas
neHoobpasoBaHusl.

9.6.3aknenTe CTpUMbl KNENKOW MIEHKOW N UHKYbupynte B TedyeHne 30 MUHYT
npu Temnepartype 37°C.

9.7. o okoHYaHWM MHKYBaLUM akKkypaTHO CHUMMUTE KIENKYI0 MAEHKY U MPOMONTe
NYHKW NATb pa3 C UCMONb30BaHWEM aBTOMAaTMYECKOro NMpoMbiBaTeNs uUnm
8-kaHanbHOW NMNETKM criegyowmm obpasom:

— yoanuTe CoAepXMMOe NTYHOK B KOHTENHEP ANS XKUOKUX OTXOAOB;

— HanomHWTe INyHKM cTpunoB He MeHee yem no 300 pl pactBopom gns
NPOMbIBaHUs, OCTaBbTE HE MeHee, YeM Ha 30 CeKyHp;

— acnvpupymnTte pacTBop u3 nyHok. OcTaTouHbIi 06bem pacTBopa nocrne
Kak4oro atana acnmpauum JOJBKEH COCTaBnATb He 6onblue 5 l;

— NOBTOPUTE NpoLeaypy NPOMbIBaHUSA eLle NATb pas;

— rocne nocrnegHen acnupaunn n3baebTechb OT NULLIHEN BRarun, NOCTyKnBas
nnaHweTom no unsTpoBanbHon Bymare.

9.8.BHecute B nyHkn no 100 pl [SOLN[CONJ]. CTpunbl HAKpONTE HOBOW KITEMNKOW
NNeHKon n uHKybupyrte B TedeHne 30 muHyT npu 37°C.

9.9.T1o okOHYaHUN NHKYDaL MM akKypaTHO CHUMWTE KIeNKyo NIEHKY U NPOMOoKTe
NYHKN NATb pas, Kak onvcaHo B NyHKTe 9.7.

9.10.BHecute B nyHkn no 100 pl [SOLN[TMB], HE KacasdACb OHa WU CTEHOK NYHOK
nnaHwera.

9.11. NHkyBupynTe ctpunbl B TeyeHne 30 MUHYT B TEMHOM MECTEe Npu KOMHaTHOMN
TemnepaTtype 18-25°C. He ncnonb3ynTe Knenkyo nieHKy Ha JaHHOM 3Tane.

9.12.BHecute B nyHkm cTpunoe no 100 ul ONsi OCTaHOBKM
depMeHTaTMBHOWN peakLmn, NpuaepXKmBasach TON Xe nocneaoBaTenbHOCTH,
YTO U NPV BHECEHMU [SOLN]TMB]. Bo BpeMsi BHECEHUS MPOUCXOAUT USMEHEHUNE
LBeTa pacTBopa C ronyboro Ha XenTbli, B TYHKax C Npo3payHbiM pacTBOPOM
HEe3HauYnTENbHO MEHSIETCS OTTEHOK.
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9.13. NamepbTe Ha pugepe Ol B KaxOom nyHKe npu anvHe BosHbl 450/620-
695 nm B TeuyeHne 5 MMHYT Nocne OCTaHOBKM peakuuu. [Jo npoBegeHus
n3MepeHus ybegutecb B UYMCTOTE BHELUHEN MOBEPXHOCTU [HA JYHOK W
OTCYTCTBUU Ny3bIPbKOB.

Yyem pesynbmamoe aHanu3a MOXHO rnpo8odumse 8 0O0HOBOSTHOBOM PEXUME
rpu OnuHe 80siHbI 450 nm, 8 smom criy4ae ocmasbme f1yHKy 07151 ycmaHO81eHUs
bnaHka (8 makyto fyHKYy Hecume moJsibKo [SOLN[TMB] U [SOLNISTOP ).

10. YYET PE3YJIbTATOB U UX UHTEPMNMPETALUA

10.1. YueT pe3ynbTaToB aHanu3a
Paccuutate cpegHee 3HauveHue Ol HeratmBHoOro koHtpons (Nc), ypoBeHb
rpaHmyHoro 3HadeHus (Cut off - CO) n ungekc nosntusHoctn obpasua (IP

Nc = (Nc1 + Nc2 + Nc3)/3; CO=Nc+0,3
P =0D /CO, roe ODSample — OIl obpasua

sample sample

sample)'

10.2. KoHTpOnb A4OCTOBEPHOCTU pe3ynbTaToOB aHanu3a
[aHHble TecTa cunTaloTCa JOCTOBEPHLIMU, €CNU OHU OTBEYalT CreayoL M
TpeboBaHUsAM:

onz=1,0
OMn <0,150
rae Ncn — Orl

CONTROL NG N
Nc x0,5<Ncn < Nc x2,0 KaXxaoro noeTtopa Nc

Ecnn oaHo n3 3HaveHunit Ol HeraTMBHOTO KOHTPOMS BbIXOAWT 3a Npefensbl
yKa3aHHOro Bbllle WHTepBana, ero otbpacbiBalT M paccumtbiBaloT Nc no
ocTanbHbiM 3HaveHusam Ol HeraTMBHOrO KoHTpomns. Ecnm 6Gonee opHoro
3HayeHust Ol HeraTMBHOIO KOHTPOIS HE OTBEYaeT yKa3aHHbIM TpeboBaHMsIM, TO
TECT CUMTaEeTCsl HEKOPPEKTHBIM 1 TpebyeT MOBTOPHOIO NMPOBEAEHNS.

10.3. MHTepnpeTauua pesynbLtaTtoB

P 0> 11 MONOXWTENbHbIN
09<IP_ <11 HEOMNPEAENEHHLIN*
P, .<09 OTPULATEbHbI/

sample

*

HeonpeneneHHble o6pasubl peKkoMeHAyeTCs uccnenoBaTb MOBTOPHO
B OBYyX IyHkax Habopa W®PA. Ecnu pesynbtaThl cHOBa OyanyT B npepenax
HeonpeaeneHHbIX, criegyeT NpoBecTn O0TOOpP M aHanu3 HoBoro obpasua yYepes
2-4 Hepenu. B cnyyae noBTOPHOro nonyyeHus HeonpeaereHHbIX pesynbTaToB
Takune obpasLbl cuMTaTh OTPULATESNbHBIMMU.

11. XAPAKTEPUCTUKU TECTA

11.1. AHanUTU4YeCcKne xapakTepucTuku
MpeunsnoHHOCTb
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Bocnipouszsodumocmsb pe3ynbmamos 8 ripedesiax 00HOU MocmaHO8KU aHasusa
(Intra assay repeatability)

KoadbpmumnenT Bapmauum (CV) ana Tpoux CbIBOPOTOK C pasHbIM YPOBHEM
cneunduyecknx aHTUTen oueHnBanm B 24 nostopax ogHown cepun NPA-Habopos.

Ne cbIBOpOTKM OI"Icp P, CV, %
669 0,927 2,81 4,8
544 1,503 4,56 1,4
666 1,694 5,14 4,5

Bocnpouszsodumocms pe3yribmamog Mexoy pa3HbIMU 1ocmaHosKkaMu aHanusa
(Inter assay reproducibility)

KoadppuumneHnT Bapmnauyum (CV) 4nsa Tponx CbiIBOPOTOK C pasHbIM YPOBHEM Che-
UMdUYEeCKNX aHTUTEeN oLeHnBanu B TeyeHne 4 aHen B 4 NocTaHOBKax aHanuaa,
no 8 NOBTOPOB B KaXXJ0M aHanuse.

Ne cbiIBOpOTKM OI'ICp IPCp CV, %
669 1,016 3,04 47
544 1,516 4,54 1,9
666 1,683 5,04 41

AHanuTnyeckas cneunmduyHoCcTb

Ha pesynbrat aHanu3a He Bnusetr Hanuuve B obpasue 6GunupybuHa B
KoHueHTpauum go 0,21 mg/ml (361,8 pmol/l), remornobuHa B KOHUEHTpauum 4o
10 mg/ml n TpurnnuepmaoB B koHUeHTpauun go 10 mg/ml (11,3 mmol/l).

11.2. AnarHoctTnyeckne xapakTepucTuKu

[lns oueHKn anarHocTu4eckux xapaktepnctnk MOA-Habopor «EQUI Toxocara
canis IgG» ncnonb3oBanu 78 o6pasLiOB CbIBOPOTOK, MOMYYEHHbIX OT NaLNEHTOB
C KITMHMYECKUMM CUMNTOMaMu, XapakTepHbIMU 151 TOKCOKapo3a, 1 60 obpasuoB
CbIBOPOTOK MauUMeHTOB 0e3 KIMHMYECKUX MPOSIBIIEHMI (CepooTpuuaTenbHbIX
OTHocuTenbHO Toxocara canis). KnuHudeckas 4yBcTBUTENBHOCTL MIDA-HabopoBs
«EQUI Toxocara canis IgG» coctaBuna 98,7%, kKnnHu4eckasi cneLmuyHoCTb —
96,7%.

NccnepoBaHua xapakTepucTMK MeToda Mo CPaBHEHWUKO C  aHanornyHbIM
kommepyeckum WVPA-Habopom npoBoaunm Ha ueneBon rpynne peten (160
0o0pasuoB) u Bbibopke AoHOpoB (298 o6pasuoB). [ns BbIOOPKM CbIBOPOTOK
neTen otHocuTenbHas cneumdunydHocTb VIOA-Habopor «EQUI Toxocara canis
IgG» 6bina onpegeneHa Ha ypoBHe 99,28%, a NpoueHT coBnageHnss cocTaBuil
97,45%. Onsa BbibopkM 0OpasLoB CbIBOPOTOK KPOBU LOHOPOB OTHOCUTESNbHAS
YyBCTBUTENbHOCTL cocTaBnsna 89,19%, oTHocuTenbHas cneunuyHoOCTb —
93,55%, a npoueHT coBnageHuns — 91,73%.

12. OrPAHNYEHUE AHAJIU3A

MonoxuteneHbln  pesynstaT B WOA-Habope «EQUI Toxocara canis
IgG» aBnseTcs CBUOETENbCTBOM HannumMa y nauuMeHTa aHTUTEeNn Knacca
IgG, cneunduydHbix Kk Toxocara canis. Hanunyue aHTuTen aToro knacca y
HOBOPOXOEHHbIX HE ABMSETCA NOATBEPXKAEHNEM MHBA3MK Toxocara canis.
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HeonpepneneHHble pesynbTaTtbl MOryT cBUAETeNnbCTBOBaTb 06 WMHBa3MM

Toxocara canis B aHaMHe3se.

HeratusHbin pesynetat B WNPA-Habope «EQUI Toxocara canis IgG»
cBupeTencTByetr o6 OTCyTCTBMM B uccnegyemom obpasue aHTtuten,
cneunduyHbix K Toxocara canis, N KOHUEeHTpaums cneumduyecknx aHTuTen
HWXe npegena YyBCTBUTENbHOCTM aHanunsa.

OKOHYaTenbHbIN OMarHo3 He MOXET OblTb YCTAHOBMEH TONMbKO MCX0As U3
pe3ynbTaToB ceposnormyeckoro tecta. [pu onpegeneHnn guarHosa cnegyet
yunTbiBaTh pes3ynbTaTbl KOMMSekca nabopaTopHbIX U MHCTPYMEHTalbHbIX
nccrnegoBaHui, a TakxXe KIMHUYeckMe nposiBrneHunsa 3aboneBaHus. Henbasa
MOJSTHOCTbIO MCKMOYNUTE NEPEKPECTHbBIE peaKkLMn C aHTUTENaMM K aHTUreHam

OpYyrnx refibMmMHTOB.

13. TPYAHOCTHU, KOTOPbIE MOI''YT BO3HUKHYTb MNPU

NMPOBEAEHUN NDA

Bo3MOXHble NPUYUHDbI

Cnoco06bI peweHus

Bbicokuli ¢poH 8 niyHKax ecez20 nnaHwema

3arpﬂ3HeHHOFO npomMbiBaTend

Oumnctutb npomMbliBaTElb U HpOMOVITe
€ro B COOTBETCTBUN C VIHCprKLI,VIeIZ

Hwuskoe ka4yecTBO Unn
3arpsisHeHHas Boga

Mcnonb3oBaTb OYMLLEHHYIO
BOAY C yOEenbHbIM COMPOTUBIIEHNEM

=210 MQ - cm
Mcnonb3oBaHme nnoxo Vcnonb3oBaTh XUMUYECKN YNCTYHO
NOMbITOV NOCYAbl nocyay

Vicnonb3oBaHne MoLLMX
cpeacTB, coaepXallnx Xmnop

He ucnonb3oBatb
Oe3vHULMpyoLLne cpeacTsa,
coaepxatiue xnop

Vicnonb3oBaHue 3arpsa3HEeHHbIX
HaKOHEe4YHWNKOB

Vicnonb3oBaTb TONbKO HOBbIE
HaKOHEYHUKN

YBenunyeHue BpeMeHu
WHKyBaLumn unm nameHeHune
TemnepaTypHOro pexuma

Cobntogatb pexunm nHkybaumm
B COOTBETCTBUM C UHCTPYKLMEN MO
NPYMEHEHNIO

Bbicokuli hoH 8 omdesibHbIXx psidax

lMoBTOpHOE BHEceHMe pacTBopa TMb

PactBop TMb crnegyeT BHOCUTb
OAVH pa3

3arpsisaHeHue KoHyca
aBTOMaTMYECKOMN NUMETKN
pacTBOPOM KOHblOraTa

MpOYNCTUTL MUNETKY N OCTOPOXKHO
HabupaTb XNOKoCTb

3al'pFI3HEHVIe OAHOIo n3
KaHalioB npoMbiBaTensd

|_|p0'~IVICTI/ITb KaHan npomMbiBaTend,
NPOMBbITb BOLUEP
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lMony4yeHHoe 3Ha4yeHue OI1 nosioxumesibHO20
KOHMPOJIS HUXe ycmaHOoB8J/1IeHHOU 2paHuybl

HenpaBunbHO NpUroToBrEeH Un [NosTopHO nposectn DA aHanus,

He BHECEeH OWH U3 peareHToB obpaTuTb BHUMaHWe Ha
(pacTBOp KOHBIOraTa UNU pacTeop NpaBWUMbHOCTb BHECEHMWS 3TUX
TMB) peareHToB

MpoBoauTb nHKybauuo B
COOTBETCTBUM C
WHCTPYKUMEN NO MPUMEHEHUIO

CokpalleHo BpeMsi MHKybauum Ha
OJHOM 13 3TanoB

NHmeHcusHOCMBb OKpackKu JIYHOK He coomeemcmayem
rnosiyy4eHHol onmuy4yeckol rniiomyHocmu

Bbicokasi BepOATHOCTb MpoBepuTb KOPPEKTHOCTL PaboThI
CMeLLeHNs ONTUYECKOro fny4a pviaepa

14. TEXHUYECKAA NOMOLLb U OBCINTYXXNBAHUE KITMEHTOB
B cnyyae BO3HUMKHOBEHMSI TEXHUYECKUX NpobGrnemM HeoGXoAMMO
06paTUTLCH K NPOM3BOAUTENIO.
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lNpounsBoguTensb

YNOonHOMOYeHHbIN NpeacTaBuTenb Ha Tepputopun EC

MeauvuuHckoe nsgenve ans AUarHocTuKK in vitro

Homep no katanory

[aTa nsrotosneHuns
Mcnonb3oBaTtb A0

Koa naptun

TemnepaTypHOe orpaHuveHmne

CopepXut goctatovHo Ans (N-) ucnbiTaHum

MpepocTtepexeHne, 03HAKOMUTLCA C CONMPOBOAUTENbHBIMU
OOKyMeHTaMu
HecTepunbHo

O3HakommneHne C UHCTPYKLMEN NO MPUMEHEHMNIO
Bepeyb OT NPAMbBIX COMHEYHbIX NyYen

XpaHuTb B CyXOM MecTe

3HaK COOTBETCTBUS TEXHUYECKUM perfnameHTam

3Hak cooTBeTCTBMS TpeboBaHnsaM GesonacHocTn EC
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CXEMA NPOBEOEHNA AHAITU3A

BolgepxaTb peareHTsl 30 min npu temnepartype 18-25°C

B nyHku nnaHweTta BHecTn no 80 ul [DIL[SAMPLE

(KOpU4YHeBLIN LBET)

BHecTtun no 10 pl koHTponen n nccnegyemMbix 06pasLIOB B NyHKK:

A1 —[CONTROL[ +], B1, C1, D1 — [CONTROL[ -],
E1 1 B ocTanbHble NyHKK - uccnegyemble obpasLibl
(NponcxoanT n3sMeHeHve LBeTa C KOPUYHEBOrO Ha CUHMI)

3aknenTtb CTPUMbI MIEHKOW, MHKy6mpoBaTtb 30 min npu Temnepatype 37°C

[MpombITh NyHKM 5 pa3 npurotoBrieHHbIM 1:20 (1+19) NpOMbIBHBIM pacTBOPOM
TWEEN (300 pl B nyHKy)

B nyHkn ctpunos BHecTn no 100 pl

(3eneHbIn uBeT)
3aknenTtb CTpUMbI MEHKOW, MHKY6MpoBaTb 30 min npu Temnepatype 37°C

[MpombITh NyHKN 5 pa3 npurotoBneHHbIM 1:20 (1+19) NpoMbIBHBIM pacTBOPOM
TWEEN (300 ul B niyHKy)

B nyHku cTpunos BHecTy no 100 pl [SOLN

MHkybupoBaTtb Ha npoTskeHun 30 min B TeMHOTE npu
Temnepartype 18-25°C

B nyHkn ctpyunos BHecTn no 100 pl [SOLN]STOP

(nponcxoguT n3MeHeHue LBETa C roniyboro Ha XenTblin)

M3ameputb onTuyeckyto nnotHoctb (Ol) Ha cnekTpodoToMeTpe npu
450/620-695 nm

YYET PE3YJIbTATOB AHAINMU3A
Nc = (Nc1 + Nc2 + Nc3)/3;

CO =Nc +0,3;
IP =0D_ /CO

sample sample

Nc - CpeaHee 3HaueHne Orl 3-x [CONTROL[ -]
CO - YpoBeHb rpaHn4Horo 3HaveHus (Cut off)
IP - MHpekc nos3utnBHoCcTU obpasua

sample

MHTEPNPETALUUA PE3YJIbTATOB

1P mpe > 11 MONOXUTENbHbLIV
09<IP, <11 | HEOMPEOENEHHbBIN

IP <0,9 OTPULLATENbHLIN

sample




Toxoplasma gondii IgG

NDA-HabGop Ana KayeCTBEHHOro onpeneneHns
aHTuTen knacca IlgG k Toxoplasma gondii

NHCTPYKUMSA NO NPUMEHEHWIO

TR R=r QLI




EQUI Toxoplasma gondii IgG
NOA-Habop ons KONMYECTBEHHOIO onpeaenieHns
aHTuTen knacca lgG k Toxoplasma gondii

1. HASBHAYEHUE

Habop «EQUI Toxoplasma gondii IgG» npegHasHayeH ons KONIMYeCTBEHHOTO
onpepeneHna aHtuten knacca IgG k Toxoplasma gondii B CblBOpPOTKE WU
nnasMe KpoOBM 4enoBeka MeTogoM MMMYyHodepmeHTHoro aHanusa (MOPA) c
Lenbio ANarHOCTUKM TOKCOMMa3smo3a 1 OLeHKM MMMYHHOro ctatyca. lNpoueaypa
aHanu3a paccyMTaHa Kak And PyYyHOM MNOCTaHOBKM C aBTOMaTU4eCKUMM
nMneTkamm M cTaHAapTHbIM 00OpyAoOBaHWeM, Tak M ANs aBTOMaTUYECKOro
NMMYHO(EpPMEHTHOroO aHanm3aTopa OTKPbITOro Tuna.

LleneBas rpynna: >xeHLWnHbl 4ETOPOAHOro BO3pacTa, 6epeMeHHbIe XXeHLUNHbI
N HOBOPOXAEHHbIE.

MpumeHeHune: VIOA-Habop NpuMeHAeTCa B KMMHUYECKMX ONAarHOCTUYECKUX
nabopatopusix WU ApPYrux yuypexneHusx, paboTtawowmx B obnactu in Vvitro
ONarHOCTUKMN.

2. KMMHUNYECKOE 3HAYEHUME

Tokconnasamo3 — 3TO Mapa3uTapHoe 3aboreBaHME YenoBEKa WU XMBOTHBIX,
KoTopoe 0COBeHHO onacHo Ans OepeMeHHbIX Un3-3a pasBUTUS  CUIbHbIX
nopaxeHu nnoga. bonesHb BbI3bIBAOT OA4HOKMETOYHbIE MpOCTelwne BuAaa
Toxoplasma gondii.

T. gondii — 3TO BHYTPUKMETOYHbIA OONMUraTHbI MapasuT, eOUWHCTBEHHbIV
onucaHHbIN NpeacTaBuTens poga Toxoplasma. XXN3HEHHbIN LMK ToKconnasm
SBNAETCS CMOXHbIM, C YepegoBaHnem 6ecnonoro u NosioBoro pasMHOXEHUS B
pa3HbIX X03sieBax. TOKCOMMNa3mMo3 MOXeT ObITb BPOXKAEHHBIM Y NPUOBPETEHHBIM,
KOTOPbINA, B CBOI o4Yepeb, MMEET OCTPYIO M XPOHMYECKYIO (DOpMY.

N3-3a BeposATHOCTU Cepbe3HbIX NocneacTBU Onst 6epeMeHHbIX U nuy C
0CnabreHHbIM UMMYHUTETOM, NMPU OTCYTCTBUM YETKUX KITMHUYECKNX NPOSBIEHNI
3aboneBaHua [nNs  OWArHOCTMKM  TOKCOMMa3Mo3a LUMPOKO MPUMEHSATCA
nabopartopHble meToabl. [paAmas MUKpocKonus Maska, nonimMepasHas uenHas
peakums (MUP) n gpyrne metoabl, no3Bonsiowme BuisBUTbL T. gondii, He JatoT
YeTKUX NpeAcTaBfeHni 0 AaBHOCTU UHPULMPOBAHUSA U cTaann 3aboneBaHns.
Ona anarHocTukm n gandpdepeHumanmm oCcTporo 1 XpoOHNYECKOro TOKconnasmo3sa
OonTUMarnbHbIM SBASIETCS UCCNEA0BaHNE HanNn4msa n aBugHOCTH cneundgunyeckmx
aHTuTen K T. gondii MeTogoM MMMYyHOEPMEHTHOrO aHanunsa.

Cneuunduyeckne aHtutena knacca IgM k T. gondii HaunHaOT BbISBMSATLCSA B
KPOBM C NATOrO AHS MOCe MHPULMPOBAHMS, X KOHLEHTPaLMSA OCTUraeT CBOEro
MakcMMyma vyepes 1-2 mecsLa, Nocre Yero nocTeneHHo cHxaeTcs. Kak npasuro,
yepes 1-2 roga nocne nepBoro UHMULMPOBaHNA aHTUTena IgM k Tokconnasmam
nepecTatT onpefensTtbesa. Cneumduyeckne aHtuTena knacca IlgG nosiensitoTcs
Ha Hefen no3xe cneunduryeckux IgM n gOCTUraroT NUKOBBLIX KOHLIEHTpaLMNA
yepes 3-6 mecdAuUeB OT Hayana ocTpon nHpekuun. bornee yem AByKpaTHbLIN PoOCT
TUTPOB cneunduryeckmnx aHTuTen knacca lgG 3a 2-4 Hegenu MoXeT ykasbiBaTb
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Ha NEepPBUYHYI WHMEKUMIO UMM peakTUBALMI XPOHUYECKOrO TOKCOMa3mMosa.
O6bivHO aHTUTena knacca IgG k T. gondii obHapyXuBalwTCs B KpOBU B
TeYeHne BCEN XMU3HU U SABMSATCA MHAMKATOPOM NaTEHTHOro TOKcOomMma3mo3sa.
ViccnepoBaHve aBMZHOCTU (POACTBA @HTUTEN C aHTUreHoM) cneunduvecKknx
IgG no3BondAeT OoTNMYUTL NEPBUYHBIA TOKCOMMNa3Mo3 OT nacT-uHdekumn. MNMocne
NnepBOro KOHTakTa ¢ TokconnasMamm aHTUreHaMm Npon3BoasiTCA HU3KoaBUOHbIE
aHTuTena IgG, co BpeMeHEM OHW 3aMEHSIOTCS BbICOKOABMAHLIMU. Y GOMNbHbIX
C VMMYHOAEMULUUTHLIMU COCTOSHUSIMA  HU3KOABWAHbIE aHTMTEena MoryT
NPOoSIBNATLCS B TEYEHNE HECKONMbKMX MECSLIEB. Y OCTalbHbIX NaLMEHTOB Hanu4yne
BblCOKOaBUAHbIX aHTUTen knacca IgG k T. gondii N03BONSET UCKMIOYUTL OCTPbIN
TOKCOMMasmos.

3. NIPUHUWIM AHAJTTU3A

OnpepeneHve aHntuten knacca IgG k T. gondii B UDA-Habope «EQUI
Toxoplasma gondii IgG» 6a3npyeTcsa Ha NpuHLUMNE «kHENPSIMOro» TBepaodasHoro
MDA B paByxatanHom wuHKybaumn. B nyHkax nnaHweTta 3acopbupoBaHbl
oyuwleHHble aHTureHnbl T. gondii. Bo Bpems nepBoro atana uWHKyb6auuu
nccnegyembix obpasuoB B nyHkax MOA-nnaHweta cneundumynbl kK T. gondii
aHTUTena, ecnu OHW NPUCYTCTBYIOT B obpasuax, CBA3bIBAIOTCA C aHTMreHamm
Ha TBepaow dase. JlyHKM OoTMbIBalOTCA AN yAaneHWs HecBA3aHHbIX aHTuTen,
OCTalTCH TOMbKO crneumduryeckne KOMNIeKCbl aHTureH-aHtuteno. lNocne atoro
AobaBnAeTcd KOHbIOrat aHTUBMAOBbLIX aHTU-IgG MOHOKMOHAamnbHbLIX aHTUTen
C NepoKCcuOa3on XpeHa, KOTOPbIN CBA3bIBAETCH C MMMYHHbIMU KOMMeKcamm
Ha TBepaon (ase. HecBA3aHHble KOMMOHEHTbl YAAnNAlTCH MpPU OTMbIBAHMUM.
Komnnekcbl aHTUreH-aHTuTeno obHapyxueatTcs nyteMm gobaBneHus pacteopa
xpomoreHa 3,3’,5,5-tetpametunbensnguHa (TMB) ¢ nepekucbio BogopoAa.
Mocne 30-MMHYTHOM WHKYGaLMM peakumsa OCTaHaBnMBaeTca AobaBrneHnem
cton-pactBopa. OnTtudeckas nnotHocTb (Of1) B nyHkax onpegensietca Ha
cnekTpodoToMeTpe npu AnuHe BonHbl 450/620-695 nm. IHTEHCUBHOCTb XXENTON
OKpacku nponopumMoHarnbHa KonMyecTBy aHTUTen B obpasue.

4. MATEPUATIIbI U OBOPYOOBAHUE
4.1. CoctaB Habopa

MnaHweTt NDA
B kaxgoW nyHke nnaHweTta 3acopbupoBaHbl
STRIPS 1x96 OYMLIEHHble aHTureHbl T. gondii. JIyHKW MOXHO

NYHOK otoenaTte. [locne nepBOro  OTKPbITUSI  XpaHWUTE
HEWCnonb30BaHHblE  CTPWUMbl B YNakoBKe  Mpu
Temnepartype 2-8°C He bonee 6 mecsaueB

1x96 MnaHweT AnNA npeaBapuTeNnbHOro pasBeAeHus
NYHOK CbIBOPOTOK

Kanu6paTtop 0

HeratuBHas  cbiBOpOTKa KpPOBM  4YeroBeka C
KOHCEepBaHTOM (KenTbli). XpaHUTb Npu TemnepaTtype
2-8°C

PREDIL|PLATE

CAL[ O] 1x0,25 ml
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CAL[ 10] 1x0,25 ml

CAL] 50] 1x0,25 ml

1x0,25 ml

1%x0,25 ml

REDIL|SAMPLE 1x21ml

DIL[SAMPLE 1x13 ml

44 o 0 0
Z — —
> ) E

o

I 3

CONJ 1x13 ml

SOLN|TMB 1x13 ml

[TWEEN[WASH[20x] 1 x50 ml

SOLN|STOP 1x13 ml
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Kanu6paTop 10

PactBop uMMyHOrnobynuHoB, cneunduyHbeix Kk T.
gondii, B koHueHTpauwuu 10 IU/ml (ME/mn) B 6ydepe co
cTabunmsaTopamu U KOHCEPBAHTOM (CUHE-3EreHbIN).
XpaHutb npu Temnepatype 2-8°C

Kanu6paTtop 50

PactBop uWMMyHOrnobynuHoB, cneunguyHbix k T.
gondii, B koHueHTpauum 50 IU/ml (ME/mn) B 6ydepe co
cTabunmMsaTopamu U KOHCEPBAHTOM (OpaH>XeBbIN).
XpaHutb npu Temnepatype 2-8°C

Kanu6partop 100

PactBop uMMyHOrnobynuHoB, cneunduyHeix k T.
gondii, B koHueHTpauuu 100 1U/ml (ME/mn) B Bycepe
co cTabunmsaTopamu 1 KOHCEPBAHTOM (KPacCHbIW).
XpaHutb npu Temnepatype 2-8°C

Kanu6paTtop 200

PactBop MMMyHOrnoGynMHOB, cneunduyHbix K T.
gondii, B koHUeHTpauum 200 1U/ml (ME/mn) B Oydepe
co cTabunmsaTopamu 1 KOHCEPBAHTOM (hMONETOBLIN).
XpaHutb npu TemnepaTtype 2-8°C

PacTtBop Ans npeaBapuTenbHOro pasBeAeHUs
CbIBOPOTOK

BydepHbIi pacTBOp C A4eTEPreHTOM U KOHCEPBaHTOM
(kopuyHeBhbIN). XpaHuTb Npu Temnepatype 2-8°C
PactBop Ans pa3BeaeHUsi CbIBOPOTOK

BydepHbIi  pacTBOp € 3KCTPaKTOM  MOIOKa,
[eTepreHToOM 1 KOHCEPBaHTOM (KeNnTbin).

Xpanutb npu Temnepatype 2-8°C

PacTBOp KOHBlOrara (rotoB K UCMOJIb30BaHUIO)
BydepHbIi pacTBOp MOHOKINOHanNbHbIX aHTuTen k 1gG
YernoBeka, KOHBIOTMPOBAHHbBIN C MEPOKCMAAa30M XpeHa,
co cTabunmsaTopamu 1 KOHCEpPBaHTOM ((hMONETOBLIN).
XpaHutb npu Temnepatype 2-8°C

PactBop TMbB (roToB Kk uCnosfib30BaHuIo)
Pacteop TMB, H:20:, cTabunmsatop, KOHCepBaHT
(6ecuBeTHbIN). XpaHuTb Npu Temnepartype 2-8°C

PacTtBop ansa npombiBkn TWEEN (20x koHUeHTpaT)
20-kpaTHbIN  KOHUEHTpaT docdaTHoro Oydepa ¢
TBuHoM-20 (GecuBeTHbIN). Pa3BecTu pacTBop AnNs
npombiBkn TWEEN (20x) 1:20 auctunnupoBaHHOWN
UnM OenoHU3npoBaHHOW Bogon (Hanmpumep, 5 Mn
KOHUeHTpaTa + 95 mn Bogbl Ans 8 nyHok) nepepn
ucnonb3oBaHnem. PasbaBneHHbIi pacTBOp XpaHWUTb
npu Temnepatype 2-8°C He 6onee 7 cyTok

CTton-pacTBOp (rOTOB K UCMOJIb30BaHUIO)
Pacteop 0,5 mol H2SO4 (6ecuBeTHbIN). XpaHUTb nNpu
Temnepartype 2-8°C
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B coctaB Habopa BXxoasT: knenkas nrneHka (2 WT.), cxema BHeceHusi obpasLoB
(1 wT.), GriaHk Ans NOCTPOEHWst KANMOBPOBOYHOM KPMBOM (1 LUT.), IUCT KOHTPOSbHbIX
NCNbITAHUIA N MHCTPYKLUMS MO MPUMEHEHMIO.

4.2. lononHuTenbHbIe peakTUBbI, MaTepuanbl 1 o6opyaoBaHue

ABTOMaTmyeckue nuneTkn nepeMmeHHoro ob6vema Ha 10—1000 pl n HakoOHEeYHUKK
K HMM, MepHas nab6opaTopHas nocyga (10—-1000 ml), gewoHusupoBaHHas
unu guCTUNNupoBaHHas Boda, Tepmolwerikep Ha 37°C wunu TepmocTaT Ha
42°C, aBTOMATMYECKMA WX MNOSlyaBTOMATMYECKUA MpPOMbIBATENb MNAHLIETOB
(Bowep), cnekTpodoTomeTp (pugep) ANsS MukponnaHweToB Ha 450/620-695
Nm, COOTBETCTBYIOLLME KOHTEMNHEPLI ANA OTXOA0B MOTEHUMANbHO 3apaXXeHHOoro
mMaTepuana, Tanmep, unbTpoBanbHaa Bymara, ogqHOpa3oBble HeonyApeHHble
nepyaTku, gesvHduumpyowmne cpeacTaa.

5. MPEOOCTEPEXEHUE N TEXHUKA BE3OIMACHOCTHU
5.1. MpepnocTtepexeHune

lNeped nposedeHueM aHanu3a BHUMamesibHO 03HaKoOMbMmech C UHCMpyKuueu
Mo npumMeHeHur. [JocmogepHOoCcmb pe3ynbmama 3asucum Oom 4Yemkozao
criedoesaHusi npoyedype aHausa.

—He ucnonb3ynte KommnoHeHTbl WN®PA-Habopa nocrne OKOHYaHWs Ccpoka
rogHoOCTW;

— He UCMonb3ynTe BO BpEMS aHanm3a v He CMeLLVBanTe KOMMOHEHTbI Pa3HbIX
cepuvii, KOMMOHEHTbI N3 HabopPOB pa3HbIX HO30MOTUIM UMM peareHTbl ApYrux
npounsBoauTenen B couetaHnm ¢ Habopom «EQUI Toxoplasma gondii IgGy;

— He 3amopaxunBante NPA-Habop UM ero KOMMNOHEHTbI;

—rocne WCnonb30BaHWA peareHTa 3akpbiBanTe KaxAabl ¢nakoH CBOEW
KPbILLKOW;

— BO BpPEMS NPOMbIBaHWSI KOHTPONMPYWTE HAMOMHEHME Y NOJTHYIO acnupauuio
pacTBopa 13 NYHOK;

— Kaxabl pa3 MCMNoNb3yhTe HOBbIA HAKOHEYHUK MUMETKU ONA BHECEeHUs
o6pa3suoB UM peareHToB;

—un3berante nonagaHus MNpPsIMbIX COJIHEYHbIX Jlyyel Ha peareHTbl NPA-
Habopa;

—[SOLN[TMB] momkeH ObiTb OecuBeTHbIM Mepen Mcnonb3oBaHueM. Ecnu
pacTBOp OKpalleH B CUHWUIA UMW XENThbI LUBET, €ro Henb3si UCMoMb30BaTh.
M3beraiiTe KOHTakTa C MeTannamu WUnM MoHaMW MeTarsos.
Ona paboTbl UCMOMb3yNTe TOSMbKO YMCTYH, TLATENbHO BbIMOMOCKAHHYHO
OUCTUNNNPOBaAHHOW BOAOW NOCYAY;

— He NCNoNb3ynTe peareHTbl, UBET KOTOPbIX HE COOTBETCTBYET YKa3aHHOMY B
nyHkTe 4.1;

— HU B KOEM Crly4ae He UCNOonb3ynTe OA4HY U Ty Xe nocyay Ans "
[SOLN[TMB;

— He NpoBOAUTE BU3yaribHbIV yYeT pe3ynbTaTtoB aHanm3a (6e3 ncnonb3oBaHus
puaepa);
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— JononHuTenbHoe obopyaoBaHMe, Haxogslleecss B HENOCPeaCTBEHHOM
KOHTaKkTe C¢ OuonormyeckMMm maTepuarioMm WM KOMMOHeHTamu Habopa,
CUMTaeTCs 3arpsi3HEHHbBIM U HYXXAAETCs B O4ULLIEHMM N 0De33apaXKmBaHuu;

— VI®A-Habop npegHasHadeH Ansa 96 aHanmsoB. KoOMMNOHeHTbl nocne
MCNONb30BaHUSA M OCTATKM HEWUCMNONb30BaHHbIX KOMMOHEHTOB [OOKHbI
ObITb YTUNN3NPOBAHDI.

5.2. TexHuka 6e3onacHocTH

—BCe peareHTbl Habopa npegHasHayeHbl TONbKO Ans nabopaTopHOro
npodeccMoHanbHOro MNpUMEHeHUa B N Vitro AuarHocTuke u MOryT
NCNoNb30BaTbCs TONBKO KBannguumnpoBaHHbIM MEPCOHANoM;

— MOCTaHOBKY aHanuM3a NpoBOAUTb TOMIbKO B OOHOPA30BbIX HEOMyOpeHbIX
nepyaTKkax u 3aWMTHbIX OYKaXx;

—He pJonyckaeTtcs MpVMHMMAaTtb MWWy, MWUTb, KypUTb WM MNOMb30BaTbCSA
KOCMETUKOW B KOMHaTe NpoBeAEeHNs TECTa;

— He NMNeTnpoBaThb PacTBOPbI PTOM;

— kanubpaTtopbl MPA-Habopa «EQUI Toxoplasma gondii IgG» npoTecTupoBaHsl
N NpU3HaHbl HeraTuBHbIMK Ha HBsAg u aHTutena k BUY1/2, BI'C, Treponema
pallidum, ogHako obpaLLaTbCs C KOHTPONbaMu U UCCregyemMbiMu obpasuamm
cnegyeT Kak ¢ NoTeHUManbHO onacHbIM MHEKLMOHHBIM MaTtepurarnom;

— HEKOTOpble KOMMOHEHTbl Habopa cogepXaT HU3KMe KOHLEeHTpauum
BpeAHbIX BELLECTB M MOTyT Bbi3BaTb pa3gpa)keHue KOXM U CIU3UCTbIX.
MNpn nonagaHum [SOLN[TMB], [SOLN[STOP] n [SOLN[CONJ| Ha cnunaucTble unm
KOXXy HeobxoguMMO HEMEANIEHHO MPOMbITb MOpPa)KeHHOE MeCTO GonbLIUM
KOnmMyecTBOM BOAbI;

— B crnyyae pasbpbl3rMBaHus pacTBOPOB, HE COAEPXKALLNX KUCMOTY, Hanpuvep
CbIBOPOTOK, 0bpaboTaTb NMOBEPXHOCTb AE3MHPULMPYHOLUM CPeaCcTBOM,
3aTeM BbITEPETh Aocyxa hunbTpoBanbHo 6ymaron. B npoTuBHOM criyyae
KMCMOTY CHavana HyXHO HenTpanu3oBaTb pacTBopoMm 6ukapboHaTa
HaTpws, a 3aTeM BbITEPETb MOBEPXHOCTb, KaK OMMCAaHO BbILLE.

5.3. MHakTUBaLMA M yTUNU3aLma oTXonoB

—XnAkme oTxoAbl HeobXxoAUMMO WHAKTUBMPOBATb, HaMpMMep, PacTBOPOM
nepekMcn BOAOPOAA B KOHEYHOW KOHUEeHTpauun 6% B TeyeHue 3 yacos
npyv KOMHATHOW Temnepatype WM FMNOXMOPUTOM HaTpUA B KOHEYHOM
KoHUueHTpauun 5% B TedeHne 30 MUHYT unu Opyrumy paspelueHHbIMU
Ae3nHduUMpyoLWmMMy cpeacTeamu;

— TBEpAble 0TX0Abl CrieflyeT UHAKTUBMPOBaTb NyTEM aBTOKNABUPOBaHUSA Mpu
TemnepaType ctepunusaunm He meHbLie 132°C;

— He aBTOKNAaBUPYWTE pacTBOPbI, cogepxXallme asng HaTpusa Unv rmnoxnopuT
HaTpus;

— YTUNN3aumlo MHaKTUBUPOBAHHbLIX OTXOAOB NPOBOAUTL B COOTBETCTBUW C
OEeNCTBYIOLNM HaUMOHaNbHbIM 3aKOHOAATENbCTBOM.
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6. XPAHEHUE U TPAHCITIOPTUPOBKA

N®PA-Habop cTabuneH B Te4eHne cpoka rogHOCTU, yKa3aHHOTO Ha 3TUKETKE,
€Cnu ero xpaHuTb Npu Temnepartype 2-8°C. TpaHcnopTupoBaTb Habop nNpwu
TemnepaTtype 2-8°C. [JonyckaeTcs ogHOpa3oBas TpaHCNOpTUPOBKa Npu Temne-
paType He Bbilwe 23°C B Te4YeHne OByX CYTOK.

7. PEKOMEHOALIUU MO OTBOPY, TPAHCIOPTUPOBKE U
XPAHEHUIO OBPA3LIOB

KpoBb Heobxoammo oTbupaTtb M3 BeHbl B CTepurbHyto npobupky. MNMpobupka
JomkHa  OblTb  nNpoMapkupoBaHa C  ykasaHuem  MAEHTUUKALNOHHbIX
OaHHbIX nauueHTa u gatbl oT6opa obpasua. LlenbHylo KpoBb 0O OTAeneHus
CbIBOPOTKM MOXHO XpaHuTb 40 24 4YacoB npu Temnepartype 2-8°C, He gonyckas
3aMopaxuBaHus.

CbIBOPOTKY MMM Mrasmy KPpOBU MOXHO XpaHWTb npu TemnepaTtype 2-8°C He
bonee 3 cyTok. [lonyckaeTcs bonee NnpoAoIKNTENBHOE XPaHEHNE 3aMOPOXXEHHON
cbiBOpOTkM npu Temnepatype -20°C wnu -70°C. 33amopoxeHHble obpa3sLbl
nepen MCNonb30BaHWEM CriedyeT pasmopo3uTb U BblAepXaTb MPU KOMHATHOM
TemnepaTtype B TedeHne 30 mMuHyT. [locne pasmopaxmBaHuss oOpasubl
cnegyet nepemellartb AN AOCTUXEHUS ogHOPOAHOCTU. M3beratb NOBTOPHOrO
3aMopaxuBaHua-oTTanBaHus Mccrnegyembolx obpasuoB. B cnyvyae noMmyTHeHUs
CbIBOPOTKM (MnM nria3mbl) 0CBOGOXAAKTCSA OT HEPACTBOPEHHbIX BKITHOYEHUN
ueHTpudyrnposaHmem npu 3000 o6/muH B TeyeHne 10-15 muHyT. He cnegyet
ncnonb3oBaTb 06pasubl CbIBOPOTOK C BbIpaXXEHHOW NUNMAEMnen, reMonn3om, a
Takxe bakTepuarnbHbIM NPOPOCTOM.

O6pasuybl  CbIBOPOTOK  TpaHCMOpTMpOBaTb B TEPMOMU3ONALMNOHHbBIX
KOHTenHepax. [1ns 9TOro 3akpbiTble NPOMapKMPOBaHHbIE NPOBMPKU HEOBXOANMO
NMOMECTUTb B MOMNNITUINEHOBBIN NAKET, NNIOTHO 3anevartaTb U NOMOXUTb B LLEHTpe
TEPMOKOHTeNHepa. 3aMOpOXeHHble XnafareHTbl MOMOXWTb Ha [HO BAOIMb
BOKOBbIX CTEHOK TEPMOKOHTENHEPA N HaKpbITb UMK 06pa3sLbl CbIBOPOTOK.

8. NOAIrOTOBKA PEANEHTOB
lNpumeyaHue: lNeped ucnonb3osaHuem 8bidepXxume ece KoOMrnoHeHmMbl MDA-
Habopa npu KoMmHamHou memnepamype 18-25°C 8 me4yeHue 30 muHym!

8.1. NMoarotoBka nnaHweTta UDA

Ona npegynpexaeHus KOHAEHCauun BOAbl B JyHKax OTKpbIBanTe
TONbKO nocne BblaepxuBaHus 30 MUHYT NpyU KOMHaTHOW TemnepaType.
PackponTe BakyyMHYK ynakoBKY, OTAenuTe HeobXxooMMoe KONMMYECTBO JTYHOK,
a ocTanbHOe cpasy e TWaTeNbHO YNakyuTe ¢ BNaronorfnoTuTenem n xpaHute
NMNOTHO 3akpbITbiIMM Ha 3aMok zip-lock npu Temnepatype 2-8°C. XpaHeHue
ynakoBaHHOro Takmm obpasom nnaHweTta obecneynBaeT ero cTtabunbHOCTL B
TeyeHue 6 mecsueB:

8.2. MpuroToBneHne NpoMbLIBOYHOIO pacTBopa

[na npuroToBneHns NpombIBOYHOrO pacTeopa passeaute [TWEEN[WASH[20x]
1:20 (1+19) AUCTUNNNPOBAHHON UMW OENOHU3UPOBAHHOW BOAOW, MOTOM
nepemelante. Hanpumep, 5 ml koHueHTpaTa + 95 ml BoAbl, 4ero 4OCTAaTOYHO ANS
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8 nyHok. NMpn HanNMuMn KpUCTanoB B KOHLEHTpaTe pacTBopa 4SS NPOMbIBaHUS
nporpeunTe dnakoH npu temnepatype 37°C O NONHOro pacTBOPEHNSA KPUCTaNNOB
(15—20 muHyT). Pa3BefeHHbIN pacTBOP MOXHO XpaHuUTb nNpu Temnepatype 2-8°C
He Bonee 7 CyTOK.

8.3. NpeaBapuTenbHoe pa3BeaeHne ob6pasLioB U KanubpaTopoB

TecTupyembie obpasubl U kanubpaTtopbl NpeaBapuTensHo pa3seguTte B 10 pas
[PREDIL[SAMPLE]. 1A 9TOro B HEOBGXOAMMOE KOMUYECTBO NYyHOK (KOMMMEKTyeTcs
B Habope) BHecute no 90 ul n pnobasbte no 10 ul o6pasuos
n kanubpartopoB. [lpy BHeceHun o6pas3yoB M KannbpaTOpPOB OCTOPOXKHO
NUNeTMpynTe CMECh, MPM 3TOM LIBET pacTBOpa B NyHKaX JOJIKEH U3MEHUTLCS C
KOpU4HEBOro Ha cuHuit. Mpouenypy pasBeaeHns o6pasLoB 1 KOHTPoNnen cnegyeT
NPOBOANTb HEMOCPEACTBEHHO Nepes aHanm3oMm.

O6pasuybl MauUMEHTOB C OXWOAEMOM KOHUEHTpauuen cneumduyecKkmnx
aHTUTEN Bbile (200 IU/ml (ME/mn)) pekomeHOyeM wuccriegoBaTb B
OByx passegeHusix 1:100 n 1:1000. Ytobbl nccnenosaTb obpasel, B pasBeaeHnn
1:1000, npuroToBbTE NpeaBapuTenbHoe paspegeHue obpasua 1:100, ans satoro
pobaebTe 10 pl obpasua k 990 yl [PREDIL[SAMPLE].

OpHako BcTpevatoTcs obpasubl C BbICOKAM COAepKaHUeM cneumuvecknx K
T. gondii 1gG (Bbiwe 1000 IU/ml (ME/mn)). Ansa Takux obpasyos Ol1, nonyyeHHas
npun wuccnegoBaHum B pasBegeHun 1:1000, Oymet 6Gornblie ONTUYECKON
NNOTHOCTU [CAL[200]. [MoaTOMy AN KOPPEKTHOro onpeAeneHns KOHUEeHTpauum
crneumduryecknx aHTUTEN B Takmx obpasuyax cnegyeT nccnenoBatb X B KOHEYHOM
passegeHunn 1:3000, a gnsa aT0ro NPUroToBUTL NpeaBapuUTeNnbHOE pa3BefeHune
atmnx o6pasuyos 1:300. K npumepy: 2990 pl + 10 pl uccnegyemoro
obpasua.

9. MPOLUEOYPA AHAJIU3A

9.1.MoarotoBbTe HEOOXOANMMOE KONMUYECTBO NYHOK Anst aHanuia (NaTb NyHOK
Ans kanubpatopoB M HeobxoguMmoe KOMMYecTBO Ans uccnegyembixX
obpasuoB), BcTaBbTe UX B pamky nnaHweta NPA. JlyHkn ¢ kanubpaTtopamu
obs3aTenbHO BKAOYANTE B KaXAYH0 NOCTAHOBKY aHanmsa.

9.2.3anonHuTe cxeMy BHeceHusi o6pasLos..

9.3.MMpurotoBbTe pacTBOp Af1si NPOMbIBaHUSI B COOTBETCTBUMN C MYHKTOM 8.2.

9.4.MpurotoBbTe NpeaBapuTenbHOE pas3BedeHMe 00pas3LoB M KanmbpaTopos,
Kak onmncaHo B nyHkTe 8.3.

9.5.BHecuTe BO Bce nyHkM nnaHweTa no 90 yl [DIL[SAMPLE].

9.6.BHecuTe BnyHkmn no 10 ylnpegBaputenbHo pa3BegeHHbix 1:10 kanmbpaTtopoB
N nccrnegyembix o6pasLoB:
[CALTO] - B nyHky A, — B IyHKy B1, [CAL[50] - B nyHKy C1, [CAL] 100 ] -
B nyHky D1, — B nyHKy E1, B ocTanbHble NyHKN — nccnegyemble
obpasubl. Takum obpasom, KOHeyHoe pa3BefeHne o6pas3uoB B JyHKaXx
normkHo coctaenate 1:100. NMpn BHECEHMN NPOUCXOOUT N3MEHEHME LBeTa
pacTtBopa C Xentoro Ha 3eneHbli. OCTOPOXHO NUNETUPYNUTE CMeECb B
nyHKax, He gonyckas neHoobpa3oBaHus.
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9.7.3aknenTe cTpuUnbl KNENKOW NITEHKOW N UHKYOupynTe B TedeHne 30 MUHYT

npu Temnepartype 37°C.

9.8.1Mo okoH4YaHWM MHKYBaLUM akKypaTHO CHUMMUTE KIENKYI0 MAEHKY U MpOMOonTe

NYHKM NATb pa3 C MCMONb30BaHWEM aBTOMAaTMYECKOro NMpoMbiBaTens unm
8-kaHanbHOW NUNeTKM cnegytowmm obpasom:

— yoanuTe CoaepXMMOe NYHOK B KOHTENHEP ANS XKUOKUX OTXOAO0B;

— HanomHuUTe INyHKM cTpunoB He MeHee yem no 300 pl pactBopom gns
NPOMbIBaHUs, OCTaBbTE HE MeHee, YeM Ha 30 CeKyH[;

— acnvpupyinTte pacTBop u3 nyHok. OcTaTouHbIi 06bem pacTBopa nocrne
Kakgoro atana acnupauum JOJBKEH COCTaBnATb He 6onbLue 5 l;

— NOBTOPUTE NpoLeaypy NPOMbIBaHUSA eLle NATb pas;

— nocrne nocneaHen acnupauny n3baebTech OT NIULLHER BNaru, NOCTykneBas
nraHweToM no uneTpoBarnbHoOn Gymare.

9.9.BHecuTe B nyHkn no 100 pl [SOLN[CONJ]. CTpunbl HAKPONTE HOBOW KITEMKOW

9.10.

9.11.

9.12.

9.13.

9.14.

NNeHKon n uHKybupyrte B TedeHne 30 muHyT npu 37°C.

Mo OKOHYaHMM MHKYBaUMW akkypaTHO CHUMWUTE KNENKYH0 NIIEHKY U MPOMOoNTe
NYHKK NATb pas, Kak onncaHo B NyHkTe 9.8.

Buecute B nyHkn no 100 pl [SOLN[TMB], HEe Kacasicb OHa U CTEHOK JTYHOK
nnaHwera.

NHky6upynte ctpunbl B TeyeHne 30 MUHYT B TEMHOM MeCTe Npy KOMHaTHOM
TemnepaType 18-25°C. He ncnonb3yinTe Knenkyo NieHKy Ha JaHHOM aTare.
BHecute B nyHku ctpunos no 100 pl ONsi OCTaHOBKM
depMeHTaTUBHOM peakLmu, MPUAEPXKMBASACH TOM XXe NOCreaoBaTENbHOCTH,
YTO U NpU BHECEHUU [SOLN[TMB]. BOo BpeMsi BHECEHUS MPOUCXOAUT UBMEHEHUE
LBeTa pacTBopa € roflyboro Ha XenTblit, B lIyHKax ¢ Mpo3payHbiM pacTBOPOM
HEe3HaYMTENbHO MEHSIETCS OTTEHOK.

NamepbTe Ha puagepe Ol1 B kaxgow nyHke npu gnuvHe BonHbl 450/620-
695 nm B TeyeHne 5 MUHYT Nocne ocTaHOBKM peakuuu. [o npoBefeHus
namepeHuss ybegutecb B YMCTOTE BHELUHEW MOBEPXHOCTU OHA JyHOK U
OTCYTCTBUM My3bIPbKOB.

Yuem pe3ynbmamoe aHanusa MOXHO npoe8odums 8 0OHO80/THOBOM PEXUME
npu OnuHe 8osHbI 450 nm, 8 amom criydae ocmasbme fyHKY 07151 ycmaHO81eHUsI
6r1aHKa (8 maKy IyHKY Hecume moJibKO [SOLN[TMB] U [SOLNJSTOP ).

10. YYET PE3YJIbTATOB U UX UHTEPIMNPETALUUA

10.1. KoHTponb AOCTOBEPHOCTU pe3ynbTaToB aHanusa
[aHHble TecTa cunTaoTCa 4OCTOBEPHBLIMU, ECIIM OHW OTBEYAT CMeayrLUM
TpeboBaHUsIM:

CAL[ 0] on <0,20
on =0,150
on =o0n x 3
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CAL| 100 Orn = Ol [CAL[50] x 1,2
on =20
10.2. YyeT pe3ynbTaToB aHanusa
[na nonyyeHns KONMUYECTBEHHbIX Pe3ynbTaToB OnpeAeneHnss KOHUEeHTpaLumm
aHTuTen knacca IgG B 1U/ml (ME/Mn) nocTpoiTe KanMbpoBOYHYHO KPUBYHO: Ha
ocn QY oTnoxute nomnyvyeHHble 3HadeHuss Ol natu kanubpatopos
, [CALT10], [CAL[50], [CAL[100] n [CAL[200], @ Ha ocn OX — cooTBeTCTByHOLIUNE
UM KoHueHTpauumm — 0, 10, 50, 100, 200 IU/ml (ME/mn) cootBeTcTBeHHO. C
NoMOLLbIO KanMbpoBoYHOro rpadmka onpegenurte koHueHTpauumto [U/ml (ME/mn)
cneundudeckux IgG B uccnegyembix obpasuax, COOTBETCTBYHOLLYH 3HAYEHUIO

nony4eHHon Ol1.
Mpumep KAAMGPOBOYHOIO rpadOUKa NPUBEAEH HO PUCYHK
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lMpumeyaHue: He ucnone3ytime amom epachuk 0151 onpedenieHUss KOHYeHmpauuu

cneyuguyeckux aHmumen 6 aHanuse. [lnsa kaxdol MocmaHOo8KU

aHarsnusa Heobxodumo cmpoumbs omOesibHy KanubposoyHyro Kpusyto!

Ona obpasuyos, wuccrneposaBlwmxcd B passegeHun  1:1000 wn  1:3000,

onpefeneHHyo no rpaduky KOHLEHTpaUuo cneundunyecknx aHTuTen cnegyet
NepeMHOXWUTb Ha CTENEHb pa36aBneH|/|;|, T.e.

KOHe4YHasi KOHUeHmpauyusi = KoHueHmpauyus no gpaguky * 10 (unu x 30)

Ons y,CI,O6CTBa ydyeTa pe3ynbratoB peakunMnm MOXHO MUCNOJ1b30BaTb
KOMMNbKOTEPHbIE  NpPOrpaMmMmbl  CHUTbIBAHUA U UCHUCIIEHNA  pPe3yrbTaToB
nccnegoBsaHUN.

10.3. UHTepnpeTauma pe3ynbLTaToB
KoHueHTpauus IgG B

obpasLie WHTepnpeTtaums
> 10 IU/ml (ME/mn) MONOXWUTENbHBLIN
8-10 IU/ml (ME/mn) HEONPEOENEHHbLIN*
< 8 IU/ml (ME/mn) OTPULATEbHbIN

*

HeonpeneneHHble o6pasubl peKkoMeHAyeTCs uccnenoBaTb MOBTOPHO
B OBYyX NyHkax Habopa W®PA. Ecnu pesynbtaThl cHOBa OyanyT B npepenax
HeonpeeneHHbIX, criegyeT NpoBecTn O0TOOP M aHanu3 HoBoro obpasua yYepes
2-4 Hepenu. B cnyyae NnOBTOPHOroO MonyyYeHUsi HeonpeaerneHHbIX pe3ynsTaToB
Takue obpasLbl cuMTaTh OTPULATENBHBLIMU.
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10.4. MeTponoru4yeckas npocriexxmnBaeMocTb KanmépaTopoB

KoHueHTpaumm kannbpatopos NPA-Habopa «EQUI Toxoplasma gondii IgG»
cooTBeTCTBYHOT TpeTbemy MexayHapogHoMy CtaHgapTy Anti-Toxoplasma serum,
Human TOXM (NIBSC, WHO) B gnanasoHe 10-200 IU/ml (ME/mn) (slope = 1,015;
R2 = 0,978). OT0 cBMAETENbLCTBYET O METPOSIOrMYECKON MPOCNEXUBAEMOCTM
kanubpatopoB NPA-Habopa «EQUI Toxoplasma gondii IgG» B mexayHapogHo
cornacosaHHoM kannbposoyHom maTepuane (CtaHgapt TOXM).

11. XAPAKTEPUCTUKU TECTA

11.1. AHanuTUYeCKMe xapakTepucTUKU

Mpeun3noHHOCTb
Bocnipouszsodumocmsb pe3ynbmamos 8 ripedesiax 00HOU MOCMaHO8KU aHasusa
(Intra assay repeatability)

KoacppuumenTt Bapuaumm (CV) ana ABYX CbIBOPOTOK C pa3HbIM YPOBHEM
cneunguyecknx aHTUTen oueHmBanu B 32 noBTopax Ha ogHon cepun NOA-
HabopoB.

KoHueHTpauus
Ne cbIBOpOTOKM OI'ICp IgG, 1U/mI (ME/mn) CV, %
291 1,002 32,7 5,9
292 1,453 48,7 12,9

Bocnpoussodumocms pe3ynsmamog Mexdy pasHbIMU nocmaHoe8KkaMu aHanu3a
(Inter assay reproducibility)

KoadpdpumumeHnT Bapmnauum (CV) onsa AByX CbIBOPOTOK C pa3HbIM YPOBHEM Che-
LUMUYECKNX aHTUTEN OLEHUBANUN B TEYEHUE YeTblpex AHEN B YeTbipex nocra-
HOBKax aHanu3a no 8 NoBTOPOB B KaX0M aHanuse.

KoHueHTpauus

Ne cbIBOPOTOKHM on,, I9G, 1U/mI (ME/mn) CV, %
291 1,100 30,6 13,1
292 1,317 36,8 1,7

AHanuTn4yeckas YyBCTBUTENbHOCTb

«paHnuaocbHapyxeHus» (LoD)—HanmeHbLIasg KOHLEHTpaUsiaHanM3npyemMoro
BellecTBa B obpasue, BbiABNISIEMOM C 3asBIIEHHOW BEpPOSTHOCTbI, And NDA-
Habopa «EQUI Toxoplasma gondii IgG» coctasnset 5,0 IU/ml (ME/mn).

«paHnua konmmyecTBeHHoro onpegenerusi» (LoQ) — HauMmeHbluas
KOHUEHTpauus aHanuta B obpasue, onpegensieMasl KOMMYECTBEHHO C
3asBMIEHHON MNPUEMMEMON TOYHOCTbIO M npaBuiibHOCTbO, Ana N®PA-Habopa
«EQUI Toxoplasma gondii IgG» coctasnsiet 5 IlU/ml (ME/mn).

«paHunuya otpuuatensHoro aHavyeHus» (LoB) coctasnset 0,4 IU/ml (ME/mn).

[dnana3oH NMHeNHoCTHn

IOunanasoH nuHenHoctn WPA-Habopa «EQUI Toxoplasma gondii IgG»
Haxogutcs B npegenax 10-160 [U/ml (ME/mn). Mpun ncenegosannm obpasuos
CbIBOPOTOK C BbICOKOW KOHLUeHTpauuen IgG aHtuten k T. gondii (6onee 200 U/
ml (ME/mn)) hook-adhcpbekT He oBHapy»keH 0o KoHueHTpaumm 6000 1U/ml (ME/mn).
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AHanutun4yeckas cneuupnIHOCTb

Ha pesynbrat aHanmMsa He BNuseT Hanuuve B obpasue GunupybuHa B
KoHueHTpauumn go 0,21 mg/ml (361,8 ymol/l), remornobuHa B KOHLEHTpaLmm
8o 10 mg/ml v TpurnnuepngoB B koHueHTpauun go 10 mg/ml (11,3 mmol/ 1).

B pesynbrate npoBefeHHbIX UCCNEeAOBaHWI HE BbISIBIIEHO MEPEKPECTHbIX
peakumi ¢ aHTuTenamu knacca IgG k BMpycam kKpacHyxu, dnwTenHa-bapp,
npocTomy reprnecy 1 1 2 Tuna v uuTomeranosupyca. Takxe He BbIBIIEHO
BNUSAHWS Ha pesynbTaT aHanu3a peBmaTougHoro cpaktopa B obpasuax go
koHueHTpauumn 1390 [U/mn (ME/mn). Pe3ynbTaT aHanuaa, NonyyvyeHHbIA Ans
Kaxxgoro obpasua, cpaBHMBanNu c pe3ynbraTtoM, Nofly4eHHbIM B KOMMEPYECKOM
TecT-cucTeme, nmetwulern CE-MapKknpoBKy, 1 paccymTbiBann OTHOCUTENBHYIO
cneumdundHocTb MOA-Habopos «EQUI Toxoplasma gondii IgG».

11.2. IuarHocTuYeckme xapakTepucTukm

[Ona onpepeneHus 4yBCTBUTENbHOCTM U cneundpuyHocTn UNDA-Habopa
ncnonbdoBanu 31 obpasel CbIBOPOTOK, MOMAyYEHHbIX OT MauNeHTOB
C KIMWMHMYECKMMM CUMMNTOMamu, KOTOpble MOryT Habniogatbca npu
Tokconnasmose u 97 CbIBOPOTOK KMAMHUYECKM 300POBbIX MaLMEHTOB.
YyscTBUTENBHOCTL U cneunduyHocTs NPA-Habopa «EQUI Toxoplasma
gondii IgG» coctasnsanu 100%.

Takxe XxapakTepucTukm MeToda wuccnegoBanu Ha LeneBon rpynne
BepeMeHHbIX xeHwWwmH (190 obpasuos) u Beibopke JOHOPOB (287 0bpasLoB)
MO CpaBHEHWUIO C aHarorMyHbIMU KOMMEpPYECKUMM Habopamu, UMeLUMm
CE-mapkupoBky. [Ons BblGopkn OepeMeHHbIX XEHLUMH OTHOCUTENbHas
4YyBCTBUTENLHOCTb U cheundunyHocTs coctaBuna 98,9%, npoueHT
cosnageHna — 98,9%. [Ona BblbOopkM [OOHOPOB  OTHOCUTENbHas
YyBCTBUTENBHOCTL cocTaBuna 99,4%, oTHocuTenbHas cneunguyHocTb —
99,0%, npoueHT coBnageHua — 99,3%. OO6wasa pacnpocTpaHeHHOCTb B
nonynsaunn coctasmna 57,98%, 4To NOSTHOCTLIO COOTBETCTBYET NIUTEPATYPHbIM
OaHHbIM.

[Mo3nTmMBHasa nporHocTudeckas ueHHocTb (PPV) W®A-Habopa «EQUI
Toxoplasma gondii IgG» coctaBnsieT 100%, oTpuuaTenbHas NporHocTu4ecKas
ueHHocTb (NPV) — 100%.

12. OrPAHNYEHUE AHATIN3A

MonoxuteneHbin pesynstat B VIOA-Habope «EQUI Toxoplasma gondii
IgG» gABnNfeTCcsa CBMAETENbCTBOM HanMuuMs y MauMeHTa aHTUTen knacca
IgG, cneundunyHbix K T. gondii, KOTOpble NPOAYLUPYOTCS OPraHnM3MOM Mpu
MHprUMpoBaHuUM Bo3byauTenem Tokconnasmosa. Hanmuume aHTutTen aToro
Kriaccay HOBOPOXAEHHbIX He ABNSieTCA NoATBEPXKAEHUEM NX MHULUPOBAHMS
T. gondii. OgHoKpaTHOEe 0OHapyXeHne ga)e BbICOKMX TUTPOB aHTUTEN Knacca
IgG Henb3sa cunTaTh JOKa3aTeNbCTBOM He4aBHEro MHPULMPOBAHNS.

HeraTtusHbin pe3dynstat B Habope EQUI Toxoplasma gondii IgG nokasbiBaer,
4YTO TecTupyeMmbln obpaseL He cogepXuT cneumduyeckux aHTuTen wnm
X KOHLEHTpaUMs HWXEe YPOBHS YyBCTBUTENbHOCTM aHamnus3a. Hanpumep,
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ecnn obpasel nony4vyeH 4epe3 HeOOMbLUIOW MPOMEXYTOK BPEMEHU Mocre
WHMUMpPOBaHUA, To aHTUTena knacca IgG moryT He oOOHapyXuBaTbCs.
Mpy HaNUUMM KNUHUYECKNX CUMMNTOMOB HEOOXOOMMO MPOBECTU MOBTOPHOE
TecTUpoBaHue nauneHTa Yepes 2-4 Hea.

[na KOppeKTHOW AMarHOCTUKW aKTUBHOW WHMeKUMM crenyeT MpoBECTU
nccnepoBaHne Hanuuus IgG aHTUTEN B napHbiX obpasuax, NosyYeHHbIX
C VHTepBanom 3abopa KpOBM He MeHee OBYX Hedefb, a TakXe MpPOBECTU
TeCTUpOBaHWe Ha Hanuive cneundunyecknx aHTuTen knacca IgM, Hanpumep,
B VIDA-Habope «EQUI Toxoplasma gondii IgM». Ons auddepeHumanmm
NepBMYHON U NacT-MHEKUUN PEKOMEHLYETCH [OOMONHUTENBHO MPOBECTM
onpeperneHne nHaekca aBMaHoCcTu cneundudeckux IgG aHtTuTen (Hanpuvep,
B MIPA-Habope «EQUI Toxoplasma gondii IgG avidity»).

OkoH4YaTernbHbIA AMarHo3 He MoXeT OblTb YCTAHOBIEH TOMLKO MCX04sa U3
pe3ynbTaToB ceporiornyeckoro tecta. [pu yctaHoBneHUn gnarHosa cnegyer
yuynTbiBaTh pesynbTaTbhl KOMMnekca NnabopaTopHbIX U MHCTPYMEHTalbHbIX
nccnefoBaHWUin, a TakXxe KIIMHUYECKNE NPOosiIBNEHNsT 3aboneBaHus.

13. TPYOHOCTW, KOTOPbLIE MOIYT BO3HUKHYTb MNMPU
NMPOBEAEHUU NDA

Bbicokuli ¢poH 8 siyHKax ece20 niaHwema Mo)xem 603HUKHYMb U3-3a:
— 3arpsA3HEeHHOro NpoMbIBaTENS;
— HM3KOro KayecTBa Unu 3arpsi3HeHus Boabl;
— MCNOMb30BaHWs NIOX0 NOMbITON NOCYAbI;
— MCNOMb30BaHUs Ae3NHMULMPYIOLWLNX CPEACTB, CoaepXaLLMX XN0op;
— MCNOMb30BaHuUs 3arpsi3HEHHbIX HAKOHEYHUKOB;
— YBENMYEHUs BpPEMEHU MHKYybauum MNu U3MEHeHUs TemnepaTypHoro
pexuma.
Bbicokuli poH 8 omOesnibHbIXx psidax Moxxem 6bIMb C8s13aH C:
— MNOBTOPHbLIM BHECeHUeM pacTteopa TME;
—3arpsi3HeHMEeM KOHyCa aBTOMaTUYECKON NUNETKN paCTBOPOM KOHbIOraTa;
— 3arps3HeHnemM OAHOro 13 KaHarnoB NPOMbIBATENS.
lMonyyeHHoe 3HadyeHue OIfl noOsI0KUMENBLHO20 KOHMPOJISA HUXe
ycmaHoesieHHOoU epaHulybl, ecu:
— HenpaBuIlbHO NPUTOTOBMEH UK HE BHECEH OOMH U3 peareHToB (pacTBop
KOoHblorata unu pactesop TMB);
— COKpaLleHo BpeMsi MHKybaLmm Ha OAHOM 13 3TanoB..
NumeHcusHOoCMb OKpawueaHusi JIYHOK He coomeemcmeyem
nony4eHHOU onmuyYyecKol niaomHocmu. 3TO MOXET CBUAETENbCTBOBATL O
CMELLEeHHOM ONTUYECKOM IyYe.
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CXEMA NPOBEOEHUNA AHATTU3A

BbigepxaTb peareHTbl 30 min npu Temnepatype 18-25°C

B nyHku [PREDIL[PLATE] BHecTu no 90 ul [PREDIL[SAMPLE | n no 10 pl
ncenegyemMbix 06pasuoB 1 kanubpaTopos
(NnpoucxoguT N3MEHEHME LiBeTa C KOPUYHEBOIO HA CUHWIA)

B nyHku [STRIPS | BHecTr no 90 ul [DIL[SAMPLE

(kenTbIN LBET)

BrecTtun no 10 pl npeaBapuTenbHO pasbaBneHHbIX kanmbpaTopos 1
ncenegyemMbix 06pasLoB:

A1 —[CAL] 0], B1 —[CAL] 10], C1 —[CAL[50], D1 —[CAL[ 100], E1 —[CAL[ 200],
B OCTallbHble MyHKW - nccnegyemole obpasLbl

(NponcxoanT M3MeHeHMe LBeTa C XKeNnToro Ha 3efeHbli)

3aknenTb CTPUMbI MIEHKOW, MHKy6upoBaTtb 30 min npu Temnepatype 37°C

MpombITe NyHKM 5 pa3 npurotoBneHHbiM 1:20 (1+19) NPOMbIBOYHBIM PacTBOPOM
TWEEN (300 pl B nyHKy)

B nyHkn ctpmnos BHecTn no 100 pl [SOLN]CONJ

(dbmonetoBbIv LBET)
3aknenTb CTpUMbI NIIEHKOW, MHKYO6upoBaTtb 30 min npu Temnepatype 37°C

MpombITe NyHKM 5 pa3 npurotoBrieHHbIM 1:20 (1+19) NPpOMbIBOYHBIM PpacTBOPOM
TWEEN (300 pl B nyHKy)

B nyHkn ctpmnoB BHecTun no 100 pl

MHkyBrpoBaTth Ha npoTsikeHun 30 min B TeMHOTe Npu
Temneparype 18-25°C

B nyHkn ctpunos BHecTn no 100 pl

(MpovcxoouT M3MeHeHWe LBeTa C ronyboro Ha XenTblin)

MamepuTb onTnyeckyto nnoTHocTk (OI1) Ha cnekTpodoTomeTpe npu 450/620-
695 nm

YYET PE3YJIbTATOB AHAJIU3A

MocTpouTb KanMbPOBOYHYHO KPUBYHO,
onpenenuTb KoHueHTpauuio 1U/ml
(ME/mn) cneunguyeckmnx K
Toxoplasma gondii aHTUTEen knacca
IgG B nccnenyembix obpasLax

MHTEPNPETALUUA PE3YJIbTATOB
> 10 [U/ml (ME/mn) NMONOXUTENbHBIN

8-10 IU/ml (ME/mn) HEOTPEJEJIEHHbIV
< 8 IU/ml (ME/mn) OTPULLATENbHBLIN




Toxoplasma gondii IgM

NDA-Habop ANA KayeCTBEHHOro ooHapyXeHus
aHTuten knacca IgM k Toxoplasma gondii

NHCTPYKUMSA NO NPUMEHEHWIO

IVD “Wanggzos UAG-%:RJ 30







EQUI Toxoplasma gondii IgM
NPA-Habop onst kKayecTBEHHOro obHapyxeHus
aHTuTen knacca IgM k Toxoplasma gondii

1. HASBHAYEHUE

Ha6bop «EQUI Toxoplasma gondii IgM» npegHasHaveH onsi Ka4eCTBEHHOrO
obHapyxeHus aHTMTen knacca IgM k Toxoplasma gondii B CbiBOPOTKE uUNu
nnasMme KpoBM 4enoBeka MeTogoM MMMYHodepmeHTHoro aHanusa (MOA) c
Lenbio ANarHoCTUKM OCTPOro Tokconnasmosa. [pouenypa aHanusa paccymrtaHa
Kak AN pyYyHOW NOCTaHOBKW C aBTOMaTWYeCKMMMK MuneTkamu U cTaHAapTHbIM
obopyaoBaHneM, Tak U aBTOMaTtM4ecKoro MMMyHOMEpPMEHTHOro aHanu3artopa
«OTKPbITOro» TUna.

LleneBas rpynna: XXeHLMHbl 4ETOPOAHOrO Bo3pacTa, 6epeMeHHbIe XEeHLLNHbI
N HOBOPOXEHHbIE.

MpumeHeHue: NOA-Habop NpuMeHSEeTCS B KIMHUYECKUX ONArHOCTUYECKMX
nabopartopuax v OpYyrux yuypexgaeHusix, paboTtatowux B obnactu in vitro
ANarHoCTUKW.

2. KMMHUNYECKOE 3HAYEHMUE

Tokconnasamo3 — 3TO MapasuTapHoe 3aborneBaHMe YenoBeKa W XUBOTHBbIX,
KoTopoe 0COBGeHHO onacHO Ans 6GepeMeHHbIX WM3-3a pas3BUTUSA  CUTbHBIX
nopaxxeHun nnoga. bornesHb BbI3bIBAOT OAHOKNETOYHbIE NpoCTenwmne Buaa
Toxoplasma gondii.

T. gondii — 3TO BHYTPUKIETOYHbIN OONMraTHbI NapasuT, €ANHCTBEHHbIN
onucaHHbIN npefcTasuTens poga Toxoplasma. XN3HEHHbIN LKMKIT TOKCoMnnasm
SIBMSIETCSA CMOXHbIM, C YepegoBaHnem 6ecrnonoro 1 nonoBoro pasMHOXeEHUS B
pasHbIX X03sieBaxX. TOKCOMMNa3mMo3 MOXeT ObITb BPOXKAEHHBIM Y NPUOBPETEHHbIM,
KOTOpbIW, B CBOIO 04epeb, MMeeT OCTPYIO U XPOHUYECKYIO DOPMY.

N3-3a BEPOATHOCTUN CEPbE3HbIX MOCNEeACTBMIA ONA OGEepeMeHHbIX U nuL C
ocnabreHHbIM UMMYHUTETOM, NMPY OTCYTCTBUM YETKUX KITMHUYECKNX NPOSBIEHNI
3aboneBaHua OnNg  OWArHOCTMKM  TOKCOMMa3Mo3a LUMPOKO MPUMEHSATCH
nabopatopHble meToAbl. [1paAmas MUKpockonus Maska, norimMepasHas uenHas
peakums (MUP) n gpyrme metogbl, no3sonsiowme BbigBUTbL T. gondii, He fatoT
YeTKMX NpeAcTaBneHnii 0 AaBHOCTU UHPULMPOBaHNSA UK CTaann 3aboneBaHns.
Onsa gnarHocTukm n gudepeHumnaLmm oCTporo U XpOHNYECKoro Tokconnasmo3sa
onTMMarnbHbIM ABISETCA UCCNeAoBaHNe HanMyuna n aBugHoOCTU crneumngunyecKmx
aHTuTen K T. gondii MeTogoM MMMYHOEPMEHTHOIO aHanunsa.

Cneuunduyeckne aHTutena knacca IgM k T. gondii HaunHaOT BbISBASATLCS B
KPOBW C NATOro AHS Nocrie NUHPULMPOBAHUS, UX KOHLIEHTPaLNA JOCTUraeT CBOEro
MakcuMyma vepes 1-2 mecsua, nocre 4ero nocTeneHHo cHmxaeTcs. Kak npasuio,
yepes 1-2 roga nocne nepBoro MHPULMpoBaHna aHTutena IgM k Tokconnasmam
nepectatoT onpegensatbca. Cneunduyeckue aHtutena knacca lgG nossnsatTcs
Ha Heden noa3xe cneunmduyeckux IgM n gocTuraroT NUKOBLIX KOHLUEHTpauumn
yepes 3-6 mecsaLeB OT Havyana ocTpon nHdekumn. bonee yem AByKpaTHbIM POCT
TUTPOB cneunduryeckmx aHTuTen knacca IgG 3a 2-4 Hegenu MoXeT ykasbiBaTb
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Ha MEepPBUYHYI WHMEKUMIO UMM peakTUBaLM XPOHUYECKOro TOKCOMa3mosa.
O6blyHO aHTuMTena knacca IgG k T. gondii obHapyXuBatTCs B KPOBU B
TeYeHne BCeW XWU3HM M ABNSATCA MHAMKATOPOM NaTEHTHOro TOKCOMMa3mosa.
VccnepoBaHve aBMAHOCTU (POOCTBA @HTUTEN C aHTUreHoMm) cneunduvecKknx
IgG no3BonNsAeT OTNIMYUTL NEPBUYHBIA TOKCOMMIa3Mo3 OT nacT-uHgekumn. MNMocne
NMepBOro KOHTakTa C TOKConna3MaMy aHTUreHamu Npon3BOASTCS HU3KOABUAHbIE
aHTuTena IgG, co BpeMeHeM OHM 3aMEeHSII0TCS BbICOKOABMAHBIMU. Y GOMNbHbIX
C VMMYHOAEMUUMTHLIMU COCTOSHUSIMA HWU3KOABWAHbIE aHTuTena MoryT
NPOSIBMATLCS B TEYEHME HECKOMbKNX MeCSLEB. Y OCTanbHbIX NALMEHTOB HanmMyue
BbICOKOABUAHbIX aHTUTenN knacca IgG k T. gondii NO3BONSIET UCKIOYNTL OCTPbIN
TOKCOMNMa3mos.

3. MPUHUUIN AHATTIU3A

OnpepeneHne aHtuTen knacca IgM k T. gondii B N®A-Habope «EQUI
Toxoplasma gondii IgM» 6a3npyeTcsi Ha NpyUHLMNE «HENPSIMOro» TBepaoda3Horo
NPA B paByxatanHom wHkybaumm. B nyHkax nnaHwerta 3acopOupoBaHbl
ounLeHHble aHTureHbl T. gondii. pn nepBom aTane uHKybaumm nccnegyembix
00pasuoB B nyHkax nnaHweta VDA cneundmynbl K T. gondii aHTUTENa, ecnu
OHM MNPUCYTCTBYIOT B oOpasuax, CBA3LIBAOTCA C aHTUTEHaMW Ha TBEPAOW
dase. JlyHkn oTMbIBalOTCA ANSA yOaneHus HEeCBsA3aHHbIX aHTUTESN, OCTalTCs
TOMbKO  cneuuduyeckne KoMMnekcbl aHTureH-aHTuteno. [locne artoro
nobaBnsaeTcas KOHbKOraT aHTUBMAOBLIX aHTU-IQM MOHOKMOHaNbHLIX aAHTUTEN
C NepoKcuaason XpeHa, KOTOpblA CBA3bIBAE€TCSA C UMMYHHbIMW KOMMeKcamu
Ha TBepaou pase. HecBA3aHHble KOMMOHEHTbl YAAnslTCA Npu OTMbIBAHUMN.
Komnnekcbl aHTUreH-aHTMTENo 00HapyXunsatTcs nyTem obaBneHus pacTeopa
xpomoreHa 3,3’,5,5-TeTpametuntbensnguHa (TMB) ¢ nepekucbio BogopoAa.
Mocne 30-MUHYTHOM WHKYyGaLMKM peakuusi ocTaHaBnuBaeTcsl [obaBneHuem
cton-pactBopa. OnTtudeckas nnotHocTb (Oll) B nyHkax onpefensieTcd Ha
cnekTpodoTomeTpe npu gnuHe BonHbl 450/620-695 nm. IHTEHCUBHOCTL XXenTom
OKpacku nponopLMoHarnbHa KonM4ecTBy aHTUTeN B obpasLe.

4. MATEPUATTBbI U OBOPYOOBAHUE
41. CoctaB Habopa

MnaHweTt MDA
B kaxpgonm nyHke nnaHweta 3acopbupoBaHbl
1x96 OYULLEHHble aHTureHwbl T. gondii. JlyHKM MOXHO
NYHOK oTaenaTtb. [locne nepBOro OTKPbITUS  XpaHUTe
HEMCnonb30BaHHblE  CTPUMbl B YNakoBke  Mpwu
Temnepartype 2-8°C He Gonee 6 mecsiueB

1x96 MnaHweTr Ans npepBapuTenbHOro pasBefeHus

PREDIL[PLATE]
JTYHOK CbIBOPOTOK
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1x0,25 ml

[CONTROL| -] 1x0,6 ml
1x0,75ml

PREDIL[SAMPLE | 1x21 ml
1x13 ml
1x 13 ml

[SOLN[TMB] 1x 13 ml

[TWEEN[WASH[20x] 1 x 50 ml

SOLN|STOP 1x13 ml

MO3UTUBHbLIN KOHTPOJb

PacTteop KOHBHOIMPOBaHHbIX cneunduyeckmnx
MOHOKITOHANbHbIX ~ @aHTUTEeNn  C  KOHCEePBaHTOM
(po3oBbIn).

XpaHutb npu TemnepaTtype 2-8°C

HeraTuBHbINA KOHTPONb

HeratuBHas  cblBOpoTKa  KpOBM  4YenoBeka C
KOHCEpPBaHTOM (KenTbll). XpaHuUTb Npu TemnepaType
2-8°C

RF-abcop6eHT (18x KOHLUeHTpaT)

18-KpaTHbIi KOHUEHTPAT MOHOKMOHAMbHbLIX aHTUTEN K
IgG yenoBeka ¢ KOHCepBaHTaMu (KenTbIn).

Passectn RF-abcopbeHt (18x) 1:18 pacTtBOpOM
Ons pasBedeHus CcbIBOpOTOK (Hanpumep, 50 ul
KOoHuUeHTpaTa + 850 pl pactBopa ansa 8 nyHok) nepen
ucnonb3oBaHneM. PasbaBneHHbIi pacTBOp XpaHUTb
npu Temnepatype 2-8°C He 6onee 1 cyTok

PacTtBOp AnA npegBapuTenbHOro pasBegeHus
CbIBOPOTOK

BydepHbIi pacTBOp C AETEPreHTOM Y KOHCEPBAHTOM
(kopuyHeBbIl). XpaHuTb Npu Temnepartype 2-8°C
PacTBop Ans pasBeaeHusi CbiIBOPOTOK

BydepHbIn  pacTtBOp C  9KCTPakKTOM  MOJSIOKa,
[EeTepreHToM U KoHCcepBaHTOM (DeCLBETHbIN).
XpaHutb npu TemnepaTtype 2-8°C

PacTBOp KOHblOrata (rotoB K UCMOJIb30BaHUI0)
BydepHbIi pacTBOp MOHOKIOHanNbHbIX aHTUTEN K IgM
YenoBeka, KOHbIIMMPOBAaHHbIV C NEPOKCUAA30M XpeHa,
co ctabunusatopamm 1 KOHCEpPBaHTOM ((PMONETOBbIN).
XpaHutb npu Temnepatype 2-8°C

PactBop TMbB (roToB K UCNOJIb30BaHUIO)

PactBop TMB, H:0:, ctabunusatop, KOHCepBaHT
(6ecuBeTHbIN). XpaHuTb Npu Temnepartype 2-8°C
PacTtBop ansa npombiBkn TWEEN (20x koHUeHTpaT)
20-kpaTHbIN KOHUeHTpaT ¢ocgaTHoro 6Gydepa ¢
TBuHoM-20 (GecuBeTHbIl). Pa3Bectu pactBop Ans
npombiBkn TWEEN (20x) 1:20 guctunnmMpoBaHHON
UM OEVOHU3NPOBAHHOW BOAOW (Hampumep, 5 Mn
KOHUeHTpaTa + 95 mMn Bogbl Ans 8 NyHOK) nepen
ncrnonb3oBaHMeM. Pa3baBneHHbIi pacTBOpP XpaHUTb
npu temnepartype 2-8°C He Gonee 7 cyTok
Cton-pacTBOp (roTOB K UCNOJIb30BaHUI0)

Pacteop 0,5 mol H2SO4 (6ecLBeTHbIN). XpaHUTb Mnpu
Temnepartype 2-8°C

B cocTaB HaGopa BXoAsT: kfeikas nrneHka (2 LWT.), cxeMa BHeceHusi obpasLoB
(1 WT.), NMNCT KOHTPOSbHBIX UCTIbITAHUIA U MHCTPYKLUS MO NMPUMEHEHWIO.
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4.2. NlononHuTenbHbIE peakTUBLI, MaTepuarnbl U1 o6opyaoBaHue

ABTOMaTMYECKME NUNETKM NepeMeHHoro oobema Ha 10—1000 ul n HaKOHEYHUKK
K HMM, MepHas nabopaTopHas nocyga (10-1000 ml), genoHuaupoBaHHas
unu OUCTUNNMpoOBaHHas Boda, Tepmowerikep Ha 37°C wunu TepmocTaT Ha
42°C, aBTOMaATM4YECKUIA UMM MNOSTyaBTOMaTUYECKUA NPOMbIBATENb MNAHLIETOB
(Bowwep), cnekTpodoToMeTp (pugep) NS MukponnaHweToB Ha 450/620-695
Nm, COOTBETCTBYIOLLME KOHTENHEPLI ANA OTXOA0B MOTEHUMANbHO 3apaXXeHHOro
mMaTepuana, Tanmep, unbTpoBanbHasa Gymara, ogqHOpa3oBble HeOoMyApeHHbIE
nepyaTku, gesnHuumpyowme cpeacTaa.

5. TIPEOOCTEPEXEHUE U TEXHUKA BE3OINACHOCTHU
5.1. MNpepocTtepexeHue

lNeped nposedeHuem aHanu3a BHUMameslbHO 03HaKOMbmech ¢ UHCMpyKyueu
no npumeHeHurw. J[locmogepHocmb pe3yfbmama 3asucum Om YemKoe2o
criedosaHusi rpoyedype aHausa.

—He wucnonb3ynte KomnoHeHTbl VIPA-Habopa nocrne OKOH4YaHus cpoka
ro4HOCTH;

— He UCcnonb3ynTe BO BpeMs aHanu3a v He CMeLLMBanNTe KOMMNOHEHTbI pa3HblX
cepuii, KOMMOHEHTbI N3 HabOPOB pa3HbIX HO30MOMUI UIN peareHTbl ApYrnx
npou3soanTenen B codetaHmm ¢ Habopom «EQUI Toxoplasma gondii IgMy;

— He 3amopaxuanite MOA-Habop Nnmn ero KOMMNOHEHTHI;

—nocne MWCNorb30BaHUsS peareHTa 3akpbiBauTe KaxAbli pniakoH CBOEW
KPbILLKOM;

— BO BpeMSsl MPOMbIBAHNSA KOHTPOMNMPYMUTE HANoSTHEHME U NOSTHYI0 acnupaLmio
pacTBopa 13 NyHOK;

— Kaxabl pa3 MCMNoMb3yhTe HOBbIA HAKOHEYHUK MUMETKU ONA BHECEeHUus
00pasLoB NN peareHToB.;

—un3berante nonagaHus NPsIMbIX COSIHEYHbIX fyyen Ha peareHTbl VDA-
Habopa;

—[SOLN[TMB] pomkeH 6biTb GecuBeTHbIM Mepen ucnonb3oBaHueM. Ecnu
pacTBOp OKpalleH B CUHUI UMK XENTbIN UBET, ero Herb3s UCNoNb30BaTh.
M3beraiite koHTakTa C MeTannamu unM UoHamMu MeTarssos.
Ona paboTbl UCMOMb3yNTe TOSMbKO YMCTYH, TLATENbHO BbIMNOMOCKAHHYHO
ONCTUNANPOBAHHON BOOOW Nocyay;

— He UCMONb3yNTe peareHThl, LBeT KOTOPbIX HE COOTBETCTBYET yKa3zaHHOMY B
nyHkTe 4.1;

— HW B KOEM Cryyae He UCMNonb3ynTe OA4HY U Ty Xe nocyay Ans 7
[SOLN[TMB;

— He NpoBOAUTE BU3yaribHbIN y4eT pe3ynbTaToB aHanmaa (6e3 ncnonb3oBaHus
puaepa);

— JonoNHUTENbHOE obopyaoBaHME, Haxogslleecss B HENOCPeACTBEHHOM
KOHTakTe C OMOMnorn4yeckum martepuanom WM KOMMOHeHTamu Habopa,
CUMTaeTCs 3arpsi3HEHHbBIM U HYXXAAETCs B O4ULLIEHMM N 0De33apaXkmBaHuy;
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— N®A-Habop npepgHasHayeH ana 96 aHanmsoB. KoOMMNOHeHTbI nocne
MCMNOMNb30BAHUA M OCTaTKM HEUCMNOSIb30BaHHbIX KOMMOHEHTOB [OOJIXKHbI
ObITb YTUNN3NPOBAHDI.

5.2. TexHuka 6e3onacHocTH

—BCe peareHTbl Habopa npegHasHayeHbl TONbKO Ans nabopaTopHOro
npodeccMoHanbHOro MNpUMEHeHUss B in  Vifro [uarHoctuke u MoryT
NCNorb30BaTbCs TONbKO KBaNMMuUUMpoBaHHbIM MEPCOHANoM;

— NOCTaHOBKY aHanusa NpoBOAUTb TOMbKO B OLHOPA30BbIX HEOonygpeHbIX
nepyaTkax u 3alMTHbIX OYKaXx;

—He pJonyckaetcs MpuMHMMaTtb MWLy, MWUTb, KYpUTb WM NOMb30BaTbCA
KOCMETUKOW B KOMHaTe NpoBeAeHUs TecTa;

— He NMneTnpoBaThb PacTBOPbLI PTOM;

— koHTponu NdA-Habopa «EQUI Toxoplasma gondii IgM» npoTecTupoBaHbI 1
npu3HaHbl HeratuBHbIMKN Ha HBsAg n antutena k BUY1/2, BI'C, Treponema
pallidum, ogHako obpallaTbCs C KOHTPONbaMu U uccriegyembimu obpasuamm
cnegyeT Kak ¢ NoTeHUMansHO onacHbIM MHEKLMOHHBIM MaTepuanom;

— HEeKoTopble KOMMOHEHTbl Habopa cogepXaT HU3KMe KOHLUEeHTpauum
BpedHbIX BELLECTB M MOTyT BbI3BaTb pasfpa)eHue KOXU U CIU3UCTLIX.
Mpn nonagaHun [SOLN[TMB], [SOLN[STOP] 1 [SOLN[CONJ| Ha cnuv3ucTble unm
KOXy HeobxoguMMO HEeMeANeHHO MPOMbITb MOpa)eHHOe MecTo 6onbum
KOnM4yecTBOM BOAbI;

— B cryYae pasbpbl3rvBaHus pacTBOPOB, HE COAEPXKaLLUMX KUCMOTY, Hanpuvep
CbIBOPOTOK, 0bpaboTaTb NOBEPXHOCTb AE3VHPULMPYIOLUM CPeacTBOM,
3aTeM BbITEpPETb Aocyxa punsTpoBansHon ymaron. B npoTuBHOM crny4vae
KMCMOTY CHavana HyXHO HenTpanu3oBaTb pacTBopoM 6ukapboHaTa
HaTpus, a 3aTeM BbITEPETb MOBEPXHOCTb, Kak OMMCAaHO BbILLE.

5.3. UHakTUBauUMA v yTunusayus oTxonoB

—XnAKmMe oTxoAbl HeobXoOUMO WHAKTMBMPOBATb, HaMpMMep, PacTBOPOM
nepekMcu BOAOPOAA B KOHEYHOW KOHUeHTpauun 6% B TeyeHue 3 yacos
npy KOMHATHOW TemnepaTtype WU TUNOXSIOPUTOM HaTpUA B KOHEYHOM
KoHUueHTpauumn 5% B TedeHne 30 MUHYT unu OpyruMy paspelueHHbIMU
Oe3nHMUMpYOLWMMK cpeacTBamuy;

— TBEpAble 0TX0Abl CriefyeT UHAKTUBMPOBaTb NyTEM aBTOKIIABUPOBAHUSA MpK
TemnepaType ctepununsaunm He meHbLue 132°C;

— He aBTOKNABMPYWTE pacTBOpPhI, cogepXKallme a3ng HaTpus Uv rmnoxsopuT
HaTpus;

— YTUNN3aUnl0 MHaKTUBUPOBAHHbLIX OTXOAOB NPOBOAUTH B COOTBETCTBUU C
OENCTBYHOLLNM HaLMOHaNbHbIM 3aKOHOAATENBCTBOM.

6. XPAHEHUE U TPAHCITOPTUPOBKA

NDA-Habop ctabuneH B TeyeHMe cpoka rogHOCTU, YKa3aHHOro Ha 3TUKETKe,
ecrnu ero xpaHutb npu Temnepatype 2-8°C. TpaHcnopTupoBaTb Habop npwu
TemnepaTtype 2-8°C. [onyckaetca oOAgHopas3oBasi TPaHCMNOPTMPOBKA Mpu
TemnepaType He Bbilwe 23°C B Te4eHne AByX CyTOK.
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7. PEKOMEHOALIUU MO OTBOPY, TPAHCITOPTUPOBKE U
XPAHEHUIO OBPA3LIOB

KpoBb HeobxoguMmo oTOMpaTh M3 BEHbl B CTEPUITbHYIO Npobupky. Mpobupka
JomkHa  OblTb MpoMapkupoBaHa C  yKasaHWeM  MAEHTUUKALUOHHbIX
OaHHbIX nauueHTa u gatbl oTbopa obpasua. LlenbHylo KpoBb OO OTAeneHus
CbIBOPOTKM MOXHO XpaHuTb 40 24 4YacoB npu Temnepartype 2-8°C, He gonyckas
3aMOpaxuBaHus.

CbIBOPOTKY MNU nfasmy KPOBU MOXHO XpaHUTb nNpu TemnepaTtype 2-8°C He
6onee 3 cyTok. [JonyckaeTcsi 6onee NnpoAoKNTENBHOE XPaHEHWE 3aMOPOXXEHHON
cbiBOpOTkM npu Temnepatype -20°C wunu -70°C. 33amopoxeHHble obpasLbl
nepen MCNonb30BaHUEM criedyeT pa3mMopo3uTb U BblAepXaTb NP KOMHATHOM
TemnepaTtype B TedeHme 30 MuHyT. [locrne pasmopaxmBaHuss oOpasubl
cnegyeT nepemellatb AN AOCTUXEHUS OgHOPOAHOCTU. M3berate NOBTOPHOrO
3aMopaxuBaHMa-0TTauBaHus Mccrnegyembix obpasuoB. B cnyvyae noMyTHeHus
CbIBOPOTKM (MNM nria3mbl) 0CBOOOXAAKTCH OT HEPACTBOPEHHbLIX BKITHOUYEHUN
ueHTpudyrnposaHnem npu 3000 o6/mMunH B TedeHue 10-15 muHyT. He cneayet
ncnonb3oBaTbh 06pasubl CbIBOPOTOK C BbIPa)XXEHHOW NUNMAEMUNEN, FEMONN30M, a
Takxe bakTepuarnbHbIM NPOPOCTOM.

O6pasubl  CbIBOPOTOK  TpaHCMoOpTMpPOBaTb B TEPMOU3ONSALMUOHHBIX
KOHTenHepax. [1ns1 9TOro 3akpbiTble NPOMapPKNMPOBaHHbIE NPOBMPKU HEOOXOANMO
NMOMECTUTb B MOMNNITUIEHOBBIN NAKET, NIOTHO 3anevartaTb WU NOMOXUTb B LIEHTpe
TEPMOKOHTENHepa. 3aMOpOXeHHble XMafareHTbl MOMOXWTb Ha [HO BAOOIMb
BOKOBbIX CTEHOK TEPMOKOHTENHEPA U HaKpbITb UMK 06pa3sLbl CbIBOPOTOK.

8. MOAIroTOBKA PEAIEHTOB
lNMpumeyaHue: lNeped ucronb3osaHuem 8bidepxxume ece KOMNoHeHmMbl OA-
Habopa npu koMHamHou memnepamype 18-25°C 8 meyeHue 30 MuHym!

8.1. NMoaroroBka nnaHweTta UDA
Ona npegynpexaeHus KOHAEHcCAuuW BOAbl B JyHKax OTKpbIBanTe

TONbKO Nnocne BblaepxumBaHus 30 MUHYT NpyU KOMHATHOW TemnepaType.
PackponTe BakyyMHYI yNakoOBKYy, OTAeNUTe HEOOXOAMMOE KONMYECTBO MYHOK,
a ocTarnbHOe cpasy Xe TlWaTenbHO ynakymnTe ¢ BraronornoTuTenem n xpaHute
NMAOTHO 3akpbITbiIMM Ha 3aMok zip-lock npu Temnepatype 2-8°C. XpaHeHue
ynakoBaHHOro Takmm obpa3om nnaHwerta obecrneymBaeT ero cTabunbHOCTb B
TeyeHue 6 mecaues:

8.2. MpuroToBneHne NPOMbLIBOYHOIoO pacTBopa

[ns npuroToBneHns NpoMbIBOYHOTO pacTBOpa passeante [TWEEN[WASH[20x]1:20
(1+19) UCTMNNNPOBAHHOM NN AENOHN3NPOBAHHOW BOAOW, MOTOM NepemMeLlanTe.
Hanpumep, 5 ml koHueHTpaTa + 95 ml BoAbI, Yero 4o0CTaTo4YHO Ans 8 nyHok. [Mpw
HanuMyMM KpUCTanmoB B KOHLEHTpaTe pacTBopa AN MPOMbIBaHWSA MporpemnTe
dnakoH npu Temnepatype 37°C 0o NonHoro pacteopeHus kpuctannos (15-20
MUHYT). PasBedeHHbIn pacTBOpP MOXHO XpaHuTb npu Temnepatype 2-8°C He
bonee 7 cyToOK.
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8.3. MpeasaputensHoe passegeHne o6pasL0OB U KOHTponen

TecTpyemble o6pasubl U KOHTPOMNU npeasapuTenbHo passeaute B 10 pas
[PREDIL[SAMPLE]. [Insi oToro B Heo6XoAWMOe KOMUYECTBO IyHOK
(komnnekTyetca B Habope) BHecuTe no 90 pl n pobasste no 10
ul 06pasuoB 1 KoHTponen. MNpn BHECEHUM 0BPasLIOB U KOHTPOMER OCTOPOXHO
MUNeTUpyTe CMEChb, NPM 9TOM LIBET PacTBOpa B NMyHKaX OOMKEH U3MEHUTLCS C
KOPUYHEBOTrO Ha cuHMiA. MNpoLenypy pa3seneHns 06pasLOoB U KOHTPOne crneayet
NMPOBOANTb HEMOCPEACTBEHHO Nepes aHanm3om.

8.4. NpurotoBneHue pactBopa RF-abcopbeHTa

B cnyyae Hanuuma B uccnegyemom obpasue ayToaHTuTena knacca IgM
(peBmaTongHoro dakTtopa), OHM MOryT CBSA3bIBaTbCA C aHTMTEnamu Knacca
IgG k T.gondii, obpadyss MMMYHHbIE KOMMMEKCbl. OTO MOXET MPUBECTU K
NOXXHOMOMOXUTENbHOMY pe3yrbTaTyaHanu3aa. Y4nTbiBasa1o, BaXkHO 611oknpoBaTh
ayToaHTuTen mn aHtuten knacca IgG abcopbeHTOM peBMaTOMAHOrO dakTopa
(RF-abcopbeHT). laHHas npouenypa Heobxogmma Takxe Ans npegoTBpalleHus
3amelleHus cneundunyecknx aHtuten knacca IlgM aHtutenamm knacca IgG B
cocTaBe UMMYHHOIO KOMMJeKca, YTO MOXET NPUBECTU K NOXKHOOTPULATENBHbLIM
pesynbTaTam.

[Ona npurotoBneHnsa pacteopa RF-abcopbeHTa passegute B
4nctom doriakoHe [DIL[SAMPLE] B cooTHoweHun 1:18 (1+17), pacTBop okpalLumBaeTcs
B XXenTbiV uBeT. Hanpumep, ona 8 nyHok aHanuaa (0gHOro ctpmna) 4OCTaTOYHO
no6aeutb B 850 l [DIL[SAMPLE] 50 pl [RF-ABSORB[18x]. PazbaBneHHbI pactBop RF-
abcopbeHTa MOXHO XpaHUTb Npu TemnepaTtype 2-8°C He 6onee 1 CyToK.

9. MPOUEOYPA AHAJIU3A

9.1. MoarotoBbTE HEOOXOOMMOE KONMYECTBO JTYHOK AN aHanuaa (4etbipe NyHKn
ANS KOHTPONsA U HeobxoauMoe KONMMYEecTBO ANS uccrnegyembix obpasLos),
BCTaBbTE MX B pamky nnaHweta VDA, JlyHKM c KOHTponsmun obsizaTenbHO
BKIOYaNTE B KaXXayto NOCTAaHOBKY aHanmaa.

9.2.3anonHuTe cxeMy BHeCceHMs 0b6pa3LoB.

9.3.MMpurotoBbTe pacTBOp A5t NPOMbIBaHUS B COOTBETCTBUN C MYHKTOM 8.2.

9.4.TpurotoBbTe NpeaBapuTenbHOE pa3BefeHne obpasuoB M KOHTPONEN, Kak
onncaHo B nyHkKTe 8.3.

9.5.MpuroTtoBbTe pacTBop RF-abcopbeHTa B COOTBETCTBMM C MYHKTOM 8.4.

9.6.BHecuTe BO Bce nyHku nnaHweTta no 90 ul RF-abcopbeHTy.

9.7. BHecuTe B nyHku no 10 yl npegsaputensHo pa3BegeHHbix 1:10 koHTponen u
ncecnegyembix 00pasLoB:
— B NyHKy A1,
[CONTROL[ -| — B nyHkn B1, C1, D1,
B OCTalbHbI€ NyHKN — uccrnegyemble obpasubl.
Takum o6pasom, KOHe4yHOoe pa3BedeHne 00pasuoB B JyHKAX [LOSMKHO
coctanATb 1:100. MMpy BHECEHUN MPOMCXOAUT U3MEHEHME LiBETA pacTBopa
C Xentoro Ha 3eneHbin. OCTOPOXHO NUNETUPYNTE CMECb B JTyHKaAX, He
gonyckasi neHoobpasoBaHus.

Pepakuusa 7 ot 07.02.2023r. 9/16



9.8.3aknenTe CcTpunbl KNEWNKOW MIEHKOW N UHKYOupynte B TedyeHne 30 MUHYT

npu Temnepartype 37°C.

9.9.T10 okoH4YaHWM MHKYBaLUKM akKypaTHO CHUMMUTE KIENKYI0 MAEHKY U MpOMOonTe

9.10.

9.11.

9.12.

9.13.

9.14.

9.15.

NYHKN NATb pa3 C MCMOMb30BaHNMEM aBTOMAaTUYECKOro MpoMbiBaTeENs Unu
8-kaHanbHOW NUNeTKM cnegytowmm obpasom:

— yganuTe COAePXXMMOE fYHOK B KOHTEMHEP ANS XUOKUX OTXOAOB;

— HanomHuUTe INyHKM cTpunoB He MeHee yem no 300 pl pactBopom gns
NPOMbIBaHUs, OCTaBbTE HE MeHee, YeM Ha 30 CeKyH[;

— acnvpupyinTte pacTBop u3 nyHok. OcTaTouHbIi 06bem pacTBopa nocrne
KaXkJoro atana acnupauumn JOSMKeH coCTaBnsaTb He Bonblie 5 p;

— NOBTOpPUTE Npoueaypy NPOMbIBaHWS eLle NATb pas;

— nocne nocnegHen acnupauny n3basbTecb OT NULLHEN BNaru, NoCcTyknBas
nraHweToM no uneTpoBarnbHoOn Gymare.

Brecute B nyHkn no 100 pl [SOLN[CONJ]. CTpunbl HaKpoNTe HOBOW KIENKON
NNeHKon n uHKybupyrte B TedeHne 30 muHyT npu 37°C.

Mo OKOHYaHMM MHKYBaUMW akkypaTHO CHUMMUTE KNENKYH0 NIIEHKY U MPpOMOoKTe
NYHKK NATb pas, Kak onncaHo B NyHkTe 9.9.

Buecute B nyHkn no 100 pl [SOLN[TMB], HEe Kacasicb OHa U CTEHOK JTYHOK
nnaHwera.

NHky6upynte ctpunbl B TeyeHne 30 MUHYT B TEMHOM MeCTe Npy KOMHaTHOM
TemnepaType 18-25°C. He ncnonb3yinTe Knenkyo NieHKy Ha JaHHOM aTare.
BHecute B nyHku ctpunos no 100 pl ONsi OCTaHOBKM
depMeHTaTUBHOM peakLmu, MPUAEPXKMBASACH TOM XXe NOCreaoBaTENbHOCTH,
YTO U NpU BHECEHUU [SOLN[TMB]. BOo BpeMsi BHECEHUS MPOUCXOAUT UBMEHEHUE
LBeTa pacTBopa € roflyboro Ha XenTblit, B lIyHKax ¢ Mpo3payHbiM pacTBOPOM
HEe3HaYMTENbHO MEHSIETCS OTTEHOK.

NamepbTe Ha puagepe Ol1 B kaxgow nyHke npu gnuvHe BonHbl 450/620-
695 nm B TeyeHne 5 MUHYT Nocne ocTaHOBKM peakuuu. [o npoBefeHus
namepeHuss ybegutecb B YMCTOTE BHELUHEW MOBEPXHOCTU OHA JyHOK U
OTCYTCTBUM My3bIPbKOB.

Yuem pe3ynbmamoe aHanusa MOXHO npoe8odums 8 0OHO80/THOBOM PEXUME
npu OnuHe 8osHbI 450 nm, 8 amom criydae ocmasbme fyHKY 07151 ycmaHO81eHUsI
6r1aHKa (8 maKy IyHKY Hecume moJibKO [SOLN[TMB] U [SOLNJSTOP ).

10. YYET PE3YJIbTATOB U UX UHTEPIMNPETALUUA

10.1. YyeT pe3ynbTaToB aHanusa B
Paccuntatb cpegHee 3HayeHue Ol HeraTuBHoOro koHTpons (Nc), ypoBeHb

rpaHunyHoro 3Ha4veHus (Cut off — CO) n nHaekc nosamtueHocTn obpasua (IP

sample)'

Nc = (Nc1 +Nc2 + Nc3)/3; CO=Nc +0,3
IP =0D /CO, ne OD

sample sample

— OIl obpasua

sample

10.2. KoHTponb A4OCTOBEPHOCTU pe3ynbTaToB aHanu3a
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[aHHble TecTa cuMTalTCa AOCTOBEPHBLIMU, ECMY OHU OTBEYaloT CreayroLmmM
TpeboBaHUsAM:

on=1,2
[CONTROL] -] On=0,150

_ _ ae Ncn — Ol kaxpgoro
Nc x 0,5<Ncn < Nc x 2,0 nosTopa No

Ecnu ogHO 13 3HaveHuit O HeraTMBHONO KOHTPONS BbIXOAWUT 3a npegensl
YyKa3aHHOro BblLLE UHTEPBana, ero He y4nMTbIBaloT Y pacCUYUTbIBAOT NO OCTasbHbIM
3HayeHusm Ol HeraTuBHOro koHTpons. Ecnu 6Gonee opHoro 3HayeHus Orl
HeraTMBHOIO KOHTPOMSA He COOTBETCTBYET yKasdaHHbIM TpeboBaHWAM, TO TecT
CYMTaeTCs HEKOPPEKTHBIM U TpebyeT NOBTOPHOIO BbIMOMHEHMS.

10.3. UHTepnpeTauma pe3ynbLTaToB

P> 11 MONOXMWTENBHbIN
09<IP_ <11 HEOMNPEAENEHHbIA"
P .<09 OTPULATEbHbI

sample

*

HeonpepeneHHble o6pasubl pekoMeHAyeTCcs uccregoBaTb MOBTOPHO
B ABYX IyHKax Habopa WM®A. Ecnu pesynbraTthl CHoBa OyayT B npegenax
HeonpedeneHHblX, criegyeT NPoOBeCTM OTOOP M aHanm3 HoBOro obpasua yepes
2-4 Hepenn. B cnyyae NOBTOPHOMO MOfyYeHUs HeonpeaeneHHbIX pe3ynbTaTos
Takue obpasubl cumTaTh OTpULATENBHBLIMU.

11. XAPAKTEPUCTUKU TECTA

11.1. AHanUTUYecKne xapakTepucTuku

MpeunsnoHHOCTb
Bocnpoussodumocms pe3yrnbmamos 8 ripedesiax 00HOU MOocmaHOo8KU aHasu3a
(Intra assay repeatability)

KoadbdpmumnenTt Bapmauumn (CV) onst Tpex CbIBOPOTOK C pasHbiM YPOBHEM
cneunguyecknx aHTUTen oueHuBanu B 16 nosTopax Ha ogHon cepun NOA-
HabopoB.

Ne cbIBOpOTKM OI'Icp IPsampIe CV, %
114 1,590 4.4 4,2
106 0,713 2,0 7,6
115/2 0,473 1,3 11,2

Bocnpouszsodumocms pe3yribmamog Mexoy pa3HbIMU IocmaHo8KaMmu aHanusa

(Inter assay reproducibility)

KoadppmumenT Bapuauumn (CV) ons Tpex CbIBOPOTOK C pasHbiM YPOBHEM
cneunduyecknx aHTUTen oueHMBanu B TeveHuWe 4YeTblpex AHEen B YeTbipex
nocTaHoBKax aHanunsa rno 8 NoBTOPOB B KaX,OM aHanuse.
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Ne cklBOpOTKM on IP CV, %

cp sample
114 1,650 4,6 7,8
106 0,693 1,9 8,7
115/2 0,431 1,2 16,1

AHanutu4yeckas cneuunIHOCTb

Ha pesynbraT aHanmMsa He BnvsieT Hanuuue B obpasue OunupybuHa B
KoHueHTpauum go 0,21 mg/ml (361,8 pmol/l), remornobyHa B KOHUEHTpauMm 4o
10 mg/ml n Tpurnuuepmnaos B koHUeHTpauum o 10 mg/ml (11,3 mmol/ 1).

Mo pesynbTaTam NpoOBEeAEHHbIX UCCIEAOBaHUN He BbISBIEHO NepeKpeCTHbIX
peakuui ¢ aHTuTenamm krnacca IgM k Bupycam KkpacHyxu, dnuwTtenHa-bapp,
npocTtomy repnecy 11 2 Tmna v yutomeranoBupyca. Takxke He BbIIBNEHO BNNSAHUS
Ha pe3ynbTaT aHanuaa peBmaTongHoro gaktopa B o6pasuyax 40 KOHLEeHTpaLumm
1390 1U/mn (ME/mn). PesynbTtaT aHanmsa, NofyYeHHbIn AN Kaxaoro obpasua,
CpaBHMBanNu C pes3ynbraTtoM, MOfy4YeHHbiM B KomMmepyeckom WPA-Habope,
nmetowem CE-MapkmpoBKy, U paccynTbiBany OTHOCUTENbBHYO CNeungunyHocTb
NPA-Habopos «EQUI Toxoplasma gondii IgM».

Tun oBpaauia KonunuecTso OTHOCUTENbHas
obpasuoB cneundunyHocTb, %
Rubella IgM 4 100
EBV IgM (VCA) 8 100
HSV1+2 IgM 11 100
CMV IgM 10 100
Rf 30 100

11.2. JuarHocTu4yeckme xapakTepucTuku

[Ona onpepeneHvs 4yBCTBMTENbHOCTU M cneunduyHocTn Habopos VDA
ncnonb3oBann3306pa3LacbiBOPOTOK,NONYYEHHbLIXOTNALNEHTOBCKITMHUYECKUMMU
cuMnNTOMamu, KOTopble MOryT HabngaTbcsa Npu Tokconnasmose, n 49 obpasLos
CbIBOPOTOK  KIIMHWYECKW 300POBbIX MNaLMEHTOB (CepooTpuuaTenbHblX MO
oTHoweHuto K T. gondii). KnuHuyeckasa yysctBuTenbHocTb NPA-Habopos «EQUI
Toxoplasma gondii IgM» coctasnsna 100%, knuHu4eckas cneuynduUYHOCTb —
98%.

XapakTepuctukn MeTofa uccrnefoBanu Ha uenesow rpynne 6epemeHHbIX
XeHwuH (190 obpasuos) n Beibopke AoHopoB (287 o06pasyoB) MO CPABHEHUIO C
aHanorMyHelMy Kommepyeckumum Habopamu, nmetrowmmm CE-mapkuposky. [Ons
BbIBOPKM BEpPEMEHHbIX XEHLNH OTHOCUTENbHas cneumpudHocTs MPA-Habopos
«EQUI Toxoplasma gondii IgM» coctaBuna 97,8%, npoueHT coBnageHuns — 97,3%.
Ona BbIGOPKM OOHOPOB OTHOCUTENbHas crneumduyHocTb cocTtaBuna 98,1%,
npoueHT coBnageHus — 97,8%.

MonoxuteneHasa nporHocTudeckass ueHHocTb (PPV) U®A-Habopa «EQUI
Toxoplasma gondii IgM» coctasnsieT 97,06%, oTpuuaTenbHas NporHocTMyeckas
ueHHocTb (NPV) — 100%.
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12. OrPAHNYEHUE AHAJTIN3A

MonoxuteneHbin pesynbtat B VIOA-Habope «EQUI Toxoplasma gondii
IgM» sBnseTca cBMOETENbCTBOM HanMuMsa y nauMeHTa aHTUTen knacca
IgM, cneundunyHbix Kk T. gondii. AHTU-T. gondii cneunduryeckme aHTUTENa
knacca IgM saBnAlTCA, Kak npaBuio, Mapkepamm paHHen UHpeKkumn.
OpaHako B HEKOTOpbIX criydasax cneumduyeckune K T. gondii aHTUTENa knacca
IgM MoOryT mposiBNATbCA B CbIBOPOTKE 4YeroBeka B TeYeHue OMAUTENbHOro
BpEMEHU C MOMeHTa uHduuympoBaHusa. Ona guddepeHuynaunm nepsmuyHoOm
N nacT-uHEeKLMM peKoMeHayeTCs AOMNONHNTENBHO NPOBECTM UCCeA0BaHne
obpasua Ha Hanuume anTuTen knacca lgG (Hanpumep, B UNDA-Habope
«EQUI Toxoplasma gondii IgG»), a Takxxe NpoBeCcTn onpegerieHMe nHaekca
aBugHocTtu cneundmyeckux IgG antuten (Hanpumep, B MPA-Habope «EQUI
Toxoplasma gondii IgG avidity»).

Ecnn obpaseu nonyyeH yepes HeGOMbLION NPOMEXYTOK BPEMEHM MOCHe
MHULMpPOBaHMA, TO aHTuTena knacca IgM moryt He oGHapyXuBaTbCs.
Mpy HaNUYMM KIMHUYECKNX CUMMNTOMOB HEOBXOOMMO MPOBECTW MOBTOPHOE
TecTMpoBaHue naumeHTa vyepes 2-4 Hegenw.

OCTOpOXHO cregyeT MHTepPnpeTupoBaTb pesynbTaTbl, NOMyYeHHble AN
MMMYHOCYNpeccMpoBaHHbIX MHAMBUAOB. OKOHYATENbHbIN ANArHO3 HE MOXET
ObITb YCTAHOBMNEH TOMBbKO UCXOASA U3 pe3ynbTaToB CEepofiorM4ecKkoro TecTa.
Mpu ycTaHoBRNeHWM guarHo3a cregyeT yuuTbiBaTh pesynbratbl KOMMekca
nabopaTopHbIX Y MHCTPYMEHTaNbHbIX UCCIIEA0BaHUN, a TakXe KIMHUYecKkue
nposiBNeHns 3abonesaHus.

13. TPYAHOCTU, KOTOPbIE MOI''YT BO3HUKHYTb MNMPU
NMPOBEAEHN NDA

Bbicokuli ¢hoH 8 siyHKax ecea0 rJjiaHwema Moxxem 803HUKHYMb U3-3a:
— 3arpsiI3HEHHOro NpoMbIBaTens;
— HU3KOTrO KayecTBa U 3arpsi3HeHUs1 BOAbl;
— UCMNOMb30BaHNS NII0X0 NOMbITON NOCYAbI;
— MCMOMb30BaHWs Ae3UHMULMPYIOLLMX CPEACTB, CoAEPXKaLLMX XI10p;
— UCMNOMb30BaHNUS 3arpsi3HEHHbIX HAKOHEYHWKOB;
— yYBENMYEHUs BPEMEHU WHKYGauum WnNM WU3MEHEHWUs TemrepaTypHOro
pexuma.
Bbicokuli ¢poH 8 omOenbHbix psidax Moxem 6bimb c8s13aH C:
— MNOBTOPHbIM BHeceHnem pacteopa TME;
—3arpsi3HeHNeM KOHyca aBTOMaTUYECKON NUMETKN PacTBOPOM KOHbIOraTa;
— 3arpsi3HEHNEM O[JHOTO 13 KaHarloB NMpOMbIBaTENS.
lMony4yeHHoe 3HavyeHue OI1 nosloXUMeNbLHO20 KOHMPOJISI HUXe
ycmaHoeJsieHHOU 2paHuybl, ecu:
— HenpaBWIbHO NMPUrOTOBIEH UMM HE BHECEH OAMH U3 peareHToB (pacTBop
KOHblorata unm pactsop TMB);
— COKpaLleHo Bpems MHKybaumnm Ha 04HOM M3 3Tanos.
NHmeHcusHOoCMb OKpawugaHus JIYHOK He coomeemcmeayem nosy4eHHoul
onmu4eckol njomHocmu. 3OTO MOXET CBUOETENbCTBOBAaTb O CMELLEHHOM
ONTUYECKOM Nyye.
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CXEMA NPOBEAEHUA AHAJIN3A

BoigepxaTb peareHTbl 30 min npu Temnepartype 18-25°C

B nyHkwm [PREDIL|PLATE | BHecTu no 90 ul [PREDIL[SAMPLE | n no 10 pl

nccnegyemblx o6pasuoB 1 KOHTPONEn
(MponcxoauT M3MEHEHME LIBETA C KOPUYHEBOIO HA CUHUIA)

B nyHku BHecTu o 90 pl npuroToBneHHbIn 1:18(1+17) pacteop
RF-abcopbeHTy (KenTbi LBET)

BHectn no 10 yl npegBaputTenbHO pa3BefeHHbIX KOHTPONEn U nccreayemMblx
06pasuoB B MyHKU:
A1 —[CONTROL[ +], B1, C1, D1 — [CONTROL[ -],

E1 v B ocTanbHble NyHKM - uccriegyemMbie o6pasuibl
(NPOMCXOAUT U3MEHEHVE LIBETA C XENTOro Ha 3eMeHbIN)

3aknenTb CTPUMbI MEHKOW, MHKyO6MpoBaTtb 30 min npu Temnepatype 37°C

MpombITe NyHKM 5 pa3 npurotoBrieHHbIM 1:20 (1+19) NpOMbIBOYHBIM PacTBOPOM
TWEEN (300 pl B nyHKy)

B nyHkn ctpunoB BHecTr no 100 pl

(dbmoneToBbIv LBET)
3aknentb CTpUMbI NEeHKON, MHKY6ruposaTk 30 min npu Temnepartype 37°C

MpombITb NyHKM 5 pa3 npurotoBneHHbIM 1:20 (1+19) NpOMbIBOYHBIM PAaCTBOPOM
TWEEN (300 pl B nyHKy)

B nyHku ctpunos BHecT no 100 ul [SOLN

MHkybrpoBaTtb Ha npoTsxkeHun 30 min B TeMHOTE npu
Temneparype 18-25°C

B nyHku ctpunos BHecTr no 100 pl

(MpovcxoouT M3MEHeHMEe LIBETA C roflyboro Ha XenTblIi)

M3mepuTb onTuyeckyto nnoTHocTh (Or1) Ha cnekTpodoTomeTpe npu 450/620-
695 nm

YYET PE3YJIbTATOB AHAJIU3A

NC = (Nc1 + Nc2 + Nc3)/3;

co= Nc +0,3:;
IP. =0D_ /CO

_sample sample’

Nc - CpenHee 3HaueHue Ol 3-x [CONTROL] -]
CO - YpoBeHb rpaHu4Horo 3HavyeHus (Cut off)
IP - MHpekc no3ntneHocTu obpasua

sample

MHTEPNPETAUUA PE3YJIbTATOB
P, > 11 MONOXUTENbHbI
09<IP, . <11 HEOMPELENEHHbI
P .<09 OTPULIATESbHbI

ample
sample
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NHCTPYKLUMSA 1O NMPUMEHEHWIO

TKO24
Vitrotest® Mycoplasma hominis-l9G 9 awanuzo
MMMyHOdJepMeHTHaF! Tecrt-cncrema Anga Ka4eCrtBeHHOro U noslykKoam4ectBeH-

HOro onpepeneHunsa aHtuten knacca lgG k Mycoplasma hominis

1. HASHAYEHME

VIMMyHOthepMeHTHada TecT-cnctema Vitrotest® Mycoplasma hominis-lgG npegHasHadeHa ang ka-
4eCTBEHHOIo ¥ NONYKONNYECTBEHHOIO onpeaenenns aHtuten knacca lgG k Mycoplasma hominis
B CbIBOPOTKE MW Nna3me KPOoBW Yenoseka.

TecT-Habop MOXeT OblTb MPUMEHEH Kak A5 NPOoBeAEeHNA UMMYHOPEepMeHTHOro aHannsa (MDA)
C MCMNOMb30BaHMEM aBTOMATUYECKMX MUNETOK U CTaHAApPTHOro 060pyAoBaHUA, Tak U ANS nocTa-
HOBKW Ha aBTOMaTU4E€CKOM MMMYHO(EPMEHTHOM aHaNn3aTope OTKPbLITOro TMna.

2. KJINHNYECKOE 3HAYEHUE

Mwnkonnasmbl ABAAOTCA YC/TOBHbIMM NaToreHamm, MOCKONbKY MX 4acTo 0OHapy>XMBaloT B COCTa-
Be HOPMa/bHOW MUKPOMIOPLI YenoBeka. BmecTte ¢ TeM 3T MMKPOOPraHM3Mbl MOryT ObiTb BOB-
neYvyeHbl B BOCNanuTeNbHbli Npouecc Npu yporeHutanbHblx 3ab6onesaHnax. [JaHHble O 4YacTtoTe
pacnpocTpaHeHus MMKOMIa3M Cpean HaceeHnsa pasHblx CTpaH NPOTMBOPeYnBbIEe, a nokasaTenm
NHMUMpoBaHHOCTU Bapbupytot oT 10 go 80 %.

Mycoplasma hominis vHMUUMPYeT NPEUMYLLECTBEHHO OpraHbl MOYEMNONIOBON CUCTEMbI U
BbI3blBaeT pas3/nyHble AeCTPYKTMBHO-BOCNANUTEAbHblIe NpoLecchl. Y My>XunH M.hominis 06bl4HO
BbI3bIBAET YPETPUT M NPOCTATUT, @ Y XXEHLUMH - YPETPUT, LEPBULUT U BOCNANUTENBHBbIE NOPaXeHNs
Ta30BbIX opraHoB. Ocobyio ONacHOCTb NPeAcTaBNAET ypOoreHuTaabHblil MMKONNa3M03 6epeMeH-
HbIX, MOCKO/bKY MOXEeT BbI3BaTb HEBbIHALUMBAHWE, NpeXAeBPEMEHHbIe pPoabl, MHpUUMPOBaHME
nnofa n pasBuTMe NOCTPOAOOBOrO cencuca.

KnnHuyeckne npoasneHns, 0OyCNoBAEHHbIE NMpucyTcTBUEeM M.hominis, 4acTto CXOXW C CUMI-
TOMamMn Apyrux 3aboneBaHuii yporeHnMTanbHOro Tpakta 6akTepuanbHOW, BUPYCHOW W APYyrMx
3TMoNornni. MosatomMy ANS YCNEWHOW AMarHOCTUKW yPOreHUTanbHOro Mukomnaasmosa ob6s3a-
TeNbHO NPOBOAAT NabopaTopHble NCCNeAoBaHNA, KOTOPble MO3BONAT AnddepeHUnpoBaTb 1X.
K ceponornyeckum metogam AMarHOCTUKM MMKOMMIa3Mo3a OTHOCATCS peakuun npeumnuraumm m
nMMmyHonyopecueHummn. 4ns BbIABNEHUS CbIBOPOTOYHbBIX aHTUTeNn K M.hominis ncnonb3ytoT pe-
aKUMIo NaCCUBHOM remarrmoTuHaUnm 1 UMMyHOMEPMEHTHbIA aHanns, No3BONAWKA onpeaennTb
CTafuIo 1 xapakTep Te4YeHna 601e3HN. ITO OCOOEHHO BaXHO MpU XPOHMYECKOM TeyeHun 3ab6o-
NeBaHUA B TEYEHNe MHOMMX MecsaueB 1 neT. Hanuune aHtuten knacca IgG k M.hominis oTpaxaet
OOLYI0 KapTUHY MMMYHHOroO OoTBeTa BCNeACTBME ANUTENbHOW MW NepeHeceHHon nHdekunn. B
nocnegHem cnydyae IgG MoryT nposBAaTbECA Ha HU3KOM YPOBHE B TEYEHWE MHOTMUX NeT.

3. MPUHLUMN AHANTU3A

BbisiBneHne aHTtuten knacca 1gG, cneunduuHbix Kk Mycoplasma hominis, B TecT-cucteme
Vitrotest® Mycoplasma hominis-IgG 6a3upyeTtca Ha npuHUMNE «HEeMnpaAMoro» TBepAohasHoro
MDA B AByxaTanHomh nHKybaumn. B nyHkax nnaHwerta 3acopboBaHbl PeKOMOWHaHTHbIE aHTUreHbl
M.hominis. Bo Bpemsa nepBoro stana nHkybaunn nccnegyembolx o6pasuos B nyHkax VOA-nnaHx-
LweTa NPOUCXOANT CBA3bIBAHME, NPU Hann4mMm B obpasuax, cneunduyHelx K M.hominis aHtuten c
aHTUreHamun Ha TBepaoit hase. JIyHKM OTMbIBAIOTCA ANS yAaneHNs HECBA3aHHbIX @aHTUTEN, OCTaloT-
CH TOMIbKO Cneunduyeckme KOMNIEeKChbl aHTUreH-aHTnTeno. Nocne 3toro 4o6aBNAETCSA KOHblOrat
aHTVMBMAOBOM aHTN-IgG MOHOK/TOHaNbHbBIX @HTUTE/ C NePOKCMAA30M XPeHa, KOTOPLI CBA3bIBAETCA
C UMMYHHbBIMW KOMMIEKCaMN Ha TBepAo (ha3se. HecBsA3aHHble KOMNOHEHThI yAanstoTca BO BpEMA
OTMbIBaHUA. KOMMIEKChl aHTUreH-aHTUTENO BbISBAAIOTCS NyTeM fo6aBNeHUd pacTBOpa XpPOMO-
reHa 3,3, 5,5-tetpametunbensngunHa (TMB) ¢ nepekuceto Bogopoaa. MNocne 30 min nHkybaunm
peakuus octaHaBnMBaeTca gobasBneHveM cTon-peareHTa. OnTnyeckaa nnoTtHocTb (Of) B nyH-
Kax onpepensaetca Ha cnektpodotomeTpe npu AnnHe BonHbl 450/620-695 nm. 3HauveHne Of,
nonyyeHHoe Ana o6pasua, NO3BONSET BbIABUTb HA/IMUME UM OTCYTCTBME aHTUTeN Knacca 1gG K
M.hominis. IHTEHCUBHOCTb XXEeNTOW OKPAaCKM NPOMNOPLMOHAIbHa KONMYeCTBY aHTUTeN B oOpasLe.
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4. MATEPWAJTbI U OBOPYIOBAHUE

4.1. CoctaB Habopa

N®A-nnaHwer

ELISA STRIPS 1x96 B kax o nyHke nnaHweTta SaCODGOABFAJHbI pekoMon-
NYHOK HaHTHble aHTUreHbl Mycoplasma hominis. JTyHKN MOX-

HO OTAEeNATh. 12 CTPMNOB NO 8 NYHOK.

MO3UTUBHBIA KOHTPONb

CONTROLJ +] 1x0,5 ml PacTtBop cneunduyecknx MMMYHOTrN0OYIMHOB C KOH-
CepBaHTOM (PO30BbIN).
HeraTuBHbI KOHTPONb

CONTROL| -] 1,0 ml PactBop anbOyMnHa C KOHCEPBAHTOM (KENTbIN).
PacTBOp ANS pa3BefeHNs CbIBOPOTOK

SAMPLE DILUENT 110 ml BydepHbIli pacTBOP C AETEPrEHTOM 1 KOHCEPBAHTOM

(broneToBbIN).

PactBop KoHbloraTa

BythepHbIi pacTBOP MOHOK/OHAbHbIX @aHTUTeN K IgG
[CONJUGATE SOLUTION] | 1x12 ml yenoBekKa, KOHbIIMPOBAHHbBIX C MEPOKCUMAA30M Xpe-
Ha, CO CTabnNN3aTopamMmn U KOHCEPBAHTOM (3€/1eHbIN),
rOTOB K MCMONb30BaHMIO.

Pactsop TMb
TMB SOLUTION 1x12 ml Pacteop TMb, H,O,, crabwunusatop, KOHCepBaHT
(6e3uBEeTHBbIN), FOTOBLIN K UCNONb30BAHMIO.

PacTtBop ans npombiBanuns Tw20 (20x)
[WASH TWEEN]20X] 1x50 ml 20-T KpaTHbI KOHUEHTpaT ocdatHoro 6ydepa ¢
TenHoM-20 1 NaCl (6e3uBeTHbIN).

Cron-peareHTt
STOP SOLUTION 1x12 ml Pactop 0,5 mol/l H,SO, (6e3uBeTHbIN), FOTOBbLINA K
MCMNOMb30BaHNIO.

Knetikasa nnexka (2), 6naHk BHeceHns npoo (1) U MHCTPYKUMA MO MPUMEHEHMUIO.
4.2. [ononxuutenbHble peakKTuBbI, Matepuanbl 1 o6opyp,osaHme

ABTOMaTUYECKME NUNETKN NepeMeHHOoro oobema Ha 101000 pl 1 HAKOHEUYHWKN K HUM;
— cnekTpodgoToMeTp (praep) Ansg MukponnaHweTos Ha 450/620-695 nm;

— MepHasa nabopatopHas nocyaa (10-1000 ml);

— AENOHW3MPOBaHHas UM ANCTUNNMPOBAHHANA BOAA;

— TepmocTaT Ha 37 °C;

aBTOMaTUYeCKUIA UM NONyaBTOMATUYECKNA NpOMbIBaTE/ b M1aHWETOB (BOLwep);
KOHTEWHepb! 4N9 OTXOA0B NOTEHUMAbHO 3apaXeHHOro MaTepurana;

Tanmep;

hunsTpoBanbHan 6ymara;

OAHOPa30BbIe NepyaTKy;

— paesunHuumpylowme CpeacTea;

— 3alMTHasg ogexaa.

5. MEPbI MPEAOCTOPOXHOCTHU

5.1. MpepocTepexenus
CobnoaeHne BpeMeHn NHKyGaLm1 v TeMNepaTyphl SBSETCS YPE3BbIYAIHO BAXHBIM [1/15 KOPDPEKTHOIO PE3y/IbTaTd
NDA.
— He UCMoMb30BaTb KOMMOHEHTbI TECT-CUCTEMbI MOC/1e OKOHUYaHUSA CPOKa rOAHOCTY;
— He MCNoNb30BaThb NPU aHannM3e U He CMeLlnBaTb KOMMOHEHTbl Pa3HbIX CePUA, KOMMOHEHTbI C
TECT-CUCTEM PA3/IMYHbBIX HO30MOTUIA U peareHTbl APYrux NpouM3BoaANTENeR B codeTaHnn ¢
HabopamuVitrotest®;

Tpumeyanue: gonyckaercs ucrnonb3osarne (WASH TWEEN]20X] [TMB SOLUTION]#[STOP SOLUTION]
APYrux cepui.
— NocC/ie NCNoSIb30BaHNA peareHTa 3akKpblBaTb Ka)KD,bI17| be‘laKOH cBoewn KprU_IKOVI;
— BO BpeMd NPOMbIBAHNA KOHTPOIMPOBATL HaNo/IHEHWE N MOMTHYIO acnnpaunto pacTtBopa Us ny-
HOK;
— Ka)K,CI,bIVI pas ncnonbsoBaTb HOBbIN HAKOHEYHUK MUNEeTKn ANA BHECEHNA oépasuos nnun peareH-
TOB;
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— usberatb NONAAGHWUA NMPAMbIX COMTHEYHbIX NTyYeli Ha PeareHThl TeCT-CUCTEMbI;
- ,Cl,O/'I)KeH OblTb 6€CLBETHLIM Mepe ncnonb3osaHnem. Ecnv pactsop okpatlleH
B CUHUI UIN XENTbIN LUBET, €ro HeMb3A UCMOMb30BaTh. M36eratk KOHTaKkTa
C MeTannamu Uy noHammn metannos. [na paboTel UCNOMNb30BaTb TONBKO YUCTbIV, TWATENbHO
BbIMNOMIOCKAHHOE ANCTUNIMPOBAHHOW BOAOW NOCYAY;

— HW B KOEM C/yvae He WUCMOMb30BaTb OAHY W Ty Xe nocyay AN |CONJUGATE SOLUTION| %
TMB SOLUTION|.

poussoaunTesnb He HECeT OTBETCTBEHHOCTH 30 /I00bIe HEKOPPEKTHbIE PE3y/IbTATh M HEONAronpyUsTHbIE C/y4au,
BO3HUKLUNE BCIELCTBAE HAPYLLEHNI BbILIEYKA3AHHBIX IPEAOCTEPEXEHUI. [IDOM3BOANTE L HE HECET OTBETCTBEHHOCTH
30 BU3YQ/IbHBIN yHeT Pe3y/bTaToB GHAM3a (6€3 NCnob30BAHNS CIEKTPOMOTOMETPA).

5.2. Mepbl 6€30MacHOCTH

- MOCTaHOBKY aHannsa NnpoBOANTb TO/TbKO B 3aLLMTHO oaex /e, O4HOPa30BbIX NepyaTkax 1 3a-
LUMTHBIX OYKaX;

- He JOonycKaeTrca NpUHMMaTb NULLY, NUTb, KYPUTb MAW NONb30BATbCA KOCMETUKOW B KOMHaTe
BbINOMHEHNA TECTa;

- He NUMNeTMpoBaTb PaCcTBOPbLI PTOM;

— MONOXUTENbHbI N OTpULATENbHBLIA KOHTPOAK TecT-cucTembl Vitrotest® Mycoplasma hominis-
IgG He cogep>xaT KOMMNOHEHTOB Ye10BEeYECKOrO NPOUCXOXAEHNS;

- HEKOTOPble KOMMOHEHTbI TECT-CUCTEMbI COAEPXKAT HU3KNE KOHLEHTPaLMW BPEeAHbIX BELLECTB U

MOrYT Bbl3BaTb Pa3[PaXeHne KOXN U C/IM3UCTLIX 06ono4ek. MNpu nonagaHnu
[STOP SOLUTION] v [CONJUGATE SOLUTION] Ha cAnsucTbie 060M0UKM 1 KOXY HEOBX0AUMO
HemMed/1eHHO NPOMbITb MOPaxeHHoe MeCTo 60NbLUMM KOMMYECTBOM BOAbI,

- B CNy4ae pa3bpbi3rnBaHUA pacTBOPOB, He COAEPXALLUMX KUMCNAOTY, HanpuMmep, CbiIBOPOTOK,
HeobxoanmMo o6paboTaTb NOBEPXHOCTb Ae3MHMOUUMPYIOWMM CPeACTBOM, @ 3aTeEM BbITEPETb
Hacyxo mmanposaanoM 6ymaroM.B Ccnydae pasépmerBaqu KNCNOTbI, COAEPXAaLLYyoCA Ha
NOBEPXHOCTW KUCNOTY CHa4Yana HyXHO HelTpann3oBaTb PAacTBOPOM OnkapOoHaTa HaTpus, a
3aTeM BblTepeTb NOBEPXHOCTb KakK ONMCaHO BblLLe.

5.3. YTunusauusa otxonos

- KWAKKWE OTXOAbl CnefyeT HAaKTMBUPOBaTb, HaNpUMep, PacTBOPOM NePEeKNCcH BOAOPOAA B KO-
HEeYHOW KOHLEeHTpauun 6 % B TedeHre 3 h Npu KOMHaTHOI Temnepatype, Uan r’MNoxXa10pUTom
HaTPUA B KOHEUYHOM KOHLEHTpauumn 5 % B TedeHne 30 min, unun Apyrummn paspeLleHHbIMu ge-
3UHOUUMPYIOLWMMN CpeACTBaMY;

- TBepAable OTXOAbl CneayeT WHaKTMBMPOBATb MNyTeM aBTOK/1aBMPOBaHWA Npu Temnepatype
121°C B TeyeHune 1h;

- He aBTOKNaBMPOBaTb PACTBOPLI, COAEPXALLME a3U HATPUA NN TUNOXTOPUT HATPUS;

- yAaneHue MHaKTVBUPOBaHHbIX OTXO40B NPOBOANTL B COOTBETCTBUMN C AEWCTBYIOLWMM HALKO-
Ha/bHbIM 3aKOHOAATENbCTBOM,;

- yAaneHue oCTanbHbIX KOMMNOHEHTOB TECT-CUCTEM NOCNE UCNONb30BAHNA NPOBOANTE COMTaCHO
GLP (good laboratory practice) n geicrtBytollero HauMoHanbHOro 3akoHoAaTeNbCTBa B chepe
obpalleHnsa ¢ oTXoaaMu.

6. XPAHEHWE N CTABU/IBHOCTb

PeareHTbl TeCT-CUCTEMbI CTAOWU/bHbI B TEYEHWE CPOKA MOAHOCTH, yKa3aHHOroO Ha 3TUKETKe, ecnu
NX XpaHuTb Npun Temnepatype 2-8 °C. He gonyckaeTcd 3amopaxuBaHue TeCT-CUCTEMbI. TpaHCnop-
TMpoBaTb Habop Npu Temnepatype 2-8 °C. [lonyckaeTca ogHOKpaTHas TPaHCNOPTMPOBKA NPU TEM-
nepatype He Bbile 23 °C B Te4YeHne ABYX AHEN.

[Tocne BCKPpbITUS NePBUYHOM YNAKOBKN KOMIOHEHTbI TECT-CUCTEMbI SB/ISIKOTCS CTAOU/IbHBIMU B
TeyeHue 3 MecsaueB, KPOMe TeX, KOTOPbIE YKA3AHbI B 1. 8 HACTOSLYENR VIHCTpyKUmy.

7.11OAArOTOBKA OBPA3LIOB

O6pa3Lbl CbIBOPOTKM MK Nna3mbl Kposu (EDTA, nutuii-renapuH, UmMtpat HaTpus, PTopua Kanums)
XpaHuTb Npu Temnepatype 2-8 °C He 6onee 3 aHel nocne 3abopa. Ana 6onee ANUTENLHOIO Xpa-
HeHus obpas3ubl pa3mMellaTb B MOPO3UIbHOW kKamepe npu Temnepatype o1 -20 go -70 °C. 3amopo-
XEeHHble 06pas3Lbl Nnepea NCNoNb30BaHWEM CNeAyeT Pa3MOPO3UTL U BblAepXaTb NPU KOMHATHO
Temnepartype B Teyerne 30 min. He ucnonb3osaTb NporpeTble 06pa3ubl. [locne pasmMopaxuBaHus
o6pa3ubl cnegyet nepeMellats AN9 AOCTUXEHNA OAHOPOAHOCTU. 36eratb NOBTOPHOrO 3aMopa-
XMBaHUA-0TTaMBaHMa nccnegyemMolx o6pasuos. B cnyyae noMyTHEHMS CbIBOPOTKM (MW Naa3Mbl)
0CBOOOANTL OOpasel OT HEPaCTBOPUMbIX BKIOYEHU LeHTpudyrupoBannem npu 3000 o6opo-
Tax/min B8 TeyeHue 10-15 min. He ncnonbsosaTtb 06pasLbl CbIBOPOTOK (MK MAa3Mbl) C BbIpaXXeHHO
AUNUAEMUSA, TEMONN30M, @ TakxXe 6akTepuanbHblM npopactaHveM. Ha pe3synbraTtel aHanusa He
BNMSIET NPUCYTCTBME B 06pa3ue 6unmpyouHa B KOHUeHTpauum ao 0,21 mg/ml (361,8 umol/l), remor-
no6uHa B KOHLEHTpauuu Ao 10 mg/ml 1 Tpurnnuepuaos B KoHueHTpaumm Ao 10 mg/ml (11,3 mmol/l).
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8.MOAr0TOBKA PEATEHTOB

O4eHb BAXHO BbIJEPXATb BCE PEareHTbl TeCT-CUCTeMbI pu KOMHATHOI Temnepatype 18-25 °C B reyenne 30 min
nepes ncrnosb308axHnem!

8.1. MoarotoBka NOA-nnaHwWweTa

[Onsa npenynpexaeHns KoHAeHcaummn BoAbl B TyHKax criegyeT oTKpblBaTb TOﬂbKO
nocne BblAepPXKM 30 Min Npu KOMHATHOW TemnepaType. 3aTeM PacKpbiTb BaKyyMHYIO YNaKoBKY,
oTAENUTb HEOOXOAMMOE KONMMYECTBO NTYHOK, @ OCTaslbHble CPas3y Xe TliaTe/lbHO ynakoBaTb C Bna-
ronornoTUTEeNeM W XPAaHUTb M/IOTHO 3AKPbLITbIMM HA 3aMOK (zip-lock) npn TemnepaTtype 2-8 °C.
XpaHeHre nnaHweTa TaknuMm cnocobomM obecneymBaeT ero cTabubHOCTb B TeYeHne 3 Mecsaues.

8.2. MpuroTtoTBNEeHMe pacTBOpa AN9 NPOMbIBAHUA

[Na NpuUroToBneHWs pacTBopa ANd NPOMbIBaHWA passecty koHueHTpat [WASH TWEEN]20X]
1:20 (1+19) AMCTMNANPOBAHHOW NN AEVOHN3MPOBAHHOW BOAOW, 3aTeM nepemellatb. Hanpumep, 4
ml KoHUeHTpaTa + 76 ml BoAbl, 4OCTATOYHO ANS 8 NYHOK. B cnyyae Hannmumsa KpucTanioB B KOHLUEH-
TpaTe pacTBopa 4715 NPOMbIBaHWA NporpeTtb hnakoH npu temneparype 37 °C 4o NoNHOro pacTeo-
peHua kpuctannos (15 - 20 min). Pa3BegeHHbIn pacTBOP MOXHO XpaHUTb Npu Temnepatype 2-8 °C
He 6onee 7 AHen.

9. NPOLIEAYPA AHAJIN3A

9.1. ToAaroToBUTb HEOOXOANMOE KOTMYECTBO NYHOK ANSA aHanm3a (KoNmM4ecTBo nccnegyemblx o6-
pasLoB W YeTblipe NyHKN ANA KOHTPONEN), BCTaBUTb X B paMky VIOA-nnaHweta. JTYHKU C KOH-
TPONAMYK 0OA3aTENBHO BK/KOHYATb B KaXX/AYO MOCTAHOBKY aHanu3a.

. 3anoNHUTL 61aHK BHeceHus npoo.

. [pnrotoBMTb PacTBOP AN MPOMbIBAHUA COr1ACHO NYHKTY 8.2 AaHHON VHCTpyKLuK.

. BHecTtn BO BCe nyHku nnaxweta no 80 pl .

. BHecTu B nyHku no 20 Ul KOHTponel 1 uccneayemelx 06pasios: 8 nyHky Al — [CONTROL[ +],
B NyHku B1, C1n D1 —, B OCTanbHbIE NYHKM — UCCNefyeMble 06pasusl. OCTOPOX-
HO MMNEeTUPOBaTL CMECh B NIYHKAX, He A0Nyckas NeHOOOPa30BaHWS, NPOUCXOANT N3MEHEeHNe
LBeTa pacTBOpa B /IYHKaX C KOPUYHEBO-3E€/1E€HOM0 Ha CUHWIA.

9.6. 3aknentb CTpUMbl KNERKOO NIEHKOIO N MHKYBUpOoBaTb Ha NpoTaxeHun 30 min npu Temnepa-

Type 37 °C.

9.7. Tlo OKOHYaHMM NMHKYBaLUMN OCTOPOXHO CHATb KNEKYIo NEHKY 1 MPOMbITb TIYHKW NSATb pas C
MCNOb30BaHNEM aBTOMATMYECKOro MPOMbIBaTENA UAM 8-KaHanbHOW NMNeTKM CAeayoLWwmnMm
o6pa3om:

— yOanuTb COAEPXUMOE NTYHOK B KOHTEMHEP AN XUOKMUX OTXOL0B;

— HaNONHUTb NyHKK He MeHee no 300 pl pacTBOPOM ANA NPOMbIBaHWA, OCTaBUTb HE MEHee YeMm
Ha 30s;

— acnupupoBaTb PacTBOP U3 IYHOK, OCTATOYHbIN 0O6beM pacTBOpa NOC/e acnupaummn Ha BCex
3Tanax NPOMbIBaHUSA OOMXKEH COCTaBNATb He 6onee 5 pl;

— NOBTOPUTb NpoLEeaypPYy NPOMbIBAHUA eLLe YeTbipe pPasa;

— nocne nocnegHen acnupaumm n30aBuUTbCH OT NULIHEro Baarn, NOCTyKnBasa naaHWeToMm no
duneTpoBanbHoO Oymare.

9.8. B nyHku BHecTn no 100 Ll [CONJUGATE SOLUTION] CTpunbl HakpbITb HOBOV KNelikoi nneH-
KOW 1 MHKYBMpoBaTb B TedeHne 30 min npu temneparype 37 °C.

9.9. IO OKOHYaHMM MHKYOaLMN OCTOPOXHO CHATb KNEMKYIO MAEHKY U NMPOMbITE TYHKWU NATb pas,
Kak onmcaHo B N. 9.7 AaHHOW NHCTPYKLUW.

9.10.He potparuBadch A0 AHA M CTEHOK IyHOK nnaHwerta, BHecTtu no 100 pl B
YHKN.

9.1. MIHKyBupoBaTb CTPUNbI Ha NPOTAXeHU 30 min B TEMHOMY MeCTe Npu KOMHaTHOW Temneparty-
pe 18-25 °C. He ncnonb3oBatb KNelkyto NIEHKY Ha AaHHOMY 3Tane.

9.12. N5 OCTaHOBKMW (DepMEeHTaTUBHOW peakummn BHecTn B NyHku no 100 ul [STOP SOLUTION| npu-
[EePXMBAACh TOW Xe NoCNeoBaTeNbHOCTU, YTO U NPY BHeCEeHUN [TMB SOLUTION|.

9.13. UamepsaTb Ha pugepe Ol B Kaxaol NyHKe Npu AnnHe BOMHbI 45 -695 nm Ha npoTtaxe-
HUKM 5 min nocne ocTtaHOBKW peakuun. [Jo NpoBeAeHUsa U3MepeHus cnegyeb yoeantscs B
YNCTOTE BHELUHEN NOBEPXHOCTH AHA TYHOK M OTCYTCTBUM NY3bIPLKOB.

Yuer pe3ynbrartoB aHAsIM3A MOXHO MPOBOAUTL B O4HOBO/THOBOM PEXUME rpu A/IMHE BOJIHbI

?Sﬁl?ﬁhﬁlgT?ﬁ&gzggi%%ﬂgﬁrﬁTgﬁ{ggz;;ﬁf?ﬁﬁeéﬂyTTGHOBﬂeHMQ(5HOHKO(B7UK}%DHyHKyBHO-
10. YHET PE3YJIbTATOB N UX UHTEPTNPUTALINA

10.1. YueT pe3ynbTaToB aHanusa
Paccuuntatb cpeaHee 3HadeHne Ol HeraTMBHOro KOHTPONS (NC), ypOBEHb rPaHNYHOrO 3HaYeHNs
(Cut off - CO) 1 MHAeKC No3nTMBHOCTM obpa3ua (IP

Lo
IOESMIN

sample)

Nc =(Ncl+ Nc2+Nc3)/3;
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CO=Nc+0,25;

P =0D /CO, ne OD — onTMYecKada NNOTHOCTbL o6pa3ua

sample sample sample

10.2. [locTOBEpPHOCTb Pe3yNbTaToB aHaNN3a
[aHHble TecTa CYMTAOTCA OCTOBEPHbBIMU, €C/IM OHM OTBEYAIOT C/IeAYIOLWNM TPEe6OBaHNAM:

CONTROLJ[ +] on=1,22
CONTROLJ -] OoMn<o0,15

10.3. MHTepnpeTauma pe3ynbraTos

P >11 MO3NTVBHBI
sample
09<IP_ <11 HEOMPEAENEHHbIN*
ple
IP <0,9 HEFATUBHbI
sample

*HeonpepgeneHHble 06pasubl PEKOMEHAYEeTCS nCcneaoBaTb MOBTOPHO. Ecnn pesynbratsl CHOBa
OyayT B pamMkax «<HeonpeaeneHHbIX», cnegyet npoBecT oT60p HOBOro o6pasua.

Mlcnonb3oBaHme MHAEKCA NMO3UTUBHOCTM MO3BONAET MPOBOANTE MONYKONMYECTBEHHbIN CPaBHM-
TeNbHbI aHaNN3 YPOBHA Creunduyecknx aHtuTen B AMHaMuke B napHblix o6pasuax, nonyyYeHHbIX
OT NauUMeHTOB C MHTEPBANOM B 2-4 Hepgenu.

11. AMATHOCTUYECKWUE XAPAKTEPUCTUKW TECTA

11.1. CneumncmnyYHOCTb M YyBCTBUTENBHOCTD
[N oueHKN YyBCTBUTENBHOCTUN TECT-CUCTEMbI Obl/TM NPOaHaM3MpoBaHbl 33 o6pasLa CblIBOpo-
TOK KPOBW, MONOXMUTENbHbBIX B ABYX @HA/TOMMYHbBIX KOMMEPYECKIMX TecT-cuctemax. OTHOCUTE TbHAS
4YyBCTBUTENBHOCTbL TecT-cnuctemsl Vitrotest® Mycoplasma hominis-IgG npw aTom coctasnana 97,0%.
B cpaBHUTENbHBLIX MCcCNefoBaHuax TecT-cuctemsl Vitrotest® Mycoplasma hominis-lgG ¢ apyroii
KOMMEPYECKON TeCcT-cucTeMoi Oblnn NpoaHanManpoBaHbl 84 o6pasla CbIBOPOTOK KPOBUW /oA,
[pn aTOM OTHOCUTENBbHAA cneundrnyHoCTL Habopa coctasuna 97,6%.

11.2. ToyHOCTb
[NoBTOPSIEMOCTH PE3YNILTATOB B NPEAEIAX O4HOM MOCTAHOBKM aHam3a (Intra assay repeatability)
KoadhpurumeHT Bapuraumm (CV) ana Asyx o6pa3LoB C pasMyHbIM YPOBHEM Cneundrnyeckmnx aH-
TUTEN oueHnBann B 32 NOBTOPax Ha OHOW CEPUN TECT-CUCTEMBI.

N° o6pasua IPcp CV, %
29s 177 6,2
54s L[OX 5]

Bocnpon3soanmMocTs pesynbtaroB MEXAY PA3/UYHbIMU MOCTAHOBKAaMYU aHam3a (Inter assay reproducibility)

KoadhpurumeHT Bapuraumm (CV) ana AByx o6pa3LoB C pa3nnMyHbIM YPOBHEM CNeuUnpUYecKnx aH-
TUTEN OLEHUBANN B TeUeHue YeTblpex AHen B YeTbipex NocTaHOBKax aHanvsa no 8 noBTOpoB B
KaX oM aHanunse.

N° o6pasua IPCp CV, %
29s 1,80 6,5
54s 10,10 5,4

12. OTPAHUYEHWA AHAJTU3A

[MonoxuTteneHbld pesynsTtat B TecT-cucteme Vitrotest® Mycoplasma hominis-IgG cBuaetens-
CTBYeT O Hanuumu y naumeHTa aHTuTen knacca lgG, cneundundHbix Kk M.hominis, npoayumpyemblx
OpraHn3MoM Npu MHPULUMPOBaHUK 3TUM BO3OYyAUTENEM.

OTcyTcTBUE aHTUTEeN kKnacca IgG, cneundunydHbix Kk M.hominis, He ncknoYaeT Hannunus NHdek-
umnK, BbI3BaHHOW M.hominis.OnpepenexHne cneunduyecknx Kk M.hominis aHTuTen B uMMyHodep-
MEHTHOM aHann3e 0CO6eHHO MH(OPMATUBHBLIM NPU ANUTENBHOV BOCXOAAWEN MHDEKUNN.

[na NOCTaHOBKM AnarHosa Cnefyer yuntbliBaTb Kak pe3ynbTraTbl KOMMNAEKCHbBIX 1abopaTopHbIX
nccnefoBaHuii (Ceponornyeckne v NpaMble MetToabl AMarHOCTUKM), TaK U KNMHUYeCKne nposse-
HNA 3a6oneBaHnA.
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13. NMPOBJIEMbI, KOTOPbIE MOT'YT BO3HMKHYTb MPW MPOBEAEHNN UDA,

1 CNOCOBbI X YCTPAHEHNA

Bo3moxHbie TPN4YNHbI

Crioco6eb! yCTpaHeHns npobaem

Bbicokuii (hoH B /lyHKAX BCEro MaaqHLweTa

3arpsisHeHHbI NpoMbIBaTENb

[MoYnCTUTE FONOBKY NPOMbIBATENS M MPOMbITH
30 % pacTBOpPOM 3TMIOBOro CNMpTa, 3aTeEM
OVUCTUNMPOBAHHONM BOOOW

Hun3koe kKayecTBO UK 3arpA3HEHNA BOAbI

VIlcnonb30BaTh OUMLLEHHYIO BOAY C YAENbHbIM
conpotusnerHunem =10 MQ-cm.

Vicnonb3oBaHMe N10X0 BbIMbITOW NOCyAbl

Mcnonb3oBaTtb XMMUYECKM YNCTYIO Nocyay

Mcnonb3oBaHne AesnHpUUMPYIOLWNX CPeacTs,
cofepxalmx xnop

He ncnonb3oBaTth x0pcoaepatime
Oe3vHbuuMpyoLLMe CpeacTea

Vicnonb3oBaHue 3arpAs3HeHHbIX
HaKOHEe4YHNKOB

Mcnonb3oBaTh HOBbIE HAKOHEYHNKMN

YBenn4eHo Bpems MHKyobauum nnm nsmMeHeH
TeMnepaTypHbIN PEXNUM

CobntogaTb pexvm nHkybauum B
COOTBETCTBUM C MHCTPYKUMEN NO NPUMEHEHMIO

Bbicoknit hoH B OTAE/IbHBIX PSAAX

[NoBTOpHOE BHeceHme pactBopa TMb

Pactsop TMB BHOCUTb 0AWH pa3

3arpsisHeHne KoHyca aBToMaTUYeCKoi
NMUNeTKN PacTBOPOM KOHblOraTa

[MpPOYNCTUTL MUNETKY U OCTOPOXHO HabupaTb
XWNIOKOCTb

3arpﬂ3HeH OJWNH N3 KaHa/oB NpoMbIBaTeNd

MOYNCTUTL KaHas MPOMbIBaTENA, MPOMBbITb
Bowep

3Hayerus O no3nTMBHOIrO KOHTPOJ/IS HUXE YCTAHOB/IEHHOM IPAHMLIbI

HenpaBuabHO BHECEH MW OTCYTCTBYET OAMH
N3 peareHToB (KOHblorat unmn pactesop TMB)

MoBTOopHO NpoBecTn NPA, o6patnTb
BHMMaHMe Ha NPaBUIbHOCTb BHECEHUSA 3TUX
peareHToB

CokpallleHo BpeMa UHKYOaLn Ha O4HOM 13
3TanoBs

[MpoBoAnTE MHKYOALMIO B COOTBETCTBUN C
WHCTPYKUMEN MO NPUMEHEHUIO

VIHTEHCHBHOCTH OKPACKn JIYyHOK He COOTBETCTBYeT nonyqe/-//-/oﬁ ONTUYECKOM MM/IOTHOCTH

CMeLLleH oNTuYeckui nyy

[MpoBepuTb KOPPEKTHOCTb paboThl puaepa
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Vitrotest® Mycoplasma hominis-l9G
CXEMA AHAJI3A

Bbigepxatb BCe peareHTbl 1 06pasubl MuHuMyM 30 min 30 min npwu 18-25 °C
nepea ncnosb30BaHMEM

BHecTtn 80 pl [SAMPLE DILUENT| B NyHKW CTPMNOB

(KOpUYHEBO-3e/1eHbIH)

BHecTn 20 pl KoHTponei n 06pasuoB B TyHKK:

A1 —[CONTROL[+]

B1, C1, D1—[CONTROL[ -},

E1 v B Apyrve nyHkn —nccnegyemole o6pasubl
(UBET U3MEHUTCS] C KOPUYHEBO-3€/1€HOIr0 HA CUHMNIA)

HakpbITb CTpunbl KNekoo NAEHKO 1 MHKYOMpoBaTb 30 min npu 37 °C

[pombITe NyHKK 5 pa3 pa3seaéHHbiM 1:20 (1+19) pacTBOpPOM ANA NPOMbIBAHNUSA
Tw20 (300 pl B nyHKY)

[No6aBunTb 100Ul [CONJUGATE SOLUTION] B Kaxayto TyHKY
(3en1eHbit yser)

HakpbITb CTpUMbI KNENKOO NAEHKOI 1 MHKYOupoBaTb 30 min npu 37 °C

[MpombITe NyHKK 5 pas pasBeaérHbim 1:20 (1+19) pacTBOPOM AN9 NPOMbIBAHUSA
Tw20 (300ul B nyHKY)

BHecTtv no 100 pl [TMB SOLUTION| B KaXKAyto NyHKY

MHky6uposatb cTpunbl 30 min B TemHoTe npu 18-25 °C

OcTaHoBUTL peakunto gobasneHnem 100 pl [STOP SOLUTION

(LUBET MEHSIETCS C CUHEIrO HA Xe/ITbil)

Onpegenntb onTuyeckyto NnoTHocTb (OD) npun 450/620-695 nm

YYET PE3YJIbTATOB MHTEPMNPETALINA PE3Y/IbTATOB
Nc = (Nc1+Nc2+Nc3)/3; CO=Nc+0,25; P . > MO3UTUBHbI
samp\e:ODsamp\e/CO; — _
09< IP <11 HEOMPEAENEHHbBIN
Nc - cpegHee 3HadeHne Ol 3, sample

CO - rpaHuyHOe 3HaveHue, IP- HOEKC MO3UTUBHOCTU | <0,9 HETATUBHbIN

sample




NHCTPYKLUMSA 1O NMPUMEHEHWIO

TKO97
Vitrotest® Mycoplasma hominis-lgM 9 awanuzon
MMMyHOdJepMeHTHaF! TecTt-cncremMa Anga Ka4eCrtBeHHOro U noslykKoim4ecTtBeH-

HOro onpepeneHunsa aHtuTen knacca IgM k Mycoplasma hominis

1. HASHAYEHME

MMmyHOepmeHTHaa TecT-cuctema Vitrotest® Mycoplasma hominis-IgM npegHa3sHadeHa Aong ka-
4EeCTBEHHOro 1 NOMYKOMYECTBEHHOIrO onpeaeneHnsa aHtuten knacca IgM k Mycoplasma hominis
B CbIBOPOTKE WM N1a3me KPoBM YesioBeka.

TecT-Habop MOXeT OblTb NPUMEHEH Kak A5 NPOBeAEHNA UMMYHOPEePMEHTHOro aHannsa (MDA)
C MCNOMb30BaHMEM aBTOMaTUYECKUX MUNETOK M CTaHA4apPTHOro o60pyaoBaHNUA, Tak 1 ANga nocTa-
HOBKMW Ha aBTOMaTV4E€CKOM MMMYHO(EPMEHTHOM aHann3aTope OTKPbLITOro Tmna.

2. KJIMHUYECKOE 3HAYEHUE

Muvikonnasmel ABASIOTCA YCIOBHbBIMM NATOreHaMm, MOCKONbKY MX H4acTo OOHapyX1BatoT B COCTa-
Be HOpPMas/bHOW MUKPOMIOPLI YenosBeka. BmecTte ¢ TeM 3T MUKPOOPraHM3Mbl MOryT ObiTb BOB-
neYyeHbl B BOCManuUTeNbHbI Npouecc Npu yporeHutanbHblx 3ab6onesannax. [JaHHble O 4YacTtote
pPacnpoCTPaHEHNA MUKOMNAa3M CPeAn HaCeNeHnsa PasHblX CTPpaH NPOTUBOPEYNBLIE, @ NoKa3aTenu
NHMOULMPOBAHHOCTH BapbupytoT oT 10 go 80 %.

Mycoplasma hominis vHbUUMPYyeT NPEenMYyLLeCTBEHHO OpraHbl MOYE€MONOBOW CUCTEMbI U
BbI3bIBAET Pa3/nyHbIe AECTPYKTUBHO-BOCNANUTENbHbBIE NPOLECCHI. Y MY>X4YnH M.hominis 0ObI4YHO
BbI3bIBAET YPETPUT Y NPOCTATUT, @ Y XXEHLUMH - YPETPUT, LEPBULMUT U BOCNANUTENBHbIE NOPAaXeHNs
Ta30BbIX OpraHosB. OCoOy ONacHOCTb NPeACTaBNSET yPOreHnTanbHbli MUKOMN1a3mMo3 6epeMeH-
HbIX, MOCKONbKY MOXEeT Bbl3BaTb HEBbIHALUMBAHWE, NPeXAEBPEMEHHbIE POAbl, MHpUUMPOBaHME
nnoga 1 pasButMe NoCTPoOAOBOro cencuca.

KnnHnyeckne npoaBneHns, 0OyCNOBAEHHbIE MpucyTcTBUEeM M.hominis, 4acTo CXOXW C CUMM-
TOMaMn Apyrux 3aboneBaHWii ypOreHUTanbHOro Tpakta O0akTepuanbHOW, BUPYCHOW W APYrux
3TMONOTMiA. [03TOMY ANA YCNELHOW ANarHOCTUKM YPOTreHUTaNbHOrO MMKOMNIa3Mo3a 06s3aTebHO
npoBoOAAT nabopaTopHble NCCNeA0BaHNA, KOTOPbIE NO3BONKAOT AnddepeHunpoBaTh nx.

K ceponorvyecknm metogam AnarHOCTUKM MUKOMNIa3mM0O3a OTHOCATCA peakunu npeunnutaumnm
n MMyHonyopecueHunn. Ana BelaBIEHUA CbIBOPOTOUHbBIX @aHTUTEeN K M.hominis NCNONb3ytoT pe-
aKuMio NaCCUBHOM remarrnioTMHaUnmM 1 UMMYHOMEPMEHTHbIR aHann3, NO3BONSAOWMIA onpeaennTb
CTaaMto 1 XxapakTep Te4eHns 60Ne3Hu.

3. MMPUHLUMMN AHANTU3A

Onpepenexne aHtuTen knacca IgM, cneunduyeckux K Mycoplasma hominis, B TecT-cucreme
Vitrotest® Mycoplasma hominis-IgM 6a3upyetcs Ha npuHumne «lgM-3axBata» TBepAodasHoro
VI®OA B ABYX3TanHom nHkybaunn. B nyHkax nnaHweTa 3acopOnpoBaHbl MOHOK/IOHA/IbHbIE aHTUTENa,
cneumnduyeckre K MMyHornobynnmHam knacca M yenoseka. Bo Bpems nepBoro atana MHkyb6aumm
nccnepyembix 06pasuoB B NyHkax MDA-nnaHWweTta MMMYHOrNoOynmHbl knacca M cBA3bIBalOTCA C
MOHOK/IOHaNbHbIMW aHTUTeNnaMun Ha TBepAoi haze. lNocne oTMbIBaHWSA HECBA3AHHbIX KOMMOHEHTOB
B IYHKWN 400aBNAETCS KOHbIOraT PEKOMOUHAHTHOrO aHtureHa M.hominis ¢ NepoKCMAa30i XpeHa,
KOTOpPbIVi CBA3bIBAETCS CO cneunduyeckmn IgM B coctaBe 06pa3oBaHHbIX UMMYHHbIX KOMM/1EKCOB
Ha TBepaol haze. HecBsA3aHHbIE KOMMOHEHTLI yAaNSoTCA BO BPpeMd OTMbIBaHUA. VIMMYHHbIE KOMIM-
NeKchbl BbIABAAOTCS gobaBneHnemM pactBopa xpomoreHa 3,3', 5,5-tetpametnndensnannHa (TMB) ¢
nepekucblo Bogopoga. lNocne 30 min nHkybaunn peakuma octaHaBAMBAETCA M ONTuYeckasa NaoT-
HocTb (Of1) B NyHKax onpefensercs Ha cnekTpodotomMeTpe npu annHe BonHel 450/620-695 nm.
MHTEHCUMBHOCTb XeNTOl OKpacky NponopuUMOoHanibHa KONM4ecTBy aHTuTen B obpasue.

4. MATEPUAJTbl U OBOPYIOBAHUE

4.1. CoctaB Habopa

NOA-nnaHwer
B kaxpgol nyHke nnaHweTta 3acopObupoBaHbl MOHO-

ELISA STRIPS 1x96 KNoHanbHble aHTUTena, cneunduyeckmne K MMMyHO-
NYHOK rnobynuHaMm knacca M 4yenoseka. JTyHKN MOXHO OT-
nenate.

12 cTpMnoB No 8 NyHOK.

Inst_Mycoplasma hominis IgM_TK097_V02_RU
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MonoxutenbHblii KOHTPO/Ib

CONTROL 1x0,5 ml PactBop MMMYHOTrNOBYNNMHOB C KOHCEPBAHTOM (PO30-
BbIMA).
OTpuuaTenbHblil KOHTPONb

CONTROL] -] 1x0,5m| PacTtBop anbbyMuHa C KOHCEPBAHTOM (KENTbIN).
PacTBOp ANS pa3BefieHNs CbiIBOPOTOK

SAMPLE DILUENT 1x12 ml BythepHbIi pacTBOp C AETEPreHTOM U KOHCEPBaHTOM

(broneToBbIiA).

PacTBOp NS PO3BE/IEHNS KOHbBIOTaTa
[CONJUGATE DILUENT]| 1x13 ml ByhepHbIii pacTBOP C AETEPreHTOM U KOHCEPBAHTOM
(>xenTbI).

Konbtorart (11x)

CONJUGATE[1IX] 1.3 ml 11-T1 KpaTHbIN KOHUEHTpaT KoHbioraTa peKcBMGMHaHT—
HOro aHtureHa M.hominis ¢ NepoKCMaa3on xpeHa B

O6ydepHOM pacTBope co cTabunmsatopamu (CUHWIA).

Pactsop TMb
TMB SOLUTION 1x12 ml Pacteop TMb, H,O,, crabwnusatop, KOHCepBaHT
(6e3UBEeTHbIN), FOTOBLIN K MCMONb30BaHMIO.

PacTtBop ans npombiBanuns Tw20 (20x)

[WASH TWEEN]20X] 1x50 ml 20-Tv KpaTHbI KOHLEHTpaT docdatHoro 6ydepa ¢
TBnHOM-20 1 NaCl (6e3uBeTHbIN).

Cron-peareHTt

STOP SOLUTION 1x12 ml Pacteop 0,5 mol/l H,SO, (6e3uBeTHbIN), roToBbIfA K
MCNONb30BaHWIO.

Knerikas nnexka (2), 6naHk BHeceHus npoob (1), MHCTPYKUMSA MO NPUMEHEHWUIO N CepTudmnKaT kade-
cTBa.

4.2. [lononHuTeNnbHble peakTUBbI, MaTepuasnbl U 060pyaoBaHue

— ABTOMaTM4eckue nunetkn nepemeHHoro o6vema Ha 10-1000 pl 1 HaKOHEYHUKU K HUM;
— cnekTpooTOMETp (pPUaep) ANs MUKponnaHweToB Ha 450/620-695 nm;

— MepHas nabopatopHaa nocyga (10-1000 ml);

— [AeVOHM3UPOBaHHasA UK ANCTUNNMPOBaHHAs BOAA;

— TepmocrTart Ha 37 °C;

— aBTOMaTUYeCKuii N1 NoNyaBTOMATUYECKMA NPOMbIBATE b N1AHLLETOB (BOWEP);
— KOHTelHepbl NS OTXOA0B NOTEHUMAaNbHO 3apaXeHHOro MmaTepuana;

— Tanmep;

— (huneTpoBanbHada ymara;

— 0fHOpa30Bble NepyaTKky;

— AesvHduumpylollne CpeacTsa;

— 3aluTHasA ogexaa.

5. MEPbI MPEAOCTOPOXHOCTHU

5.1. Mpepoctepexexus
CobnoneHne BpeMeHn NHKyO6aLmi 1 TeMnepaTypbl SB/ISETCS YPE3BbIYAIHO BAXHbIM /15 KODPEKTHOIO pe3y/bTard
NDA.
— He NCNoNb30BaTb KOMMNOHEHTLI TECT-CUCTEMbI MOCE OKOHYaHNA CpOKa rogHOCTH;
— He NCNOo/1b30BaTh NMpu aHaimle n He CMeWrBaTb KOMMOHEHTbl PAa3HbIX cepvn7|, KOMMOHEHTbI C
TeCT-CUCTeM pPas/inyHbIX HO30M0M N NNun peareHTbl Apyrux I'IDOI/I3BO,CLVIT€I'I€I7I B co4yeTaHun C
HabopamunVitrotest®;

Tpumeyanue: gonyckaercs ucrnonb3osarme (WASH TWEEN]20X] [TMB SOLUTION]#[STOP SOLUTION]
APyrux cepuil.
— NOC/Ie UCNOMb30BaHWUA PEAreHTa 3aKpblBaTh Kaxabli (h1aKOH CBOEN KPbILLKOWA;
— BO BPEMS MPOMbIBaHNA KOHTPOIMPOBATL HAMOMHEHWE U MOJHYIO acnupaumnio pacTBopa us ny-
HOK;
— KaX /bl pa3 UCMONb30BaTh HOBbI HAKOHEYHWK MUMNETKM /19 BHeCeHUd 06pa3LO0B UM peareH-
TOB;
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— usberatb NONAAGHWUA NMPAMbIX COMTHEYHbIX NTyYeli Ha PeareHThl TeCT-CUCTEMbI;

- ,Cl,O/'I)KeH OblTb 6€CLBETHLIM Mepe ncnonb3osaHnem. Ecnv pactsop okpatlleH
B CUHUI UIN XENTbIN LUBET, €ro HeMb3A UCMOMb30BaTh. M36eratk KOHTaKkTa
C MeTannamu Uy noHammn metannos. [na paboTel UCNOMNb30BaTb TONBKO YUCTbIV, TWATENbHO
BbIMNOMIOCKAHHOE ANCTUNIMPOBAHHOW BOAOW NOCYAY;

— HW B KOEM C/y4yae He UCMo/b30BaTb OAHY W Ty e mnocyay ANs pacTBopa KOHbtorata U
[TW8 SOLUTION]

poussoaunTesnb He HECeT OTBETCTBEHHOCTH 30 /I00bIe HEKOPPEKTHbIE PE3y/IbTATh M HEONAronpyUsTHbIE C/y4au,
BO3HUKLUNE BCIELCTBAE HAPYLLEHNI BbILIEYKA3AHHBIX IPEAOCTEPEXEHUI. [IDOM3BOANTE L HE HECET OTBETCTBEHHOCTH
30 BU3YQ/IbHBIN yHeT Pe3y/bTaToB GHAM3a (6€3 NCnob30BAHNS CIEKTPOMOTOMETPA).

5. 2 Mepbl 6e30MacHOCTH

BCe peareHTbl Habopa npeaHasHaYeHbl TONbKO AN in Vitro ANarHOCTUKW 1 MOTYT MCMNOb30-
BaTbCsi TO/IbKO KBaNMpULUMPOBaHHbLIM MEPCOHaNoM;

- MOCTaHOBKY aHa/an3a NpoBOAUTb TOMbKO B 3aLLMTHOM ofaexae, 04HOPa30BbIX MepyaTkax v 3a-
LNTHBIX OYKaXx;

- He JOoMnycKaeTca NPUHMMaTb MULLY, MUTb, KYPUTb MAW NOMb30BaTbCA KOCMETUKOW B KOMHaTe
BbIMNO/IHEHMUS TECTa,;

- He nuneTMpoBaTb PacTBOPbLI PTOM;

— MONOXUTENbHBIA N OTpULATENbHBIA KOHTPOAK TecT-cucTembl Vitrotest® Mycoplasma hominis-
IgM He coaepxaT KOMNOHEHTOB Ye/10BEYECKOr0 MPOUCXOXAEHNS;

— HEeKOTOpble KOMMOHEHTbI TECT-CUCTEMbI COAEPXaT HU3KNE KOHLEHTpaLUnmn BpeaHbiX BEeLeCTB 1

MOTYT BbI3BaTh pasApaXxeHue KOXU U CA3UCTLIX 06onouek. MNpu nonaaaHnm
1 PaCTBOPA KOHBIOraTa Ha CAM3UCTLIE OGO0UYKM 1 KOXY HEOBXOANMO He-
MeNeHHO NPOMbITb MOPaXKEHHOE MECTO GOMbLUNM KOMNYECTBOM BOAbI;

- B Cflyuae pa36pbi3ruBaHns PacTBOPOB, HE COAEPXALUMX KWCAOTY, HanpuMep, ChiBOPOTOK,
Heo6XoaNMO 06paboTaTb MOBEPXHOCTL Ae3MHMULIMPYIOWMM CPeACTBOM, @ 3aTeM BbITepeTh
HaCcyxo ULTPOBaNLHON GyMaroil. B ciiyyae pasbpbi3rvBaHmis KUCMOThI, COAePXALLYIOCS Ha

NOBEPXHOCTN KUCOTY CHadana Hy>KHO HEWTpanM3oBaTb PAaCTBOPOM OvkapOoHaTa HaTpu4, a
3aTeM BbITEpeTb MOBEPXHOCTb Kak OMMCaHO BbILWe.

5.3. Ytunusauusa otxonos

- XWAKWE OTXOAbl cnefyeT MHAKTUBUPOBaTb, HanpumMep, pacTBOPOM NepeKncy BOAOPOAA B KO-
HEeYHOW KOHLEeHTpauun 6 % B TeueHre 3 h Npu KOMHaTHOI TemnepaType, UK r’MNoxXa10pUTom
HaTpUA B KOHEYHOW KOHLEeHTpauun 5 % B TeueHune 30 min, unu gpyruMun paspelleHHbiMn ge-
3UHPMLMPYIOLWLMMI CPeACcTBaMY;

- TBepable OTXOAbl CneayeT WHaKTMBMPOBATb MyTEM aBTOK/1aBUMPOBaHWA Mpu Temnepatype
121°C B TeyeHne 1h;

- He aBTOK/1aBMpPOBaTb PaCcTBOPEI, cCoAepalline a3ng HaTpusa AN TMNOXIOPUT HaTPUS;

- yAaneHne MHaKTMBUPOBAaHHbIX OTXOA0B MPOBOANTL B COOTBETCTBUMN C AEMCTBYIOWMM HaLKO-
HaNbHbIM 3aKOHOAATENLCTBOM;

- yaoaneHue ocTanbHbIX KOMMOHEHTOB TECT-CUCTEM NOC/1e UCMOMNb30BaHMA NPOBOANTL COrMTacHO
GLP (good laboratory practice) n AeicTBylOLLEro HaUuMOHaNbHOIro 3aKoHoAaTeNbCTBa B chepe
o6palleHns c oTxodamu.

6. XPAHEHWE N CTABU/IbHOCTb

PeareHTbl TeCT-CUCTEMbI CTAOWU/bHbI B TEYEHWE CPOKA FOAHOCTH, yKa3aHHOIrO Ha 3TUKETKe, ecnu
X XpaHuTb Npun Temnepatype 2-8 °C. He gonyckaeTcd 3amopa)xuBaHue TeCT-CUCTEMbI. TpaHCnop-
TMpoBaTtb Habop Npu Temnepatype 2-8 °C. JonyckaeTca 0AHOKpaTHas TPaHCNOPTMPOBKa NpU TeM-
nepatype He Bbile 23 °C B Te4yeHne ABYX AHEN.

[locne BCKPbLITUS NEePBUYHOM YINAKOBKN KOMIIOHEHThI TECT-CUCTEMbI SAB/ISIOTCS CTAOU/IbHBIMU B
TeyeHue 3 Mecsaues, KpOMe TeX, KOTOPbIe YKA3AHbI B M. 8 HACTOSILYENR VIHCTpyKUyumy.

7.1MOArOTOBKA OBPA3LIOB

O6pasLbl CbIBOPOTKK MK nna3mbl kposu (EDTA, nutnit-renapuH, LMTpaTt HaTpUs) XpaHuTb npu
Temnepatype 2-8 °C He 6onee 3 gHeli nocne 3abopa. [Ana 6onee ANNTENBHOrO XpaHeHna 06-
pasubl XpaHnTb B MOPO3UIbHON kKamepe npu Temnepatype oT -20 o -70 °C. 3aMOpOXeHHble 06-
pasubl nepej NCnonb3oBaHMeM cnefyeTt pa3Mopo3uTb U BbiAepXaTb Npu KOMHATHOW TeMnepaTy-
pe B TeyeHne 30 min. He ncnonb3oBatk NporpeTbie 06pasLbl. [Tocne paamopaxunBaHng o6pasubl
cnepyeT nepeMellats ANg AOCTMXEHUS OAHOPOAHOCTU. M36eraTb NOBTOPHOrO 3aMOpaxKnBaHu-
A-0TTanBaHUa uccnegyembix 06pasuoB. B cnydae NnOMyTHEHNA CbIBOPOTKM (MW Nna3mbl) OCBOGO-
AnTb o6pasel OT HepacTBOPUMbIX BKIOUYEHWUI LeHTpudyrnposaHem npu 3000 o6opoToB/min
B TeyeHune 10-15 min. He ncnonb3oBaTb 06pa3Lbl CbIBOPOTOK (MW MAa3Mbl) C BblpaXXeHHOW Nnunu-
AEeMUS, TEMON30M, a TakxXe 6akTepuanbHbIM NpopacTaHveM. Ha pesynbratel aHanusa He BAnger
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npucyTcTBue B obpasue 6unmpybuHa B KoHUeHTpauun ao 0,21 mg/ml (361,8 umol/l), remorno6u-
Ha B KoHUeHTpauun go 10 mg/ml n Tpurnnuepmaos B KoHueHTpauun o 10 mg/ml (11,3 mmol/l).

8.MOArOTOBKA PEATEHTOB

O4eHb BAXHO BbIJEPXATb BCE PEareHTbl TeCT-CUCTeMbl npu KOMHATHOI Temnepatype 18-25 °C B reyenne 30 min
nepes ncrnosb308axHnem!

8.1. MoparotoBka NDA-nnaHLweTa

ynakoBaH Noj BakyyMOM C BAaronorsioTurenem.

[na npegynpexaeHua KoHaeHcaummn BoAbl B IyHKax cnefyeT OTKpbIBaTb TONBbKO
nocne sblaepkky 30 min Npy KOMHATHOW TemnepaTtype. 3aTeM PacKpbiTb BaKyyMHYIO YNakoBKY,
oTAENUTb HEOOXOAMMOE KOMMYECTBO /IYHOK, @ OCTajlbHble Cpasy >Xe TWaTenbHO ynakoBaTb C
BNaronornoTuTeNnemM 1 XpaHuUTb M/1I0THO 3AKPbITbIMU HA 3AMOK (zip-lock) npu Temnepatype 2-8 °C.
XpaHeHne nnaHweTa Takum Cnoco6oM obecneymBaeT ero CTabunbHOCTb B TeHeHne 3 MecsALEeB.

8.2. MpuroTtoBneHne pactBopa ANg NPOMbIBaHNS

[ns NpuroToBneHWa pacTeopa ANs NpoMbiBaHWA passecTu koHueHTpaT [WASH TWEEN]20X]
1:20 (1+19) AMCTMNAMPOBaAHHOW NN AEVOHN3NPOBAHHOW BOAOW, 3aTeM nepemelwaTtb. Hanpumep, 4
ml KoHueHTpaTa + 76 ml BoAbl, AOCTATOYHO ANd 8 NyHOK. B cnyvae Hanuuma KpucTanioB B KOHLEH-
TpaTe pacTBopa 415 NPOMbIBaHWA nporpeTtb hnakoH npu Temnepatype 37 °C 4o NONHOro pacTBo-
penuna kpuctannos (15 - 20 min). Pa3BegeHHbIn pacTBOP MOXHO XpaHUTb Npu Temnepatype 2-8 °C
He 6onee 7 AHEN.

8.3. MpurotoBnexHmne pacTsopa KOHblOraTa

Pab6ouee pazBegeHne KoHborata roToBMTCA cneytowmm o6pas3om:

Passectu (cvHUiA) B unctom pnakoHe [CONJUGATE DILUENT] (kenTbiit) B co-
oTHoweHuun 1:11 (To ecTb, 1+ 10), pacTBOP OKpalnMBaeTCHa B 3e/1eHblii UBeT. Hanpumep, Ang 8 nyHOK
aHannsa 0o6asutb B 1 ml[CONJUGATE DILUENT]100 pl [CONJUGATE[ 11X].

PacTBoOp KOHBIOrata 8 paboyem pa3BeeHn CTaOuneH B Te4eHue CyTOK Npu yCI0BUM XPAHEHUS
npu 2-8 °C.

9. MPOLEAYPA AHAJTN3A

9.1. ToAroToBMTb HEOOXOANMOE KOTMYECTBO NIYHOK ANA aHanm3a (KoNm4ecTBo nccnegyemblx o6-
pasLoB W YeTblpe NyHKN ANA KOHTPONEN), BCTaBUTb UX B paMky VIOA-nnaHweTa. JTYHKU C KOH-
TPONAMYK 0OA3aTENBHO BK/IOHYATb B KaXX/AYO MOCTAHOBKY aHanu3a.

9.2. 3anonHuTb 6NaHk BHeCeHnsa Npoo.

9.3. MpUroToBMUTE PACTBOP AR NPOMbIBAHWS COLNACHO NYHKTY 8.2 AaHHOW MHCTpyKLMN.

9.4. BHecTun BO BCe NyHKkM NnaHweTta no 90 pl 4

9.5. BHecTu B nyHku no 10 ul koHTpone 1 uccneayemelx o6pasios: B nyHky Al — [CONTROL[ +],
B NyHku B1, C1n D1 —, B OCTanbHbIE NYHKM — MCCNefyeMble 06pasusl. OCTOPOX-
HO MMNEeTUPOBaTL CMECh B NIYHKAX, He A0NycKas NeHOOOPa30BaHWS, NPONCXOANT N3MEHEeHNe
LiBeTa pacTBOpa B /lyHKax C (PUOMETOBOr0 Ha CUHUNA.

OT60p, BHECEHME W MMIETUPOBAHNE APOBOANTL C OCOBOIO TLUATE/TLHOCTHIO.

9.6. 3aknenTb CTPUMbl KNeKolo NIEHKO N MHKYOUpOBaTh Ha NpoTaXeHun 30 min npu Temnepa-
Type 37 °C.

9.7. T1o OKOHYaHUK NHKYBaLMN OCTOPOXHO CHATb KNENKYIO NAEHKY U MPOMbITh TyHKU NSTb pas C
NCMNOMb30BAHMEM aBTOMATUYECKOro NPOMbIBATENA UK 8-KaHaNbHOW NUNETKKU CNeayoLwmm
obpa3om:

— YAanuUTb COAEPXMMOE NTYHOK B KOHTEHEP AN XUAKUX OTXOAO0B;

— HaMNOMHUTL NyHKW He meHee no 300 pl pacTBOPOM AN5 MPOMbBIBAHUSA, OCTaBUTb HE MEHee 4eMm
Ha 30 s;

— acnupupoBaTb PacTBOP M3 NYHOK, OCTATOYHbI 06bEM pacTBOpa NOC/Ae acnupaummn Ha BCex
3Tanax NPOMbIBaHNA AONXKEH COCTaBNATL He 6onee 5 (;

— NOBTOPUTb NpoLeaypy NPOMbIBAHNA eLLe YeTbipe pasa;

— nocne nocnefHelt acnvpauny n36aBUTbCS OT NULWHEro Biaru, NOCTyknBasd naaHWeToM no
dhmneTpoBanbHo bymare.

9.8. lMpurotoBUTb pacTBOP KOHbOraTa CorlacHo nyHkTa 8.3.

9.9. B nyHku BHectn no 100 ul pactBopa KoHblorata (B padodem passegeHun 1:11). CTpunbl HakpbITh
HOBOV KNeikon NNeHKon 1 NHkybrposaTb B TedeHne 30 min npu 37 °C.

9.10.Mo oKOHYaHUN MHKYBaUMN OCTOPOXHO CHATb KERKY NAeHKY U NPOMbITh YHKM NATb pas,
Kak OnMMcaHo B M. 9.7 AaHHOM MHCTPYKLNN.

9.11. He poTparnsasch 40 AHa M CTEHOK NYHOK nnaHwerta, sHecTtn no 100 pl B
NYHKHN.

9.12. IHKy6u1poBaTb CTpUNbI Ha NPOTaXeHn 30 min B TEMHOMY MeCTe NP KOMHATHOW Temnepary-
pe 18-25 °C. He ncnonb3oBatb KNERKyO NIEHKY Ha AaHHOMY STane.

9.13. 1n9 0CTaHOBKU (DEPMEHTATUBHOM peakLun BHecTn B nyHKM no 100 pl [STOP SOLUTION| npy-
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LEePXMBAACH TOW Xe NocnefoBateNbHOCTH, YTO U NPU BHECEHUK [TMB SOLUTION}

9.14. amepsaTb Ha puaepe Ol B Kaxaol nyHKe npu gnnHe BonHbl 4507620-695 nm Ha NpoTsaxe-
HUM 5 min Nocne oCTaHOBKWM peakunn. [Jo NnpoBefeHUs namepeHna cnegyer yoeamtbca B
YNCTOTE BHELUHEN NOBEPXHOCTH AHA /TYHOK M OTCYTCTBUM NMY3bIPbKOB.

Yuer pe3ynbratoB aHA/IM3A MOXHO MPOBOANTL B O4HOBO/THOBOM PEXUME rpu A/IMHE BOJIHbI

450 nm, B aTOM criy4ae caegyer OCTaBUTb /1IYHKY /151 yCTAHOB/IeHMS 6/10HKA (B TAKYIO /TYHKY BHO-

cuTb T0/1bK0 [TMB SOLUTION] # [STOP SOLUTION).

10. YHET PE3Y/IbTATOB U UX UHTEPIPETALINA

10.1. Yuet pe3ynbratoB aHann3a

Paccuntatb cpegHee 3HaudeHne Ol oTpuuatenbHoro KoHtponsa (NC), ypoBeHb rpaHM4HOro
3HauveHus (Cut off - CO) n MHAeKC NO3nMTUBHOCTM obpa3ua “Psamp\e):

Nc =(Ncl+ Nc2+ Nc3)/3;
CO =Nc+0,25;

IPsample =ODsample/CO,

roe OD OonTnyeckas NIoTHOCTb 0Opasua

sample ~

10.2. [locToBEpPHOCTb Pe3yNbTaToB aHaNN3a
[aHHble TecTa CYMTAIOTCA OCTOBEPHbBIMU, €C/IM OHM OTBEYAIOT C/IeAYIOLWNM TPEeBOBaHNAM:

CONTROLJ +] or=1.2
CONTROL] -] Oor<0,15

10.3. MHTepnpeTauma pe3ynbraTos

sample > MOJTOXUTE/IbHbBIN
O’9S|Psamp\eg1’1 HEOHPEHEHEHHHM*
IP e <0.9 OTPULIATE/TbHbIN

*HeonpepgeneHHble o6pasibl PEKOMEHAYEeTCS nCccneaoBaTb MOBTOPHO. Ecnn pesynbraTtebl CHOBa
OyayT B pamMkax «<HeonpeaeneHHbiX», cnegyet npoBect oT60p HOBOro o6pasua.

Mlcnonb3oBaHme MHAEKCA NO3UTUBHOCTM MO3BONAET MPOBOANTE MONYKONMYECTBEHHbIN CPaBHM-
TeNbHbI aHaNN3 YPOBHSA creunduyecknx aHtuTen B AMHaMuke B NapHbix o6pasuax, nonyyYeHHbIX
OT NauUMeHTOB C MHTEPBANOM B 2-4 Hepgenu.

11. AMATHOCTUYECKUE XAPAKTEPUCTUKW TECTA

11.1. TouHocTb
[MoBTOPSIEMOCTH PE3Y/ILTATOB B NPEAEIAX 0AHOA MOCTAHOBKM aHam3a (Intra assay repeatability)
KoappurumeHT Bapuraumm (CV) ang AByx o6pa3LoB C pa3nnyHbiM YPOBHEM Cneunpruyeckmnx aH-
TUTEN oueHnBann B 32 NOBTOPax Ha OAHOW Cepun TECT-CUCTEMBI.

N° o6pasua oD, P, v, %
K1 1,470 518 4,5
K2 0,821 2,89 7.9

Bocnpon3soaumocTb pe3ybTatoB MEXAY PA3ndHbIMU MOCTAHOBKaMu aHanun3a (Inter assay reproducibility)

KoapurumenTt Bapuaumm (CV) ana AByx o6pa3LoB C Pa3nNnyHbIM YPOBHEM CNeunpUyecknx aH-
TUTEN OLEHMBANN B TeYeHNe YeTblpex AHel B YeTblpex NOCTaHOBKaxX aHann3sa no 8 NoBTOPOB B
Kaxx4oM aHanuse.

N° o6pasua oDCp IPCp CV, %
K1 1,447 5,09 5,2
K2 0,842 2,96 6,3

Inst_Mycoplasma hominis IgM_TK097_V02_RU 5/8



12. OTPAHUYEHWA AHAJTU3A

[MonoxuTenbHbli pesyneTaT B TecT-cucteme Vitrotest® Mycoplasma hominis-IgM aBnsetcs cau-
AeTeNbCTBOM Ha/iMuna y naumeHTa aHtuten knacca IgM, cneunduyecknx K M. hominis, kotopble
npoAyUMpPYIOTCS OPraHn3mMom Npu HMULMPOBaHWUY STUM BO30OYAUTENEM.

CnepyeTt 3aMeTUTb, YTO B C/lyYae paHHero Mukonnasmosa pesynotat MOA MoxeT OblTb OTpU-
LaTeNbHbIM 13-3a@ OTCYTCTBUSA aHTUTEN Ha HadanbHOM 3Tane 3abonesaHua. osToMy OTCyTCTBME
aHTUTEN Knacca IgM, cneundmyeckux K M. hominis, He NCKMOYaEeT HaNNYNSA MUKOMNNA3MEHHON MH-

hekunn.

[nsa nocTaHOBKYW AMarHosa crefyeT yUnTbiBaTh Kak pe3y/bTaThl KOMMIEKCHBIX 1abopaTopHbIX
nccnenoBaHuii (Ceponornyeckne U Npsmble MeToabl AMarHOCTUKK), Tak U KJIMHWYeCcKne nposBe-

HNA 3a6oneBaHns.

13. NMPOBJIEMbI, KOTOPbIE MOT'YT BO3HMKHYTb MPW MPOBEAEHUN UDA,

1 CNOCOBbI X YCTPAHEHNA

Bo3moxHbie TPU4YUHbI

Crioco6eb! yCTpaHeHns npobaem

Bbicokuii (hoH B /lyHKAX BCEro MaaqHLweTa

3arpsisHeHHbI NpoMbIBaTENb

[oYnCTUTE FONOBKY NPOMbBIBATENS M MPOMbITH
30 % pacTBOpPOM 3TM/IOBOrO CNMpTa, 3aTeEM
OVUCTUNMPOBAHHOM BOOOW

Hu3koe kayecTBO UK 3arpA3HEHNA BOAbI

VIlcnonb30BaTh OUMLLEHHYIO BOAY C YAENbHbIM
conpotusnexHunem =10 MQ-cm.

Vicnonb3oBaHMe N10X0 BbIMbITOW NOCyAbl

Mcnonb3oBaTtb XMMUYECKM YNCTYIO Nocyay

Mcnonb3oBaHue AesnHpUUMPYIOLWNX CPpeacTs,
cofepxalmnx xnop

He ncnonb3oBaTth x0pcoaepatime
Oe3vHbuuMpyoLLMe CpeacTea

Vicnonb3oBaHue 3arpAas3HeHHbIX
HAaKOHEe4YHNKOB

Mcnonb3oBaTh HOBbIE HAKOHEYHNKMN

YBenunyeHo Bpems MHKyobaumm nnm nsmMeHeH
TeMnepaTypHbIN PEXNUM

CobntogaTb pexvm nHkybauum B
COOTBETCTBUM C MHCTPYKUMEN NO NPUMEHEHMIO

Bbicoknit hoH B OTAE/IbHBIX PSAAX

[NoBTOpHOE BHeceHme pactBopa TMb

Pactsop TMB BHOCUTb 0AWH pa3

3arpsisHeHne KoHyca aBToMaTUYeCKoi
NMUNeTKN PacTBOPOM KOHblOraTa

[MpOYNCTUTL MUNETKY U OCTOPOXHO HabupaTb
XWNIOKOCTb

3arpﬂ3HeH OWNH N3 KaHanoB NpoMbIBaTeNd

MOYNCTUTL KaHas MPOMbIBaTENA, MPOMBbITb
Bowep

3Hayernsi O nON0XUTENBHOMO KOHTPO/IS HUXE YCTAHOB/IEHHOM MPAHMLIbI

HenpaBnabHO BHECEH MW OTCYTCTBYET OAMH
N3 peareHToB (KOHblorat uaun pactesop TMB)

[MoBTOopHO NpoBecTn NPA, o6patnTb
BHMMaHMe Ha NPaBUbHOCTb BHECEHUSA 3TUX
peareHToB

CokpallleHo BpeMa UHKYOaLn Ha O4HOM 13
3TanoBs

[MpoBoAnTE MHKYOALMIO B COOTBETCTBUN C
WHCTPYKUMEN MO NPUMEHEHWUIO

VIHTEHCHBHOCTH OKPACKn JIYyHOK He COOTBETCTBYeT ﬂOﬂy‘-l@HHOﬁ ONTUYECKOM M/I0THOCTH

CMeLLleH onTuYeckui nyy

[MpoBepuTb KOPPEKTHOCTL paboThl puaepa
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Vitrotest® Mycoplasma hominis-lgM
CXEMA AHAJTA3A

BblaepxxaTb BCce peareHTbl n o6pa3ubl He meHee 30 min npn 18-25 °C nepef
NCMNONb30BaHMEM

BrecTtv no 90 pl [SAMPLE DILUENT| B 1yHKW CTPUMNOB

(pnoneroBuii yser)

BHecTtr no 10 pl koHTponen n o6pasuoB B IyHKU:
Al —[CONTROL[ +]

B1, C1, D1 —[CONTROL[ -]

E1 v ocTtanbHble NyHKU — nccnegyBaemble 06pasLbl
(uBer MmeHsieTCsl C hMoIETOBOIr0 HA CUHMIA)

3akneunTb CTpUNbl KNerkor NneHkon, nHkyobuposaTe 30 min npu 37 °C

MpoMmbITb NyHKK 5 pa3 po3seaéHHbim 1:20 (1+19) pacTBOpPOM ANS NPOMbIBaHMS
Tw20 no 300 pl B nyHky ¢ 30 s 3amaymBaHmem

BHecTtr no 100 pl pactBopa KOHblOraTa (B paboyem pasBeaeHun 1:11) B
Kaxayto NyHky
(3enéHbii yser)

3akneunTb CTPUNbl HOBOW KNENKOW NNeHKOW, MHKyOuposats 30 min npun 37 °C

MpoMbITb NyHKK 5 pa3 po3BeaéHHbiM 1:20 (1+19) pacTBOpOM ANS NPOMbIBaAHNSA
Tw20 no 300 pl B nyHky ¢ 30 s 3amMaymBaHmem

BHectr no 100 pl [TMB SOLUTION| B KaXAyto NyHKY

MHky6buposats 30 min B TEMHOM MecTe npu 18-25 °C 6e3 KNekon NneHKu

OcTaHoBUTb peakumto BHeceHnem no 100 pl [STOP SOLUTION
(LUBET MEHSIETCS C CMHEro HA XE/1Tbli)

Onpegenntb oNTUYeckyto NNoTHOCTL (OD) npu 450/620-695 nm

YYET PE3YNIbTATOB WHTEPMNPETALIMA PE3Y/IbTATOB
Nc = (Nc1+Nc2+Nc3)/3; CO=Nc+0,25; n SKATEATbHbI
samp\e:ODsamp\e/CO; IPsamp\e o one d
Nc - cpeHee 3HayeHne omlmlTI, 09< IPsamp‘e S HEOTPENE/IEHHbIN
CO - rpaHMyHOe 3HayeHue, IP- nHAEKC MO3UTUBHOCTHU IPsamp\e <09 OTPULIATETbHbIN




NHCTPYKLUMSA 1O NMPUMEHEHWIO

TKO28
“l“ﬂlﬂSl® “reanlasma-lga 96 aHannsos
NMMyHOdepMeHTHada TecT-cuctema A9 Ka4eCTBEHHOMO M NMONYKONNYeCTBEH-

HOro onpepeneHunsa aHtuTen knacca lgG k Ureaplasma urealyticum

1. HASHAYEHME

IMyHO(bepmMeHTHasa TecT-cuctema Vitrotest® Ureaplasma-lgG npegHasHadeHa Ang kKa4eCTBEHHO-
rO 1 NONYKONNYECTBEHHOIO onpefeneHns aHtuten knacca lgG k Ureaplasma urealyticum B CbiBO-
pPOTKe WM NNa3Me KPOBU YeNOBEKa.

TecT-Habop MOXeT OblTb MPUMEHEH Kak 415 NPOoBeAeHNA UMMYHOQepMeHTHOro aHannsa (MDA)
C MCMNOMb30BaHMEM aBTOMATUYECKMX MUNETOK U CTaHAapPTHOro 060pyAoBaHUA, Tak 1 ANS nocTa-
HOBKMW Ha aBTOMaTU4Y4E€CKOM MMMYHO(EPMEHTHOM aHaNn3aTope OTKPbLITOro Tnna.

2. KJINHNYECKOE 3HAYEHUE

MwukpoopraHusm Ureaplasma urealyticum Bbi3biBaeT BOCNanutesbHble 3a00/1eBaHnd opra-
HOB MOYENONOBOWM CUCTEMBI YeNnoBeKa. Ypeannasmbl 4acTo OOHAPY>XKMBAIOT Y XEHLNH, 60NbHbIX
BarMHUTOM, UMCTUT. [TPOHMKHOBEHNE BO3OYANTENS B BEPXHME OTAE/NbI MOMOBON CUCTEMBI MOXET
NPUBECTU K HaPYLEHNIO PENPOAYKTUBHbLIX (DYHKLUUA. Y My>X4uH U.urealyticum aBNAeTCA NPUYNH-
HOM HErOHOKOKKOBOrO ypeTpuTa v npoctatunta (4o 50 % cny4daen). [lokazaHa ponb ypeannasm B
pPas3BUTUM OOMbLUMHCTBA C/ly4aeB MOYeKaMeHHoN 6onesHn. Hepeako U.urealyticum NpuBoauT K
NOCTPOAOBOMY CEMNCUCY Y XEHLLMH.

[Ona AnarHoCTUKK ypeannasmosa NpUMeHSIoT Kak NpaMble MeTOAbl BbIABNEHNS ypeannasm (no-
NMMepasHas uenHas peakums, peakuma MMMyHOMIyopecLeHLnn, BblAENEHNE YNCTON KYNbTypbl),
TaK WU ceponornyeckre Metodbl BbIgBNEHUA cneundudecknx k Ureaplasma urealyticum antuten.
OnpegenexHne aHTUTEN B UMMYHO(EPMEHTHOM aHann3e 0COOEHHO aKTyalbHO NPU XPOHUYECKOM
ypeannasmose, a Takxe Nnpu BOCXOAALeR ypeannasmeruii nHdexkumm. MOA - ManonHBa3nBHbIN
MeToA MCCNefoBaHNA, KOTOPbIM NO3BONAET NPOBOANTL KOMMTEKCHYIO ANAarHOCTUKY YPOreHuUTanb-
HblX 3a60/1eBaHUN.

3. MPUHLUMN AHANTU3A

BeiaBnenne aHTMTen knacca IgG, cneunduyHblix kK Ureaplasma urealyticum, B TecT-cucre-
me Vitrotest® Ureaplasma-lgG 6a3upyeTtca Ha npuHuMne «Henpamoro» tBepgodasHoro VMOA
B ABYX3TanHoW mHkybauuu. B nyHkax nnaHweTa 3acopOvpoBaHbl PEKOMOWHAHTHbIE aHTUreHbl
U.urealyticum. Bo Bpema nepBoro atana nHkyobauunm nccnegyembolx o6pasuos B nyHkax MOA-nnaH-
LeTta NpouCXoanT CBA3bIBaHME, MpU Hanu4mm B oopasuax, cneunduynbeix Kk U.urealyticum aHtuten
C aHTUreHaMun Ha TBepao dase. JIyHKun OTMbIBAIOTCA AN YAANEHNA HECBA3AHHbBIX aHTUTEN, OCTa-
OTCS TONBKO cneunuyeckne KOMnAeKChbl aHTUreH-aHTnTeno. Nocne 3Toro 4o6aBNAETCA KOHBIO-
raT aHTVBUAOBLIX aHTU-IgG MOHOK/IOHANbHbBIX @HTUTEN C NEPOKCMAA30M XPEHa, KOTOPbI CBA3bIBa-
eTCA C UMMYHHbIMU KOMMeKCaMn Ha TBepaoi haze. HecBA3aHHble KOMMOHEHTbI YAANATCS BO
BpemMd OTMbIBaHMA. KOMMMEKChl aHTUMEH-aHTUTENO BLISBNAOTCH NyTeM A00aBNeHUA pacTBopa
xpomoreHna 3,3', 5,5-teTpameTnnbensunamnHa (TMB) ¢ nepekucbio Bogopoaa. lNocne 30 min nHKy-
6aunn peakuna octaHaBnMBaeTcd AobaBneHnem cTon-peareHTa. OnTnyeckada naotHocTb (Of1) B
NyHKax onpegensierca Ha cnekTpodoToMeTpe npu aAnnHe BonHbl 450 / 620-695 nm. 3HauyeHne
Orl, nony4eHHoe Ans o6pa3ua, NO3BONAET BbIABUTb HaU4ME UM OTCYTCTBME aHTUTEN Knacca
IgG k U.urealyticum. VIHTEHCUBHOCTb XXENTOl OKPaCKW NPONOPUMOHANbHA KONMYECTBY aHTUTEN B
obpasue.

4. MATEPWUAJTbl U OBOPYIOBAHUE

4.1. CocTaB Habopa

N®A-nnaHwer

ELISA STRIPS 1x96 B kaxpaoii nyHke nnaHweTta 3acop6mposa'Hb| peKoMm-
NYHOK OWHaHTHbIe aHTUreHbl Ureaplasma urealyticum.

JIyHKN MOXHO OTAeNATh. 12 cTpMnoB No 8 NYHOK.

M03UTUBHbIA KOHTPONb
CONTROLJ +] 1x0,5 ml PacTtBop cneundunyeckmx MMMyHOrN0OyNNHOB C KOH-

cepBaHTOM (PO30BbIN).

Pepakuus 1
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HeraTuBHbIA KOHTPONb
CONTROL| -] x1,0 ml PactBop anbByMMHa C KOHCEPBAHTOM (KENTbIN).

PactBop Ang pa3BefeHns CbIBOPOTOK
SAMPLE DILUENT 1x10 ml BydepHbIli pacTBOP C AETEPreHTOM Y KOHCEPBAHTOM
(KOPUYHEBO-3€EHbIN).

PactBop koHblorata

BythepHbIi pacTBOP MOHOK/OHAbHbIX aHTUTEN K IgG
[CONJUGATE SOLUTION] | 1x12 ml UenoBeKa, KOHBLIOrMPOBAHHBIX C MEPOKCMAA30M Xpe-
Ha, CO cTabunsatopamum 1 KOHCEPBAHTOM (3e/1eHbli),
rOTOBbI K MCNOb30BaAHMIO.

Pacteop TMb
TMB SOLUTION 1x12 ml PactBop TMb, H,O,, crabwnusatop, KoHcepBaHT

(6e3UBEeTHbIN), FOTOBLIN K MCMNOIb30BaHMIO.

Pactop Ana npombianns Tw20 (20x)
[WASH TWEEN]20X] 1x50 ml 20-TM KpaTHbI KOHUEHTPaT docaTHoro Gydepa ¢
TeuHoM-20 1 NaCl (6e3uBeTHbIN).

Cron-peareHTt
STOP SOLUTION 1x12 ml Pacteop 0,5 mol/l H,SO, (6e3uBeTHbIN), roToBbINA K
MCNONb30BaHWIO.

Knelikas nnexka (2), 6naHk BHecerus Npoob (1) U MHCTPYKLUMS MO NPUMEHEHWIO.
4.2. lononHuTenbHble peakTUBbI, MaTepmasnbl U 060pyaoBaHue

— ABTOMaTU4eckue nunetkn nepemeHHoro oovema Ha 10-1000 pl 1 HaKOHEYHUKU K HUM;
— cnekTpooTOMETp (PUaep) ANs MUKponnaHweToB Ha 450/620-695 nm;

— MepHas nabopatopHaa nocyga (10-1000 ml);

— [AeVOHM3UPOBaHHaA UK ANCTUNNMPOBaHHAs BOAA;

— TepmocrTart Ha 37 °C;

— aBTOMaTUYeCKuii NN NonyaBTOMATUYECKMA NPOMbIBATE b N1AHLLETOB (BOWEP);
— KOHTelHepbl A5 OTX0A0B NOTEHUMAaNbHO 3apaXeHHOro Mmatepuana;

— Tanmep;

— (huneTpoBanbHaga ymara;

— 0fHOpa30Bble NepyaTky;

— AesvHduumpyloline CpeacTsa;

— 3aluTHasA oaexaa.

5. MEPbI MPEAOCTOPOXHOCTHU

5.1. Mpepoctepexexus
CobnoneHne BpeMeHn NHKyO6aLmi v TeMnepaTypbl SBISETCS YPE3BbIYAIHO BAXHbIM /15 KODPEKTHOIO Pe3y/bTard
NDA.
— He NCNoNb30BaTb KOMMNOHEHTbLI TECT-CUCTEMbI MOC/NE OKOHYaHNA CpOKa rogHOCTH;
— He NCNOoJ/1b30BaTh MNpu aHaimle n He CMeWrBaTb KOMMOHEHTbl PAa3HbIX cepvn7|, KOMMOHEHTbI C
TeCT-CUCTeM pPas/inyHbIX HO30M0MNiA UNun peareHTbl Apyrunx I'IDOI/I3BO,CLVIT€I'I€I7I B co4yeTaHun C
HabopamunVitrotest®;

Tpumeyanue: gonyckaercs ucrnonb3osarme (WASH TWEEN]20X] [TMB SOLUTION]#[STOP SOLUTION]
APyrux cepuil.

— Nocne NCNob30BaHNSA peareHTa 3akpbiBaTb KaX Abli (h1aKoH CBOEN KPbILWKOIA;

— BO BPeM¢ NPOMbIBaHUst KOHTPO/IMPOBATL HAMOMHEHME U MOMHYI0 acnupaumnio pactsopa us ny-
HOK;

— Kax/ablii pa3 MCNonb30BaTb HOBbI HAKOHEUHWUK MUNETKN NS BHECEHNA 06pa3LOoB UKW pearex-
TOB;

— p36eraTtb NoNagaHns NPAMbIX COMHEYHbIX Iy4Yeli Ha peareHTbl TeCT-CUCTEMbI;

— [TMB SOLUTION|aonxeH 6biTb 6eCLBETHLIM Nepe ncnonb3oBaHnem. ECnm pactBop okpallleH
B CUHUIA UMW XENTbI LBET, ero HeMb3a ncnonb3osaTtb. M36erate koHTakta |[TMB SOLUTION
C MeTannamu unu noHammn metannos. Ana paboTbl MCNONb30BaTb TONbKO YNCTbIM, TLATENbHO
BbINONOCKaHHOE ANCTUNNMPOBAHHOK BOAOW nocyay;

— HW B KOeM Cliyyae He MCMoMb30BaTh OAHY U Ty xe nocyay ansa [CONJUGATE SOLUTION] v
TMB SOLUTION|.

Ipon3BoanTeNb He HECeT OTBETCTBEHHOCTH 30 /0BbIE HEKOPPEKTHLIE PE3Y/bTATHI M HEGAroNpPUSTHbIE CyYaM,
BO3HUKILINE BC/IEACTBAE HOPYLLCHNI BbILICYKA3AHHBIX MPEAOCTePEXeHI. [IDON3BOANTE b HE HECET OTBETCTBEHHOCTH
30 BUSYQ/IbHBINA yHET PE3y/IbTATOB GHA/M3A (6€3 NCMOMb30BAHNS CMEKTPOMHOTOMETPA).
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5.2. Mepbl 6€30MacHOCTH

- MOCTAaHOBKY aHanun3a NpoBOAUTbL TO/IbKO B 3aLLMTHOW oexae, OAHOPAa30BbIX MepyaTkax 1 3a-
WWTHBIX OYKaX;

- He JonyckaeTtcs NpUHMMAaTh MWLy, NUTb, KypPUTb UKW NOMNb30BaTbCA KOCMETUKOW B KOMHaTe
BbINO/THEHNS TECTa;

— He NMNeTMpoBaTh PacTBOPbLI PTOM;

— MONOXWUTENbHbIA WM OTpULATENbHBIA KOHTPONU TecT-cuctembl Vitrotest® Ureaplasma-1gG He
COAEep>XaT KOMMOHEHTOB Ye/T0BEYECKOro NMPOUCXOXAEHUS;

— HEeKOTOPble KOMMOHEHTbLI TECT-CUCTEMbI COAEPXKAT HU3KUE KOHLEHTPaLMN BPeAHbIX BELLECTB U

MOIYT Bbl3BaTb Pa3apaKeHne KOXn 1 CnsncTbix o6onoyek. MNpu nonaganunm
[STOP SOLUTION] v [CONJUGATE SOLUTION] Ha cnnsucTbie 060M0UKM 1 KOXY HEOBXOAUMO
HeMeaNeHHO NPOMbITb MOpPaXeHHoe MecTo 60/bLLIMM KONNYECTBOM BOAbI;

- B C/lyyae pas30bpbi3rnBaHna pacTBOPOB, HE COAEPXalUMX KUCAOTY, HanpuMmep, CbIBOPOTOK,
HeobxoaAnMo 06paboTaTb MOBEPXHOCTb Ae3NHMULMPYIOLWNM CPEACTBOM, @ 3aTEM BbITEPETb
Hacyxo uabTpoBansbHOW Oymaron. B cnydae pasopbi3rnBaHuga KMCNOThI, COAEPXALLYIOCA Ha
NOBEPXHOCTN KMUCMNOTY CHadana Hy>HO HelTpann3oBaTb pacTBOPOM OunkapOoHaTa HaTpus, a
3aTeM BbITEpPETb MOBEPXHOCTb Kak ONMCaHO Bbllle.

5.3. YTunusauusa otxonos

- XWAKWE OTXOAbl CeflyeT MHaKTMBUPOBaTb, HaNpUMep, paCTBOPOM NepPeKnCcH BOAOPOAa B KO-
HEeYHOW KOHLEHTpauun 6 % B TedeHne 3 h Npu KOMHATHON Temnepatype, Uan r’MnoxXn0puTom
HaTPUA B KOHEYHOWM KOHLUEHTpauun 5 % B TedeHne 30 min, unm Apyrummn paspeLleHHbIMu ge-
3UHOUUMPYOLWMMN CPeaCTBaMY;

- TBepAble OTXOAbl CNefyeT WHaKTMBMPOBATb MyTEM aBTOKNABMPOBaHWA Mpu Temnepatype
121°C B TeyeHune 1h;

- He aBTOK/aBMpPOBaTb PACTBOPbLI, COAepXaLLMe a3ua HaTpUsa UM TMNOXI0PUT HATPUS;

- yAaneHue MHaKTVBUPOBAHHbLIX OTX040B NPOBOANTL B COOTBETCTBUMN C AEMCTBYIOWMM HaLKO-
HaNbHbIM 3aKOHOAAaTENbCTBOM,;

- yAaneHue oCTaslbHbIX KOMMNOHEHTOB TECT-CUCTEM NMOCNE UCNO/Tb30BaHWA NMPOBOANTE COT/lTaCcHO
GLP (good laboratory practice) n geicTBytoLero HauMoHanbHOro 3akoHoAaTeNbCcTBa B chepe
00palleHnsa C OTXo4aMu.

6. XPAHEHWE N CTABU/IbHOCTb

PeareHTbl TeCT-CUCTEMbI CTAOWU/BbHBI B TEYEHWE CPOKA FOAHOCTH, yKa3aHHOro Ha 3TUKETKe, ecu
NX XpaHuTb Npun Temnepatype 2-8 °C. He gonyckaeTcd 3amopaxuBaHue TeCT-CUCTEMbI. TpaHCnop-
TMpoBaTtb Habop Npu Temnepatype 2-8 °C. JonyckaeTcqa 0AHOKpaTHas TPaHCNOPTMPOBKa NpU TeM-
nepatype He Bbile 23 °C B TeyeHne AByX AHEN.

[locne BCKPpbITUS MEPBUYHOM YIAKOBKU KOMITOHEHTbI TECT-CUCTEMbI SB/ISIKOTCS CTAOU/IbHBIMU B
TeqyeHne 3 MecsiLeB, KPOMe TeX, KOTOPbIE YKA3AHbLI B M. 8 HACTOSLEH VIHCTPYKUMN.

7.110ArOTOBKA OBPA3LIOB

O6pasLbl CbIBOPOTKM UK NNasmbel Kposu (EDTA, nUTHIA-renapuH, UMTpaT HaTpua, hTopua Kanus)
XpaHuTb Npu Temnepatype 2-8 °C He 6onee 3 AHel nocne 3a6opa. [Ans 6onee 4ANTENBHOMO Xpa-
HeHnsa o6pa3ubl pasMellatb B MOPO3WIbHON kamepe npu Temnepatype ot -20 o -70 °C. 3amopo-
XeHHble 06pasubl Nnepea NCnoNb30BaHNEM CNedyeT PAa3MOPO3UTL U BblAepXKaTb NPU KOMHATHOA
Temnepatype B tedeHme 30 min. He ncnonb3oBaTb NporpeTbie o6pasubl. [ocne paamopaxusaHus
o6pa3subl cregyet nepeMeluaTs N9 AOCTUXEHUA OAHOPOAHOCTU. M36eraTb NOBTOPHOrO 3amopa-
XNBaAHWA-0TTaMBaHNA nccneayembolx o6pasuos. B cnyyae NnoMyTHEHMS CbIBOPOTKM (MM Nna3mbl)
0cB0O6OANTL 06pasel OT HepaCcTBOPUMbIX BKAOUYEHUI LeHTpudyrupoBaHem npu 3000 o6opo-
Tax/min B TeyeHune 10-15 min. He ncnonbsoBaTe 06pas3Libl CbIBOPOTOK (MM Na3Mbl) C BbIPaXXEHHO
AMNUAEMUSA, TEMONIN30M, @ TakxXe GaKTepuasbHblM npopactaHveM. Ha pesynbTaTtel aHanm3a He
BNMSAET NpucyTCcTBMe B 06pasue ounmpyoburHa B KoHueHTpaumm go 0,21 mg/ml (361,8 umol/l), remor-
nobuHa B KoHUeHTpauuu Ao 10 mg/ml n Tpurnnuepuaos B KoHueHTpaumm 4o 10 mg/ml (11,3 mmol/l).

8.MOAr0TOBKA PEATEHTOB

O4eHb BAXHO BbIJEPXATb BCE PEAreHThbl TeCT-CUCTEeMbI NP1 KOMHATHOM Temnepatype 18-25 °C s reyenne 30 min
nepes ncrnosb30BaxHnem!

8.1. NoarotoBka NPA-nnaHweTa

Ona npeaynpexaeHnsa KoHgeHcaumnmn BoAbl B IyHKax cnegyer OTKprBaTbTOﬂbKO
nocne Bblaep>Xkn 30 Min Npu KOMHaTHOM TemnepaTtype. 3aTeM pacKpbiTb BaKyyMHYIO Y1akOBKY,
oTAEeNNTb He06X0ANMMOEe KOMMYECTBO IYHOK, a OCTaslbHble Cpa3y Xe TwaTe/bHO ynakosaTb C Bfa-
ronornoTUTENEM U XPAHUTb M/IOTHO 3AKPbITLIMU HA 3AMOK (zip-lock) npu Temnepatype 2-8 °C.
XpaHeHne nnaHLweTa Takum cnocobom obecneymnBaeT ero cTabunbHOCTb B TedeHne 3 mecaues.
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8.2. MpuroTtoTBNEHME PacTBOPa AN NPOMbIBAHNS

[ns npuroToBneHua pacTeopa A1 NpoMbiBaHWA passecTu koHueHTpaT [WASH TWEEN]20X]
1:20 (1+19) AMCcTMNAMPOBaAHHOW NN AEVOHN3NPOBAHHOW BOAOW, 3aTeM nepemMelwaTtb. Hanpumep, 4
ml KoHueHTpaTa + 76 ml BoAbl, AOCTATOYHO ANd 8 NYHOK. B cnyvae Hanuuma KpucTanioB B KOHLEH-
TpaTe pacTBopa A5 NPOMbIBaHWA nporpeTb hnakoH npu Temnepatype 37 °C 4o NONHOro pacTBo-
peHuna kpuctannos (15 - 20 min). Pa3BegeHHbIn pacTBOP MOXHO XpaHUTb Npu Temnepatype 2-8 °C
He 6onee 7 AoHEN.

9. NMPOLEAYPA AHAJTU3A

9.1. TTOAroToBUTb HEOOXOANMOE KOIMYECTBO TYHOK AA aHann3a (KoAM4ecTBO nccneayemblix 06-
pas3LoB 1 YeTblpe NYHKW ANg KOHTponeri), BCTaBUTb nx B pamky MPA-nnaHweTta. JIYHKU C KOH-
TPONAMK 0693aTeNbHO BK/IOYaTb B KaX4ylo MOCTaHOBKY aHanmn3a.

. 3anoNHNTb 6NaHK BHeceHns Npoo.

. [pnrotoBnTL PacTBOP AN MPOMbIBAHUA COrNACHO NYHKTY 8.2 AaHHO! VHCTpyKLuK.

. BHectn BO BCe nyHku nnaHweta no 80 pl .

. BHecTun B nyHKM no 20 pl KOHTponei u uccneayemblix 06pasuos: B nyHky Al —[CONTROL[ +],
B NyHku B1, C1n D1 —, B OCTaNbHbIE NYHKM — UcCneayeMble 06pasiibl. OCTOPOX-
HO MMNEeTUPOBaTbL CMECh B /IyHKaXx, He AonycKas NeHoo6pa30oBaHus, MPOUCXOANT USMEHeHNe
LiBeTa pacTBoOpa B IyHKax C KOPUYHEBO-3€1EHOr0 Ha CUHUIA.

9.6. 3aknenTb CTPUMbl KNEKoto NIEHKOK N MHKYOUpOBaTb Ha NpoTaXeHun 30 min npu Temnepa-

Type 37 °C.

9.7. Tlo OKOHYaHUN NHKYBaUMM OCTOPOXHO CHATb KNEVKYIO NNEHKY M MPOMbITb TYHKW NATb Pas C
MCNO/Ib30BaHMEM aBTOMATMYECKOro NPOMbIBaTENA UAK 8-KaHanbHOW NUNEeTKU CNeayomnMm
o0pa3om:

— yOanuTb COAEPXUMOE NTYHOK B KOHTEMHEP AN XUOKMX OTXOA0B;

— HaNOMHWTb NYHKW He MeHee No 300 pl pacTBOPOM AN NPOMbIBaHUA, OCTaBUTb HE MEeHee YeMm
Ha 30 s;

— acnupupoBaTb PacTBOP M3 NIYHOK, OCTATOYHbI 06bEM pacTBOpa NOC/AE acnupaummn Ha BCex
aTanax NPoMblBaHWS AONXKEH COCTaBNATb He 6Gonee 5 pl;

— NOBTOPUTL NpoLeaypy NPOMbIBaHUS elle YeTbipe pas3a;

— nocne nocnegHen acnupaumm M36aBuUTbCA OT NIULWIHEro BAarn, NOCTyKMBasa naaHWeToM no
dhuneTpoBanbHo bymare.

9.8. B nyHku BHecTn no 100 Ul [CONJUGATE SOLUTION] CTpunbl HakpbITb HOBOW KNelikoi nneH-
KO 1 nHKyOunpoBaTb B TedeHne 30 min npu temneparype 37 °C.

9.9. 0 OKOHYaHMM MHKYBaLMN OCTOPOXKHO CHATb KNEKYIO MAEHKY U NMPOMbITh TYHKKU NATb pas,
Kak onucaHo B n. 9.7 AaHHOW MHCTPYKLNN.

9.10.He potparusadch A0 AHA M CTEHOK /IyHOK maHwerta, BHecTy no 100 pl B
NYHKN.

9.1. MIHKy6BuMpoBaTb CTPUMbI Ha NPOTSXeH 30 min B TEMHOMY MecTe Npu KOMHATHOW Temneparty-

pe 18-25 °C. He ncnonb3oBatb KNEWKYIO NIEHKY Ha AaHHOMY 3Tane

9.12. ﬂ,l‘lﬂ OCTaHOBKMW (DEPMEHTATUBHO peakUmmn BHeCTM B yHku no 100 ul[STOP SOLUTION npw-
[epXMBasCh TOW e NocnefoBaTenbHOCTY, YTO U Npu BHeceHun [TMB SOLUTION|.

9.13. UamepsaTb Ha pugepe Ol B Kaxaol NyHKe Npu AVHE BOMHbI 45 - nmM Ha NpoTaAXe-
HUKM 5 min nocne ocTaHOBKYW peakuun. [lJo NpoBeAeHUs U3MepeHus cneayeb yoeanTbcs B
YNCTOTE BHELUHEW MOBEPXHOCTU AHA NMYHOK M OTCYTCTBUM MY3bIPLKOB.

Yuer pe3ynbTaTtoB aHA/IM3A MOXHO MPOBOANTL B OHOBO/THOBOM PEXUME rpU A/IMHE BOJIHbI

g,fg, Zn;jbzr(%ﬂl,\’/l CBHSK(%??J $/|75Ng)(sr %chjgkgg CUK?IKOZNgdg YCTAHOB/IEHMST 6/1QHKA (B TAKYIO JTYHKY BHO-
10. YHET PE3YJIbTATOB U1 UX UHTEPIMPUTALINSA

10.1. Yuet pe3ynbTaToB aHanm3a
Paccuuntatb cpeaHee 3HadeHne Ol HeraTMBHOro KOHTPons (NC), ypoOBEeHb rpaHMYHOrO 3HaYeHNs
(Cut off - CO) n nHaekc no3nTMBHOCTM obpa3ua (IP

©© 0o
aBwN

sample)
Nc =(NcT+ Nc2+ Nc3)/3;
CO=Nc+0,25;

P oD /CO, ne OD — onTMYeckKada NNOTHOCTbL o6pa3ua

sample ~

10.2. [locTOBEpPHOCTb Pe3yNbTaToB aHaNN3a
[aHHble TecTa CYMTalOTCH OCTOBEPHbBIMI, €C/IM OHM OTBEYAIOT C/IeAYIOWNM TPeBOBaHNAM:

CONTROLJ +] on=1.22
CONTROL[ ] OMn<o0,5

sample sample
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10.3. UnTepnpetaumnsa pesynbratoB

IPSample > 11 NO3NTUBHbI
09<IP_ . <11 HEOTPEAE/IEHHbIN®
<0,9 HEFATVBHBINA
sample

*HeonpeaeneHHble 06pasLbl pekoMeHayeTcsa nccneaosarb NOBTOPHO. ECM pesynbTaTel CHOBa
6yayT B paMKax «HeonpeaeneHHblix», crieqyeTt npoBecT oT6op HOBOMo o6pasua.

Vcnonb3oBaHme nHaekca No3nTMBHOCTY NMO3BONAET MPOBOANTL MOMYKOMYECTBEHHbIN CPABHM-
Te/IbHbIVi aHaNN3 YPOBHA CreunduUecknx aHTuTeN B ANHaMmnKe B napHbix 06pasuax, nosyyeHHbIx
OT NaLUMEHTOB C MHTEPBasIoM B 2-4 Heagenu.

11. AMATHOCTUYECKWUE XAPAKTEPUCTUKW TECTA

11.1. CneumnmyHOCTb M YYBCTBUTENBHOCTb

[Ns oueHKM YyBCTBUTENBHOCTM TECT-CUCTEMbI ObINN NpoaHanM3npoBaHbl 32 o6pasLa CbiIBOPO-
TOK KPOBW, MOMNOXMUTENBbHbBIX B ABYX @HAaNOMMUYHbIX KOMMEPYeCKux TecT-cuctemax. OTHoCUTebHas
UyBCTBUTENBHOCTbL TecT-cucTembl Vitrotest® Ureaplasma-IgG npu atom coctasnana 100,0 %.

B cpaBHWTENbHbBIX NCCneaoBaHnax Tect-cuctembl Vitrotest® Ureaplasma-1gG ¢ apyroi kommep-
YecKoii TecT-cucTtemoit 6blnn npoaHanusnpoBaHbl 84 o6pasila CblIBOPOTOK KpoBwW Moaei. Mpu
3TOM OTHOCUTENbHAA cneunduryHoCcTb Habopa coctasmnna 98,8 %.

11.2. TouHOCTb
[MoBTOPSIEMOCTH PE3Y/ILTATOB B NPEAE/IAX 0AHOA MOCTAHOBKM aHam3a (Intra assay repeatability)
KoapurumenTt Bapuaumm (CV) ang AByx o6pa3LoB C Pa3nnMyHbIM YPOBHEM CNeunpruyecknx aH-
TUTEN oueHnBann B 32 NOBTOPax Ha OAHOW Cepun TECT-CUCTEMBI.

N° o6pasua |PCp CV, %
33s 5,87 32
43s 11,00 4,5

BocnponssoaumocTs pe3ynbTratoB MeXAy pa3ndHbIMM MOCTAHOBKamu aHannsa (Inter assay reproducibility)

KoadhpurumeHT Bapuraumm (CV) ana Asyx o6pa3LoB C pasMyHbIM YPOBHEM Cneundruyeckmnx aH-
TUTEN OLEHMBANN B TeYEHNe YeTblpex AHel B YeTblpex NocTaHoBKax aHannsa no 8 noBTOpPOB B
Kax[4oM aHanuse.

N° o6pasua P, CV, %
33s 574 4,3
43s 10,75 3,9

12. OTPAHWUYEHWA AHAJIU3A

[MonoxuTteneHblt pesynstat B TecT-cucteme Vitrotest® Ureaplasma-1gG ceBnaeTensCcTByeT O Ha-
AMYNKM y naumeHTa aHtnTen knacca lgG, cneundunyHblx kK U.urealyticum, NpoayunpyeMbiX OpraHmns-
MOM MPU MHOULNPOBAHUN STUM BO3OYAUTENEM.

Cnepyet 3aMeTuTb, YTO B C/lydae paHHero ypeansa3smosa pesynbrat MIOA moxeT ObiTb oTpuLa-
TENbHbIV N3-3a OTCYTCTBUA @HTUTEN HA Ha4Ya/bHOM 3Tane 60N1e3HN. [103TOMY OTCYTCTBUE aHTUTEN
knacca lgG, cneundunyHbix K U.urealyticum, He nckato4aeT Hannuna ypeannasMeHHblX UHMeKUni.
Onpepenenne cneundundecknx kK U.urealyticum aHtuten B MMMYHOMEPMEHTHOM aHannse aBs-
NAEeTCA OCOOEHHO UH(OPMATUBHBLIM NPKU ANUTENBHOK BOCXOAAWEN nHbekunn. Jns noCTaHOBKM
AviarHosa cnegyert yunTblBaTb Kak pe3ynbTaTbl KOMMNAEKCHbIX 1abopaTopHbIX MCCeaoBaHui (ce-
PONOrnYecKme 1 NPSMble MEeTOAbl ANArHOCTUKM), TaK U KNUHUYEeCKne NposiBNEHNA 3a60neBaHuns.
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13. NMPOBJIEMbI, KOTOPbIE MOT'YT BO3HMKHYTb MPW MPOBEAEHNN UDA,

1 CNOCOBbI X YCTPAHEHNA

Bo3moxHbie TPN4YNHbI

Crioco6eb! yCTpaHeHns npobaem

Bbicokuii (hoH B /lyHKAX BCEro MaaqHLweTa

3arpsisHeHHbI NpoMbIBaTENb

[MoYnCTUTE FONOBKY NPOMbIBATENS M MPOMbITH
30 % pacTBOpPOM 3TMIOBOro CNMpTa, 3aTeEM
OVUCTUNMPOBAHHONM BOOOW

Hun3koe kKayecTBO UK 3arpA3HEHNA BOAbI

VIlcnonb30BaTh OUMLLEHHYIO BOAY C YAENbHbIM
conpotusnerHunem =10 MQ-cm.

Vicnonb3oBaHMe N10X0 BbIMbITOW NOCyAbl

Mcnonb3oBaTtb XMMUYECKM YNCTYIO Nocyay

Mcnonb3oBaHne AesnHpUUMPYIOLWNX CPeacTs,
cofepxalmx xnop

He ncnonb3oBaTth x0pcoaepatime
Oe3vHbuuMpyoLLMe CpeacTea

Vicnonb3oBaHue 3arpAs3HeHHbIX
HaKOHEe4YHNKOB

Mcnonb3oBaTh HOBbIE HAKOHEYHNKMN

YBenn4eHo Bpems MHKyobauum nnm nsmMeHeH
TeMnepaTypHbIN PEXNUM

CobntogaTb pexvm nHkybauum B
COOTBETCTBUM C MHCTPYKUMEN NO NPUMEHEHMIO

Bbicoknit hoH B OTAE/IbHBIX PSAAX

[NoBTOpHOE BHeceHme pactBopa TMb

Pactsop TMB BHOCUTb 0AWH pa3

3arpsisHeHne KoHyca aBToMaTUYeCKoi
NMUNeTKN PacTBOPOM KOHblOraTa

[MpPOYNCTUTL MUNETKY U OCTOPOXHO HabupaTb
XWNIOKOCTb

3arpﬂ3HeH OJWNH N3 KaHa/oB NpoMbIBaTeNd

MOYNCTUTL KaHas MPOMbIBaTENA, MPOMBbITb
Bowep

3Hayerus O no3nTMBHOIrO KOHTPOJ/IS HUXE YCTAHOB/IEHHOM IPAHMLIbI

HenpaBuabHO BHECEH MW OTCYTCTBYET OAMH
N3 peareHToB (KOHblorat unmn pactesop TMB)

MoBTOopHO NpoBecTn NPA, o6patnTb
BHMMaHMe Ha NPaBUIbHOCTb BHECEHUSA 3TUX
peareHToB

CokpallleHo BpeMa UHKYOaLn Ha O4HOM 13
3TanoBs

[MpoBoAnTE MHKYOALMIO B COOTBETCTBUN C
WHCTPYKUMEN MO NPUMEHEHUIO

VIHTEHCHBHOCTH OKPACKn JIYyHOK He COOTBETCTBYeT nonyqe/-//-/oﬁ ONTUYECKOM MM/IOTHOCTH

CMeLLleH oNTuYeckui nyy

[MpoBepuTb KOPPEKTHOCTb paboThl puaepa
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rPA®NYECKME OBO3HAYEHWUA

Homep no katanory

Mcnonb3yite MHCTPYKLUMIO MO MPUMEHEHNIO

MepanumnHckoe nsgenve Ans AMarHoCTUKM in vitro
MpownsBoaunTens

Mpenynpexaexve

JloctatouHo Ana npoBeAeHna <n> KoNn4ecTsa nccnefoBaHuni

OrpaHuueHe TeMmnepatypsl
(o) Koa naptum

Wcnonb3oBaTtk Ao
[ata npoussoacTea

Bepeub OT NPAMbIX CONMHEYHbIX TyYeit
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3HakK COOTBETCTBUA TEXHUYECKUM pernamMeHTam
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Vitrotest® Ureaplasma-19G
CXEMA AHAJI3A

Bbligepxatb BCe peareHTbl 1 06pasubl MuHuMyM 30 min 30 min npwu 18-25 °C
nepea ncnosb30BaHMEM

BHecTtn 80 pl [SAMPLE DILUENT| B NyHKK CTPMNOB

(KOpUYHEBO-3e/1eHbIH)

BHecTn 20 pl KoHTponei n o6pasuoB B TyHKK:

A1 —[CONTROL[+]

B1, C1, D1—[CONTROL[ -},

E1 v B Apyrve nyHkn —nccnegyemole o6pasubl
(UBET U3MEHUTCS] C KOPUYHEBO-3€/1€HOIr0 HA CUHMNIA)

HakpbITb CTpunbl KNekoo NAEHKO 1 MHKYOMpoBaTb 30 min npu 37 °C

[pombITe NyHKK 5 pa3 pa3seaéHHbiM 1:20 (1+19) pacTBOpPOM ANA NPOMbIBAHNUSA
Tw20 (300 pl B nyHKY)

[No6aBunTb 100Ul [CONJUGATE SOLUTION] B Kaxayto TyHKY
(3en1eHbit yser)

HakpbITb CTpUMbI KNENKOO NAEHKOI 1 MHKYOupoBaTb 30 min npu 37 °C

[MpombITe NyHKK 5 pas pasBeaérHbim 1:20 (1+19) pacTBOPOM AN9 NPOMbIBAHUSA
Tw20 (300ul B nyHKY)

BHecTtv no 100 pl [TMB SOLUTION| B KaXKAyto NyHKY

MHky6uposatb cTpunbl 30 min B TemHoTe npu 18-25 °C

OcTaHoBUTL peakunto gobasneHnem 100 pl [STOP SOLUTION

(LUBET MEHSIETCS C CUHEIrO HA Xe/ITbil)

Onpegenntb onTuyeckyto NnoTHocTb (OD) npun 450/620-695 nm

YYET PE3YJIbTATOB MHTEPMNPETALINA PE3Y/IbTATOB
Nc=(Nc1+Nc2+Nc3)/3; CO=Nc+0,25; P . > MO3NTUBHbLIN
|Psamp\e:ODsamp\e/CO; - _
09< IP <11 HEOMPEAENEHHbBIN
Nc - cpeaHee 3HayeHne O 3 , samele
CO - rpaHnyHoe 3HaueHue, IP- nHAEeKC NO3UTUBHOCTU | sample <09 HETATUBHbIN




NHCTPYKLUMSA 1O NMPUMEHEHWIO

TKO96
Vitrotest® Ureaplasma-lgM 96 arannsos
MMMyHOdJepMeHTHaF! TecTt-cncremMa Anga Ka4eCrtBeHHOro U noslykKoim4ecTtBeH-

HOro onpepeneHunsa aHtuTen knacca IgM k Ureaplasma urealyticum

1. HASHAYEHME

VIMmMyHOthepmeHTHada TecT-cnctema Vitrotest® Ureaplasma-IgM npeaHasHayeHa ANa Ka4eCTBEH-
HOIO M NOMYKOMYECTBEHHOIro onpeaeneHns aHtuten knacca IgM k Ureaplasma urealyticum B
CbIBOPOTKE WM N1a3me KPOBU YeNoBeKa.

TecT-Habop MOXeT OblTb MPUMEHEH Kak 415 MPOBeAEeHNA UMMYHOQepMeHTHOro aHannsa (MDA)
C MCMNOMb30BaHMEM aBTOMATUYECKMX MUNETOK U CTaHAapPTHOro 060pyAoBaHUA, Tak 1 ANS nocTa-
HOBKMW Ha aBTOMaTU4Y4E€CKOM MMMYHO(EPMEHTHOM aHaNn3aTope OTKPbLITOro Tnna.

2. KIMHUYECKOE 3HAYEHUE

Mukpoopranusm Ureaplasma urealyticum Bel3biBaeT BOCNanuTebHble 3a001eBaHNs OpraHoB
MOYENONI0BOW CUCTEMbI YeoBeKa. Ypeansasmbl HacTo OOHAPYXMUBAIOT Y XEHLLKH, 60/bHbIX Ba-
TMHUTOM, UMCTUTOM. MTPOHNKHOBEHWE BO3OYAUTENS B BEPXHME OTAE/bl NONOBOM CUCTEMbBI MOXET
NPMBECTN K HAPYLLUEHWUIO PENPOAYKTUBHBIX (MYHKLUUA. Y MyXUnH U.urealyticum a9BNgeTca NpuymnH-
HOI HErOHOKOKKOBOTIO ypeTpuTa n npoctatuta (4o 50 % cnyyaes). [loka3aHa ponb ypeannasm B
pasBuTUM GONbLUMHCTBA Cy4aeB MOYeKaMeHHoM 6onesHun. Hepenko U.urealyticum npuBoanT K
NOCTPOAOBOMY CEMCUCY Y XEHLLMH.

[na anarHoCTUKK ypeanna3mosa NpUMEHSIOT Kak NpsaMble MeToAbl BbIABAEHWS ypeannasm (no-
NMMepasHas LenHas peakums, peakuna MMMyHOMyopecLeHLnn, BolAENEHNE YNCTON KYNbTypbl),
Tak 1 ceponornyeckne MetTodbl BelaBNeHns cneunduyuecknx k Ureaplasma urealyticum aHtuten.
OnpepgenexHune aHTUTEN B UMMYHO(EPMEHTHOM aHaNn3e 0COOEHHO aKTyaslbHO NPU XPOHUYECKOM
ypeannasmose, a TakxXe npu BOCXoAdLWel ypeannasmeHuii nHpexkumnn. MOA - MmanonHBasnBHbLIN
MeToA UCCNef0BaHNA, KOTOPbIN NO3BONAET MPOBOANTL KOMMTEKCHYIO ANArHOCTUKY YPOreHUTanb-
HbIX 3a60NeBaHN.

3. MMPUHLUMN AHANTU3A

Onpepenexne aHTUTEN Knacca IgM, cneundunveckunx kK Ureaplasma urealyticum, B TeCT-cucte-
me Vitrotest® Ureaplasma-IgM 6a3upyeTtcs Ha npuHumne «lgM-3axsaTta» 1BepaodasHoro MOA B
ABYX3TanHOM nHKybauun. B nyHKax nnaHweTta 3acopOnpoBaHbl MOHOK/IOHANbHbIE aHTUTENa, Cre-
UMdUYHbIE K MMMYHOrNoOyMHam knacca M yenoseka. Bo Bpemsa nepBoro atana MHKybaumm ncc-
nepyembix 06pasLoB B nyHkax MOA-nnaHweTa MMMyHOrNobynuHbl knacca M cBA3bIBAOTCA C MO-
HOK/TOHA/bHBIMW aHTUTeNnaMun Ha TBepaoit ase. MNocne OTMbIBAHUA HECBA3AHHBIX KOMMIOHEHTOB B
NYHKN 0O6aBNAETCH KOHBIOraT PEKOMOUHAHTHOIO aHTureHa U.urealyticum ¢ nepokCUAa3oi XpeHa,
KOTOPbIV CBA3bIBAETCS CO cneundunyeckmm IgM B coctaBe 06pasoBaHHbIX UMMYHHbIX KOMM/1€KCOB
Ha TBepAoi hase. HecBA3aHHbIE KOMNOHEHThI YAANATCA BO BPEMS OTMbIBAHNA. VIMMYHHbIE KOMN-
Nnekchbl BbigBNAoTCA go6aBneHnemM pactBopa xpomoreHa 3,3', 5,5'-tetpametnnéeHsnannHa (TMB) ¢
nepekucbto Bogopoda. lNocne 30 min nHkybaunmn peakunma oCTaHaBIMBAETCH M ONTUYECKas NNOoT-
HocTb (Of1) B NyHKax onpefensercs Ha cnekTpodotomMeTpe npu annHe BonHel 450/620-695 nm.
MHTEHCUBHOCTb XENTOM OKPacky NPONopLUMOHanbHa KONNYeCcTBy aHTUuTen B oopasue.

4. MATEPWAJTbI U OBOPYIOBAHUE

4.1. CocTaB Habopa

N®A-nnaHwer
B kaxaol nyHke nnaHweTta 3acopObupoBaHbl MOHO-

1x96 K/IOHaNbHble aHTUTena, cneunuyHbie K UMMYHOT/10-
ELISA STRIPS
NYHOK 6ynnHam knacca M yenoBeka. JIyHKM MOXHO oTae-
NATb.

12 cTpmnoOB NO 8 NYHOK.

MonoXuTeNnbHbIA KOHTPOMb

CONTROL 1x0,5 ml PacTtBop MMMYHOTNOOYNNHOB C KOHCEPBAHTOM (PO30-
Bbl).

Inst_Ureaplasma-IgM_TK096_V02_RU
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OTpuLaTenbHbli KOHTPOb
CONTROL| -] 0,5 mi PactBop anbOyMnHa C KOHCEPBAHTOM (KENTbIN).

PacTBOp ANS pa3BefeHNs CbIBOPOTOK
SAMPLE DILUENT 1x12 ml BydepHbIli pacTBOP C AETEPreHTOM 1 KOHCEPBAHTOM
((broneToBbIN).

PactBop Ans po3BeAEHNs KOHbIOraTa
[CONJUGATE DILUENT] 1x13 ml BythepHbIi pacTBOp C AETEPreHTOM U KOHCEPBaHTOM
(>kenTbli).

Konbtorart (11x)
11-T1 KpaTHBIA KOHLEHTPAaT KOHblorata PEKOMONHaHT-

CONJUGATE| 11X 1x1,3 ml ) .
Horo U.urealyticum c nepokcnaasori xpeHa B 6ydep-
HOM pacTBOpe CO cTabunmnsatopamu (CUHWURA).
Pactsop TMb

TMB SOLUTION 1x12 ml PactBop TMb, H,O,, crabwnusatop, KOHCepBaHT

(6e3UBEeTHbIN), FOTOBLIN K MCMNOIb30BaHMIO.

Pactsop Ana npombianus Tw20 (20x)
[WASH TWEEN]20X] x50 ml 20-T1 KpaTHbIN KOHUeHTpaT docdaTtHoro 6ydepa ¢
TenuHoM-20 1 NaCl (6e3uBeTHbIN).

Cron-peareHTt

STOP SOLUTION 1x12 ml Pacteop 0,5 mol/l H,SO, (6e3uBeTHbIN), roToBbLIA K

MCNONb30BaAHMIO.

Knefkas nneHka (2), 6naHk BHeceHna npo6 (1), MHCTPYKLUKUS MO MPUMEHEHMIO 1 CepTUduKaT Kaye-
cTBa.

4.2. lononHnTeNbHbIE peakTuBbI, MaTepHanbl U 060pyAoBaHNeE

ABTOMaTUYeCKME NUNEeTKM nepemMeHHoro oobema Ha 10—-1000 pl 1 HaKOHEUHUKK K HUM,
— cnekTpodgoToMeTp (pUAaep) Ans MukponnaHweTos Ha 450/620-695 nm;

— MepHas nabopatopHas nocyga (10-1000 ml);

— AEWOHW3MPOBaHHasa UM ANCTUNNNPOBAHHANA BOAa;

— TepmocTaT Ha 37 °C;

— aBTOMATUYECKUIA NN NONyaBTOMaTUYECKNi NPOMbIBATENb MNaHLWETOB (BOLWep),
— KOHTEelHepbl AN OTXO40B NOTEHUMAaNbHO 3apaXKeHHOro matepmnana;

— Tanmep;

— punbTpoBanLHas oymara;

— O[HOpa30BLIe NepyYaTKy;

— AesnHduumpylolne CpeacTsa;

— 3aluMTHasg ogexaa.

5. MEPbI MMPEAOCTOPOXHOCTHU

5.1. MpepocTepexenus
Coﬁmoae/-me Bpemenn MHKyﬁOL{MM nremneparypsl 4B/5eTca qpegsb/uoﬁ/-/o BAXHBIM /1715 KODPEKTHOIO pe3y/ibrara
NOA
— He NCNo/1Ib30BaTb KOMMOHEHTbI TECT-CUCTEMbI MOC/1Ee OKOHYaHNA CpOKa rogHOCTH;
— He NCNOo/1b30BaThb NMpn aHanmnmse n He CMelWrBaTb KOMMNOHEHTBl PAa3HbIX cepw?l, KOMMOHEHTbI C
TeCT-CUCTeM Pas3/INYHbIX HO30M10rM UK peareHTbl Apyrnx I‘IpOl/ISBOD,l/lTeJ'IeVI B co4yeTaHun C
Habopamu Vitrotest®;

[pumeyarne: gonyckaercs ucnons3osanme [WASH TWEEN]20X] [TMB SOLUTION]#[STOP SOLUTION]
APyrux cepui.

— Noc/e UCNOMb30BaHNA peareHTa 3akpbiBaTb KaXAbli (hNakoH CBOEN KPbILLKOW;

— BO BPEMS NPOMbIBaHNSA KOHTPO/IMPOBaTb Hano/IHEHWE 1 NOJHYO acnupaumnio pacteopa u3 ny-
HOK;

— Kaxablli pa3 nCnonb30BaTb HOBbI HAKOHEUYHWK MUNETKK ANA BHECEHNA 00Pa3LOB UV pearex-
TOB;

— p36eratb NONaAaHWSA NPAMbIX CONHEYHbBIX NyYel Ha peareHTbl TeCT-CUCTEMBI;

— [TMB SOLUTION|aonxeH 6biTb 6eCLBETHLIM Nepe ncnonb3oBaHneM. Ecnm pactBop okpatleH

TMB SOLUTION

B CUMHUWIA UM XXEeNTbl LUBET, ero Helb34a MCNob30BaTh. 136eratb KOHTakTa

Sy
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C MeTannamu uam noHamm metannos. na paboTbl MICNOMb30BaTb TOMbKO YWUCTbIA, TWaTeNbHO
BbIMNOMIOCKAHHOE ANCTUNIMPOBAHHOW BOAOW NOCYAY;

— HW B KOeM c/lydae He WUCMoMb30BaTb OAHY W Ty Xe MNOoCyAy ANA PacTBOpa KOHblorata
TMB SOLUTION|.

poussoaunTesb He HECEeT OTBETCTBEHHOCTH 30 /I00bIe HEKOPPEKTHbIE PE3y/IbTATh M HEONAronpyUsTHbIE Cy4au,
BO3HUKLUNE BCIELCTBAE HAPYLIEHNI BbILIEYKA3AHHBIX IPEAOCTEPEXEHUI. [IDOM3BOANTE L HE HECET OTBETCTBEHHOCTH
30 BU3YQ/IbHBIN yHET Pe3y/bTaToB GHAM3a (6€3 NCnob30BAHNS CIEKTPOMOTOMETPA).

5.2. Mepbl 6€30MacHOCTH

- BCe peareHTbl Habopa nNpefHasHadeHbl TONbKO ANK in Vitro ANarHOCTUKKW 1 MOrYT UCMNONb30-
BaTbCHA TONbKO KBaANMMULMPOBAHHBIM MEPCOHAOM;

- MOCTAHOBKY aHann3sa NnpoBOANTb TO/TbKO B 3aLLMTHOM oAex /e, O4HOPAa30BbIX NepyaTkax 1 3a-
LLMTHBIX O4KaX;

- He JOonycKaeTca NPUHMMaTb MULLY, MUTb, KYPUTb MAW NOMb30BaTbCA KOCMETUKOW B KOMHaTe
BbIMO/THEHNS TeCTa;

- He NMNeTMpoBaTb PacTBOPLI PTOM,;

— MONOXUTENbHbBIA U OTpULATENbHbIA KOHTPOAW TecT-cucTembl Vitrotest® Ureaplasma-IgM He
CofepXaT KOMMOHEHTOB Ye/10BEYECKOrO NMPOUCXOXAEHNS;

- HEKOTOPble KOMMOHEHTbI TECT-CUCTEMbI COAEPXAT HU3KNE KOHLEHTPaLMW BPeaHbIX BELLECTB U

MOTYT Bbl3BaTb pPa3apa)xeHne KOXW U CNM3ncTbix o6onovek. MNpu nonagaHun
1N PacTBOpa KOHblOraTa Ha CM3nUCTble 000MN04KM U KOXY HEOOXOANMO He-
MEeA/1EHHO NMPOMBbITb MOPAXEHHOE MeCTO 60NbLUMM KOTMYECTBOM BOAbI;

- B CNy4ae pa3bpbi3rnBaHUA pacTBOPOB, HE COAEPXALLMX KUCNAOTY, HanpuMmep, CbIBOPOTOK,
HeobxoanmMo o6paboTaTb NOBEPXHOCTb Ae3MHMOUUMPYIOWMM CPeACTBOM, @ 3aTEM BbITEPETb
Hacyxo uneTpoBanbHoOM 6ymaron. B cnyyae pasopbi3rMBaHna KMCAOThI, COAEPXKALLYIOCA Ha
NOBEPXHOCTW KWUCMOTY CHa4Yana HyXHO HelTpann3oBaTb PAacTBOPOM OnkapOoHaTa HaTpus, a
3aTeM BbITepeTb MOBEPXHOCTb KaK ONMCaHO BblLUe.

5.3. Ytunusauusa otxonos

- XWAKWE OTXOAbl cnefyeT MHAKTUBUPOBATb, HanpumMep, PacTBOPOM NMepeKkncr BOAOPOAA B KO-
HEeYHOW KOHLEHTpauun 6 % B TeueHre 3 h Npu KOMHaTHOI TemnepaType, UK rMNoxX10pUTom
HaTpPWsa B KOHEYHOM KoHUeHTpauun 5 % B TedyeHune 30 min, v ApyruMn paspelleHHbiMu ae-
3UHMMLUMPYIOLLMMI CPeACTBaMY;

- TBepable OTXOAbl CrefyeT WHaKTMBMPOBATb MyTeM aBTOK/1aBMPOBaHWSA Mpu Temnepatype
121°C B TeyeHne 1h;

- He aBTOK/1aBMPOBAaTb PaCcTBOPSI, CoAepXalLlne asni HaTpusa UK TMNOX/IOPUT HAaTPUS;

- yAaneHue MHaKTVBUPOBAaHHbIX OTX0A0B MPOBOANTL B COOTBETCTBUMN C AECTBYIOWMM HaLMO-
HaNbHbIM 3aKOHOAATENLCTBOM;

- yaaneHue ocTasibHbIX KOMMOHEHTOB TeCT-CUCTEM NOC/1e UCMOIb30BaHMS NMPOBOANTL COM/TAaCHO
GLP (good laboratory practice) n geicTBytoLLEero HauMoHanbHOro 3akoHoAaTeNbCcTBa B chepe
obpalleHns ¢ oTxXo4amu.

6. XPAHEHWE U CTABW/IBHOCTb

PeareHTbl TeCT-CUCTEMbI CTAOWU/bHbI B TEYEHWE CPOKA NOAHOCTH, yKa3aHHOrO Ha 3TUKETKe, ecnu
NX XpaHuTb Npun Temnepatype 2-8 °C. He gonyckaeTcd 3amopaxuBaHue TeCT-CUCTEMbI. TpaHCnop-
TMpoBaTb Habop Npu Temnepatype 2-8 °C. [lonyckaeTca ogHOKpaTHas TPaHCNOPTUPOBKaA NP TEM-
nepatype He Bbile 23 °C B Te4YeHne ABYX AHEN.

[Tocne BCKPpbITUS NePBUYHOM YNAKOBKN KOMIOHEHTbI TECT-CUCTEMbI SB/ISIKOTCS CTAOU/IbHBIMU B
TeyeHue 3 MecsaueB, KPOMe TeX, KOTOPbIE YKA3AHbI B 1. 8 HACTOSLYENR VIHCTpyKUmy.

7.11OAArOTOBKA OBPA3LIOB

O6pasubl CbIBOPOTKK MK nna3mbl kposu (EDTA, nutnin-renapuH, LMTpaTt HaTpus) XpaHnTb Npu
Temnepatrype 2-8 °C He 6onee 3 gHelt nocne 3abopa. Ana 6onee ANNTENBHOIO XpaHeHnsa 06-
pasubl XpaHWTb B MOPO3UIbHOM Kamepe npu temnepatype o1 -20 o -70 °C. 3aMOpOXeHHble 06-
pasubl Nepes NCNoNb30BaHNEM CnefyeT pa3MopO3UTb U BbiAEPXaTb NPU KOMHATHOW TeMnepaTy-
pe B TedeHne 30 min. He ncnonb3oBaTb NnporpeTble o6pasubl. [locne pasMmopaxnsaHus obpasubl
cnepyeT nepeMellatb ANg AOCTMXEHUS OAHOPOAHOCTU. M36eraTb NOBTOPHOrO 3aMOpaxmnBaHU-
A-0TTavBaHUA UccneayemMbix 06pasLoB. B cnydae NnoOMyTHEHNA CbIBOPOTKM (MK NNa3mbl) 0CBOGO-
AnTb obpasel, OT HepPaCTBOPUMbIX BKIOYEHUI ueHTpudyruposaHnem npu 3000 o6opoTtos/min
B TeyeHune 10-15 min. He ncnonb3oBaTe 06pa3Lbl CbIBOPOTOK (MW MIa3Mbl) C BbIPaXEHHOW Nnnu-
AEMUS, TEMONN30M, a TakXXe 0akTepuanbHbIM NpopacTaHneM. Ha pesynbratel aHanusa He Banger
npucyTcTBue B obpasue 6unmpybunHa B KoHueHTpauun go 0,21 mg/ml (361,8 umol/l), remorno6u-
Ha B KOHUeHTpauun go 10 mg/ml v TpUrnMuepmaoB B KoHueHTpaumm go 10 mg/ml (11,3 mmol/l).
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8.MOArOTOBKA PEATEHTOB

O4eHb BAXHO BbIJEPXATb BCE PEareHTbl TeCT-CUCTeMbI pu KOMHATHOI Temnepatype 18-25 °C B reyenne 30 min
nepes ncrnosb308axHnem!

8.1. Noarotoeka NDA-nnaHwerta
ELISA STRIPS|ynakoBaH Noa BakyyMOM C BNaronorioTuTenem.

Ona npeaynpexaeHnsa KoHaeHcaumnmn BoAbl B IyHKax cnegyer OTKprBaTbTOﬂbKO
nocne BblAepXkn 30 Min Npu KOMHaTHOM TemnepaTtype. 3aTeM PacKpbiTb BaKyyMHYIO YNakOBKY,
oTAeNnTb HeoBXoANMMOe KOMMYECTBO IYHOK, a OCTaslbHble Cpa3y Xe TwaTe/bHO ynakoBaTb C Bfa-
rONOrnoTUTENEM W XPAHUTL M/IOTHO 3AKPbLITbIMM HA 3aMOK (zip-lock) npn TemnepaTtype 2-8 °C.
XpaHeHne nnaHweTa Takum cnocobom obecneymBaeT ero cTabunbHOCTb B TedeHne 3 mecaues.

8.2. MpuroTtoBneHue pactBopa AN NPOMbIBaHNS

[ns NpuroToBneHWa pacTeopa A1s NpoMbiBaHWA passecTu koHueHTpaT [WASH TWEEN]20X]
1:20 (1+19) AMCcTMNAMPOBaAHHOW NN AEVOHN3NPOBAHHOW BOAOW, 3aTeM nepemMelwaTtb. Hanpumep, 4
ml KoHUeHTpaTa + 76 ml BoAbl, AOCTATOYHO ANd 8 NYHOK. B cnyvae Hanuuma KpucTanioB B KOHLEH-
TpaTe pacTBopa A5 NPOMbIBaHWA nporpeTb hnakoH npu Temnepatype 37 °C 4o NONHOro pacTBo-
penuna kpuctannos (15 - 20 min). Pa3BegeHHbIn pacTBOP MOXHO XpaHUTb Npu Temnepatype 2-8 °C
He 6onee 7 AoHEN.

8.3. MpurotoBnexHune pacTsopa KOHblOraTa

Pab6ouee pazBegeHne KoOHbOrata roToBMTCA cneaytowmm o6pas3om:

Passectu (cvHUiA) B unctom pnakoHe [CONJUGATE DILUENT] (kenTbiit) B co-
oTHoweHuun 1:11 (To ecTb, 1+ 10), pacTBOP OKpalnBaeTCsa B 3e/1eHblii UBeT. Hanpumep, Ang 8 nyHoK
aHannsa no6asutb B 1 ml[CONJUGATE DILUENT]100 pl [CONJUGATE[ 11X].

PacTBOp KOHBIOrata 8 paboyem pa3BeeHn CTaOuneH B Te4eHue CyTOK Mpu yCI0BMM XPAHEHUS
npu 2-8 °C.

9. MPOLEAYPA AHAJTN3A

9.1. ToAaroToBUTb HEOOGXOANMOE KOTMYECTBO NYHOK ANA aHanm3a (KoNmM4ecTBo nccnegyemblx o6-
pasLoB W YeTblpe NyHKN ANA KOHTPONEN), BCTaBUTb X B paMky VIOA-nnaHweTa. JTYHKU C KOH-
TPONAMYK 0OA3aTENBHO BKKOHYATb B KaXX/AYO MOCTAHOBKY aHanu3a.

9.2. 3anonHuTb 6NaHk BHeCeHnsa Npoo.

9.3. MpUroToBMUTE PACTBOP ANA NPOMbIBAHWS COFNACHO NYHKTY 8.2 AaHHOW MHCTpyKLMN.

9.4. BHecTu BO BCe NYHKM NAaHWweTa no 90 pl 4

9.5. BHecTu B nyHku no 10 pl koHTponeit n uccnedyemelx 06pasfos: B NyHky Al — [CONTROL[ +],
B NyHKkK B1, C11 D1—[CONTROL[—], B OCTanbHble NyHKW — nccaeayemble 06pasibl. OCTOpoX-
HO MMNEeTUPOBaTL CMECH B NIYHKAX, He A0NycKas NeHOOOpPa30BaHWs, NPONCXOANT NIMEHEHNe
LiBeTa pacTBOpa B /lyHKax C (PUOMETOBOr0 Ha CUHUNA.

OT60p, BHECEHME W MMIETUPOBAHME APOBOANTL C OCOBOIO TLUATE/TLHOCTHIO.

9.6. 3aknenTb CTPUMbl KNekolo NIEHKO N MHKYOUpOBaTb Ha NpoTaxXeHun 30 min npu Temnepa-
Type 37 °C.

9.7. Tlo OKOHYaHUN MHKYBaUMM OCTOPOXHO CHATb KNEWKYIO NNEHKY M MPOMbITb IYHKW NATb Pas C
NCMNOMb30BAHMEM aBTOMATUYECKOro NPOMbIBATENA UK 8-KaHaNbHOW NUNETKKU CNeayoLwmm
o0pa3om:

— YAanuUTb COAEPXMMOE NTYHOK B KOHTEHEP AN XNAKUX OTXOAOB;

— HaMNOMHUTL NyHKW He meHee no 300 pl pacTBOPOM ANS MPOMbBIBAHUSA, OCTaBUTb HE MEHee YeMm
Ha 30 s;

— acnupupoBaTb PacTBOP M3 IYHOK, OCTATOYHbI 06bEM pacTBOpa NOC/AE acnupaummn Ha BCex
3Tanax NPOMbIBaHNA AONXKEH COCTaBNATL He 6onee 5 (;

— NOBTOPUTb NpoLeaypy NPOMbIBaAHNA elLe YeTbipe pasa;

— nocne nocnefHelt acnvpauny n36aBUTbCS OT NULWHEro Bnaru, NOCTyknBasd naaHWeToM no
dhmneTpoBanbHo bymare.

9.8. MNpuUroToBKTL PACTBOP KOHBbIOraTa CornacHo nyHkTa 8.3.

9.9. B nyHku BHectn no 100 ul pactBopa KoHblorata (B padodem passegeHun 1:11). CTpunbl HakpbITh
HOBOV KNeikon NNeHKon 1 NHKybrposaTb B TedeHne 30 min npu 37 °C.

9.10.Mo oKOHYaHUN MHKYBaUMN OCTOPOXHO CHATb KERKY NAeHKY U NPOMbITh YHKM NATb pas,
Kak OnMcaHo B N. 9.7 AaHHOM MHCTPYKLNN.

9.11. He poTparnsasch 40 AHa WU CTEHOK NYHOK nnaHwerta, sHecTtn no 100 pl B
NYHKHN.

9.12. IHKy6u1poBaTb CTpUMbl Ha NPOTAXeHUK 30 min B TEMHOM MeCTe Npu KOMHATHOW TemnepaType
18-25 °C. He ncnonb3oBatb KNelkylo NIEHKY Ha AaHHOMY 3Tane.

9.13. lns ocTaHOBKMK hepMeHTaTUBHO peakumnmn BHECTN B NyHKK no 100 pl , npu-
AepXMBaACh TOW e NoCcNeaoBaTenbHOCTU, YTO U NPU BHECEHNM .

9.14. amepsaTb Ha puaepe Ol B Kaxaor nyHke npu gnnHe BonHbl 450/620-695 nm Ha npoTaxe-
HUM 5 min Nocne oCTaHOBKW peakuunn. [Jo NnpoBefeHUs namepeHna cnegyer yoeamtbca B
YMCTOTE BHELUHEN NOBEPXHOCTH [AHA /TYHOK M OTCYTCTBUM NMY3bIPbKOB.
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Yuer Pe3y/IbTATOB AHA/IN3A MOXHO NMPOBOANTb B O4HOBOJ/IHOBOM peXxume rpun A/imHe BO/IHbI
450 nm, B aTOM ciy4ae c/iegyer oCTaBuUTb J1YHKY A/151 yCTAHOB/IeHUST 6/10HKA (B TAKYIO /1YHKY BHO-
cutb T0/1bK0 [TMB SOLUTION] # [STOP SOLUTION).

10. YHET PE3Y/IbTATOB N UX UHTEPIPETALING

10.1. Yuet pe3ynbTaToB aHanm3a
Paccuntatb cpegHee 3HaudeHne Ol oTpuuatenbHoro KoHtponsa (NC), ypoBeHb rpaHMYHOro
3HaueHus (Cut off - CO) n uHaekc nosutmeHocT o6pasua (IPg

ample)
Nc = (Ncl+ Nc2+ Nc3)/ 3;
CO=Nc+0,25;

IPsample :ODsample/CO’

roe OD e — OnTMYecKas NaoTHOCTb obpa3ua

sampl

10.2. [locToBEPHOCTbL pe3yNbTaToB aHanu3a
,ﬂaHHble TecCTa CHMTAKOTCA AOCTOBEPHBLIMK, €C/IM OHWM OTBEYAIOT Cneaytolnm TpeGOBaHV]ﬂMI

CONTROLJ +] or=1.2
CONTROL[ -] Oor<0,15

10.3. UHTepnpeTaumsa pe3ynbratoB

IP > 11 MONOXUTE/IbHBIN
sample
09<IP . <1 HEOMPEAE/IEHHbBIN*
IP <0,9 OTPULIATE/IbHbBIN
sample

*HeonpegeneHHble o6pasibl PEKOMEHAYEeTCS nCCcneaoBaTb MOBTOPHO. Ecnn pesynbraTtsl CHOBa
OyayT B pamMKax «<HeonpeaeneHHbIX», cnegyet npoBect oT60p HOBOro o6pasua.

Mlcnonb3oBaHme MHAEKCA MO3UTUBHOCTM MO3BONAET MPOBOANTE MONYKONMYECTBEHHbIN CPaBHM-
TeNbHbI aHaNN3 yPOBHSA crneunduyecknx aHtuTen B AMHaMuke B napHbix o6pasuax, nonyyYeHHbIX
OT NauUMeHTOB C MHTEPBANOM B 2-4 Hepgenu.

11. AMATHOCTUYECKUE XAPAKTEPUCTUKW TECTA

11.1. TouHocTb
[MoBTOPSIEMOCTH PE3Y/ILTATOB B NPEAEIAX 0AHOA MOCTAHOBKM aHa/m3a (Intra assay repeatability)
KoappurumeHTt Bapuraumm (CV) ang AByx o6pa3LoB C Pa3nnyHbIM YPOBHEM CNeunpUyeckmnx aH-
TUTEN oueHnBann B 32 NOBTOPax Ha OAHOW Cepun TECT-CUCTEMBI.

N° o6pasua OI‘ICep IPCep CV, %
1K 1,726 5,93 4.9
2K 0,903 310 YAl

Bocnipon3soaumocTb pe3ynbiatoB MEXAY Pa3ndHbIMU MOCTAHOBKaMu aHanun3a (Inter assay reproducibility)

KoappurumeHTt Bapuraumm (CV) ang AByx o6pa3LoB C pa3NnMyHbIM YPOBHEM CNeunpUyecknx aH-
TUTEN OLEHMBANN B TeYeHne YeTblpex AHel B YeTblpex NOCTaHOBKaxX aHann3sa no 8 NoBTOPOB B
KaxxgoM aHanuse.

N° o6pasua 0N, P, CV, %
1K 1799 6.6 55
2K 0,893 3,06 6,2

12. OTPAHUHEHNA AHANTU3A

[onoxuntensHbl pe3ynetat B TecT-cucteme Vitrotest® Ureaplasma-IgM aBnseTca CBMAETENbCTBOM
HanMuna 'y naumneHTa aHTuTen knacca IgM, cneumndudeckux k U.urealyticum, KoTopble NPOAYyLMPYOTCS
OPraHn3mMoM Npu MHPULMPOBAHUN 3TUM BO3OYANTENEM.
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Cnegyet 3ameTuThb,

4TO B C/lydae paHHero ypeannasmoza pe3ynstat MOA MoxeTr OblTb

oTpMUaTE/IbHBIM M3-3a@ OTCYTCTBUA aHTUTE/ Ha Haua/lbHOM 3Tane 3ab0/1eBaHng. [103TOMy OTCyTCTBME
aHTUTeNn knacca IgM, cneundmuecknx k U.urealyticum, He nckoYaeT Hamuuvs ypeannasmMeHHol

NHeKLnmn.

[ng noctaHoBKWM AmarHosa cnegyetr ydntbiBaTb KakK  pe3y/nbraTbl

KOMMMEKCHbIX

ﬂa60paTOprIX ncenenoBanui (ceponormuecme nnpamble MetToabl ,Cll/IaI'HOCTl/IKl/I), TaK U KNTIMHN4YeCckne

nposiBneHns 3a601eBaHNg.

13. MPOBJIEMbI, KOTOPbIE MOT'YT BO3HUKHYTb PW MPOBEAEHNN U®DA,

1 CNOCObbI X YCTPAHEHUA

Bo3moxHbie mpuunHel

Crioco0bl ycTpaHeHns npobnem

Bbicokuit (hOH B J1yHKAX BCErO MAAHLIETA

3arpsisHeHHbI NpoMbIBaTE b

[oYNCTUTBL FONOBKY NPOMbIBATENSA W MPOMbITh
30 % pacTBOPOM 3TM/IOBOrO CAMPTA, 3aTEM
OVCTUNNPOBAHHOM BOAOW

Hn3koe kauecTBO MKW 3arpsaA3HEeHNd BOAbI

VIcnonb3oBaTh OUMLLEHHYIO BOAY C yAEeNbHbIM
conpotusnexHunem =10 MQ-cm.

Micnonb3oBaHme Nnoxo BbIMbITOW NOCYAbl

Vicnonb3oBaTh XMMUYECKN YNCTYIO MOCyay

Micnonb3oBaHre Ae3nHMUUMPYOLWKMX CPeacTs,
coaepXallinx xaop

He ncnonb3oBath xopcoaepxatime
nesnHduumpylowme cpeactea

Vicnonb3oBaHue 3arpAs3HeHHbIX
HAKOHEeYHMKOB

Mcnonb3oBaTtb HOBbIE HAKOHEYHUKMN

YBenmM4eHo BpeMa MHKyGaLUmumn unm nuameHeH
TeMMnepaTypHbIA pexnm

Cobntogatb pexunm nHkybaumm B
COOTBETCTBUM C MHCTPYKLUMEN MO MPUMEHEHMIO

Bbicoknit (hoH B 0TAE/bHBIX PSAAX

[MoBTOpHOE BHeceHue pactBopa TMb

Pactsop TMB BHOCUTL OAWH pa3

3arpsisHeHne KoHyca aBToMaTUyeCcKoi
NMNeTKN PacTBOPOM KOHbloraTa

MpoYncTUTL MIMNETKY N OCTOPOXHO HabupaTb
XWNAKOCTb

3a|'pF|3HeH OAVH N3 KaHa/10B NpoMbiBaTend

MoYnNCTUTL KaHa MPOMbIBATENS, MPOMbITh
Bouwep

3raqenusi O 1on0XuTe/IbHOr0 KOHTPOJISI HUXe YCTAHOB/IEHHOM [PAHMLbI

HenpaBunbHO BHECEH UK OTCYTCTBYET OAMNH
N3 peareHToB (KOHblOraT unm pactesop TMB)

[MoBTOpHO NpoBecTn MDA, 06paTtntb
BHUMaHWe Ha NPaBUNbHOCTb BHECEHUA 3TUX
peareHToB

CokpallleHo BpeMa UHKYBGaLun Ha OHOM 13
3TanoBs

rlpOBO,ELl/lTb MHKy@aLlVH-O B COOTBETCTBUN C
I/IHCprKLI,VIeV\ no NpUMeHeHnto

VIHTEHCMBHOCTL OKPACKYU JIYHOK He COOTBETCTBYET 10/1y4EHHONA ONTUYECKOM M/I0THOCTH

CMeLlLleH onTuYeckuii nyy

[MpoBepunTb KOPPEKTHOCTL paboThl puaepa
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Vitrotest® Ureaplasma-lgM
CXEMA AHA/IU3A

BblaepxaTtb BCe peareHTbl 1 o6pa3ubl He meHee 30 min npun 18-25 °C nepefa
MNCNoNb30BaHNEM

BHect no 90 pl |[SAMPLE DILUENT| B NyHKW CTPMNOB

(cbnoneroBuii uBert)

BHecTtn no 10 pl koHTponen n 06pa3uoB B NYHKU:
A1 —[CONTROL[ +]

B1, C1, D1—[CONTROL[ -},

E1 1 octanbHble NyHKK — nccnegyBaemble o6pasubl
(uBeT MeHsieTcsi ¢ hMo/1eTOBOrO HA CUHMI)

3akneunTb CTpUNbl KNerkor NneHKon, nikyobrposaTb 30 min npu 37 °C

[poMmbITe NyHKK 5 pas po3BeaéHHbiM 1:20 (1+19) pacTBOPOM ANS NPOMbIBaHMS
Tw20 no 300 pl B nyHky ¢ 30 s 3amMaymBaHnem

BHecTtn no 100 ul pactBopa KoHblorata (B padovem pazsegeHun 1:11) B
Kaxayto NyHky
(3e71EHbII UBeT)

3akneunTb CTPUNbl HOBOW KNERKOW NIeHKOW, nHKyObuposate 30 min npun 37 °C

[MpombITe NyHKK 5 pa3 po3seaéHHbIM 1:20 (1+19) pacTBOpPOM AN NPOMbIBaHUS
Tw20 no 300 pl B nyHKy ¢ 30 s 3amMaymBaHnem

BHectt no 100 pl [TMB SOLUTION| B KaXayto yHKY

MHKybuposaTtb 30 min B TEMHOM MecTe npwu 18-25 °C 6e3 KNelkon NNeHKu

OcTaHoBUTb peakumto BHeceHnem no 100 pl [STOP SOLUTION
(UBET MEHSIETCS C CMHEro Ha XENTbI)

OnpegenuTtb oNTUYeckyto N1oTHOCTL (OD) npu 450/620-695 nm

YYET PE3YNIbTATOB MHTEPMNPETALIMUA PE3Y/ITATOB
Nc=(Nc1+Nc2+Nc3)/3; CO=Nc+0,25; P 11 NONOXNTENBHBIN
IPsamp\e:ODsamp\e/CO; sample -
Nc - cpegHee 3HaveHne OMN 3| CONTROL| — |, 0.9< lPsamp\e <1 HEONPENENEHHbIN

CO - rpaHn4yHoe 3Ha4yeHue, IP- nHOEeKC NO3UTUBHOCTU

IP <0,9 OTPULIATE/IbHBIN

sample
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AHanuTnyeckas

CBepeHus o

06bem
6POBOYHBIX
CokpauieHHoe (xema npoBepeHus RUBEIEMICTEHOCIE Y (RATY (mMKn) M TMR
MonHoe HaumeHoBaHKe Habopa He MeHee npo6ax u/unu
p: HaMeHOBaHue Ha6opa aHanu3a (WWI MHbIE Texuuqec)xue K('))HTpoanbIX ucc:g#gseanaoro
XapaKTepUCTUKu CbIBOPOTKaX
Ha6opbl peareHTOB ANA UMMYHONOTNYECKOT0 aHanM3a
30:(37 :C, WeilkupoBaHve)/
Ha6op pearexToB finA UMMyHOGEPMEHTHOTO 10 (371 0(.'(;”76{,"'("%);?“”")/
BbIABNEHNA AHTUTEN K BUPYCY UMMYyHOAepULMUTa aHanMTAveckas 5,0 nr/mn (p24 BUY 1)
yenoseka | (0), Il Tunos {BUY I(0), 11} n aHTureHa p24 AYBCTBUTENBHOCTS 100% AuarHocTuueckaa | 3 KOHTPOMbHbIX 70
K112 BWY 1 B cbiBOpOTKe (Nna3me) kpoBw aHTUBUY 1(0), 11/p24-UOA 5 Oynrlmn (D24 BIAY 1) YYBCTBUTENBHOCT, CbIBOPOTKM (colBOpOTKa)
[locTynHble KomMnneKTayuu: i 3’0|(37 °0)/10'37 °C)/10" 100% auarnoctuueckan | (KAg+, KAb+,K-) | nnasma kposu
96, 192 unu 480 onpepenexuii (37 °C, TMB) aHanuTuueckas CneunduuHoCTb
CPOK roiHOCTH 24 MecAua q\
YBCTBUTENbHOCTD
10,0 nr/mn (p24 BUY 1)
Habop peareHToB Ana ummyHodpepmeHTHOrO 40'(42 °C, WweiiKmpoBaHue) um 0,01 ME/n
BbIABAEH!IA NOBEPXHOCTHOTO AHTUTEHa BUpYCa 60'(37 °C, weitkupoBanve)/ (Hr/mn) (HBsAg) 3 KOHTDOMBHBIX 100
Kop9 | rematua B (HBsAg) B cbiBopoTKe (mna3me) KpoBu HBsAG-JOA 15'(42°C, weiikuposaue) | 100% AuarHocTyecKas (HBE otk (cblBOPOTKa)
[locTynHble KoMnneKTayuu: g wnn 20'(37 °C, WweiiknpoBaHue)/ | yyBCTBUTENbHOCTb, (K1 sz k) p
96, 192 unu 480 onpepenenuii 14' (42°C, TMB) wm 20 100% guarHocTuueckas +Ret R f1asma KpoBit
CPOK rofHOCTH 24 MecAua (37°C, TMb) CneumduIHoCTb
Habop peareHToB An1A KOHTPOA ceLmdUIHOCTI
BbIABNEHNA NOBEPXHOCTHOTO aHTUreHa
Bupyca renatwuta B (HBsAg) Ha ocHose
MeTOZa UMMYHO(GEPMEHTHOI MHTUoULMN HBsAg 2 KOHTPONbHBIX
K009C (noATBepXAaloLLuii TecT) " - - CbIBOPOTKN -
B COCTaB BXOAAT 2 KOHTPO/bHbIe CbIBOPOTKM, MOATBEPHAAIOLLMA-NOA (aHBs-, aHBs+)
UCNONb3YeTcs TONbKO B KauecTBe AONONHEeHUA
K Ha6opy K009
CPOK rofiHOCTH 24 MecAla
Komnnext u3 Habopa pearentos ana
UMMYHOGEPMEHTHOTO BbIABIEHIA NOBEPXHOCTHOTO 40/(42°C, weit )
aHTVireHa BUpyca renatuta B (HBsAQ) B cbiBopoTKe / ”ég‘,"('gv}po%m””e 0.01 ME/n
(nna3me) kpoBy 1 Habopa peareHToB A1 KOHTPOAA mlgglﬁmp oy (/) (HBshg)
CNeLUPUUHOCTM BbIABNEHNA MOBEPXHOCTHOTO i 1475 - 3 KOHTPOJIbHbIX
koo | i aparernmad (g vaogose | S I0AS Mk | 152 uemmonane) | 000 mamocnncoar | oy | 10 ot
MeToza UMMYHOGEPMEHTHON MHTMBULIN ek OBaHmé)/ 100¥/ ATHOCTAUECKas (K1+, K2+, K-) p
(noaTBepXAatoLLMii TecT) Luenkip , 0 AUArHOCTYECK
15'(42°C, TMB) nnu 20 CneumduyHoOCTb)
Hocrynuble KomnnekTaumm: (37°C, TMb)
96, 192 unu 480 onpepenenui !
CPOK rofiHOCTH 24 MecAua
Habop peareHToB Ana uMMyHodepmMeHTHOrO
BblABNEHVA aHTUTen K Bupycy renatuta C (BIC) 8 100 % AnarHocTnyeckasn
K110 CbIBOPOTKE (Nna3me) KpoBw AHTUBTCHOA 60'(37 °C)/30'(37 °C)/ UyBCTBUTENBHOCTD, 2 Kc?’:ggggﬁab'x (Cblsggoma)
JlocTynHble KOMNAeKTauum: 10" (37 °C, TMB) 100 % auarHocTUyeckasn K+ k) (na3Ma KDoBl
96, 192 unw 480 onpepenenuii CneLudnuHOCTL ' P
CPOK rofHOCTH 24 MecAua
Habop pearenToB na uMMyHodepMeHTHOrO KoMeKTaums 24
BblABNeHus lgG u IgM anTuTen K Bupycy renatuta C ONpeAenenns:
(BIC) v nOATBEPKACHNA PE3YNbTATOB CKPUHUHTA B 30'(37°0)/30'37°C) 100 % AMATHOCTHYECKAA | 5 om0
K110C CbIBOPOTKe (nnasme) KpoBu aHmBIC /10(37°C,TMB) YYBCTBUTENbHOCTD, CHBE otk 20 (ciBOpOTKA)
MopTBepxaenne npooautca no: HCV core, | MOATBEPXKAIOLLNI-NOA KomnekTauma 48 100 % AnartocTyeckas (K +p k) nnasma Kposu
NS3, NS4, NS5 komnnekrauua ana 24 unu 48 onpepenenuii: CneLnPnyHOCTb '
onpepenexuii 60'(37 °()/30'(37°C
CPOK roiHOCTH 24 MecAua /(1 0’(37)°(,TIE/II5) )
Habop peareHToB ans uMmyHopepMeHTHOr0
BbIABNEHNA CELUOUUECKIX aHTUTEN 100 % AnarHocTAYeckas 10
- KTy ‘-’”"”emg;’“’,’lg"f B CiBopoTie CHOUMNC CYMMAPHBIE 3037°0/ wectaitenbiocts, | 2 KORTPOTBRBI | ¢y 50pria)
[locTynHble KOMI'FI)JI eKTaUMM: AHTUTENA-WNOA 10-20"(TMB) 100 % AuarHocTUYecKas (K +p k) nnasma Kpoa,
96, 192 unu 480 onpepeneHuii CnewQuiHoCTs (MR
CPOK roiHOCTH 24 MecAua
Habop peareHToB Ana ummyHodepmeHTHOrO
BblABNEHUA cneumuuueckux IgG aHTuten K Treponema 100 % AmarHocTUyeckasn 2 KOHTDOMbHBIX 10
K116 pallidum B cbiBopoTKe (Nnazme) KpoBu CHOUTC 1aG-MOA 30'(37°C)/30'(37 °C)/ UyBCTBUTENBHOCTD, (bIB([)) oTKI (colBOpOTKA)
JlocTynHble KOMNAeKTauum: 9 10-20' (TMB) 100 % auarHocTUyeckas (K +p k) nnasma Kpoa,
96, 192 unw 480 onpepenenuii CneunduuHoCTb ' (MM
CPOK rofHOCTH 24 MecAua
Habop peareHToB Ana ummyHodpepmeHTHOrO 100 % AuarHocTUyeckasn 10
K111M BbIABNeHNA crelnduyeckux gM aHTuten CHOUTC IaM-VIOA 30'(37 °()/30'(37 °C)/ UyBCTBUTENBHOCTD, 2 Kc(;:g ([,) OgTbK}:,lb'X (cblBOpOTKA)
Treponema pallidum B cbiBOpOTKe (NNa3me) KpoBM 9 10-20' (TMB) 100% AMa({)HOCTM‘IECKaﬂ (K +p a) nnasma Kposy,
CPOK rofHOCTU 24 mecAua cneumduuHOCTL ! CMX
3,0 ME/mn
Habop peareHToB Ana ummyHodpepmeHTHOrO 100% 2
(27 9CY 7201127 © b AMArHoCTIYeCKas 5
K101 | OnPenenesus lgG autuen K anTurenam Toxoplasma Toxoplasma lgG-1OA 30'(37 C){30 (37°0)/ 4yBCTBHTEbHOCTS, 5 (clBOpOTKa)
Spp. B CbIBOPOTKe (Mna3me) KpoBM 10-20' (TMb) A (0-200 ME/n)
KONMUeCTBeHHas BEDCUA 100% amarHocTUyeckas nnasma Kposu
P CneunduuHoCTb
30'37°C,
Ha6op peareHToB [inA UMMYHOGEPMEHTHOTO (3;'] e(m ﬁg;ﬁ; Hzgaﬁv?e) / 102 0{;’ Cﬂg;mg{"&i"a" 2 KOHTPOMbHIX 10
K101M | onpeneneus IgM aHTuten k anTurexam Toxoplasma | Toxoplasma lgM-UOA , WEAKMp ¥, ’ CbIBOPOTKM (colBOpOTKA)
10-20"(TMb) 100 % auarHocTyeckas
Spp. B CbIBOPOTKe (Nna3me) KpoBu W 6037 °0/30°37°0)/ CreLMdUHOCTS (K+, K-) nnasma Kposu
10-20' (TMb)
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06vem
6POBOYHDIX
CokpauieHHoe (xema npoBepeHus RUBEIEMICTEHOCIE Y (RATY (mMKn) u TR
Nonnoe HaumeHoBanKe Habopa He MeHee npo6ax u/unn
p HaumeHoBaHue Habopa aHanusa (WM MHbIe TEXHUYECKHE Kgmponbnblx ucc:gnaysemaoro
XapaKTepucTuKm) CbIBOPOTKaX pasuy
3,0 ME/mn
Habop pearenToB AnA MMMyHOGepMEHTHOrO ’
Koz | onpenenenns lgG anTuten k anTurenam Rubella Rubella laG-1IOA 30'(37°0)/30'(37 °C)/ 103%‘;&";%%1?:&?” 5 (CHBOS orka)
B CbIBOPOTKE (Mna3me) KpoBm 9 10-20' (TMB) 100%/ 4 (0-200 ME/n) P
KONMYECTBEHHaA BEpCHA b AMarHoCTUYecKas nnasma KpoBu
cneumduyHoCTb
30'37°C,
Ha6op peareHToB fi1iA MMMyHOGEPMEHTHOTO (3;”3(""%2;}3;;2:;@?‘3)/ 102 %cﬁlg;;:ﬁichergaﬂ 2 KOHTpOTbHBIX 10
K102M | onpepenenus IgM aHTuTen k aHTureHam Rubella Rubella 1gM-/10OA ’10_20, (TME) 100%/ MarHoCTIYecKas CbIBOPOTKM (colBOpOTKa)
B CbIBOPOTKe (Mnazme) KpoBu vy o 31\ 19 o oA (K+, K-) nnasma Kposu
unn 60'(37 °C)/30°(37 °C)/ CneuuduIHoCTL
10-20"(TMB)
0,25 En/mn
Habop peareHToB Ana ummyHodpepmeHTHOrO 100% 1 5
onpezenexs 1gG aHTUTeN K aHTUreHam . ! 30'(37°0)/30'(37 °C)/ 0 AMArHOCTIECKaA 5
K103 (ytomegalovirus 8 CbIBOPOTKe (nNna3me) KpoBw Qytomegalovirus 196-HOA 10-20' (TMb) qyoBCTB”Tem’HOCT"’ (0-6,0 En/mn) (cbiBoporka)
KONMYeCTBeHHAs BeDCUS 100% AuarHocTyeckasn nnasma Kposu
P CneunduIHOCTb
30'37°C,
Habop peareHToB And UMMyHOGEPMEHTHOTO weiikipoBanue)/30° 100 % AarHocTUyeckan | 5 oo 10
onpezenenua IgM aHTuTen K aHTureHam . i (37 °C, weiiknposanue)/ YyBCTBUTENBHOCTD, KOHTPOMbHbIX
K103M (ytomegalovirus B CbIBOPOTKe (NNa3me) KpoBu Cytomegalovirus 1gM-HOA 10-20"(TMB) 100 % AnarHocTyeckas c"('l?ip?g)(” n(;:;m)mi)u
unm 60'(37 °C)/30°(37 °C)/ cnewunouuHoCT ’ P
10-20"(TMB)
Habop pearenToB AnA MMMyHOGepMeHTHOrO 100 % AnarHocTyeckan
K104 onpezenenus lgG aHTUTEN K aHTUreHam HSV 1.2 1G-MOA 30'(37°0)/30'(37 °Q)/ UyBCTBUTENBHOCTD, 3 Kcir;g OST"K':"X (CHBOS oTka)
Herpes simplex virus 1 v 2 Tuna (HSV 1,2) 19 10-20'" (TMB) 100 % puarHocTuyeckas (K+ K—p K+\) . a3M§K 0BH
B CbIBOPOTKeE (nn1a3me) KpoBw CneuuPnyHOCTb i P
30'(37°C,
Habop peareHToB ans IMMyHOGEPMEHTHOTO weikiposarue)/30° 100 % AMATHOCTUYECKAR | 5 ouron 10
onpepenenus lgM aHTUTen K aHTUreHam i (37 °C, weiikupoatue)/ YYBCTBUTENBHOCTD, p
K104M Herpes simplex virus 1v 2 Tuna (HSV 1,2) HSV1,2 IgM-1OA 10-20"(TMB) 100 % anarHocTUyeckan C"('Eip?(r_')(” n(;::::no;)ﬁn(()?a)m
B CbIBOPOTKe (nna3me) Kposw unm 60'(37 °C)/30°(37 °C)/ CneunduuHoCTb ' p
10-20'(TMb)
Habop peareHToB A4 UMMYHOGEPMEHTHOrO 100 % AmarHocTyeckasn
K104B onpezenenus lgG aHTUTEN K aHTUreHam HSV 2 19G-MOA 30'(37 °()/30'(37 °C)/ UyBCTBUTENIBHOCTD, 2 Kc?):gg OST"KHM"'X ((HBJ OOTKa)
Herpes simplex virus 2 Tana (HSV 2) B cbiBopoTke 9 10-20' (TMb) 100 % anarHocTUyeckan (k +p k) nasm 5 KDOBI
(nna3me) KpoBm CneunduyHoCTb ' P
Habop peareHToB AnA MMMyHOGEpPMEHTHOTO 100 % amarHocTuyeckas
K105 hlonpe#eneuuﬂ IgG aHTVITEﬂ(K aumriuam Chlamydia lg6-MOA 30'(37°0)/30'(37°C)/ UyBCTBUTENbHOCT, 3 Kcirg ESST"K"M"'X (oolB ggoma)
Chlamydia spp. B cbiBopoTKe (nnasme) KpoBw 10-20' (TMB) 100 % AmarHocTyeckasn
CeOUIHOCTD (K+, K-, K+\-) na3ma KpoBi
Habop peareHToB A1 IMMYHOGEPMEHTHOrO 100 % AMArHOCTUYECKAA | 5 ournont 10
onpezenenus lgM aHTUTen K aHTUreHam e 30'(37°0)/30'(18-25°C)/ YyBCTBUTENBHOCTD, p
K105M Chlamydia spp. B cbiBOpPOTKe (nna3me) KpoBH Chlamydia \gM-HOA 10-20' (TMB) 100 % AmarHocTyeckasn Cb(ll?-(:p(l)(gm (cbiBoporka)
CneundUYHOCTb ' Mnasma Kposut
Habop peareHToB AnA UMMYHOQEPMEHTHOrO 100 % AmarHocTuyeckas
K106 | OnPeaenenus IgG anTuTen K aHtureHam Mycoplasma Mycoplasma lgG-MOA 30'(18-25°0)/ UyBCTBUTENBHOCTD, 3 ﬁ:gg;g;::}lblx (Cblaggoma)
11Q_9E © -0 0
Spp. B CbIBOPOTKe (na3me) KpoBH 30'(18-25°C)/10-20' (TMB) | 100 c/; gx;&mrgl;icmﬂ (K, Ko, K\ ) a3Ma KpoBH
Habop pearenToB anA MMMyHOGepMEHTHOrO 100 % AMArHOCTUYECKAA | 5 ournont iy 10
onpegenenus IgM anTuten K aHtureHam Mycoplasma I 30'(37°0)/30'(37 °C)/ UyBCTBUTENBHOCTD, P
K106M 599, B GoBOPOTKE (V1a3ME) KpOBH Mycoplasma IgM-NOA 10-20' (TWG) 100% AnarvocTadeckas (b(IKBiP?(TI)(M (cbiBOpOTKA)
CMelMPUIHOCTD ' N1a3Ma KpoBit
Habop peareHToB Ana uMmyHodepmeHTHOrO 100 % AnarHocTnyeckasn
K119 onpenener;uﬂ lgG aHTuTen K anTureHam Helicobacter Helicobacter pylori 30'(37 °C)/30'(37 °C)/ UyBCTBUTENBHOCTD, 2 Kcir;ggg;’}ab'x (cblB (]goma)
ori B cbiBOpOTKe (MN1a3me) Kposi - -20' 100 % AnarHocTyeckas
py porke ( ) Kp lgG-MOA 10-20" (TMb) c: gumbmuuocn (K+, k) Na3ma Kposit
Habop peareHToB Ana ummyHodpepmeHTHOrO 100 % auarxocTuyeckas
K119M onpeneneHlMﬂ IgM anTuTen K aHTurenam Helicobacter Helicobacter pylori 30'37°0)/30'(37°0)/10-20" | 4yBCTBUTENbHOCTD, 2 ﬁr;ggg:&blx ( cust]goma)
ori B CbIBOPOTKe (nMna3me) KpoBu IgM-WNOA ™ 100 % amarHocTuyeckaa
Py poke ( Jkp gu-10 (TMB) CI?IélLlI/Id)I/IlIHOCTb (K+, k) nnasma KpoBit
Habop peareHToB ana uMmyHopepMeHTHOT0 100 % AnarHocTnyeckasn
K119A% onpenenel;uﬂ IgA aHTuTen K aHTureHam Helicobacter Helicobacter pylori 30°(37 °C)/30(37 °C)/10-20" UyBCTBUTENBHOCTD, 2 Kc?’:gg;g;’&b'x (cblB (][()]OTKa)
ori B cbiBOpOTKe (MNa3me) Kposu - 100 % AnarnocTyeckas
py porke ( ) Kp IgA-UIOA (TMB) CI?Iep‘LWId)I/NHOCTb (K+ K-) nnasma KpoBi
Habop peareHToB Ana uMmyHodepmeHTHOrO 100 % AmarHocTuyeckas
K121 onpeﬁleneHMﬂ |gG aHTUTeN K aHTUreHam Aspergillus IgG-MOA 30'(18-25°0)/ YYBCTBUTENbHOCTD, 3 'éi:';ggg:&b'x ((b|B£OTKa)
p 1(1R_9E © 0" 0
Aspergillus spp. B cbiBopoTKe (nna3me) Kposw 30'(18-25 °C)/10-20' (TMB) | 100 C/I(')I gx:amrglct;iCKaﬂ (K, K K\) a3Ma KpoBH
Habop pearenToB ana uMmyHopepMeHTHOro 100 % amarHocTuyeckan
K126 | Onpenenenns IgG anTuTen K aHtureHam Ureaplasma Ureaplasma lgG-OA 30'(37°0)/30'(37 °C)/ UyBCTBUTENBHOCTD, 2 KC(ITI;[ gggTer:,lb'X (cblB ggoma)
Spp. B CbIBOPOTKE (na3me) Kposu -20' 100 % amnarHoctuyeckas
pp. porke ( ) kp 10-20' (TMB) e étumqumm K+ K-) 23Ma KpOBH
Habop peareHToB Ana uMmyHodepmeHTHOrO 100 % AmnarHocTuyeckan 2 KOHTDONBHBIX 20
onpe/EeNeHns CyMMapHbIX aHTUTEN K aHTUTeHaM i 30'(37°0)/30'(37 °C)/ UyBCTBUTENBHOCTD, p
K171 Gpiardia Iambll%ll B CbIBOPOTKe (Nna3me) Kposm aHTIIAMBIIA-1IOA 10-20' (TMB) 100 9% AnarHocTnyeckas ("('KB_(LP?J')(M (cviBoporka)
CneuuPuyHoCTb ’ n1a3Ma KpoBit
Habop peareHToB ana anddepeHumanbHoro 100% AMArHOCTUYECKAR | 5 ournoni 20
K171% umMMyHodepmenTHoro onpeaenenus IgA, IgM umn IgG | aHtulIAMBIINA IgA, IgM | 30'(37C)/30'(37C)/10-20" UyBCTBUTENBHOCTD, CbIB([)) otk (cblBOPOTKa)
aHTUTeN K aHTurexam Giardia lamblia B coiopoTke unn lgG-NOA (TMB) 100% AuarHocTuyeckas (K +p k) 3 ;) o8
(nna3me) kpoByt MeLNPUIHOCTD ' /1a3Ma KpoBit
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AHanuTnyeckas

CBepeHus o

06vem
CoKpaleHHoe (xema npoBeeHua YYBCTBUTENbHOCTb,  KanuOPOBOUHbIX (mMKn) M TMR
Monxoe HaumeHoBakue Ha6°pa Haumeugsaune Ha6opa angnvlsa (I/IIWI uutfew;:::;qecxue II:('))I?T;())(HVII:/I?I:?( uccnegyemoro
XapaKTepucTUKm) CbIBOPOTKaX o6pasua
Habop peareHToB Ana ummyHodpepmeHTHOrO 100% AmarHocTyeckasn )
11270 11270 ! KOHTPONbHBIX 5
* BbIABNEHNA |gG aHTUTEN K aHTUreHaM KpyriibIX : 30'(37 °C)/30'(37 °C)/10-20 YyBCTBUTENbHOCTb,
K174 uepBeit Ascaris spp. (Nematodes) Nematodes lgG-HOA (TMB) 100% AmarHocTyeckasn c"('lfip?g)(” H(J'T;;/(I)ap ﬂ;';agu
B CbIBOPOTKe (MN1azme) KpoBm CneunduuHoCTb !
e | ST GG AT O IOW | osoiocuon | 0OTORET0N020 | crowenoiocn, | 2o |5
yepBeli Echinococcus spp. (Cestodes) 9 (TMB) 100% AuarHocTnyeckas (K +p k) mn a3|vnap KDOBU
B CbIBOPOTKeE (MN1a3me) KpoBi cneynduyHoCTb ’ P
K176+ BtfnﬁsnFLEa;rngGT B A rematodes oo | 3067 0307 °0/10-20 1°3§/§§”332“e‘;‘.,1”§3‘.1‘f” ZKOHTPONbHbX (B N o)
yepseii Opistorchis spp., Fasciola spp. (Trematodes) 9 (TMB) 100% AuarHocTyeckasn K +p k) nnasm f KDOBM
B CbIBOPOTKE (MNa3me) KpoBu CNeLuUUHOCTb ! P
Habop peareHToB ins UMMyHoXpomaTtorpaduyeckoro 99,5% JUATHOCTIRCKEA | 2 KOHTPObHBIX
BbIABJIEHNA aHTUTEHa BUPYCa rpunna B 06pa3Lax “{)BCTB”TG""”M"" obpazua (K-+, K),
BblAeNeHii CO CIM3UCTLIX 060/104eK HOCOTNIOTKM 99,5% AVI&(LHOCTVNECK&;I MOCTABNAIOTCA |\ o FOTOUHbI
DlocTynuble KomnnekTtauuu: 1 onpeaenexue 11895 9 CneLuPnyYHOCTL TONbKO B o
X050 ANA AOMALUHErO NpUMEHEHIA WM 20 XEMArect [punn 10(18-25°C) [aHHble N0 asandT-| KoMnekTe an unm }:;:::Hbllll
onpefieneuii Ana npodeccuoxanbHoro YecKolYyBCTBUTENbHOCTM | Mpodeccuo-
cpok ro';lm':'fxgz':\:e cALes npuBegeHbl B MHCTpyKLmMy HanbHoro
110 NPUMEHEHII0 NpUMeHeHUs
JlnarHocTuka 3a6oneBanuii LWUTOBUAHON Kene3bl
Habop peareHToB AnA MMMyHOGEPMEHTHOTO 11270 > 5
K131 onpefieneHua ayToaHTUTeN K Tupeonepokcuaase AT-TNO-NOA 30.(37%,2)(/316_5())/. (TMB) 2,5ME/mn (?2(?3? {‘)A"EKHM;Q' (cbiBOpOTKa)
B CbIBOPOTKE (MNa3me) KpoBiu cmsgpoma nnasma KpoBu
5
Habop peareHToB Ana uMmyHodepmeHTHOrO 1270 . 5
K132 onpezeneHus ayToaHTUTeN K TMpeornobynuHy AT-TT-NOA 30 (37%2)(/316%/ (TMB) 5,0 ME/mn (? KS(?STO ﬁfﬁ"ﬂ' (colBOpOTKa)
B CbIBOPOTKeE (MN1a3me) KpoBi cblsgpoma nnasma KpoBu
Habop peareHToB Ana ummyHodpepmeHTHOrO
K201 P e o TTT-NOA 60'37°0)/10-20' (TMB) | 0,04 MME/n (ME/mn) o1EREI) (cuag 00TKa)
ofHoCTapuitHasA Bepcus ’ 1 KOHTPONbHAsA nasm g’ KDOBH
JlocTynHble KomnneKkTaLuu: CbIBOPOTKA P
96 unu 480 onpegenexuin
Habop peareHToB ana uMmyHopepmeHTHOro
OnpezeneHua TMPEOTPONHOTo ropMoHa 60'(37 °C, weiikuposanne)/ 7 200
B CbIBOPOTKeE (Mna3me) KpoBu ] 270 1o {0-20MME/(ME/ )},
K201A* JnTPaUyBCTBHTENbHAA BepCA TTTnnioc-NOA 60'(37 1((,) u;gyl(l}l;l\/[l)g)sauue)/ 0,012 mME/n (ME/mn) | ®5 OHTPObHble n(nc;;?\,(‘);)ﬁnéz)u
ANA onpefeneHnsa BepXHU3KNX u/unu : CbIBOPOTKM P
(BepXBbICOKMX KOHLeHTpauuii TTI
5
Hatop peareHToB AniA MMMyHOGEPMEHTHOrO . ! (0-15 Hmonb/n), 25
K211 onpegenenus TPUOATUPOHIHA B CbIBOPOTKE T3-NOA 60(37 °C)/10-20' (TMb) 0,2 Hmonb/n 1 KOHTDObHAS (cbiBOpOTKA)
(nnasme) kposi (HB(prTKa nnasma Kposu
Habop peareHToB A4na uMmyHodepmeHTHOrO (0320 H?VI onb/n) 25
K212 onpe/eneHus TMPOKCUHA B CbIBOPOTKe (nnasme) T4-NOA 60'(37 °C)/10-20' (TMB) 3,0 Hmonb/n 1 KOHTDONbHAS (cbiBOpOTKA)
KpoBi cusgpoma nnasma KpoBu
Habop peareHToB AnA UMMyHOGEPMEHTHOTO (0-40 msl onb/) 25
K213 onpezeneHus cBo60HOTo TPMOATUPOHNHA B BT3-10A 60'(37 °C)/10-20' (TMb) 0,5 nmonb/n 1 KOHTDONbHAA (cbiBOpOTKA)
CbIBOPOTKE (Mna3me) Kpoy (blngOTKa nnasma KpoBu
Habop pearenToB Ana MMMyHOGepMeHTHOrO 6
onpezeneHa cB060AHOro TMPOKCUHA B CbIBOPOTKE . ‘ (0-100 nwons/), 25
K214 (nnasme) kposu 8T4-NI0OA 60'(37 °C)/10-20' (TMB) 0,75 nmonb/n 1 KOHTDONbHAA (cbIBOpOTKA)
[JlocTynHble KomnnekTaLum: cusgpoma nnasma KpoBu
96 unun 430 onpepenenuii
Habop peareHToB Ana ummyHodpepmeHTHOrO (0- 4005Hr /) 50
K232 onpefieneHus TMpeornodynHa B CbIBOPOTKe TI-NOA 60'(37 °C)/10-20' (TMB) 0,5 Hr/mn 1 KOHTDONbHAA (cblBOpOTKa)
(nna3me) kposw cblsgpoma nnasma Kposu
Habop peareHToB-KOHTPONbHbIE CbIBOPOTKM AN
MMMYHOAHaNUTUYECKOro onpeaeneHua MapKkepoB legsgng?bégauuble gg auﬁ?msy coneg) ";';‘,m c: Eély .K;mv(l))éauan:l T: BHa He%6oepa3( Eea:sz
KQ13 3a6oneBaHuii LYMTOBMAHON Xene3bl AyToKoH-AT-KonTponb TEAECTBEHHDIX It 3aDyOEXHDIX NIPOUSBOAUTENEM: Ay TOIHTUTENa K TDEOTIEPOKCUA
o . (AT-TNO), ayToanTuTena K Tupeornobynuty (AT-TT), ayToaHTuTena K pewientopy TMPEOTPONHOro
5 ypoBHeii (A,B,C,D,E) no 1,0 mn Kaxablii ropwora (AF-pTTT)
CPOK rofiHOCTH 36 MecALeB
[TpuBedeHbl AaHHble M0 aHan13y CoAepMaHuA CleayloLLnx aHanuToB Ha Habopax peareHToB
0TeYeCTBEHHbIX 11 3apy6exHbIX NPOU3BOAUTENeIA: TUPEOTPOMHbIA ropMoH (TTT), 06wl
Habop peareHToB-KOHTPOMbHbIE CbIBOPOTKY s TPUioATUPOHWH (T3), cBo6OAHDIA TpHiIl0ATUPOHIH (CBT3), 0bLuii TUPOKCUH (T4), CBOBOAHDII
KQ21 VIMMYHOAHaNUTUYECKOTO ONIPEAENIEHIA FOPMOHOB TopmoKor-KorTpon TUpOKCuH (cBT4), nitoTeotponbiii ropmot (1), ponnukynoctumynupytowuii ropmon (OCT),
2 yposHa (N, H) 2 no 2,0 mn Kaxpblit XOpUOHNYecKuii roHapotponuH (XI'), ropMOH pocTa (COMATOTPOMHbIIA FOPMOH), NPONAKTHH,
CPOK rofHOCTH 36 MecAueB 3CTPajuo, NPorecTepoH, TECTOCTEPOH, KOPTU30, AernApoInuaHApocTepoH-cynbdat (15AC),
17-ruppokcunporectepo (17-OH-nporectepoH), cB060AHbIN (HEKOHBIOTMPOBAHHBIIA) CTPUON,
06wwwmit IgE, cekc-ctepomna-ceazbiatowmit rnobynun (CCT)
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AHanuTnyeckas (Bepenns o
YyBCTBUTENIbHOCTD,  KanubpoBOYHbIX
He MeHee npo6ax u/unn
(unK MHbIE TEXHUYECKNE  KOHTPONbHBIX

06bem
(MKn) n TMN
uccnepyemoro
o6pasua

CokpauieHHoe (xema npoBepeHus

Mlontoe Haumenosatue HaGopa HaumeHoBaHue Ha6opa aHanusa

XapaKTepuUCTUKM) CbIBOPOTKAX

Habop peareHToB Ana uMmyHopepMeHTHOro (0-25006MKF n) 50
K233 | onpepenexua anturexa S100 B cbiBopoTKe (nnasme) $100-MOA 60'(37 °C)/10-20' (TMB) 10,0 mkr/n ¢ (cbiBOpOTKA)
KpoBi TKOKTPOMBHAA | oy KpoBu

CbIBOPOTKA

Habop peareHToB And UMMyHOGEPMEHTHOTO 60'(18-25°C, (0—8005r|r /) 25
K261* | onpegenenua KanbUUTOHUHA B CbIBOPOTKE (MNna3me) KANBLUTOHWH-NOA LeiiKipoBaHue)/ 1,0 nr/mn 1 KOHTpoana;l (colBOpOTKA)
KpoBi 10-20' (TMB) CHIBOOTKa nnasma KpoBu

Habop pearenToB AnA MMMyHOGepMeHTHOrO (0-62 55MKr ) 50
K237 onpegenenus antureqa SCC(A) SCC(A)-MOA 60'(37°C)/10-20' (TMB) 0,1 mKkr/n ’ ! (cbIBOpOTKA)

1 KOHTpONbHas

B CbIBOPOTKE (Mnazme) KpoBm CbIBOPOTKA

nnasma Kposu

Habop peareHToB Ana ummyHodpepmeHTHOrO (O-ZOOSE /) 25
K243 onpenenenus aHtureHa (A242 (A242-10A 60'(37 °C)/10-20' (TMb) 0,5En/mn 1 KOHTPOTIbHa g (cblBOpOTKA)

B CbIBOPOTKE (MNa3me) KpoBu nnasma Kposu

CbIBOPOTKA
Habop pearenToB Ana ummyHodpepmeHTHOrO 5
onpesenexus obLero npoctatacneLuuueckoro (030 Hr/mn) 50
K221 aHTUreHa B CbIBOPOTKe (nnasme) KpoBw 061CA-I0A 60'(37 °C)/10-20' (TMB) 0,005 Hr/mn 1 KOHTDONbHAA (cbiBOpOTKa)
[locTynHble KoMnneKTauuu: CHB(E’ oTka nnasma Kposu
96 unn 430 onpepenenuii P
5
Habop peareHToB Ana ummyHodpepmeHTHOrO 127 9CY /201 (27 © . 50
K231 |onpeaenenuna ceobogHoro npoctatacneuuduyeckoro MNCA-NOA 30 (312%/3(%6‘357) o/ 0,0035 Hr/mn 1(?(054? ﬂm}n (colBOpOTKa)
aHTUreHa B CbIBOPOTKe (MNa3me) KpoBu (bIB(?pOTKa nnasma Kposu
Habop peareHToB Ana uMmyHoxpomatorpaduyeckoro 30-50
BbIABNEHIA NPOCTATaCMELNdUUECKoro aHTUreHa (0nHa kanna)
B CbIBOPOTKE (MN1a3me) unu KanunnAapHoi Kpou MCA-NXA 1119.9E o ) CbIBOPOTKA
X221 [DlocTynHble KOMNNeKTauuu: (XEMAtest NCA) 10(18-25°0) 40(10,0) tr/wn (nna3ma) unu
1,50 unu 100 onpepenenuii KanunnapHas
CPOK rogHoCTH 36 MecAueB KpoBb
Habop peareHToB Ana ummyHodpepmeHTHOrO 6
onpegenenua autureHa CA 125 B cbiBopoTke (0-400 Eg/mn) 50
K222 (nnasme) kpoBu (A 125-NOA 60'(37 °C)/10-20' (TMb) 0,25 En/mn 1 KoHT oﬁnga’; (cbiBOpOTKA)
[locTynHble KOMNNeKTauuu: cbusg oTka nnasma Kposu
96 unu 480 onpegenexuin P
Habop peareHToB Ana ummyHoxpomartorpaduyeckoro 30-50
BblABNeHIA aHTUreHa CA 125 B cbiBOpoTKe (nna3me) (ogHa kanna)
UAN KanuAnApHoii KPoBM CA 125-UXA 1(19.9E O ) CbIBOPOTKA
X222 [DlocTynHble KOMNNeKTaLuu: (XEMAtest CA 125) 10(18-25°0) 35En/mn (nna3ma) unu
1, 50 unu 100 onpepenenuin KanunnapHas
CpOK rogHoCTH 36 MecAueB KpOBb
5
Habop pearenToB Ana ummyHodpepmeHTHOrO 1270 11270 . 50
K223 onpegenenua antureHa CA 19.9 B cbiBopoTke (A 19.9-N0A 30 (%%/3(%6‘357) a/ 1,0 Ea/mn SOK(%:S onrl]/m)é (colBOpOTKa)
(nna3me) Kposm CbIB(?pOTKa nnasma Kposu
6
Habop peareHToB Ana ummyHodpepmeHTHOro i ’ 50
K224 | onpepenenus KapumHoIMOPUOHANbHOTO aHTUreHa K3A-0A 60'(37 °C)/10-20' (TMb) 0,5 Hr/mn 1(?(06"1 Hgﬁrag’ﬂ (colBOpOTKA)
B CbIBOPOTKE (nna3me) KpoBw cusgpoma nnasma Kposu
Habop peareHToB Ana ummyHoxpomartorpaduyeckoro 30-50
BbIABNEHIA KApLMHOIMOPUOHANBHOTO aHTUTEHA 6 (1 kanna)
B CbIBOPOTKE (M1a3Me) Uk KanuanAapHOiA KpoBi K3A-UXA 1(19.9E o (0-64 Hr/mn), (bIBOPOTKA
X224* [locTynHble KOMNNeKTauuu: (XEMAtest K3A) 10(18-25°0) L 1 KOHTpONbHasA (nnasma) unu
1, 50 unu 100 onpepenenui (bIBOPOTKA KanunnapHas
CPOK rogHoCTH 36 mecaAueB KpOBb
6
Habop peareHToB Ana uMmyHodpepmeHTHOrO AOM-MOA (0-500 Ea/mn 50
K225 onpeaeneHua a-GpeTonpoTenHa B CbIBOPOTKE 60'(37 °C)/10-20' (TMB) 0,9 Ea/mn (ME/mn) (ME/mn)), (cbiBOpOTKa)
(nnasme) kposu 1 KOHTpONbHaA nnasma KpoBu
CbIBOPOTKA
Habop peareHToB AN MMyHOXpOMaTorpaduueckoro 30-50
BbIABNEHUA a-(eToNpoTenHa B CbIBOPOTKe (Mnasme) 0 6 (1 kanna)
WAN KanUANAPHOIA KpoBH AOI-NXA 1112.9E O (0-64 Hr/mn), CbIBOPOTKA
X225* [locTynHble KoMnneKTayuu: (XEMAtest AOI) 10018-25°0) 10,0 Hr/mn 1 KOHTpONbHasA (nnasma) unu
1, 50 unu 100 onpepenenuii CbIBOPOTKA KanunnapHas
CpOK rogHocTH 36 mecsAueB KpoBb
5
Habop pearenToB ans uMmyHopepmeHTHOro (270 11270 g 25
K234 onpefenenna HeipoHcneLnduueckoi eHonasbl HCE-NOA 30 (31%%/3(%&357) o/ 0,3 mkr/n 1(?((;II?T0 Z'I:‘;/‘gll (cbiBOpOTKA)
B CbIBOPOTKe (nna3me) Kposw (bIB(?pOTKa nnasma Kposu
Habop peareHToB Ana ummyHodpepmeHTHOrO (0-50 f‘r Ian) 50
K236 onpenenenus aHtreHa CYFRA 21-1B cbiBOpoTKe CYFRA 21-1-OA 60'(37 °C)/10-20' (TMb) 0,5 Hr/mn ! (cbiBOpOTKA)

1 KOHTpONbHaA
CbIBOPOTKA

(nna3me) Kposm nnasma Kposu
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AHanuTnyeckas

CBepeHus o

06vem
6POBOYHDIX
CoxpaieHHoe (xema npoBefieHns RYECTEMTCNIDHOCED Jug JRANM (mKn) n TN
Nonnoe HaumeHoBanKe Ha6opa He MeHee npo6ax u/unn
p HalMeHOBaHue Ha6opa aHanusa (WWI JMHbIe TeXHNYecKue K('))HTpoanbIX ucc:gngsemaoro
XapaKTepucTUKm) CbIBOPOTKaX pasuy
Habop pearenToB Ana ummyHodpepmeHTHOrO (0-1000 I16M0nb ) 20
K239 | onpenenenus aHTureHa HE4 B cbiBopoTke (Mnasme) HE4-MIOA 60'(37 °C)/10-20' (TMB) 10,0 nmonb/n 1 KOHTDONbHAS (cbiBOpOTKA)
KpoBi cuegpoma nnasma KpoBu
Habop peareHToB Ana ummyHodpepmeHTHOrO (0—5006ME ) 50
K205 onpezeneHna XOpuoHNYeCKoro roHaf0TpoNuHa XI-VIOA 60'(37 °()/10-20' (TMB) 1,25 ME/n 1 KOHTDONbHAA (colBOpOTKA)
B CbIBOPOTKe (Mnazme) KpoBm (blngOTKa nnasma Kposu
Habop pearenToB ana uMmyHopepmeHTHOro (O-ZOOOSMME /) 50
K206 onpefieneHus NPoNakTUHa B CbIBOPOTKe MPONAKTUH-NOA 60'(37 °C)/10-20' (TMB) 5,0 MME/n 1 KOHTDONBHAS (cbiBOpOTKA)
(nna3me) kposm (bIB(?pOTKa nnasma Kposu
Habop peareHToB AnA UMMYHOGEPMEHTHOTO (0- 4005HI' /) 50
K232 ONpefieNneHus TMpeornodynHa B CbIBOPOTKe Tr-NOA 60'(37 °C)/10-20' (TMb) 0,5 Hr/mn 1 KOHTDObHaS (cbiBOpOTKA)
(nna3me) Kposm CbIB(g)pOTKa nnasma Kposu
30°(18-25°C, 5
Habop pearenToB AnA MMMyHOGepMeHTHOrO Leiiknpoanue)/ (0-200 Ex/wn) 50
K240 onpeaeneHus anbBeoMyLnHa B 61nonornyeckmux ANIbBEOMYLIMH-NOA 30°(18-25°C, 2,5Ea/mn 1 KoHT O;Jl1bHa$; (cbiBOpOTKa)
KUAKOCTAX LeiKi1poBaHue)/ (bIngOTKa nnasma Kposu
10-20"(TMB)
Habop peareHToB Ana uMMyHodpepmeHTHOrO (0—200?5 ) 20
K244 onpezenenusa aHtureHa CA 72-4 B cblBopoTke CA 72-4-NOA 60'(37 °C)/ 10-20' (TMb) 1,0En/mn 1 KoHT ol}wua q (cbiBOpOTKA)
(nnasme) kposu cblsé)poma nnasma Kposu
Habop pearenToB Ana ummyHodpepmeHTHOrO 30'(18-25 °C, weiikuposaHue)/ (0—2505E nn) 50
K226 onpegenenua antureda CA15.3 {MUCT (M12)} CA15.3-MI0A 30'(18-25 °C, weiikuposaHue)/ 0,75 En/mn 1 KoHT oﬂbuaﬂ' (colBOpOTKA)
B CbIBOPOTKeE (nna3me) Kposw 10-20' (TMB) cusgpoma nnasma Kposu
Habop peareHToB Ans UMMyHOQEPMEHTHOTO 30'(18-25 °C, weitkuposate)/ (0_1006E ) 50
K227 | onpepenenua anturena MUCT (M22) 8 coiBopoTke MUC 1 (M22)-10A 30'(18-25 °C, weiikvipoBatue)/ 0,75 Ea/mn 1 KOHT (ﬂlbuaf; (cbiBOpOTKA)
(nna3me) Kposm 10-20' (TMb) cmsgpoma nnasma Kposu
Habop peareHToB AnA UMMyHOGEPMEHTHOTO (0-50 E6 ) 50
K228 onpenenenus aHtrena MUCT (M20) B cbiBopoTKe MUC 1 (M20)-NOA 60'(37 °C)/10-20' (TMb) 0,5En/mn 1 KoHT f)lanalﬂ (cbiBOpOTKA)
(nna3me) kposm CblsngTKa nnasma Kposu
Habop peareHToB AnA UMMyHOpepMeHTHOr0 30'37°0)/30'37°0)/ (0—2505Hr Ian) 20
K235 | onpepeneHua cBo60aHoi B-Lienu XopuoHnueckoro BBXI-NDA 10-20' (TMB) 1,0 Hr/mn T KOHTDOAbHAA (cbIBOpOTKA)
rOHaZoTPONKHA B CbIBOPOTKe (NNa3me) KpoBY cblsgpoma nnasma KpoBw
7 10
Habop peareHToB Ana ummyHodpepmeHTHOrO 1137 9\ [E V(2T o) /17 .
K279K* onpezeneHus co60HOI K-Lieny K-LIEMb-VOA 90'(37°0)/60°(37 °C)/15 1,0 MKr/mn (0-50 wr/wn), CbIBOPOTKa
B CblBOPOTKe (11a3Me) KpOBH (TMB) 1KoHTponbHad | (mnasma) KpoBi,
CbIBOPOTKA moya, C(MX
7 10
Habop peareHToB Ana uMmyHopepMeHTHOro 1137 9\ /R (V37 O() /1 &7 .
K279L* onpeaeneHns ceo60AHoi A-Lienu A-LIEMb-MOA 9037 °0/60 37°0)/15 0,075 mkr/mn (0-30 mkr/m), (bIBOPOTKA
B CHIBOPOTKE (11a3Me) KpoBU (TMb) 1KoHTponbHaA | (mna3ma) KpoBi,
P p CbIBOPOTKA Moua, CMX
MpuBeneHbl JaHHbIe M0 aHanu3y cofiepxaHua cneaytLLx aHanuToB Ha Habopax peareHToB
: 0TeyeCTBEHHbIX 1 3apy6exHbIX NPoU3BOAMTENelt: 06LLWil npocTaTacneLnduyeckuii aHTUreH
H;goupmpniarrli%%?];fv:‘t}gg?o?g%ﬁ (:'Bé)"pém" (MCA), cBoboAHbIN NpocTaTacneunduuecknii anturen (celCA), anturen CA 125, aHtured CA 72-4,
KQ22 A y OHKOMADKEDOB PeA OmaKoH-KoHTDoMb anTureH CYFRA 21-1, anTured CA19.9, anturen CA 15.3 {MUCT (M12)}, awturen MUCT (M20),
2yposHa (N, H) 2 n[:) zpo p— P anTured MUCT (M22), HeiipoH-cneunduueckan eHonasa (HCE), C-peaktusbiii 6enok (CPB),
» CDOK FOmHOCTH 36 Macs eBA TupeornobynuH (1), KapLMHOIMOUPUOHANBHBIA AHTUTEH (PaKOBO-IMOPUOHANBHDI aHTUTEH,
POKTOA u K3A, PIA), a-detonportent (AOM), CA242, SCC(A), kanbuutoHuH, aHTuren HE4, aHTumionnepos
ropmoH (AMT), depputinH
6 25
Habop pearenToB anA MMMyHOGepMeHTHOrO (0-20 Hr/n) CIBODOTKa
K267C onpezenenus C-nentinga B Gruonornyeckux C-nentup-NOA 60'(18-25°C)/10-20' (TMbB) 0,015 Hr/mn 1 y ( ‘;
IIKOCTAX KOHTpOMbHAA | (nna3ma) Kpoay,
CbIBOPOTKA Moya
Habop peareHToB Ana ummyHodpepmeHTHOro (0-200 M?(ME /wn) 25
K267N onpezieneHus MHCYNMHa B CbIBOPOTKe (Mnasme) UHCYNIUH-NOA 60'(18-25°C)/10-20' (TMb) 0,5 MKkME/mn 1 KOHTDOALHAS CbIBOPOTKA
KpoBM (bIB(? oTKa (nna3ma) kposm
Habop pearenToB Ana ummyHodpepmeHTHOrO MKSNE(E)/I%/I%? 1 25 chigopoTka
* _| ! _ _7()' ’
K261* | onpepenenus Kanbum%gga B CbIBOPOTKe (nnasme) KANbLIUTOHNH-NOA 60'(18-25C)/10-20' (TMB) 0,5 MKME/mn KOHTPOMbHAA (nna3ma) Kpoi
CbIBOPOTKA
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Habop peareHToB Ana ummyHoxpomarorpaduyeckoro 99,5% AUATHOCTUYCCKR | 2 KOHTPOMbHbIX
BbIABNEHNS aHTUreHa BUpyca rpunna B 0opasuax 9 g'gifCTB”Te"b"oab' obpasua (K-+, K),
BblENeHMii Co CIM3MCTIX 060NI0YEK HOCOTNOTKN 1270 ﬂ”a({)“OCTV'“eCKa" MOCTABNAIOTCA |\ o OTOUHbIIE
JocTynHble KomnnekTayuu: 1 onpepeneHue 111095 O CneLnPnyHOCTL TONbKO B o
X050 A7 AOMALUKEro NpUMeHeHIA Wk 20 XEMAtect [punn 10°(18-25°C) [auHsle Mo aWamumi-| Komnekre ans N Ha3anbHblii
onpepenenuii Ans npoeccuoHanbHoro YeCKOiiuyBCTBUTENbHOCTH | Mpodeccuo- Ma30K
cpok rolgll:)':re:gzv:v’lle cALes npuseaeHbl B MIHCTpyKLMm HaNbHOTO
10 NpUMeHeHII0 npuMeHeHuns
Habop peareHToB AN MMyHOXpOMaTOrpaduyeckoro 30-50
BbIABNEHMA NPOCTaTacneLndUyeckoro aHTUreHa (0aHa kanna)
B CbIBOPOTKE (N1a3me) unu KanuanAapHoil Kposi MCA-UIXA 1110.9E 0 B (bIBOPOTKA
X221 [locTynHble KomnneKkTayuu: (XEMAtest 1CA) 10018-25°0) 40(10,0) Hr/wn (nna3ma) unu
1, 50 unu 100 onpepenenuii KanunnapHas
CpOK rogHocTH 36 MecsAueB KpoBb
Habop peareHToB Ana ummyHoxpomartorpaduyeckoro 30-50
BblABNEHMA aHTUreHa CA 125 B cbIBOpoTKe (nnasme) (ogHa kanna)
UM KanuAnApHoii KPoBM CA 125-IXA 1(19.9E o ) CbIBOPOTKA
X222 [locTynHble KOMNNeKTauuu: (XEMAtest CA 125) 10(18-25°0) 35Ea/mn (nna3ma) unu
1, 50 unu 100 onpepenexui KanunnapHas
CpOK rogHocTH 36 mecsAues KpOBb
Habop peareHToB Ana uMmyHoxpomatorpaduyeckoro 30-50
BbIABNEHNA KaPLIHOIMOPMOHANbHOTO aHTUreHa ; 6 (1 kanns)
% | BCbIBOPOTKE (Mna3me) U KanuanApHoii Kposu K3A-IXA 1(18.9E o (0-64 Hr/mn), CbIBOPOTKA
X224 [locTynHble KOMNAeKTauum: (XEMAtest K3A) 10(18-25°0) 5,0 ur/mn 1 KOHTpONbHaA (nnasma) unu
1,50 unn 100 onpepenenmii CbIBOPOTKA KanunnapHas
CPOK rogHoCTH 36 MecaAleB KpoBb
Habop peareHToB AnA MMyHOXpOMaTorpaduueckoro 30-50
BbIABNEHUA a-(eTonpoTenHa B CbIBOPOTKe (Mnasme) 0 6 (1 kanna)
UK KanunApHoI KpoBu AON-NXA 1110.9E 0 (0-64 Hr/mn), (bIBOPOTKA
X225* [locTynHble KomnneKkTayuu: (XEMAtest AOI) 10(018-25°0 10,0 r/mn 1 KOHTpONbHasA (nnasma) unu
1,50 unu 100 onpepenenuii (bIBOPOTKA KanunnapHas
CpOK rogHoCTH 36 mecsAleB KpOBb
Habop peareHToB Ana ummyHoxpomartorpaduyeckoro 30-50
BbIABNEHIA TPOMOHMHA B CbIBOPOTKE (N1a3me) (1xanns)
X291 UM KanuAnApHoii KPoBM TPOMOHWH-IXA 10(18-25°0) 0,5 Hr/mn CbIBOPOTKA
[locTynHble KOMnNeKTauuu: (XEMAtest TPOMOHIH) (nna3ma) unn
1,20, 50 unu 100 onpepeneHuii KanunnapHas
CPOK rogHocTH 36 mecaues KpOBb
[lnarHocTuka uenmakuu
6
Habop peareHToB ana uMmyHopepMeHTHOr0 127 9Y /20 (27 O 5
K160 onpegenenua lgG aHTuTen K TKaHeBol a"TMTPAT(g_];lOGIﬁ\\MMHA3A 30 (31%%/3(%\% o/ 1,0Ea/mn %0.(53? E(ﬂ]/:ﬁg)}; (colBOpOTKa)
TPaHCrNlTaMInHa3e B CbIBOPOTKe (Mna3me) Kposi 9 biB gp oTka nnasma Kposu
6
Habop peareHToB Ana ummyHodpepmeHTHOrO (27 9C) 12(1'(27 © . 5
K161 onpezeneHus IgA aHTuTen K TKaHeBoIA a"TMTPAT({\J_];IOJQMMHMA 30 (31%%/.3(%6‘357) o/ 1,0 Ea/mn gOKggg Eﬂxg)é (colBOpOTKA)
TPaHCrITaMInHa3e B CbIBOPOTKe (Mnasme) Kposi 9 cusgpoma nnasma Kposu
Habop peareHToB 1A UMMyHOGEPMEHTHOTO 30°(18-25°Q)/ (0—2005E ) 5
K180 onpeaenenus lgG aHTUTeN K ranagnHy aHTUITINALIH 1gG-UDA 30'(18-25°C)/ 2,5Ep/mn 1 KOHT OIIl]bHaF; (cbiBOpOTKA)
B CbIBOPOTKe (nna3me) Kposw 10-20' (TMb) (bIB(?pOTKa nnasma Kposu
Habop peareHToB AnA UMMyHOGEPMEHTHOTO 30'(18-25°C)/ (0—2005E ) 5
K181 onpenenenus lgA aHTUTen K ruaguHy aHTUlTINALIH IgA-NOA 30'(18-25°C)/ 2,5En/mn 1 KOHT Oﬁngaé (colBOpOTKA)
B CbIBOPOTKeE (nna3me) KpoBw 10-20' (TMB) CblngOTKa nnasma Kposu
Habop peareHToB Ana ummyHodpepmeHTHOrO 6 5
onpezeneHus [gA aHTuTen K 4e3aMHUPOBAHHBIM i 30'(37°C)/30'(37 °C)/ (0-100 Ea/mn),
K182A nentuaam ravaguHa (4r) aHTATTTIgA-MOA 10-20' (TMB) 2,5En/wn 1 KOHTpONbHasA n(;;;ﬁffm)“
B CbIBOPOTKe (n1a3me) KpoBw CbIBOPOTKA P
Habop peareHToB Ana uMMyHodepmMeHTHOrO — 6 5
onpegenenus lgG aHTuTeN K 1e3aMUHUPOBAHHBIM ! 30'(37°C)/30'(37 ° (0-100 Ea/mn),
K1826 nentugam rnuaauna (ANr) aHTUlITTTIgG-11OA 10-20' (TMB) 25En/mn 1 KOHTpONbHaA n(;;'sm) mia)u
B CbIBOPOTKe (MN1azme) KpoBM CbIBOPOTKA p
Habop peareHToB AnA uMmyHodpepmeHTHOrO (0-50 sr ) 20
K245 onpezeneHus aHTMIONNEpPOBa ropMoHa B AMI-NOA 60'(37°C)/10-20' (TMb) 0,1 Hr/mn 1 KOHTDONbHAA (cbiBOpOTKA)
CbIBOPOTKe (nna3me) KpoBw B c?p s nnasma Kposu
Habop peareHToB anA MMMyHOGepMeHTHOrO (0—1005ME ) 50
K202 onpefeneHus NTe0TPOMHOT0 roPMOHA NT-NOA 60'(37 °C)/10-20' (TMB) 0,15 ME/n 1 KOHTDONBHAA (cbIBOpOTKA)
B CbIBOPOTKe (Mna3me) KpoBu (bIB(?pOTKa nnasma Kposu
Habop peareHToB Ana ummyHodepmeHTHOrO (0-1005ME ) 50
K203 | onpenenenua GonnukynocTUMynnpyloLLero ropMoHa OCr-NoA 60'(37 °C)/10-20' (TMb) 0,15 ME/n ! (colBOpOTKA)

B CbIBOPOTKe (nna3me) Kposw

1 KOHTpONbHaA
CbIBOPOTKA

nnasma Kposy
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XapaKTepucTUKm) CbIBOPOTKaX pasuy
Habop peareHToB Ana ummyHodepmeHTHOrO (0-5006ME ) 50
K205 onpefieneHna XopUoHINYeCKoro roHafoTponuHa XI-NOA 60'(37 °C)/10-20' (TMB) 1,25 ME/n 1 Koquoana;a (cbiBOpOTKA)
B CbIBOPOTKe (nna3me) Kposw CHIBODOTKA nnasma Kposu
Habop peareHToB Ana ummyHodpepmeHTHOrO 3037 °0)/30'37 °C)/ (0-2505HI' /) 20
K235 | onpegenenua ceoboaHoii B-Lienu XopuoHUYecKoro BRXT-MOA 10-20' (TMB) 1,0 ur/mn 1 KOHTDONbHAA (colBOpOTKA)
TOHa/I0TPONKHA B CbIBOPOTKE (MNa3me) KpoBi P nnasma Kposu
CbIBOPOTKA
6
Habop peareHToB Ana ummyHodpepmeHTHOrO (0-500 Ea/mn 50
K225 onpepeneHus a-GpetonpoTenHa AOMN-NOA 60'(37 °C)/10-20' (TMb) 0,5 En/mn (ME/mn) (ME/mn)), (colBOpOTKa)
B CbIBOPOTKe (Mnazme) KpoBm 1KOHTpONbHAA |  Mna3ma Kposiu
CbIBOPOTKA
Habop pearenTos And MMMyHodepMeHTHOrO (0-20005MME ) 50
K206 onpefeneHus NponakTiHa NPONAKTUH-NOA 60'(37 °C)/10-20' (TMB) 5,0 MME/n 1 KOHTpOﬂbHaﬂI (cbiBOpOTKa)
B CbIBOPOTKe (Mnazme) KpoBm CHIBOPOTKA nnasma Kposu
120'(37°0)/ 7
Habop peareHToB Ana ummyHodpepmeHTHOrO 10-20"(TMb) (0-300 Honb/n) 25
K207 onpezenenua nporectepoHa [POTECTEPOH-VOA wm 0,25 Hmonb/n 1 KOHT oanaﬂ’ (colBOpOTK)
B CbIBOPOTKe (MNa3me) KpoBi 60'(37 °C, weiikupoBanue)/ p nnasma Kposy
10-20 (TMG) CbIBOPOTKA
5
% Habop peareHToB Ana ummyHodpepmeHTHOrO : 1127 9C) 1101.9()" (0-5,0 Hmonb/n), 100
K207S ONpeIeNeHis MPOrecTepoKa 8 CIoH [TPOTECTEPOHnAtC-MOA | 60'(37 °C)/10-20' (TMB) 0,02 Hmonb/n 1 KOHTPOMbHAA CTioRa
CbIBOPOTKA
120'(37°C)/ 6
Habop peareHToB Ana ummyHodpepmeHTHOrO 10-20" (TMB) (0-20 Hmonb/n) 25
K208 onpepeneHua cTpagnona 3CTPALINON-NOA wm 0,025 Hmonb/n T KOHTDONbHAS (cbIBOpOTKA)
B CbIBOPOTKe (MNa3me) KpoBi 60'(37 °1(6 _u;(e)}h(l%vmg;;aume)/ B gp 0Tk nnasma kposu
120'(37°0)/ 6
Habop peareHToB Ana ummyHodpepmeHTHOrO 10-20"(TMb) (0-100 Hvob/n) 25
K209 onpefieneHua TectocTepoHa TECTOCTEPOH-NOA um 0,15 Hmonb/n 2 KOHTDOMBHBIX (cbiBOpOTKa)
B CbIBOPOTKe (Mnazme) KpoBm 60'(37 °1(6_u58|17|(}}v,\|/;|)§)3aume)/ bl (F;p otk nnasma Kposu
Habop peareHToB Ana ummyHodpepmeHTHOrO _ 12037 °C)/ 6 100
K2095* onpefenenua TeCTocTepoHa B ClOHe TECTOCTEPOHnioc-HOA 10-20' (TMb) 0,015 Hmono/n (0-3,0 Hmonb/n) C1I0Ha
Habop peareHToB Ana ummyHodpepmeHTHOrO . (27 9C) 110" 6 50 (cbiBOpOTKa)
K216* onpezeneHus 3CTPOHa B CbIBOPOTKe (nna3me) KpoBM 3CTPOH-HOA 60'(37°C)/10-20" (TMb) 0,25 nmont/n (0-10,0 nmonb/n) | nnasma Kposiu
Habop peareHToB Ana ummyHodpepmeHTHOrO (0-1 006m /) 25
K219 onpefenenus cB060aHOr0 TeCToCTepoHa BTECTOCTEPOH-UOA 120'(37 °C)/10-20' (TMb) 0,06 nr/mn 1 KOHTpOﬂbHa;] (colBOpOTKA)
B CbIBOPOTKe (Mnazme) KpoBm CbIBOPOTKa nnasma Kposu
Habop peareHToB Ana ummyHodpepmeHTHOrO (0-100 H6M()l1b ) 25
K218 onpezeneHus (BoboAHOTo 3CTpuona 83CTPUON-NOA 120'(37 °C)/10-20' (TMB) 0,25 Hmonb/n 1 KOHTpObHas | (coiBOpOTKA)
B CbIBOPOTKe (Mnazme) KpoBu CbIBOPOTKa nnasma KpoBu
Habop peareHToB Ana ummyHodpepmeHTHOrO (0-205nnr /) 5
K246 onpezeneHua niaLeHTapHOro NakToreHa B MN-NOA 30'(37°C)/10-20" (TMB) 0,03 mr/n 1 KOHTpONbHAA (bIBOPOTKA
CbIBOPOTKe (nna3me) Kposw CHIBOPOTKa (nnazma) kposu
Habop pearenToB Ana ummyHodpepmeHTHOrO 30'37°Q30°37°0)/ (0-360 H6M onb/) 10
K268 onpefieneHusa ceKc-CTeponf-CBA3bIBAILLEro CCr-NoA 10-20' (TMB) 3,0 Hmonb/n 1 KOHTDONbHAA ! (cblBOpOTKa)
rno6ynnHa B CbIBOPOTKe (nnasme) KpoBu p nnasma Kposn
(bIBOPOTKA
[puBedeHbl JaHHble N0 aHanu3y COAepMaHIA CleayHoLLnX aHanuToB Ha Habopax peareHToB
oTeyecTBeHHbIX 1 3apyOexHbIX Npou3BOAUTENeit: TUpeoTponHblit ropmoH (TTT), 06Lmii
Habop peareHToB-KOHTPOMbHbIE CbIBOPOTKI ANl TPUIioATUPOHWH (T3), CBOBOAHBII TPUIAOATUPOHUH (CBT3), 061Luil TUPOKCKH (T4), CBOBOAHDIA
KQ21 MMMYHOQHANUTYeCKOro onpeseneHus ropMoHOB ToomoKoH-KoHTDOMb TUPOKCWH (c8T4), ntoTeoTponHblit ropmoH (1), donnukynoctumynupytowmii ropmod (OCT),
2 ypoBHs (N, H) 2 no 2,0 mn kaxablit P P XOpuoHMYeckmii rovagotponuH (XI), ropMoH pocTa (COMaToTpONHbII FOPMOH), MPONAKTUH,
CPOK FoAAHOCTY 36 MecALeB 3CTPajuon, NPorecTepoH, TeCTOCTEPOH, KOPTU301, AernApo3nuaHapocTepoH-cynbdat (J3AC),
17-rugpokcunporectepo (17-OH-nporectepoH), cBo6oaHbIN (HEKOHBHIMPOBaHHbIN) CTpUoN,
061nii IgE, cekc-crepoua-caasbiBatowmii rnobynun (CCT)




MonHoe HaumeHoBaHKe Habopa

CokpauieHHoe
HaumeHoBaHue Ha6opa

(xema npoeeaeHna
aHanusa

AHanuTnyeckas

YyBCTBUTENIbHOCTD,

He MeHee

(Mnu uHbIE TEXHUYECKUE

XapaKTepuUCTUKM)

(Bepenns o
Kanu6poBOYHbIX
npo6ax u/unn
KOHTPONbHbIX
CbIBOPOTKAX

(001_2019v901

06bem
(mMKn) u TR
uccnepyemoro
o6pasua

Habop peareHToB Ans UMMyHOQEPMEHTHOTO 60'(37 °C) wn 30'(37 °C, (0-2000 I?MOﬂb ) 25
K210 onpefeneHus KopTu3oAa B CbIBOPOTKe KOPTI307-NOA LeiiKnpoBaHue)/ 6,0 Hmonb/n 1 KOHTPOMbHas | (cbiBOpOTKA)
(nnasme) kposi 10-20' (TMB) CHIBODOTKA Mna3ma Kposu
7
Habop peareHToB Ana ummyHodepmeHTHOrO : 1127 (Y /190" (0-45 Hr/mn), 2 50
K210s* OMpeleneH s KOPTH30Na B CTIOHe KOPTU30/nntoc-VIOA 60'(37 °C)/10-20' (TMB) 0,035 Hr/mn KOHTPOTIbHBIX CnioHa
CbIBOPOTKN
Habop pearenToB AnA MMMyHOGepMeHTHOrO 0-10 0,6“” ) 25
K215 | onpepenenus fernaposnvaxapocTepoH-cynbdata B TPAC-NOA 60'(37 °C)/10-20' (TMB) 0,025 mkr/mn 1 KOHTDONbHAS (cbiBOpOTKA)
CbIBOpOTKe (nnasme) KpoBM (bIB(?pOTKa nnasma KpoBu
Habop peareHToB AnA UMMyHOGEPMEHTHOIO (0-10,0 fm ) 50
K215S* | onpeneneHus ferugpoanuaHapocTepoH-cynbdata BACnoc-NOA 60'(37 °C)/10-20' (TMB) 0,02 mkr/mn 1 kot !
B CliOHe KOHTPONbHaA C1I0Ha
(bIBOPOTKA
Habop pearenToB ana MMMyHOGepMeHTHOrO (0100 m\ionb /wn) 50
K217 onpeaenenus 17-ruapokcunporecTepora B 17-0H-NPOrECTEPOH-NOA | 90'(37 °C)/10-20' (TMb) 0,12 Hmonb/n 1 KOHTDONBHAS (cbiBOpOTKA)
CbIBOPOTKe (NNa3me) KpoBy (bIB(?pOTKa nnasma KpoBu
MpuBeneHbl faHHbIe N0 aHanU3y cofiepXaHua cneaylLLyx aHanuToB Ha Habopax peareHToB
0TEUECTBEHHbIX 11 3apYOEXKHbIX MPOI3BOANTENEIA: TUPEOTPOMHBIiA ropMoH (TTT), 0bLyuit
Habop peareHTOB-KOHTPONbHbIE CbIBOPOTKI Al TPUIOATUPOHMH (T3), CBOGOAHIIE TPUITOATUPOHWH (CBT3), 061Ut THPOKCHH (T4), cBOBOAHBII
Ka21 UMMYHOQHANUTNYeCKOro onpesieNeHs ropMOHOB ToomoKoH-KoHTDoMs TUPOKCUH (cBT4), ntoTeoTponHbiii ropmot (N1T), donnmkynoctumynupytowmii ropmod (OCT),
2 ypoBhs (N, H) 2 no 2,0 mn Kaxablit P P X0puoHUYeckuii ronagotponut (XI), ropMoH pocTa (COMaTOTPONHbII FOPMOH), MPONAKTHH,
CPOK roHoOCTH 36 MecALeB CTPaAVoN, MPOrecTepoH, TECTOCTEPOH, KOPTI3011, AeruApo3NMaHAPocTepoH-cynbdar (19AC),
17-rugpokcunporectepo (17-0H-nporectepoH), cBo6oAHbIN (HEKOHBHIMPOBAHHBIN) SCTpUoN,
06wt IgE, cekc-cepona-ceasbiatowumii robynuk (CCr)
TNpeHatanbHbli CKPUHNUHT
| Tpumectp
Habop peareHToB AnA UMMYHOGEPMEHTHOTO 30'37°0/30'37 °C)/ (0-2505HI’ /wn) 20
K235 | onpegenenua cBoboaHoii B-Lienu XopuoHUYecKoro BRXT-MOA 10-20' (TMB) 1,0 ur/mn 1 KoHT oana;ll (colBOpOTKA)
rOHaZI0TPONKHa B CbIBOPOTKe (M1a3me) KpoBY ) bl (?p oTKa nnasma KpoBu
Habop peareHToB AnA UMMYHOGEPMEHTHOTO 6 2
onpezeneHusa nia3MeHHOro accoLNMpOBaHHON C e 127 9CY /109" (0-10000 mEa/n),
K238 6epemenHocTblo 6enka A (TABB-A) B cbiBopoTKe TABE-A-HOA 60(37°0/10-20' (TMB) 10,0 mEa/n 1 KOHTpONbHasA n(;;;?\:l? 2”;1)“
(nnasme) kposu CbIBOPOTKA p
Il Tpumectp
Habop peareHToB AnA UMMYHODEPMEHTHOTO (0—5006ME ) 50
K205 onpezeneHus XopUOHINYECKoro roHaioTponHa B XI-NOA 60'(37 °C)/10-20' (TMb) 1,25 ME/n 1 KOHTDONbHAA (cbiBOpOTKa)
CbIBOPOTKE (Mna3me) KpoBy cusgpoma nnasma KpoBu
6
Habop peareHToB Ana ummyHodpepmeHTHOrO (0-500 Ea/mn 50
K225 onpepeneHus a-¢petonpoTenHa AOMN-NOA 60'(37 °C)/10-20' (TMb) 0,5 En/mn (ME/mn) (ME/mn)), (colBOpOTK)
B CbIBOPOTKeE (nna3me) KpoBw 1 KOHTpONbHaA nnasma Kposu
CbIBOPOTKA
Habop peareHToB Ana uMmyHodpepmeHTHOrO (0-100 H6M0ﬂb ) 25
K218 onpezeneHus cB060AHOr0 3CTPMONa B CbIBOPOTKE 83CTPUON-NOA 120'(37 °C)/10-20' (TMB) 0,25 Hmonb/n 1 KOHTDONbHAA (cbiBOpOTKa)
(nna3me) KpoBm cmsgpoma nnasma Kposn
HﬁgoMpMp;a;%:L%i—:m epc(:?obrgb(;ﬁ c:'B:"p:J:;' [puBeeHbl LaHHble N0 aHanu3y COZepMaHINA CledytLLnx aHanuToB Ha Habopax peareHToB
”614 oxmmm)tlJ eCKIX MaDKEDOB N eH%Tgan oo 0TeUeCTBEHHbIX 11 3apy6exHbIX NPoI3BOAUTENeIA: (BOGOAHAA B-Lienb XOpUOHUYECKOro
KQ23 (KpEHM[:IFa P MpexaKoH-Kotponb | ronagoTponyHa (ceBXT), nnasmeHHbii accounnpoBatkbiil ¢ GepemenHocTblo 6enok A (MABB-A),
2ypoensi (N, H) 210 1,0 Mn Kawablii XOpUOHMYecKuii roHapoTponut (XI), G-d)eTOg?:T:(l)’l: (AO), cBO6OAHDIN (HEKOHBHOrMPOBAHHBII)
CpoK rogHocTH 36 MecsAueB P
[lporpamma Ana KoMnbIoTePHOro pacyeTa
pucKa CUHApoma JlayHa 1 Apyrux BPOXAEHHbIX
3aboneBanuit B | u/unu Il pumectpax 6epemeHHoCTH
10 laHHbIM OUOXMMUYECKOTO CKPUHUHTA I
Y31 «Kanbkynatop pucka cunpoma [layHa».
lnatpopma oTKpbITa ANA Habopos peareHToB NtoObIX
NpOM3BOAMTENEIA.
W23R* [locTynHble BapuaHTbl KOMNNEKTaLun: KPCII-XEMA -
komnnektauusa 1 konus M0 «KPCA-XEMA»;
komnnektauusa 1 konusa M0 «KPCA-XEMA»
+ 1 Ha6op «ceBXT-UDA»
+ 1 Ha6op «lAbb-A-UDA»
+ 1 Hab6op «XI-UOA»
+ 1 Ha6op «AOM-UOA»
+ 1 Ha6op «ce3CTPUON-UDA»
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AHanuTMyeckan (Bgneuml 0 06bem
CoKpalueHHoe (xeMa npoBegeHus HYBCTBUTENbHOCTD,  KANMOPOBOMMBIX (e yy ryp
Monnoe HanmeHoBaHue Habopa He MeHee npo6ax u/unu
. AELULEIEEELLE Ha5°pa CLEMLEE (MJWI WHbIe TeXHNYecKue KgHTpOﬂbelX ucc:gngsergoro
XapaKTepucTUKM) CbIBOPOTKAX pasiy
TopmoH pocta
Habop peareHToB AnA UMMYHOGEPMEHTHOTO (050 MSME ) 50
K204 onpefieneHa ropMoHa pocTa B CbIBOPOTKE [P-NOA 60'(37 °C)/10-20' (TMb) 0,12 mME/n 1 KOHTpOﬂbHa;l (colBOpOTK)
(nna3me) Kposm CbIBOPOTKa nnasma Kposu
Annepronorus
Habop peareHToB Ana uMmyHodpepmeHTHOrO ) 30'37°0)/3037°0)/ (0-10005ME/MJ'|) 50
K200 onpenenenus obuero IgE B cbiBopoTKe OBLLKN IgE-MOA 10-20' (TMB) 3,0 ME/mn 1 KoHTp ofbHas (cbIBOpOTKA)
(nnasme) kpoBu CbIBOPOTKa nnasma Kposu
Habop peareHToB Ana uMMyHodepmMeHTHOrO 60'(18-25°C,
onpezeneHua annepreHcneuyduueckoro IgE weiikupoBaHue)/
B CbIBOPOTKe (nna3me) kposu B coctas Habopa 60(18-25°C 5
K200s | BX0AAT6 0a30Bbix annepreno: D1-kneLwy fomaLuHeil CEL-IgE-MOA weiiku OBaHM,E) / 0,05 ME/mn (0-17,5 ME/mn), (Cbmg OOTKa)
nbinu; E1-3nugepmuc Kowkm; 9 30 1p8 25°C ! 1 KOHTpONbHaA nna3M§K OBl
E2-3nupepmuc cobaku; Gx-cmech NblnbLibl 371aKoB; ~ (18-25°C, CbIBOPOTKA p
W56-cmecb NbinbLybl COPHbIX TPaB; TX-CMeCb MbiAbLbI UJeV'KV'PIOBaHV'e)/
J1epeBbeB 10-20(TMB)
BuroTuHMAMpOBaHHbIe annepreHbl A
ucnonb3osanua B Habope K200S npu co3ganmn
WHAVBUAYANbHOI aNNepronornyeckoil naHenu.
B200SZ* | MonHblit nepeyeHb NpeAcTaBieH B 0TAENbHOM ANNEPTEH-BUOTUH -
KaTanore «buoTUHUNNPOBaHHbIe annepreHbl».
ToToB K ucnonb3oBaHuio. Komnnekrauua 28 mn
(280 onpepeneHuii) (oK rofHOCTN 36 MecsALEeB
NMmyHHbIif cTaTyc (rymopanbHblit UMMYHUTET)
10
5 CbIBOPOTKA
Habop pearenToB Ana ummyHodepmeHTHOrO 30'37°Q30'37 °C)/ (0-5,0/n) (mn
M 1aA- -5, , a3Ma) KpoBM,
K275 onpegenexua 06”u:,:rﬁtl)%¢\ﬂ|)3( 6Guonornyecknx OBLLNW IgA-NOA 10-20' (TMB) 0,06 r/n 1 KOHTPOMbHaA CioHa;
A CbIBOPOTKA 20 Moua;
50 CMX
5
CbIBOPOTKA
(nnazma)
ot A 6 l’)Kpoam, Uli0Ha,
abop peareHToB AnA MMMYyHOGEPMEHTHOTO . 127 9C) 2()'(27 © ’ POHX0aNbBEO-
K276 | onpegenenua cekpetopHoro IgA B buonornueckux | CEKPETOPHBIU IgA-MOA % (316%/3(%&357) o 0,6 MKr/mMn (10 K‘:)(:i(')I'MOKT[C\:]a.Ii)i, NAPHAA XMAKOCTb,
KUAKOCTAX bl g oTKa Ha3aNbHblii (MbIB,
P BaruHasbHbIil
CeKpeT, rpyaHoe
MOJIOKO;
10 moya
10
5 (bIBOPOTKA
Habop peareHToB ana uMmyHopepMeHTHOro 30'37°030'37 °)/ (0-10,0 /), 1 (nnaswa) K
M laM- -10,01/n), poBi,
K277 onpegenexus oﬁxri Lgm : Buonoruyeckmx OBLLMN IgM-UOA 10-20' (TM) 0,06 r/n KOHTPOMbHAA CMioHa:
A (bIBOPOTKA 20 CMX;
50 moya
ot A 5 10
abop peareHToB ANA UMMyHOGEPMEHTHOrO } 1127 9C) 2(1'(27 © R CbIBOPOTKA
K271 onpezenenus obuwero lgG B 6uonornyeckmx OBLLIN 1gG-NOA 30 (312%/3(%\5‘357) o 0,061/n 1 K((?Hisorl/lﬂ)ﬁaﬂ (nnasma) kpou,
KNAKOCTAX CbIB(? otk cniona, CMK;
P 50 moya
6
127 9C) 2()'(27 © 10
Habop pearenToB Ana ummyHodpepmeHTHOrO } 30'(37°0)/30'(37 °C)/ (0-15r/n),
K272* onpepenenusa lgG2 B CbIBOPOTKe (MNa3me) Kpom IgG2-HOA 10-20' (TMB) 0,06 /n 1 KOHTpONbHasA (n;:g/(n)e?)o;KgBm
(bIBOPOTKA P
5
127 9C) 201127 © 10
% Habop peareHToB Ana ummyHodpepmeHTHOro } 30'(37 °0)/30'(37 °Q)/ (0-2,5r/n),
K274 onpezenenus lgG4 B cbiBopoTke (nnasme) KpoBu IgG4-U0A 10-20' (TMb) 0.02¢/n 1 KOHTpONbHaA CbIBOPOTKa
(nnazma) kposu
(bIBOPOTKA
Habop pearenToB ana onpeaeneqna
LMPKYAMPYHOLLUX UIMMYHHBIX KOMMEKCOB 20
K470 B CbIBOPOTKe (nna3me) KpoBw LINK-XEMA 120'(18-25°C) - - CbIBOPOTKA
KomnnekTauus ana 384 onpepenenuii (nnazma) kposu
CpOK rofHoCTH 36 MecALeB
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06vem
(MKn) n TMN
uccnepyemoro
o6pasua

6
Habop peareHToB Ana ummyHodpepmeHTHOrO (37 (Y )20)1(27 © . 5
K250 | onpepenenna C-peakTuBHOro 6enka B cbIBOPOTKe (PB-NOA 30 (312%/.3(%357) R 0,05 mr/n (lfoff 'g;{::‘)é ; CbIBOPOTKA
(nnasme) kpoBu CbIBF()JpOTKa (nna3ma) kposm
Habop peareHToB And UMMyHOQEPMEHTHOTO 30'(18-25°0)/ (0_100?5 ) 5
K133* | onpepenexna aytoaHTuten K Muenonepokcuaase AT-MMO-UOA 30'(18-25°C)/ 3,0Ea/mn ATMY), (bIBOPOTKA
1 KOHTpONbHaA
B CbIBOPOTKE (Mnazme) KpoBm 10-20' (TMB)- mBg oTka (nnasma) kpoBu
30°(18-25°C, 5
Habop peareHToB Ana uMMyHopepMeHTHOr0 WeilkupoBaHue)/ (0-200 Ea/wn) 50
K240 onpezenenua anbBeoMyLHa ANbBEOMYLIMH-NOA 30°(18-25°C, 2,5Ep/mn 1 KOHT oelbuaé (cblBOpOTKA)
B OuonoruyecKkIX XuaKocTax LeiiknpoBaHue)/ (bIB(?pOTKa nnasma Kposu
10-20"(TMb)
Habop peareHToB AnA MMMyHOGepMeHTHOrO (0-10 05Hr /wn) 50
K291 onpezeneHus TPonoHuHa | TPOMOHWH I-NOA 60'(37 °C)/10-20' (TMbB) 0,01 Hr/mn ! ' (cbIBOpOTKA)
1 KOHTpONbHAs
B CbIBOPOTKe (Mna3me) Kpoy CbIngOTKa nnasma KpoBu
Habop peareHToB Ana ummyHoxpomartorpaduueckoro 30-50
BbIABJIEHNA TPOMOHNHA B CbIBOPOTKe (NNa3me) uu (ogHa kanna)
KanunnApHoii KpoBw TPOMOHWH-XA (1895 © } (bIBOPOTKA
9 [locTynHble KoMnneKTaumuu: (XEMAtest TPOTOHWH) 10(18-25°0 0,5 r/mn (nnazma) wn
1,20, 50 unn 100 onpepenenuii KanunnapHas
CPOK rofHoCTH 36 MecALeB KpoBb
6
Habop pearenToB Ana MMMyHOGepMeHTHOrO (37 9CY)20)1(27 © R 5
K250 onpezenenua (-peakTBHOrO benka (PB-/10A 30 (31%;))/.3(%\5‘357) o/ 0,05mr/n (KOOP%TS ';';{ﬂa; (bIBOPOTKA
B CbIBOPOTKE (MNa3me) KpoBiu cbm%poma (nna3ma) KpoBu
KoHTponbHbie maTepuanbi AN UMMyHoaHanu3a
Mlmoﬁ Og?ar:m;ﬁ:éﬁg:ggﬁb:"':nceb:;(;pag('f(fnglg lpuBeneHbl AaHHble N0 aHaNW3y cofiepXaHua CeayloLux aHanuToB Ha Habopax pearenToB
KQ13 y 3a60neBaHMii Lumoaﬁ Aﬂoﬁl wen e3b|p P Ayrook-AT-KouTposs 0TeyecTBeHHbIX 1 3apy6exHbIX NPOU3BOATENelt: ayToaHTUTeNa k Tupeonepokcuaase (AT-TN0),
5 ypoeneii (A,B,C,D,E) no 1,0 A Kaxasit ayToaHTuTena k Tupeornobynuy (AT-Tr), a()ATTciaﬁvgena K peLientopy TMPeoTPOMHOro ropMoHa
CPOK rogHoCTH 36 MecALeB p
lpuBeneHbl AaHHbIe N0 aHaNW3y CofiepXaHuA CnepyloLLux aHanuToB Ha Habopax pearenToB
OTEUECTBEHHbIX 11 3apy6eXKHbIX MPOU3BOAUTENEIA: TUPEOTPOMHbIiA ropMoH (TTT), 06wt
Habop peareHToB-KOHTPOMbHbIE CbIBOPOTKM Al TPUIOATUPOHWH (T3), CBOBOAHBIIA TPUIAOATUPOHUH (CBT3), 06LLMiA TUPOKCUH (T4), CBOBOAHBIA
KQ1 | MMyHORHANUTUYeCKoro OnpeseneHits ropMoHoB fooMoKoH-KoHTDOMb TUPOKCUH (cBT4), ntoTeoTponHblii ropmoH (1), donnukynoctumynupytowmii ropmod (OCT),
2 ypoBHs (N, H) 2 no 2,0 mn kKaxablii P P XOPUOHNYECKMiA roHaA0TPONUH (XT), ropMOH pocTa (COMATOTPONHbIA FOPMOH), IPONAKTHH,
CPOK roHOCTH 36 MecALeB 3CTPaAVON, NPOrecTepoH, TeCTOCTEPOH, KOPTU30N, Aernapo3nuaHapocTepoH-cynbar (A3AC),
17-ruapokcunporectepoH (17-OH-nporectepot), cBo6oAHbIN (HEKOHBIOIMPOBaHHbIN) CTpUON,
061nii IgE, cekc-cTepoua-ceasbiBatowmii rnobynun (CCT)
[lpuBedeHbl AaHHble M0 aHan13y CoAepMaHuA CneayloLLnx aHanuToB Ha Habopax peareHToB
. 0TeYeCTBEHHbIX 1 3apyOexHbIX NPOM3BOAWTENeNE: 06LUMIl NpoCcTaTacneLnUUecKuii aHTUreH
H:()ﬂompMp,:a;%ZLgi::;J gg("obr';"(;: c:m:npeom (NCA), cBoboaHbIit npocTaTacneunduueckmit anturen (ceMCA), aHturen CA 125, anuren CA 72-4,
ka2 A o ooenon OnaKoH-KoHTOOMS anTuren CYFRA 21-1, anruren CA19.9, anturen CA 15.3 {MUCT (M12)}, anturen MUCT (M20),
2yposns (N, H)2 “‘L 2p0 P — P aHTureH MUCT (M22), HelipoH-cneunduyeckas eHonasa (HCE), C-peakTusHblit 6enok (CPB),
P DOK ro' HOCTH 36' mecs eB" TupeornobynuH (TT), KapLMHOIMOMPUOHANBHDII aHTUTeH (PaKOBO-IMOPMOHANbHbIN aHTUrEH,
P A u K3A, PIA), a-detonpotent (AOM), CA242, SCC(A), kanbuuToHH, anTuren HE4, aHTuMionnepoB
ropmoH (AMT), depputinH
Higompmp;a;gg&i':?ﬂ Ec()l::;g%ﬁ CZ'B:anOJ:: MpuBeseHbl AaHHble N0 aHanu3y cofiepXaHua CeayloLyux aHanuToB Ha Habopax pearenToB
%moxmmu):;ecxmx MaDKEDOB I eraTgan oo 0TeyecTBeHHbIX 1 3apyOexHbIX Npou3BoATeNeit: CBO6OAHaA B-Lienb XOPUOHNYECKOT0
KQ23 PKEPOB Np MpeHakoH-KonTtponb TOHaZoTponuHa (cBBXI), nNasmeHHbIN accoLMnpoBaHHblil ¢ bepemeHHOCTbH benok A (MABB-A),

CKPUHUHTA
2ypoBHA (N, H) 2 no 1,0 Mn Kaxpblit
CPOK rofHOCTH 36 MecALeB

X0puoHuyeckmit roHapotponuH (XI), a-detonpotent (AOM),
(B06OAHDIN (HEKOHBIIMPOBAHHIN) SCTpUON
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(BepeHus o

AHanuTnyeckan

06bvem
6pOBOUHBIX
CokpallieHHoe (xema npoBeaeHus pYECERICTDHIOC S XA (MKR) M TMR
Monnoe HanmeHoBaHue Habopa He MeHee npo6ax u/unu
p HaumeHoBaHue Ha6opa aHanusa (WM MHbIe TEXHNYECKHE K(I))HTpoanbIX uccggnaysew;oro
XapaKTepucTuKim) CbIBOPOTKaX pasu
Ha6opbi peareHTOB ANA Hay4HbIX NCCNE[0BAHMNII B 06M1aCTV OHKONOTMM 1 FeMaToNoruu
100
CbIBOPOTKA
Habop peareHToB Ana UMMyHOdepMEHTHOrO (nnasma)
onpezeneHna GakTopa pocta SHAOTENNA COCYA0B — KpoBM, Moy,
yenoseka (OPICY) i 60'(37 °C)/30'(37 ° . CynepHaTaHTbl
Ka57* (VEGF, Vascular Endothelian Growth Factor) OP3CH-HOA 10-20' (37 °C, TMb) 25 r/wn 7(0-2000 ar/wn) KNETOYHbIX
B GronoruuecKIX KuaKoCcTax KyneTyp,
CPOK rofHOCTM 36 MecALeB rOMOreHarbl
TKaHei,
KNeTouHble 113aTbl
100
CbIBOPOTKA
Habop peareHToB Ana uMmyHopepmeHTHOrO (nnazma)
onpezesnieHs pacTBOPUMOro peLienTopa Gaktopa 3037 °0)/30'37 °C)/ KpoBM, MOYa,
pocta anuTenua yenoseka (PPOPIY) . 112790V 11090 (37 O 6 CynepHaTaHTbl
K258* (EGFR, Epithelian Growth Factor Receptor) PPOP34-HOA 30037 OT/;A% 20377, 50 nr/man (0-10000 nr/mn) KNETOYHbIX
B 61ONOMUYECKIX KNAKOCTAX ) Kynbryp,
CPOK rogHOCTH 36 MecsALeB TOMOreHaTbl
TKaHeit,
KNETOYHbIE JIN3aTbl
100
CbIBOPOTKA
Habop peareHToB Ana uMmyHopepMeHTHOr0 (nnaswma)
onpenenexus daktopa ceeptbisanma kposu VI 30'37°Q)/30°(37°C)/ 6 c@%%?)ﬁa?::%
K259* yenoseka (OCKY VII) OCKYVII-NOA 30'(37 °0)/10-20" (37 °C, 0,2 Hr/mn (0-1000 Hr/mn) KIETOUHbIX
B G1ONOrUUECKIX KNAKOCTAX TMB) KyTbTYp
CPOK roaHoCTH 36 MecAueB rOMOFeHaThI
TKaHell,
KNETOUHbIE J113aTbl
100
CbIBOPOTKA
Habop peareHToB Ans UMMyHOpEpPMEHTHOTO (nnaswma)
onpezenexns paktopa CBEpTybIBaHMﬂ kposu VIII 30(37°0)/30'(37°0)/ 6 CK%%Bl:a“:::fQ.
K260* yenoseka (OCKY VIII) OCKY VII-NOA 30'(37 °0)/10-20' (37 °C, 1,0 Hr/mn 0-1000 Hr/mn) yKH (EI’OlIHbIX
B 611ONOMUYECKIX KNAKOCTAX TMB) KyTYp
CpOK rogHoCTH 36 MecALeB roMoreHaThi
TKaHeil,
KNeTouHble N113aTbl
100
CbIBOPOTKA
(nnazma)
Habop peareHToB Ana UMMyHodEpMeHTHOro 3037 °0)/30'37 °C)/ KpOBM, MOYa,
onpegenenus B-uxtepdepoHa yenoseka (IFp) : 1127911090 (37 6 CynepHaTaHThl
K262* B O10NOTMUECKNX KIAKOCTAX IFB-VOA 30067 OT/RA% 20037°C, 5.0nr/wn (0-5000 nr/mn) KNeTOUYHbIX
CPOK FoAAHOCTY 36 MecALeB ) Kynbtyp,
roMoreHaTbl
TKaHell,
KNeTOUHbIe 113aTbl
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CoxpaLieHHoe
HaumeHoBaHue Ha6opa

MepBuyHbie (LeneBbie) MbilMHbIE MOHOK/IOHANbHbIE aHTUTENA
ANA UMMYHOTUCTOXUMUK/ UMMYHOLMTOXUMMUM / IPOTOUHOI LUTOGNIOOpUMETPUU
[lepBuuHble (LeneBble) MOHOKIOHANbHbIE AHTUTENA ANA UMMYHOTUCTOXUMIYECKOTO BbiABAeHNA (BOO0AHOrO €lgE B TKaHAX,
% | TYUHbIX KNeTKax 1 6asodunax s
AH200 5,0 mn (pa6ouee pa3Bepenue 10-50 pa3) aHTH-€lgE-IX
CPOK rofiHOCTH 24 MecAla
[TepBuyHble (LieneBble) MOHOKNOHaNbHbIE aHTUTENa ANA UMMYHOrVCTOXUMINYECKOTO BbIABNEHNA KapLUHOMbI MPOCTaT
AH221* |5,0 mn (pabouee pa3seaenue 10-50 pa3) aHTn-06MCA-UTX
CPOK rofiHOCTH 24 MecAua
llepBuyHble (LeneBble) MOHOKOHANbHbIE AHTUTENA ANA UMMYHOTUCTOXUMINYECKOTO BbIABNEHNA CEPO3HBIX KapLIMHOM AUYHUKA,
% | APYrAX aeHOKapLIHOM U SHAOMETpHo3a . :
AH222 5,0 mn (pa6ouee pa3Bepenue 10-50 pa3) aTu-CAT25-UTX
CPOK roiHOCTH 24 MecAua
MepBuyHble (LeneBble) MOHOKOHaNbHbIE aHTUTENA ANA UMMYHOTUCTOXUMIYECKOTO BbIABNEHNA NaHKpeaTuyeckinX aaeHoKapLMHOM,
% | XOneuncTaaeHoKapLMHOM, afieHOKapLMHOMbI XenyaKa v MyLMHO3HBIX KapLMHOM ANYHIKA ] .
AH223 5,0 mn (pa6ouee pa3Bepenue 10-50 pas) aHTu-CAT2.9-UIX
CPOK roiHOCTH 24 MecAua
MepBuyHble (LeneBble) MOHOK/IOHANbHbIE AHTUTENA ANA UMMYHOTUCTOXUMIYECKOTO BbIABAEHNA aleHOKAPLUHOM
AH224* |5,0 mn (pabouee pa3seaenue 10-50 pa3) aHTU-KIA(PIA)-UTX
CPOK roiHOCTH 24 MecAla
llepBuuHble (LeneBble) MOHOKOHaNbHbIE aHTUTENA ANA UMMYyHOTCTOXUMIUYECKOTO BbIABNEHNA NEPBUYHON renaTombl,
% | 3MOPUOHANbHO-KNETOUHOM OMYXONM ANYHMKA M AMYKA, TepaToMbl AL
AH225 5,0 mn (pa6ouee pa3Bepenue 10-50 pa3) aHTU-AOT-ATX
CPOK roiHOCTH 24 MecAua
MepBuuHble (LeneBble) MOHOKOHaNbHbIE aHTUTENa ANA UMMYHOTUCTOXUMIUYECKOTO BbIABNEHNA OMYX0AN MONOYHOI Xenesbl
« |11 APYrIX TUMOB aZleHOKapLMHOMbI . i
AH226 5,0 mn (pa6ouee pa3Bepenue 10-50 pas) auTH-MUCT-HTX
CPOK roiHOCTH 24 MecAua
MepBuuHble (LeneBble) MOHOKOHaNbHbIE aHTUTENA ANA UMMYHOTCTOXUMUYECKOTO BbIABNEHNA HeApo6AacToMbl
AH233* |11 MenKoKNeTouHoro paka nerkoro aHTu-HCE-UTX
5,0 mn (pa6oyee pa3Bepenue 10-50 pa3)
lepBuyHble (LeneBble) MOHOKOHaNbHbIE aHTUTENA ANA UMMYHOTUCTOXUMIYECKOTO BbIABAEHNA Helipo6nacToMbl 1 MenaHoMbl
AH234* |5,0 mn (pa6ouee pazBepeHue 10-50 pa3) aHTU-5100-UrX
CPOK roiHOCTH 24 MecAua
[lepBuuHble (LieneBble) MOHOKNOHANbHbIE AHTUTENA AIA UIMMYHOTMCTOXUIMIYECKOTO BbIABNEHNA INUTENUANIbHBIX OnyXoneit
AH236* |5,0 mn (pabouee passepenue 10-50 pa3) aHTU-PAN uwuTokepatinH-UIX
CPOK roiHOCTH 24 MecAua
MepBuyHble (LeneBble) MOHOKNOHaNbHbIE aHTUTENA ANA UMMYHOTCTOXUMIYECKOTO BbIABNEHNA anbaeonouuTo Il Tuna (MHTepcTULMaNbHDIE
AH240% 3a00N1€BaHNA NETKNX) aHTu-AJTbBEOLIUTBI (I1)-
5,0 mn (pa6ouee pa3Bepenue 10-50 pas) nrx
CPOK rogHoCTH 24 Mecaua
Ha6opbi ana geteKkuum pesynbTaToB MMMYHOTUCTOXMMUYECKUX peaKumii
KH301- |Ha6op peareHToB ana fAeTeKum AN UMMYHOTUCTOXMMUN (KPONMYbI aHTUTENa) RIG-100-ATX
100* Komnnektauusa ana 100 onpeaenexuii, Cpok roaHoCTH 24 mecaua -
KH302-  |Habop ana peTeKkumum Ans MMMYHOTUCTOXUMUN (MbILLWHBIE aHTUTENa) MIG-100-1TX
100* Komnnektauusa ana 100 onpeaeneHuii, Cpok roaHoCTM 24 mecaua
BcnomorartenbHble KOMNOHEHTbI
005K+ OocdatHblit Gydep Ana MMMYHOTUCTOXUMUYECKUX PeaKLimil OB-UNX
10x KoHueHTpaT, 100 mMn, cpoK rogHOCTH 24 MecALa
S006X* LlnTpatHblil 6ydep AnA UMMYHOTUCTOXUMIYECKIX PeaKLinii 1[B-UTX
10x KoHueHTpaT, 100 Mn, cpoK rogHOCTH 24 MecALa
Tpuc-ruaipoxnopuaHblii 6ydep Ans IMMYHOrUCTOXUMUYECKNX peaKLii
% -
S015X 10x KoHueHTpaT, 100 Mn, cpoK rogHOCTH 24 MecALa TPACUTX
TBUH-TUAPOXNOPUAHBIN Bydep ANA UMMYHOTUCTOXMMUYECKIX PeaKLMii
* | -
SH022 10x KoHueHTpaT, 100 M, CpOK rofgHOCTH 24 MecALa TBAH-HCI-ATX
SH025* bydep ana pa3seseHna aHTUTeN ANA UMMYHOTUCTOXMMUYECKIX PeakLmii AB-WIIX
10x KoHueHTpaT, 100 mMn, cpoK rogHOCTH 24 MecALa
bnokmpytoLuii pacTBOp ANA UMMYHOTUCTOXMMUYECKIX peakLii (Kponnuby aHTUTeNa)
* _K-
SH301 5,0 Mn, CPOK rofHOCTH 24 MecAla BIIOK-K-TX
Bnokupytowuii pacTBop ANA MMMYHOTUCTOXMMUYECKMX PeaKLMii (MbILUNHbIe aHTUTeNa)
* —M-|
SH302 5,0 mn, cpokK rofHoCTH 24 MecAla BIOK-M-ITX

* Habopbl peareHToB AN1A Hay4YHbIX NCCNIEAOBaAHNIA.
He aBnatotca megmumnHckumn nsgenvamu. [laHHaa npoAykumua He 3apermctpupoBaHa Ha Tepputopun PO B KauecTBe MeAULMHCKOro n3penus.
HAC Ha gaHHyto npogykumto coctaBnset 20 %.
Bce npoune Habopbl peareHTOB 3aperMcTprvpoBaHbl B KayecTBe MeAWUMHCKMX W3Aenuin Ha Tepputopun PO 1 mmetoT PerncrtpaunioHHoe
ynoctoBeperue. HAC Ha aaHHyo npofyKuumio coctaenaeT 10 %. Habopbl peareHTOB npefHa3HayeHbl ANA UH BUTPO ANArHOCTUKN.



O6wume xapakrepuctukn Habopos peareHToB:

Bce Habopbl BKnoualoT B ceba CTaHAAPTHbIA 96-YHOUHbIN VMMYHOSIOTMYECKMI MAAHLWET C pasfensembiMy CTpunamu,
BO3MOKHO MCMOMb30BaHVe B aHANN3e [Jaxe O4HOW OTAeNbHOM NyHKW. B KomnnekT noctaBkn Habopa Bxoaat NHCTpyKums
Mo NPUMEHEHNIO, aHAJIMTUYECKUIA MAcnopT (MAcnopT KOHTPOJIA KauecTBa) CEpUM, a TakxKe BCe HEOOXOAMMbIE KOHTPOJIbHbIE
maTepuanbl Ans BHyTpuiabopaTopHoro KoHTpona Kadectsa (BJIK). Mo Bawemy xenaHuio Habopbl MOryT MOCTaBAATLCA B
KapTOHHbIX KOPOOKAX MM B MONIMITUIEHOBBIX MaKeTax C 3allesIKoN.

Cpok rogHoct HabopoB 18 mecALeB (eCnn He yKa3aHo Hauve).

Mpon3soauTens NpeaocTaBiseT B KOMMNEKTE BCe HeobxoArMble MaTepuanbl AnA NPoBefeHUA aHanm3a. Bce KOMNOHeHTbI
HabopoB roToBbl K MCMONb30BaHUIO U He TPebylT AOMONHUTENbHOW MOAroTOBKM. Bce BCnomoratenbHble KOMMOHEHTbI
Habopos {NDA-bBydepbl ana npeppassefeHna uccnegyemMbix 06pasLoB, KOHLEHTPAT OTMbIBOYHONO pPacTBOpa, pacTBOpP
cybctpata TeTpameTunbeHsngmHa (TMB), cton-peareHT} ABNAIOTCA YHUBEPCANbHbIMU U B3aMMO3aMeHAEMbIMU ONA BCEX
Habopos npounssogctea OO0 «XEMA».

B cnyyae, ecnu ana pabotbl Bam noHagobunucb BaHHOUKWU ANs peareHTOB, O4HOPa30Bble HAKOHEYHUKM ANA [03aTOPOB,
LOMONHUTENbHbIE NJIAHLIETHI UM NACTUKOBbIE NPOOMPKN AnA npedpasBefeHnsa nccnepyemblx obpasuoBs, forapuommye-
cKan bymara ana nocTpoeHnsA KannbpoBoYHOro rpaduka, MnKan feHTa Ans 3aKnerBaHUaA MaHLWeTa, a TakKe JOMNOoNHUTe N b-
Hble 06bembl Kakux-nnbo komnoHeHToB Habopa {DA-Bydepbl ana npenpassegeHus nccnenyembix o06pasLoB, KOHLEHTpaT
OTMbIBOYHOIO PACcTBOPa, pPacTBop cybcTpata TeTpametmnbeHsmanHa (TMB), cton-peareHT}, npocum Bac coobwutb 06
3TOM npeacTaBUTeNo NpousBoauTensa B Bawem pervoHe. Bce ykasaHHble KOMMOHEHTbl MpefocTaBnalTcA 6GecnnaTtHo
B HeobxoaMMOM Konuyectse. Bca NpogyKuma NoIHOCTbIO COBMECTMMA C NI0ObIMY aBTOMATUYECKMMU 1 MOofyaBTOMATUYeCKM-
MW OTKPbITbIMY MnaTdbopmamu A MMMYHONOMMYeCKoro aHanusa (aHanvsatopamu). Ecnm B npouecce pabotbl ¢ Nogo6HbIM
obopynoBaHviem Bam TpebyeTtcs cneymounyeckas Tapa Ans peareHToB, Npocum Bac cBasaTbcA ¢ npefcTaBuTenemM npounsBo-
anTtena B Bawem pervioHe.

Ecnrn B npouecce pabotbl Bbl CTONKHYNMCb C 3aTpyAHeHusMM unM y Bac nosaBunnMcb BOMPOCHI, CBA3aHHblE C
nporpammmMpoBaHneM o00pyaoBaHUS (aBTOMATUYECKME aAHANN3aTOPbl, CNeKTPOGOTOMETPbI, TEPMOLLENKEPDI), NPOCUM
Bac cBA3aTbcA C npeactaBuTesniem npowussoauTens B Bawem pernode. Cnyxb6a knueHTckoro cepsmca OO0 «XEMA»
npepocTaBiseT 6ecnnaTHbI Bble3f creuuanucta gns obydyeHua Bawero nepcoHana, HacTponku ob6opyaoBaHUsA U
KOHcCynbTauum no TenedoHy 6ecnnatHom TenedoHHOWM ropaYen NMHUK, SNEKTPOHHOM nouTte nnu skype.

Mpy eanMHOBPEMEHHOM 3aKa3e Ha cymmy cBbilwe 75000 py6. B LieHy BKJloueHa 6ecnnaTHaA AoCTaBKa NpoayKuumn Ao aBepen
Bawen nabopaTtopuu no Bcel Tepputopumn PO ¢ ncnonb3oBaHmem cny»kbbl aKCnpecc-A40oCTaBKU. [JocTaBKa oCyLlecTBnAeTcA
¢ cobnofieHrieM BCex HeOOXOANMbIX YCIIOBUIA XpaHEHUA 1 TpaHCnopThpoBaHmA HabopoBs (xonopoBsas Lenb).






KoHTakTHaa nHpopmauuna

TonoBHoli odpuc B Poccninckonn ®epepauyun, r. MockBa
000 «<XEMA»

Appec ana koppecnoHaeHuun: 105043, r. Mocksa, a/a 58
£3 105264, r. MockBa, yn. 9-a Mapkosas, A. 48, 1 noa., 5 aT.
U +7 495 510-57-07

( 8 800 505-23-45

4 sale@xema.ru

& www.xema-medica.com

Bonpocbi cotpyaHnyectsa B PO n crpanax CHI:
Koctpukun Amutpuin Cepreesuy

(+7 985 888-77-00

P4 dmitry.kostrikin@gmail.com

©O +7916 541-70-81

Bonpocbl MeXXAYHapOAHOro COTPYAHUYECTBA
(cTpaHbl AanbHero 3apy6exba):

Pepbkun AHgpeir MaBnoBuy

(+7 903 723-19-81

< redkin@xema.ru

OTAEen KNNEHTCKOro cepBuca:
lfop6aueB Uropb AnekcaHgpoBuy
(8800505 23 45

(+7 9852210885

4 client.xema@gmail.com

&) xemahelp1

@©+7 985 221 08 85

CeBepo-3anagHblii peaepanbHbiii OKpyr, r. CaHKT-MeTep6ypr
D000 «XEMA»

PervioHanbHoe NpeacTaBUTENBCTBO

3191144, r. CaukT-MeTepbypr,

LertapHblii nep., a. 8-10, nutep «A»

(+7812271-24-41

( +7911920-84-12

(V+7812271-78-70

< spb@xema.ru

I0xHbI pepepanbHbiil oKpyr, CeBepo-KaBKasckuin pepepanbHbili oKpyr,
r. PoctoB-Ha-[loHy

000 «OnbBeKc inarHocTuKym-tor»

DKCKNI03MBHbIN NPeAcTaBUTENb B PErmoHe

1344019, r. PocTos-Ha-floHy, yn. 14-a Jlnuusa, g. 50, odp. 604

[V +7 863 291-41-00, 291-46-16, 263-64-99,

263-65-22, 263-65-25

< rostov@xema.ru

www.donlab.ru

Ypanbckuii pepepanbHbiii OKpYT, I. YenabumHck
PernoHanbHoe npefcTaBUTeNIbCTBO

£ 454021, r. Yena6uHCK, yn. Monogorsappeniues, g. 31,
BLI Grand Vera, od. 1102

(/+7351217-30-08

(+7 905 833-25-29

< ural@exema.ru

MpuBomxkcknin pepgepanbHblil OKpyr, r. KaszaHb
000 «AKTUMepn»

DKCKII03UBHbIN NpefcTaBUTeNb B PernoHe
(Habopbl 4N MeANLUHCKON ANAarHOCTUKM)
3420095, r. KazaHb, yn. BoccTanus, a. 100

(U +7 843 212-57-77, 212-57-44, 212-57-45,
564-65-49, 564-47-74, 212-55-12, 212-52-02

< aktimed@mail.ru

Cunbunpckunin pepepanbHblii OKpyr

000 “ApamaHTt”

OduumanbHbIi NpeacTaBUTENb

©1630108, PO, r. HoBocnbupck, yn. Kotosckoro, a. 26
( +7 383 3-120-160 (MHOroKaHanbHbIi)

< mega.adamant@list.ru

Bbenapycb, r. MmHck
CO00 «Xemma-TecT»
DKCKII03UBHbIN NpefcTaBUTeNb B pernoHe
3220029, r. MuHck, np-T Maweposa, a. 11, nutep «A», kopn. 8/K, od. 416
Na6opatopus: 220086, r. MUHCK,
yn. CnaBuHckoro, f. 1, kopn. 2, K. 106
(U +375 17 284-29-85
< hemma-test@yandex.ru
C €
Authorized Representative in EU:
Polmed.de
Steinacker 20, D-73773

Aichwald, Germany
e-mail: info@polmed.de

MEQULMAI

POCCUACKASI ACCOLMALMS

YKpauHa, r. Knes

TOB «Xema»

DKCKJTI03VBHBIN NpefCcTaBuTesb B perrnoHe
303179, r. Kues, yn. Akapgemuka Eppemosa, a. 23
(' +38 044 422-62-16

{ +38 095 609-9-555

< info@xema.com.ua

KasaxcTaH, r. AKTo6e

TOO «JlabmepncepBuc»

DKCKII03UBHbIN npeacTtaBuTeslb B pernoHe

MpounssogcTeo VIDA-HabopoBs 13 komnoHeHToB OO0 «XEMA»
3030004, r. AkTO6e, . KapranuHckoe, yn. Kyprynosa, a. 19 «B»
(+7713298-55-22,

("+7713298-55-33

(+7 701 366-84-20

X info@labmedservice.com

Y36eKkucraH, r. TalukeHT

000 «Diamed Lab Service»

DKCKMIO3UBHbBIN NpeAcTaBUTENb B permoHe

3100053, r. TalKeHT, IOHycabaackuin paiioH, yn. bagamsap, a. 3
( +998 98 127-95-02, +998 97 747-95-02

4 sherzodn@list.ru

Ys6ekucraH, r. bynyHryp

000 «Kolibri»

OduryranbHbIfi NpeacTaBUTeNb
3140100, r. BynyHryp, yn. lana6a, a. 15
[ +998 91 297-01-00, +998 91 552-04-44
P4 infomedtravel@mail.ru

MonpoBa, r. KuwinHen

000 «CaHmegnKo»

3 MD-2012, r. KuwuHes, yn. A. Kopo6uaHy . 7 «A», KB. 9
{ +373(022) 623032

P< sanmedico.officec@gmail.com

Tpyswus, r. Tounucn

000 «EBpona6»

£10077 r. Tounucw, yn. Kukeuase, a. 6a
{ +995 99 31-24-45, +995 92 31-24-45
(7 +995 32 38-01-50

< nelitest@mail.ru

P4 nelibarnabishvili@yahoo.com

Asep6arigxaH, r. Baky

«Viva Lab MMC»

DKCKII03UBHbIN npeacTtaBuTesib B pernoHe

BYAZE1111,T. Baky, icamanbckuia parioH, yn. lWapudsaas, a. 44
(+99455316-81-21

P< haciyeva.sevda23@gmail.com

Kuprusus, r. Buwkek

0c00 «MeauUNHCKMIA LeHTP KoKkomepeH»

) 720000, r. BrLKeK, H/c Ak Oproo, yn. Torys KaHnar, a. 37
{ +996 312 595-632

(" +996 312 595-634

P< avicennakg@yandex.com

TypkmeHucTaH, r. Awxabag

Yshgyn IE

) 744027, r. Awxabag, ynuua 1957 (Oguzhan), g. 106
(+993 12 229849

" +993 12 228692

< s.ashirow@yshgyn.org

MpuaHecTpoBckaa Monpaaeckaa Pecny6nuka, r. beHpgepbi
000 «<MEJAKCECC»

33200, r. BeHpepbl, H/c Ak Oproo, yn. ipy6bl, A. 8, nom. 4.

{ +373-552-3-30-30

b4 vroy.roy@gmail.com

TapKuKkucras, r. flywan6e

000 «Tn66mu Myocup»

A r. Oywan6e, yn. Xaitpynno Mup3soesa, a. 7
( +992 37 885-87-87

P<info@tibbimuosir.tj
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List of devices produced XEMA Co., Ltd.

Polmed.de

Vertretung und Reprdisentanz

XEMA Co., Ltd.

bld.48/4, 9th Parkovaya str.
Moscow 105264, RUSSIA,

Doc. 1/2022

| ©

registered in German (BfArM-DMIDS) with CE marking info@xema.ru; www.xema.ru
Form
Nomenclature term Catalog . EDMA number . . Certificate Registration
number Short name: Classification Class All changed by Registration number number date Exp. date
00313369
1. THYROID PEROXIDASE K131 aTPO EIA Cat. Nr K131 00082228
(INCL. MICROSOMAL) ANTIBODIES 12-10-03-01-00 other DE/CA59/1VD/13/44 00055095 2007-10-29
2. THYROGLOBULIN AUTOANTIBODIES | K132 aTG EIA Cat. Nr K132 12-10-03-04-00 other 00082229 DE/CA59/1VD/13/43 00055096 2007-10-29
3. MPO ANCA K133 aMPO EIJA Cat. Nr K133 12-10-90-09-00 other 00082229 DE/CA59/1VD/13/42 00055097 2007-10-29
4. TISSUE TRANSGLUTAMINASE K160; Anti-tTG IgG EIA Cat. Nr K160;
ANTIBODIES K161 Anti-{TG IgA EIA Cat. Nr K161 12-10-90-21-00 other 00082231 DE/CA59/1VD/13/41 00055098 2007-10-29
5. GLIADIN ANTIBODIES K180; Gliadin IgG EIA Cat. Nr K180, 00082232/
K181; Gliadin IgA EIA Cat. Nr K181 ; 00055099
KIS2A, Deamidated Gliadin IgA EIA, 12-10-90-06-00 other C(})lgilzggg;;y DE/CA59/1VD/13/40 2011-08-11
K182G Deamidated Gliadin IgG EIA
6. IMMUNOGLOBULIN E — TOTAL K200 Total IgE EIA Cat. Nr K200 12-02-01-02-00 other 00082233 DE/CA59/1VD/13/39 00055100 2007-10-29
7. THYROID STIMULATING HORMONE K201; TSH EIA Cat. Nr K201;
K201 A TSH Plus EIA Cat. Nr K201A 12-04-01-11-00 other 00082237 DE/CA59/1VD/13/38 00055103 2007-10-29
8. LUTEINISING HORMONE K202 LH EIA Cat. Nr K202 12-05-01-05-00 other 00082238 DE/CA59/1VD/13/37 00055104 2007-10-29
9. FOLLICLE STIMULATING HORMONE K203 FSH EIA Cat. Nr K203 12-05-01-04-00 other 00082239 DE/CA59/1VD/13/36 00055105 2007-10-29
10. HUMAN GROWTH HORMONE K204 GH EIA Cat. Nr K204 12-06-04-02-00 other 00082240 DE/CA59/1VD/13/35 00055106 2007-10-29
11. HUMAN CHORIONIC K205 HCG EIA Cat. Nr K205 00055107
GONADOTROPIN TOTAL 12-05-02-05-00 other 00082241 DE/CA59/1VD/13/34 2007-10-29
12. PROLACTIN K206 Prolactin EIA Cat. Nr K206 12-05-01-08-00 other 00082242 DE/CA59/1VD/13/33 00055108 2007-10-29
13. PROGESTERONE K207, Progesterone EIA Cat. Nr K207 ; 00082243/ 00055109 2025-05-25
K207S Salivary Progesterone EIA 12-05-01-06-00 other changed by DE/CAS59/1VD/13/32 2011-08-11 e
00120953
14. ESTRADIOL K208 Estradiol EIA Cat. Nr K208 12-05-01-03-00 other 00082244 DE/CA59/1VD/13/31 00055110 2007-10-29
15. TESTOSTERONE (WITH DEHYDRO K209 ; Testosterone EIA Cat. Nr K209 ; 00082245/
AND FREE TESTOSTERONE) K209S Salivary Testosterone EIA 12-05-01-10-00 other changed by DE/CA59/1VD/13/30 00055111 2011-08-11
00120954
16. CORTISOL K210 Cortisol EIA Cat. Nr K210 ; 00082246/ 00055112
K2108 Salivary Cortisol EIA 12-06-02-04-00 other changed by DE/CA59/1VD/13/29 2011-08-11
00120955
17. TRIIODOTHYRONINE K211 T3 EIA Cat. Nr K211 12-04-01-05-00 other 00082247 DE/CA59/1VD/13/28 00055113 2007-10-29
18. THYROXINE K212 T4 EIA Cat. Nr K212 12-04-01-07-00 other 00082248 DE/CA59/1VD/13/27 00055114 2007-10-29
19. FREE TRIIODOTHYRONINE K213 Free T3 EIA Cat. Nr K213 12-04-01-01-00 other 00082250 DE/CA59/1VD/13/26 00055115 2007-10-29
20. FREE THYROXINE K214 Free T4 EIA Cat. Nr K214 12-04-01-02-00 other 00082251 DE/CA59/1VD/13/25 00055116 2007-10-29
21. DEHYDRO-EPIANDROSTERONE K215 DHEA-S EIA Cat. Nr K215
SULPHATE (INCL. DHEA) 12-05-01-02-00 other 00082253 DE/CA59/1VD/13/24 00055117 2007-10-29
22. | 17 OH PROGESTERONE K217 (O Progesterone EIA 12-05-01-07-00 | other 00082256 DE/CAS9/TVD/13/22 00055118 |  2007-10-29
23. CANCER ANTIGEN 125 K222 CA 125 EIA Cat. Nr K222 12-03-01-06-00 other 00082257 DE/CA59/1VD/13/23 00055119 2007-10-29
24, CANCER ANTIGEN 19-9 K223 CA 19.9 EIA Cat. Nr K223 12-03-01-03-00 other 00082258 DE/CA59/1VD/13/21 00055120 2007-10-29
25. CARCINOEMBRYONIC ANTIGEN K224 CEA EIA Cat. Nr K224 12-03-01-31-00 other 00082262 DE/CA59/1VD/13/20 00055123 2007-10-29
26. ALPHAFETOPROTEIN K225 AFP EIA Cat. Nr K225 12-03-90-01-00 other 00082264 DE/CA59/1VD/13/19 00055124 2007-10-29
27. CANCER ANTIGEN 15-3 K226 M12 (CA 15.3) EIA Cat. NrK226 12-03-01-02-00 other 00082265 DE/CA59/1VD/13/18 00055125 2007-10-29




Form

Nomenclature term Catalog . EDMA number . . Certificate Registration
number Lo Classification e All changed by Registration number number date L34 GRYEE
00313369
28. | OTHER CANCER ANTIGENS K227, MUCI1 M22 EIA
K228 Cat. Nr K227;
MUCIL Mo0 EIA Cat. Nr K228 12-03-01-90-00 other 00082266 DE/CA59/IVD/13/17 00055126 2007-10-29
29. | OTHER OTHER TUMOUR MARKERS K232 Thyroglobulin EIA Cat. Nr K232 12-03-90-90-00 | other 00082267 DE/CAS59/1VD/13/16 00055127 2007-10-29
30. | B HUMAN CHORIONIC K235 Free beta HCG EIA Cat. Nr K235 00055128
GONADOTROPIN (INCL. SUBUNIT) 12-05-02-06-00 other 00082268 DE/CA59/IVD/13/15 2007-10-29
31. | PREGNANCY ASSOCIATED PLASMA | K238 PAPP-A EIA Cat. Nr K238
PROTEIN - A (DOWNS) 12-05-02-10-00 other 00082269 DE/CAS59/1VD/13/14 00055129 2007-10-29
32. | OTHER OTHER PLASMA PROTEINS K240 Alveomucin EIA Cat. Nr K240 12-01-90-90-00 other 00082270 DE/CA59/IVD/13/13 00055130 2007-10-29
33. | C-REACTIVE PROTEIN K250 CRP EIA Cat. Nr K250 12-11-01-09-00 other 00082271 DE/CA59/IVD/13/12 00055131 2007-10-29
34. | SEX HORMONE BINDING GLOBULIN | K268 SHBG EIA Cat. Nr K268 12-05-01-09-00 other 00082272 DE/CA59/IVD/13/11 00055132 2007-10-29
35. | TROPONIN (T + 1) K291 Troponin I EIA Cat. Nr K291 12-13-01-07-00 other 00082273 DE/CA59/IVD/13/10 00055133 2007-10-29
36. | IMMUNOGLOBULIN G K271 Total IgG EIA Cat. Nr K271 12-01-01-05-00 other 00082274 DE/CA59/IVD/13/9 00055134 2007-10-29
37. | IMMUNOGLOBULIN G SUBCLASS K272; T¢G2 EIA Cat. NrK272;
REAGENTS K274 18G4 EIA Cat, Nr K274 12-01-01-06-00 other 00082275 DE/CA59/1VD/13/8 00055135 2007-10-29
38. | IMMUNOGLOBULIN A K275 Total IgA EIA Cat. Nr K275
12-01-01-01-00 other 00082276 DE/CA59/IVD/13/7 00055136 2007-10-29
MM LOBULIN M K2 Total IgM EIA Cat. Nr K2
39 UNOGLOBU 77 olle Cat. NrK277 12-01-01-07-00 | other 00082277 DE/CASYIVD/13/6 00055137 2007-10-29
KQI13; AutoQon AT immunoassay control set 2025-05-25
Cat. Nr KQ13;
40. RHEUMATOID/AUTOIMMUNE KQ14; AutoQon ANA/ENA immunoassay
CONTROLS control set Cat. Nr KQ14;
KQl15 AutoQon ACL immunoassay control set 12-50-01-14-00 other 00082278 DE/CAS59/IVD/13/5 00055138 2007-10-29
Cat. Nr KQ15
41. | HORMONE CONTROLS KQ21 Pé‘;rtm;?l‘;‘(’)‘z“fm““oa“ay control set 12-50-01-04-00 | other 00082279 DE/CASYIVD/13/4 00055139 2007-10-29
42| TUMOUR MARKER CONTROLS KQ22 82;“3;’%8;’;““0355@ control set 12-50-01-10-00 | other 00082280 DE/CA59/TVD/13/3 00055140 2007-10-29
43. | CYFRA 21-1 K236 CYFRA 21-1 EIA 12-03-01-20-00 other 00120946 DE/CA59/1VD/13/45 00078973 2011-08-11
44. | CANCER ANTIGEN 724 K244 CA 124 EIA 12-03-01-05-00 other 00120947 DE/CA59/IVD/13/46 00078974 2011-08-11
4. Eggﬁ%g% THYROID STIMULATING | K20IN TSH-Neo EIA 12-04-01-03-00 other 00120948 DE/CA59/IVD/13/47 00078975 2011-08-11
46. | ESTRIOL K218 Free Estriol EIA 12-05-02-02-00 other 00120950 DE/CA59/IVD/13/48 00078977 2011-08-11
47. | IMMUNOGLOBULINE - K200S Specific IgE EIA
MONOTEST/MONORESULT - MULTI 12-02-01-04-00 other 00120951 DE/CA59/IVD/13/49 00078978 2011-08-11
AG
48. KAPPA AND LAMBDA CHAIN K279K Free kappa Igg light chain EIA,
K270L Free lambda lgg light chain EIA 12-01-01-20-00 other 00120952 DE/CA59/IVD/13/50 00078979 2011-08-11
49. | TRYPSIN NEONATAL K242 Neonatal IRT EIA Cat. Nr K242 12-01.90-08.00 other 00125311 DE/CASYIVD/13/51 00081283 2013-01-09
50. | NEURON SPECIFIC ENOLASE K234 NSE EIA Cat. Nr K234 12-03.90-08.00 other 00126089 DE/CASO/IVD/13/52 00081687 2013-03-20
51 OTHER OTHER TUMOUR MARKERS K239 HE -4 EIA Cat. Nr K239 12-03-90-90-00 other 00126090 DE/CA59/IVD/13/53 00081688 2013-03-20
52. | HSVIgG K104 HSV %2 1gG EIA (Cat. NrK104) 15-04-03-05-00 other 00127648 DE/CAS9/IVD/13/67 00082628 2013-09-10
53. | HSVIgM K104M HSV 72 1gM EIA (Cat. Nr K104M) 15-04-03-06-00 other 00127649 DE/CAS59/IVD/13/66 00082629 2013-09-10
54. | MYCOPLASMA ANTIBODY ASSAYS | K106 Mycoplasma IgG EIA (Cat. Nr K106) 15-01-08-03-00 other 00127650 DE/CAS59/IVD/13/65 00082630 2013-09-10
55. | SYPHILIS ANTIBODY ASSAYS TOTAL | K111 Treponema pallidum Total Ab EIA
15-01-03-03-00 other 00127651 DE/CA59/1VD/13/64 00082631 2013-09-10

(Cat. NrK111)




Form

Nomenclature term Catalog - EDMA number Certificate Registration
number et x2 Classification : All changed by Reglstration nmuber number date A date
00313369
56. | SYPHILIS ANTIBODY IGG K111G Treponema pallidum lgG EIA _ _
15-01-03-05-00 other 00127652 DE/CAS9/IVD/13/63 00082632 2013-09-10
(Cat. Nr K111G)
57. | SYPHILIS ANTIBODY IGM KI1IM | Treponema pallidum IgM EIA N
15-01-03-06-00 other 00127653 DE/CAS9/IVD/13/62 00082633 2013-09-10
(Cat. Nr K111M)
58 | H PYLORI ANTIBODY ASSAYS K119 H.pylori IgG EIA (Cat. NrK119) 15-01-04-03-00 other 00127654 DE/CA59/IVD/13/61 00082634 2013-09-10
59. | H PYLORIANTIBODY ASSAYS K119M H.pylori IgM EIA (Cat NrK119M) 15-01-04-03-00 other 00127655 DE/CAS9/1VD/13/60 00082635 2013-09-10
60. ASPERGILLUS Ki21 Aspergillus IgG EIA (Cat NrK121) 15-06-01-01-00 other 00127656 DE/CAS9/IVD/13/59 00082636 2013-09-10
61. OTHER OTHER BACTERIOLOGY K126 Ureaplasma 1gG EIA (Cat. Nr K126)
IMMUNOASSAY 15-01-90-90-00 other 00127657 DE/CAS9/1VD/13/58 00082637 2013-09-10
62. GIARDIA LAMBLIA K171 Giardia lamblia Total Ab EIA (Cat Nr171); 00127658 i 00082638 2013-09-10
K171X Giardia lamblialgG/IgM/IgA EIA 15-05-10-08-00 other changed by DE/CASY/IVD/13/57A1 | changed by changed
(Cat. No. K171X) 00147228 00082638 2019-02-27
. T _
o ;),E“S'ITE;‘ TEMOURMAREER BAETD FEIN EENUeaowSecen (08 N X20) 12-70-03-90-00 | other 00127659 DE/CAS9/IVD/13/56 00082639 2013-09-10
- 2%
o ;)EHS'ITE;‘ TUMBPIRMARESEZATD M REREAeC AN (Gl NeXT) 12-70-03-90-00 other 00127660 DE/CAS9/1VD/13/55 00082640 2013-09-10
63 ;)E“;TE'S‘ DURMAREER BAED X239 HERCARCNEIES (02 1 X230) 12-70-03-90-00 other 00127661 DE/CAS9/1VD/13/54 00082641 2013-09-10 2025-05-25
66. | IMMUNOGLOBULIN A IgA K276 SECRETORY IgA ;
(sIgA) EIA (Cat. No. K276) 12-01-01-01-00 | other 00132459 DE/CASYAVIVIMG. | ooosass7 | 20141215
67. ECHINOCOCCUS K175 Cestodes IgG EIA (Cat. No. K175) 15-05-10-04-00 other 00137730 DE/CAS9/1VD/13/72E 00087715 2016-09-08
68, DISTOMATOSIS K176 Fasciola IgG EIA (Cat. No. K176) 15-05-10-03-00 other 00137731 DE/CAS9/1VD/A3TIE 00087716 2016-09-08
69. | TESTOSTERONE (WITH DEHYDRO K219 Free Testosterane EIA (Cat. No. K219) I ; .
AND FREE TESTOSTERONE) 12-05-01-10-00 | other 00137732 DE/CASOAVDAIIOE | go087717 | 2016-09-08
70, HUMAN PLACENTAL LACTOGEN HPL | K246 Human Placental Lactogen EIA e :
(Cat. No, K246) 12-05-02-07-00 | other 00137733 DE/CASIAVD/IGIE | 0087718 | 2016-09-08
71, CANCER ANTIGEN 242 K243 CA 242 HA (Cat. No. K243) 12-03-01-08-00 other 00139880 DE/CAS9/1VD/13/73 00088906 2017-04-11
72. | INSULIN K267N Insulin EIA (Cat. No. K267N) 12-06-01-03-00 other 00145610 DE/CAS9IVD/13/77 00091667 2018-10-05
73, C-PEPTIDE K267C C~pepLidc ELA(Cat No. K267C) 12-06-01-01-00 other 00145608 DE/CAS9IVD/13/76 00091665 2018-10-05
. 9,
. IO{E{RgoINEllEGS NANCY TESTING K245 AMHHIA (Cat. Na K245) 12-05-02-90-00 | other 00145607 DE/CAS9/1VD/13/75 00091664 2018-10-05
7. iQNTU?Cl:’é?IUS CELL CARCINOMA K237 SCCA) HIA (Cat. No. K237) 12-03-01-35-00 | other 00145606 DE/CAS9/1VD/13/74 00091663 2018-10-05
4 7l .
76. | ASPERGILLUS K021 GalM Ag EIA (Cat. No, K021) SO0 000 o P SR ABV S 2019-02-27
“ozuado‘#
T,
- Polmed.de, Beata Rozwadowska
EC REP | Fichtenstr. 124, 90763 Furth
Germany email: info(@polmed.de

Made on the basis of an Exiract from the database www. dimdi de ("German Medical Device Information and Database System” (DMIDS)




000 «XEMA»

£3105264, r. Mockea, yn. 9-a Mapkosas, A. 48, 5 31.
(- +7 (495) 510-57-07

[ 8 800 505-23-45

< sale@xema.ru

{» www.xema-medica.com

10.02.2022
Hcx. Ne 10-01/02

STATEMENT

We, XEMA Co., Ltd. Having a registered office at 48, 9t Parkovaya
st., 104264 Moscow, Russia, assign Sanmedico Srl. Having a registered
office at srt. A. Corobceanu 7A, apt. 9, Chisindu MD 2012, Moldova, as
authorized representative in correspondence with the conditions of
directive 93/42/EEC, 98/79/EEC and 90/385/EEC.

We declare that the company mentioned above is authorized to

register, notify, renew or modify the registration of medical devices on
the territory of the Republic of Moldova.

Signature: Dmitry S. Kostrikin

Deputy general manager
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MANAGEMENT SYSTEM
CERTIFICATE

Certificate no.: Initial certification date: Valid:
282710-2019-AQ-MCW-FINAS 14 February 2019 15 February 2022 — 14 February 2025

This is to certify that the management system of

XEMA Co, LTD

bld. 48, 9-th Parkovaya str., Moscow, Russian Federation, 105264
and the sites as mentioned in the appendix accompanying this certificate

has been found to conform to the Quality Management System standard:

ISO 9001:2015

This certificate is valid for the following scope:

Design and development, manufacturing and sales of in vitro tests for food and feed
control, clinical and veterinary diagnostics and forensic investigations.

Place and date Zr Te marg Mo

Espoo. 14 February 2022 DNY - Business Assarance

o Keilaranta 1, 02150 Espoo, Finland
FINAS

S001 (EN ISOAEC 17021-1)

Kimmo Haarala
Management Representative

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
ACCREDITED UNIT: DNV Business Assurance Finland Oy Ab, Keilaranta 1, 02150 Espoo, Finland - TEL: +358 10 292 4200. www.dnv filassurance




Certificate no.: 282710-2019-AQ-MCW-FINAS
Place and date: Espoo, 14 February 2022

Appendix to Certificate

XEMA Co, LTD

Locations included in the certification are as follows;

Site Name Site Address

Site Scope

XEMA Co, LTD bld. 48, 9-th Parkovaya str., Moscow,
Russian Federation, 105264

Design and development, manufacturing
and sales of in vitro tests for food and feed
control, clinical and veterinary diagnostics
and forensic investigations.

XEMA Co, LTD (production site) 2B, Trubetskaya str., Balashikha, Moscow
region, Russian Federation, 125000

Design and development, manufacturing
and sales of in vitro tests for food and feed
control, clinical and veterinary diagnostics
and forensic investigations.

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.

ACCREDITED UNIT: DNV Business Assurance Finland Oy Ab, Keilaranta 1, 02150 Espoo, Finland - TEL: +358 10 292 4200. www.dnv.filassurance

Page 2of2
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Instruction for use

MHCTPYKUIA NO NPUMEHEHWIO HABOPA PEATEHTOB
Ana UMMYHO®EPMEHTHOIO OMNMPEAENIEHNA

lgG AHTUTEN K AHTUTEHAM CYTOMEGALOVIRUS

B CbIBOPOTKE (MJ1IA3ME) KPOBU

«Cytomegalovirus IgG-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF IgG ANTIBODIES TO CYTOMEGALOVIRUS
IN HUMAN SERUM OR PLASMA

Cytomegalovirus IgG EIA

HOMEP O KATASIOTY K103
TY Ne 9398-103-18619450-2009

PErTMCTPALMOHHOE YOOCTOBEPEHUE
Ne ®CP 2010/07034 ot 1 mapTta 2010 T.

AnTtuTena k BUY 1,2, Bupycy renatuta C n HBsAg otcyTcTBYIOT
KOHTpOnbHble CbIBOPOTKY, BXOAALLME B COCTaB Habopa, MHAKTVBUPOBaHbI.

W For 96 determinations/ Ha 96 onpepeneHun

[nA uH 8UMPO ANArHOCTUKA

G,
@iﬁ‘\} u XEMA Co., Ltd.

The 9th Parkovaya str., 48

o\ B 105264 Moscow, Russia

@;E“T'F'C“” Tel./fax: +7(495) 510-57-07

e-mail: redkin@xema-medica.com
K & | internet: www.xema-medica.com
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K103I

«YTBEPXOEHA»
Mpwuka3 PocagpaBHaaszopa N2 1495-Mp/10 ot ot 1 mapTta 2010 .
KPA N? 74903 ot 29.10.2009 r.

MUHCTPYKLUNA NO NPUMEHEHWUIO HABOPA PEATEHTOB
anss AIMMYHO®EPMEHTHOIO ONPEAEJIEHUA
IgG AHTUTEJ1 K AHTUFEHAM CYTOMEGALOVIRUS
B CbIBOPOTKE (MJIASME) KPOBU
«Cytomegalovirus IgG-UDA»

1. HABHAYEHMUE

1.1. Habop peareHtoB «Cytomegalovirus IgG-U®A» npeagHasHayeH Ans
KO/MYECTBEHHOrO  onpeaeneHns  KoHueHTpauunm IgG  aHTUTEeNn K  aHTUreHam
Cytomegalovirus B cbiBOpoTKe (Ma3Me) KpoBM  MeTOAOM  TBepAodasHoOro
MMMYHOMEPMEHTHOIO aHanmsa.

1.2. Cytomegalovirus (LIMB) OTHOCMTCSi K CEMENCTBY repnecBUMpycoB W MOXeT
Bbl3blBaTb K/IMHWYECKM Masio3HauYMMble OCTPble BOCNaJUTENbHblE peakumn y aeTen
1 B3pocnbix. LUMB mMoxeT nepenaBaTbCs 4Yepes C/OHY, MOYy, CTy/, CNepMy, LueeyHbln
CeKpeT W MOJIOKO, a TaKXe MNPOHWKaTb 4epe3 nnaueHTy. Bbicokas 3apaXeHHOCTb
BCTpeYaeTcs Yy JAeTer, nocelwjalolwmx AeTckue caabl, wkonbl. Cpean HaceneHus
MHOULMPOBAHHOCTb YyBeNnyMBaeTcs C BO3pacToM, B uenoMm ot 60 go 90% Bcex
MHAMBNAOB MHDUUMpoBaHbl LIMB 1 cepono3untmBHbl (T.e. uMMelT cneumdbunyeckne
IgG-aHTuTEeNna B CbIBOPOTKE KPOBW). [laHHble aHTUTEeNa He 3alMLaoT OT peakTuBaumm
NaTeHTHOro BMpYyca, HO MOryT C/yXWTb KOCBEHHbIM MOKasaTesieM akTMBHOCTM LIMB
B opraHusme 4yenoseka. NHdpuumposaHue LIMB Hanbonee onacHo B NMepBbli TPUMECTP
6epemMeHHOCTU. M0O3TOMY BeaeHWe 6epeMeHHOCTU y CepoHeraTUBHbIX XeHLWWH TpebyeT
0cobbiX Mep (OrpaHuyeHWe KOHTaKTOB) WM onpefeneHue cratyca MMMyHuTeTa K LIMB
(IgG-aHTMTEN) BbINOMHSAETCA ANS OLEHKM MMMYHHOrO CTaTyCa XeHLUH A0 U B NepBble
Hepenn 6epemeHHocTu. OcCTpasi LMTOMEranoBMpycHas WHdeKuns y cepoHeraTUBHOM
6epeMeHHON XeHWwMHbl (He wMeowern cneumndbunyecknx IgG-aHTUTEN) MOXeET
NpUBECTU K NPOHWKHOBeHMO LIMB yepes nnaueHTy 1 TaxenbiM deTanbHbIiM gedekTam
(nopaxeHust LUHC n neyeHun). Y 60sbHbIX C MMMyHoAeduumTamMm peaktuBaums LIMB,
4YaCTO COMPOBOXAAKLLASACA PE3KUM POCTOM TUTpa cneunduyecknx IgG-aHTuTen, MoxeT
NPUBECTU K TSHXKENbIM U UHOIAA CMEPTESIbHbIM OC/IOXHEHUSAM, BK/THOYAOLWMM NOpaXKeHns
Nerkmx, >XenyaoyHo-kuweyHoro TpakTta, LIHC, noyek. BbisBneHue cepoHeraTvBHbIX
WHAVMBWAOB TaKXe BaXHO B TPaHCMIAHTONOMMM, TakK KakK nepecajgka OpraHos
OT CEPOMO3UTUBHbIX JOHOPOB CEPOHEraTUBHbLIM peLMnMeHTaM He A0oMycKaeTcs.

Document: K103I Instruction version: 1901 Format version: 501
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XEMA

2. MPUHUMN PABOTbl HABOPA

OnpegeneHne IgG aHTMTENn K aHtureHam Cytomegalovirus oOCHOBaHO Ha
MCMNOb30BaHMM HEMNpPSAMOro BapuvaHTa TBepAodas3HOro MMMyHO(EPMEHTHOro aHanmsa.
Ha BHyTpeHHel NOBEPXHOCTU TIYHOK NaHLWeTa UMMObunnsoBaH aHTuMreH - CMV. AHTuTena
13 obpasua CBSA3bIBAOTCA C @HTUIMEHOM Ha MOBEPXHOCTM NyHkW. O6pasosasLUMIACA
KOMMJ1EKC BbISIBASIOT C MOMOLLbIO KOHbIOraTa MbILUMHBIX MOHOKIOHANbHbIX aHTuTen Kk IgG
yenoBeka C NepoKcnaason xpeHa. B pesynbrtate o6pasyeTcs CBSA3aHHbIMA C NIACTUKOM
«C3HABMY», cofepxalinin nepokcnaasy. Bo Bpems nHkybaummn c pactsopom cybctpaTa
TeTpameTunbensmamHa (TMB) npoucxoauT OKpalMBaHue pacTBOPOB B JIyHKax.
NHTEHCMBHOCTb OKPacKu NpsiMO NPOMNopLUMOHanbHa KOHUEeHTpaumm cneumduyecknx IgG
aHTUTen K aHtureHam Cytomegalovirus.

3. AHAJIUTNYECKUE XAPAKTEPUCTUKHU

3.1. CneundnUHOCTDb. ICN0b30BaHME BbICOKOOUNLLEHHOIO NpenapaTa no3sonseTt
AOCTUYbL BbICOKOM cneunduyHoOCTM aHanmsa. [na onpeaeneHns KONMYECTBEHHbIX
XapakTepuctuk Habopa peareHTOB WCMNONb30BaH MeXAYHAapOAHbIN CTaHAAPTHbIN
obpa3sel, nonyyeHHbI u3 NHctutyTa Mayna Spnuxa (Fepmanns), PEI-St.

3.2. Bocnpon3BoauMOCTb.

KoadpduumeHT Bapumaumm pesynbTaToB onpeaeneHns copepxaHusa IgG aHtuten
K aHTureHam Cytomegalovirus B 0o4HOM 1 TOM e obpasue CbiIBOPOTKM (N1a3Mbl) KPOBU
C ucnonb3osaHmeM Habopa «Cytomegalovirus IgG-U®A» He npesbiwaeT 8.0%.

3.3. JInHeiHOCTb.

3aBMCUMOCTb KOHLUEeHTpaunn IgG aHTuTen k aHtTureHam Cytomegalovirus B o6pasuax
CbIBOPOTKM (MNN1a3Mbl) KPOBW MpU pasBefeHUMWM UX CbIBOPOTKOWM (Na1a3Moin) KPoOBW, He
copepxallern IgG aHTuTena k aHtTureHam Cytomegalovirus, nMeeT NNMHENHbI XapakTep
B AManasoHe KoHueHTpauuii 0.5-6 Ea/mn n coctasnset £10.0%.
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5. MEPbI MPEAOCTOPOXXHOCTU

5.1. MoTeHUManbHbIN puck NnpuMmeHeHuns Habopa - knacc 26 (FTOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOW KUCNOTbI), B UCMOJIb3YyEMbIX KOHLEHTPaUUSAX ABASIOTCA HETOKCUYHBIMMU.

PactBOop cepHOM KkucnoTbl obnajaeT pasapaxatmowmm  aeicteuem.  U3beraTb
pa3bpbi3rnBaHNs 1 NoNagaHns Ha KoXy 1 Cnn3uncTble. Mpu nonagaHnum Ha KOXY U CIN3NCTble
NopaxeHHbIN y4acToK CrieayeT NpoMbITb 6ONbLINM KONIMYECTBOM MPOTOYHOW BOAbI.

5.3. lNpu pabote c HabopomM cneayet cobniogatb «lMpaBuna yCTPONCTBa, TEXHUKHU
6e3onacHoOCTN, MPOU3BOACTBEHHOW CaHWUTapuu, MNPOTUBOIMUAEMMYECKOrO pexuma u
NMYHOM rurmeHbl Npu pabote B nabopatopusax (OTAeNeHuax, oTaenax) caHuUTapHO-
3MNAEMUONIOTNYECKUX YUPEXAEHUIA cMCTeMbl MUHUCTEpCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. lNpu pabote c Habopom cneayeT HageBaTb OA4HOPA30Bble pPE3UHOBbIE WU
niacTMKOBble MepyaTku, Tak Kak obpasubl KpoBM 4yenoBeka cneayeT paccMaTpuBaTb
Kak MoTeHUManbHO WHMUUMPOBAHHbBIN MaTepuasna, ChoCOOHbIN ANnTeNbHOE BpeMs
coxpaHaTb M nepepasatb BWY, Bupyc renatuta wnm nwobon apyrov Bosbyautennb
BUPYCHOWN UHGEKLUUN.

6. OBOPYJOBAHUE U MATEPUAIJDbI,
HEOBXOAWMBIE NMPU PABOTE C HABOPOM
- doTOMETp BEpTMKaNIbHOrO CKaHMPOBaHMS, MO3BONSAKOWMA U3MEPSTb OMNTUYECKYHO
MJIOTHOCTb COAEPXMMOrO JIYHOK MaHLWeTa npu AnvHe BOAHbl 450 HM;
- TepMmocTaT, noaaepxuBatowmnii Temnepatypy +37 °C 0.1 °C;
- [03aTopbl CO CMEHHbIMM HaKOHEeYHMKaMu, TOo3BoSISOWME OT6MpaTb 06BEMbI
B AnanasoHe 5-250 mkn;
- UMAMHAP MepHbI BMecTuMocTbio 1000 Mn;
- BOA@ AUCTUINIMPOBAHHas;
- Mep4aTKu pe3nHOBble UK NNACTUKOBBIE;
- bymara ¢unbTpoBanbHas.

7. NOArOTOBKA PEAFEHTOB A/ AHAJIU3A

7.1. Mepen npoBefeHneM aHanM3a KOMMNOHeHTbl Habopa n nccneayemsie obpasubl
CbIBOPOTKM (NNasMbl) KpPOBM cneAyeT BblAepXaTb MNpuM KOMHATHOM TemnepaTtype
(+18...4+25 °C) He meHee 30 MUH.

7.2. MpuroTtoBJsieHMe NJaaHLIeTa.

BCKpbITb MakeT C NaaHWeTOM U YCTaHOBWUTb Ha paMKy HeobxoAmMoe KONMM4yecTBO
ctpunos. OcTaBlWMecs  HEWCMNONb30BaHHbIMKM  CTpUMbl, 4YTObBbI  NpeaoTBpaTUTb
BO3JENCTBME Ha HUX BRaru, TwaTenbHO 3aknenTb ByMaron Ans 3akieMBaHns NaaHLWeTa
M XpaHUTb Npu TemnepaType +2...+8 °C B TedeHuMe BCero cpoka rogHoctn Habopa.

7.3. MpurotoBsieHne OTMbIBOYHOIO pacreopa.

Copepxumoe nakoHa C KOHLEHTPAaTOM OTMbIBOYHOIO pacTsopa (22 Mf1), nepeHecTn
B MEpHbI LUMAMHAP BMecTuMocTbio 1000 mn, pobasute 550 Mn aAncTunnvpoBaHHOWN
BOAbl M TWATeNbHO nepemewaTb. B cnyyae apobHoro ucnonb3osaHus Habopa cneayet
oTobpaTb HeobxoAMMOe KOMMYECTBO KOHLEHTpaTa OTMbIBOYHOIO pacTBOpa W pasBecTu
OANCTUNNNPOBAHHON BOAOW B 26 pa3 (1 Mn KOHLEHTpaTa OTMbIBOYHOrO pacTteopa + 25 mn
ANCTUNNNPOBAHHON BOAbI).
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8. YC/NNIOBUA XPAHEHUSA U SKCNJTYATALUUN HABOPA

8.1. Habop peareHtoB «Cytomegalovirus IgG-UDA» fOMKEH XPaHUTBCA B YNaKoBKe
npeanpusaTUS-u3rotoBuTens npu Temnepatype +2..+8 °C B TeyeHwe BCeEro Cpoka
roAHOCTM, yKa3aHHOro Ha ynakoeke Habopa. [lonyckaeTcs xpaHeHue (TpaHCNopTUpoBKa)
Habopa npu Temnepatype o +25 °C He 6onee 15 cyTok. He gonyckaeTcs 3aMmopaxuBaHue
uenoro Habopa.

8.2. Habop paccumTaH Ha npoBeAeHMe aHanusa B AybaunkaTtax 42 nccnenyemblx
obpasuoB, 5 kanubpoBouyHbIX Npo6 M 1 Npobbl KOHTPOSBLHOM CbIBOPOTOKKM (BCEro
96 onpeneneHui).

8.3. B cnyyae apobHoro ucnonb3oBaHuMs Habopa KOMMNOHEHTbl cneayeT XpaHuUTb
cneaywowmm obpasom:

—  OCTaBLUMECS HEWUCNOosIb30BaHHbIMW CTPUMbI HEO6XOAMMO TLlATENIbHO 3aKenTb

6yMaroii Ans 3akiemBaHus NaaHWweTa U XpaHuUTb Npu Temnepatype +2...4+8 °C
B TeYeHne BCero cpoka rogHoctu Habopa;

-  WNODA-Bydep, koHblOraT, cybCcTpaT, CTOM-peareHT nocsie BCKPbITUA (1akoHOB
cnepyeTr XpaHuTb npu Temnepatype +2..+8 °C B TeuyeHMe BCero cpoka
rogHoctn Habopa;

- KanmbpoBOYHbIE NPO6bI U KOHTPOJIbHYIO CbIBOPOTKY MOC/E BCKPbITUA (DN1IaKOHOB
cnepyeT xpaHuTb Npu Temnepatype +2...+8 °C He 6onee 2 mecsues;

- OCTaBLUMNCA HENCMOsIb30BaHHbIM KOHLIEHTPaT OTMbIBOYHOIO pacTeBopa crneayer
XpaHuTb nNpu Temnepatype +2..+8 °C B TeyeHme BCero cpoka FOAHOCTU
Habopa;

- OCTaBLUMNCA HEUCnosib30BaHHbIM KOHUEHTpAaT OTMbIBOYHOro pacTBOpa cneayet
XpaHUTb npu TemnepaType +2..+8 °C B TeyeHWe BCero cCpoka roAHOCTU
Habopa. lMpuroToBneHHbIM OTMbIBOYHbIA pacTBOp cleayeT XpaHuTb Mpw
KOMHaTHoW Temnepatype (+18...+25 °C) He 6onee 15 cyToK unu npu TemnepaType
+2...+8 °C He 6onee 45 cyToK.

MpumeyaHue. Mocne UCNonb3oBaHUA peareHTa HeMeANleHHO 3aKpbiBaWTe KpbIWKY

dnakoHa. 3akpbiBanTe Kaxabln (NakoH CBOEN KPbILLKOW.

8.4. 1na npoBeaeHWs aHanusa He cneayeT WMCMNOMb30BaTb FEMOSIM3UPOBAHHYIO,
MYTHYIO CbIBOPOTKY (N/1a3My) KPOBM, @ Takxe CbIBOPOTKY (M1asMy) KpOBWU, COAEPIXKALLYIO
a3ung HaTtpus.Ecnu aHanms3 NpousBOAUTCA HE B AEHb B3ATUSA KPOBM, CbIBOPOTKY (Maasmy)
cnefyet XpaHuTb npu TemnepaTtype -20 °C. [MoBTOpHOE 3aMopaxvmBaHue-oTTanBaHue
06pa3LoB CbIBOPOTKM (Mf1a3Mbl) KpPOBM He ponyckaetcs. [onyckaeTcs uccnefoBaHue
CbIBOPOTOK, XpaHeHWe KOTOPbIX C MOMeHTa 3abopa KPOBU OCYLLECTBANOCh NPy TeMnepaType
oT +2 °C go +8 °C He 6onee 7 CyTOK.

8.5. VckntoyaeTcs mMcnonb3oBaHue Ana aHanu3a obpasuoB CbIBOPOTKM (MnasMmbl)
KPOBW NIOAEN, NOMNYyYaBLWMX B LENsaxX AUAarHOCTUKM UM Tepanuu npenapatbl, B COCTaB
KOTOPbIX BXOAAT MbIWMHbIE aHTUTenNa.

8.6. lMpn wucnonblosaHun Habopa Ana npoBeAeHUS HECKObKUX He3aBUCUMbIX
cepyin  aHanu3oB creayeT WMeTb B BUAY, YTO AN8  KaXAoro He3aBUCMMOro
onpeneneHnss Heob6xoAUMMO MOCTPOEHWE HOBOro KannmbpoBo4yHOro rpadwuka; Kpome
3TOr0, PpeKoMeHAyeTCcs onpeaeneHne KoHueHTpaumn IgG aHTMTen K aHTUreHam
Cytomegalovirus B KOHTPO/IbHOWM CbIBOPOTKE.

8.7. [ins nony4yeHns HaAeXHbIX pe3ynbTaToB HeobXoAMMO CcTporoe cobniogeHue
MHCTpyKUunmM no npumeHeHnto Habopa.

8.8. He wucnonb3yinte KOMMOHEHTbI M3 APYrMx HabopoB WAW M3 aHaNOrM4YHbIX
HabopoB Apyrnx cepun.
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10. OXXMAAEMbIE 3HAYEHNA N HOPMbI

10.1. OcHoBbIBasicb Ha pesyfbTaTtax WccnefoBaHui, npoBedeHHbix 000
«XEMA», peKoMeHAyeM Mosib30BaTbCs HOpMaMu, NMpUBEAEHHBLIMU HUXeE. BMecTe C Tew,
B COOTBETCTBUM C npaBunamum GLP (Xopowei nabopaTopHOM MNpaKTUKKW), Kaxaas
nabopatopusi Ao/KHa cama onpeaennTb MNapaMeTpbl HOPMbl, XapaKTepHble AN
obcnenyemon nonynauuu.

10.2. HekoTopble nabopaTopuM Ha OCHOBaHMW pPe3ysbTaTOB COBCTBEHHbIX
nonynsuMOHHbIX WCCNefoBaHWi BBOAAT «BTOpPOK cut-off», pacnonoXeHHbIn Mexay
aHaMHeCTUYECKUM («KHOPMasibHbIM») U «BbICOKMM>» ypoBHeM IgG-aHTuTeN, XapaKTepHbIM
ANS peakTMBaUMW UM NO34HEro nepuoaa NepBUYHON MHMEKUUN. 3HAUYEHUS «BTOPOro
cut-off» ana Bo3pacTHbIX rpynn 8 Mec-3 roga u crtapwe 3 neT npuseaeHbl B Tabnuue
0XMnAaeMbIX 3HaYEHUN.

Ecnu 3HauyeHue nexut B uHTepBane ot 0.6 Ea/mn (K ot 1.1) pno «BTOpoOro cut-
off», 3To MOXeT cBMAeTeNnbLCTBOBaTb JIMO0 O Haya/lbHOM Nepuoae NepPBUYHON NHGEKLUN,
nmbo 06 nHdekunmn, nepeHeceHHor paHee. YTob6bl MPOSICHUTL CUTyaumo, Heob6xoaMMOo
nccnenoBaTb NOBTOPHbIE 06pasLbl KPOBU TOMO XXe NaumeHTa, B3siTble Yepe3 HEeCKOJIbKO
Hepenb. HapactaHue TuTpa B MNOBTOPHOM obpasue CBUMAETENbCTBYET O HalMymm
nHdekunn. Ecnm xe TUTp He HapacTaeT, 3TO CBUAETENbCTBYET 06 OTCYTCTBUU aKTUBHOM
MHbEKUNN N 06 aHaMHECTUYECKOM xapaKTepe aHTuTen.

Ecnn koHueHTpaumss B uccneayemom obpasue, npeBbillaeT 3HayeHue BepxXHeW
KanmbpoBoyHon Npobbl (6.0 Ea\mMn), ero cnegyeTt AononHUTENbHO pa3Bectn bydepom
Ans passeneHuns obpasuos B 10 pas n 6onee. MNpu pacyeTe KOHUEHTpaUMM HE06X0ANMO
YMHOXWTb MOJSTyYeHHbI pe3ynbTaT Ha PakTop pasBeaeHus.

Eauuuupl, Eg/mn Egununubi gon., K
Wccnepyemas rpynna i
ad 4 Hwxhmiinpegen | Bepxuwiinpepen | Hwxuuii npepen E|e|)pex;e|1|“

CepoHeraTtmBHble <0.1 0.5 <0.1 0.9
Cepono3nTuBHbIe
crapuwe 3 net 0.6 2.7 1.1 4.9
HoBopoxaeHHble* <0.1 0.9 <0.1 1.7
no 8 mecsiueB* <0.1 1.9 <0.1 3.5
8 mecsaues - 3 roga <0.1 3.1 <0.1 5.5
*MaTepuHCKne aHTuTena
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Mo BonpocamM, kacawwmumcsa kayectsa Habopa «Cytomegalovirus IgG-U®DA»,
cneayet obpawaTtbcs B 000 «XEMA» no agpecy:

105043, r. MockBa, a/sa 58

105264, r. MockBa, yn. 9-s Napkosas, 4. 48, 1-i noa., 5 atax,

Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbI)
3N1eKTPOHHasa noyTa: info@xema.ru; rgc@xema.ru

WHTEPHET: www.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knueHTckoro cepenca OO0 «XEMA»,
K. 6. H. . C. KOoCTpukunH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION OF IGG
ANTIBODIES
TO CYTOMEGALOVIRUS IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination
of IgG antibodies to Cytomegalovirus in blood serum or plasma.

This kit is designed for measurement of IgG antibodies to Cytomegalovirus
in blood serum or plasma. For possibility of use with other sample types, please,
refer to Application Notes (on request). The kit contains reagents sufficient
for 96 determinations and allows to analyze 45 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

Cytomegalovirus (CMV) belongs to herpesviruses and often causes clinically
asymptomatic or mild infection, mostly in young children. It can be transmitted via
stool, saliva, and breast milk. CMV can also be transmitted via the placenta and cause
severe fetal malformations. Specific IgG-antibodies to CMV are evaluated in women
before or during pregnancy to assess and manage the risk of transplacental fetus
involvement.

In immunocompromised hosts, CMV reactivation or primary infection may have
serious and even life-threatening consequences. Therefore, the absence of specific
IgG-antibodies to CMV (seronegativity) in organ transplant recipients requires the
seronegativity of the donor.

Specific IgG-antibodies to CMV do not protect from virus reactivation, and usually
raise in titer during reactivation caused by decrease of immune system capacity
to control the virus replication.

3. PRINCIPLE OF THE TEST

This test is based on indirect enzyme immunoassay principle. Tested
specimen is placed into the microwells coated by the antigen. Antibodies from
the specimen bind coated antigen on the microwell surface. Unbound material
is removed by washing procedure. Second antibodies directed towards species
specific Ig, labelled with peroxidase enzyme, are then added into the microwells. After
subsequent washing procedure, the remaining enzymatic activity bound to the microwell
surface is detected and quantified by addition of chromogen-substrate mixture, stop
solution and photometry at 450 nm. Optical density in the microwell is directly related
to the quantity of the measured analyte in the specimen.
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4. WARNINGS AND PRECAUTIONS

4.1. For professional use only.

4.2, This kit is intended for in vitro diagnostic use only.

4.3. INFECTION HAZARD: There is no available test methods that can absolutely
assure that Hepatitis B and C viruses, HIV-1/2, or other infectious agents are not
present in the reagents of this kit. All human products, including patient samples, should
be considered potentially infectious. Handling and disposal should be in accordance
with the procedures defined by an appropriate national biohazard safety guidelines
or regulations.

4.4. Avoid contact with stop solution containing 5.0% H,SO,. It may cause skin
irritation and burns.

4.5. Wear disposable latex gloves when handling specimens and reagents.
Microbial contamination of reagents may give false results.

4.6. Do not use the kit beyond the expiration date.

4.7. All indicated volumes have to be performed according to the protocol. Optimal
test results are only obtained when using calibrated pipettes and microplate readers.

4.8. Do not smoke, eat, drink or apply cosmetics in areas where specimens or kit
reagents are handled.

4.9. Chemicals and prepared or used reagents have to be treated as hazardous
waste according to the national biohazard safety guidelines or regulations.

4.10. Do not mix reagents from different lots.

4.11. Replace caps on reagents immediately. Do not swap caps.

4.12. Do not pipette reagents by mouth.

4.13. Specimens must not contain any AZIDE compounds - they inhibit activity
of peroxidase.

4.14. Material Safety Data Sheet for this product is available upon request directly
from XEMA Co., Ltd.

4.15. The Material Safety Data Sheet fit the requirements of EU Guideline 91/155
EC.
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5.2. Equipment and material required but not provided

Distilled or deionized water;

Automatic or semiautomatic multichannel micropipettes, 100-250 ul, is useful
but not essential;

Calibrated micropipettes with variable volume, range volume 5-250 pl;
Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0;

Dry thermostat for 37 °C £0.1 °C.

5.3. Storage and stability of the Kit

Store the whole kit at 2 to 8 °C upon receipt until the expiration date.

After opening the pouch keep unused microtiter wells TIGHTLY SEALED BY
ADHESIVE TAPE (INCLUDED) to minimize exposure to moisture.

6. SPECIMEN COLLECTION AND STORAGE

This kit is intended for use with serum or plasma (ACD- or heparinized). Grossly
hemolytic, lipemic, or turbid samples should be avoided.

Specimens may be stored for up to 48 hours at +2...4+8 °C before testing. For a
longer storage, the specimens should be frozen at - 20 °C or lower. Repeated freezing/
thawing should be avoided.

7. TEST PROCEDURE

7.1. Reagent Preparation

All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18 to +25 °C) before use.

All reagents should be mixed by gentle inversion or vortexing prior to use.
Avoid foam formation.

It is recommended to spin down shortly the tubes with calibrators on low speed
centrifuge.

Prepare washing solution from the concentrate BUF WASH 26X by 26 dilutions
in distilled water.

7.2. Procedural Note:

It is recommended that pipetting of all calibrators and samples should be completed
within 3 minutes.

7.3. Assay flowchart

See the example of calibration graphic in Quality Control data sheet.

7.4. Alternative units:
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8. QUALITY CONTROL

It is recommended to use control samples according to state and federal regulations.
The use of control samples is advised to assure the day to day validity of results.

The test must be performed exactly as per the manufacturer’s instructions for use.
Moreover the user must strictly adhere to the rules of GLP (Good Laboratory Practice)
or other applicable federal, state, and local standards and/or laws. This is especially
relevant for the use of control reagents. It is important to always include, within the
test procedure, a sufficient number of controls for validating the accuracy and precision
of the test.

The test results are valid only if all controls are within the specified ranges and if all
other test parameters are also within the given assay specifications.

9. CALCULATION OF RESULTS

Some laboratories, based on their population studies, set up a second cutoff, which
stands between anamnestic (‘'normal') IgG antibody level and 'high' IgG antibody level
characteristic of reactivation or late period of primary infection. Recommended values
for this second cut-off for two age groups (8 months - 3 year, > 3 years) are presented
in the table below.

10. EXPECTED VALUES

Therapeutical consequences should not be based on results of IVD methods alone -
all available clinical and laboratory findings should be used by a physician to elaborate
therapeutically measures. Each laboratory should establish its own normal range for
CMV IgG. Based on data obtained by XEMA, the following normal range is recommended
(see below).

Units, U/ml
Sex, age Lower limit Upper limit
Seronegative <0.1 0.5
Seropositive > 3 years 0.6 2.7
newborn* <0.1 0.9
under 8 months* <0.1 1.9
8 months - 3 years <0.1 3.1

*antibodies of maternal origin

11. LITERATURE

1. Ershov F. I., Kasjanova N. V. Cytomegalovirus infection (current knowledge about epidemiology,
clinical picture, diagnostics and therapy). Ingfektsii i antimicrobnaya terapiya. - 2002 - v.4 - #4.
2. Revello M. G., Gema G. Diagnosis and management of human cytomegalovirus infection in the
mother, fetus and newborn infant // Clin. Microbiol. Rev. - 2002- v.15, no.4 - p.680-715

3. Pass R.F. Cytomegalovirus infection // Pediatrics in Reviews — 2002 - v.23, no.5 - p.25-29

4. Plachter B., Weiczorek L., Scholl B. C. et al. Detection of cytomegalovirus antibodies by an
enzyme-linked immunosorbent assay using recombinant polypeptides of large phosphorylated
tegument protein pp150 // J. Clin. Microbiol. - 1992 - v.30, no.1 - p.201-206

5. Vomhangen R., Plachter B., Hinderer W. et al. Early serodiagnosis of acute human cytomegalovirus
infection by enzyme-linked immunosorbent assay using recombinant antigens // J. Clin. Microbiol.
- 1994 - v.32, no.4 - p.981-986
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Cumeon / Symbol

3HaueHune cumBona / Symbolize

Mpowussoantens / Manufacturer

[Hata npoussoacTsa / Date of manufacture

Homep no katanory / Catalogue number

(o)

Homep cepwun / Batch code

3
3
2
z
H

Mcnonb3oBaTh Ao (roa-mecau) / Use By

S

OrpaHuyeHune TemnepaTypbl / Temperature limitation

IVD

ToNbKO AN MH BUTPO AMArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumaHue! / Caution, consult accompanying documents

He ncnonb3osBaTb Npu HapyLWEHUN LEeNOCTHOCTU YNaKoBKu /
Do not use if package damaged

SORB MTP

MnaHwert / EIA strips

CAL

Kann6poso4yHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cyb6cTpaTa TeTpametunberHsmnamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLLeHTpaT 0TMbIBOYHOIO pacTtsopa /
Washing solution concentrate

STOP

ME L

Cron-peareHT / Stop solution

DIL

N®A-Bydep / EIA buffer




YBaxaembiin Knuent!

Ecnuenpouecce paboTbl c Hawrmu Habopamy Bam noHago6vnvcb nnacTrkoBble BaHHOUKM A1 KUAKNAX
peareHToB, 0HOPa30Bble HAKOHEUHVKN AN [O3aTOPOB UAN AOMONHUTENbHbIE OObeMbl peareHToB
(KOHLieHTpaT oTMbIBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpata TeTpametnbeHsnamHa (TMB),
CTOM-peareHT), BXxogawwmx B cocta Habopa, npocrm Bac 06patnTbca K NocTaBLymKy npogykummn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxofHble maTepuasnbl NpeAocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans

\nposeneuma aHanmnsa KonnuyecrTse.

MNepeueHb Ha6opoB peareHTOB AA ANArHOCTNKIN NHGEKLUNOHHbBIX \
3aboneBaHuii nponsBoacTBa 000 «XEMA»

N2 no katanory HanmeHosaHune
K101 «Toxoplasma IgG-VI®A» T
K101M «Toxoplasma IgM-UOA» e n
K102 «Rubella IgG-®A»
K102M «Rubella IgM-UDA»
K103 «Cytomegalovirus IgG-VDA» RusmSsCEATON Lomconscen
K103M «Cytomegalovirus IgM-VIOA» S
K104 «HSV 1,2 IgG-NDA»
K104M «HSV 1,2 IgM-UOA»
K105 «Chlamydia IgG-V®OA»
K106 «Mycoplasma IgG-VIOA»
K111G «Cudpunuc IgG-NOA»
K111 «Cndunmuc cymmapHble aHTuTena-MOA»
K121 «Aspergillus IgG-NDA»

Homep ropsaueit nuHumn TexHn4eckom nopaepxku Knvenrtos:
8800505 23 45
Bce 3BOHKM Ha HOMep ropaYyeit NMHMK 6ecnnaTHbl AnA 3BOHALLEro ¢ ntoboro
MOOMIbHOIO UK CTauMoHapHoro TenedoHa no Bce Tepputopmmn Poccum.

Kpem Bawumx oT3bIBOB 1 NpeA/ioXKeHWii Mo agpecam:
LieHTpanbHblin opuc 000 «XEMA»
Appec Ana KoppecnoHAeHLUN:

105043, r. MockBa, a/a 58 S
105264, r. Mocksa, yn. 9-a Mapkosas, A. 48, 1-11 noA., 5 sTax xemahelp

Ten.: +7 (495) 510-57 07, 737-39-36;

dakc: +7 (495) 737-00-40

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xema», Ten.: +7 (812) 271-24-41

191144, CankT-TeTepbypr, fertapHbiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru

CM 000 «Xemma-TecT», Ten.: (17) 211-80-39
Oduc: 220029, MuHck, MpocnekT Malwweposa, a. 11,
nutep A, kopn. 8/K, opuc 416

e-mail: hemma-test@yandex.ru

TOB «Xema», Ten.: (044) 422-62-16;

03179, r. Knes, yn. Akapemvika Edpemosa, f. 23;
e-mail: info@xema.com.ua
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Instruction for use

MHCTPYKUMA NO NPUMEHEHUIO

HABOPA PEATEHTOB AJ1A UMMYHO®EPMEHTHOIO
OMPEAENEHUA IgM AHTUTEN K AHTUTEHAM
CYTOMEGALOVIRUS B CbIBOPOTKE (MJIA3ME) KPOBU

«Cytomegalovirus IgM-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF IgM ANTIBODIES TO CYTOMEGALOVIRUS
IN HUMAN SERUM OR PLASMA

Cytomegalovirus IgM-EIA

HOMEP MO KATANOTY K103M
TY Ne 9398-1031-18619450-2009

PEFMICTPALIMOHHOE YOOCTOBEPEHWE
Ne ®CP 2010/07073 ot 16 mapTa 2010 1.

Antutena k BUY 1,2, Bupycy renatuta C n HBsAg otcyTcTaytoT
KoHTponbHble CbIBOPOTKM, BXOAALME B COCTaB Habopa, HAaKTUBUPOBaHbI.

W For 96 determinations/ Ha 96 onpepeneHun

[inA uH 8UMPO ANArHOCTUKN

P u XEMA Co,, Ltd.

8 } The 9th Parkovaya str., 48

o\ B 105264 Moscow, Russia

Tel./fax: +7(495) 510-57-07

e
5g x e-mail: redkin@xema-medica.com

K $8 internet: www.xema-medica.com
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«YTBEPXOEHA»
Mpukas PocsagpaBHaasopa N2 2075-Mp/10 ot 16 mapTa 2010 r.
KP4 N2 4197 ot 28.01.2010

MHCTPYKUUA NO NPUMEHEHWNIO HABOPA PEATEHTOB
ana AMMYHO®EPMEHTHOIO OMNPEAEJIEHUA IgM AHTUTEN
K AHTUTEHAM CYTOMEGALOVIRUS B CbIBOPOTKE (MJIA3SME)

KPOBMU «Cytomegalovirus IgM-UDA »

1. HASBHAYEHME

1.1. Habop peareHToB «Cytomegalovirus IgM-U®A» npegHasHayeH AN
Ka4yeCTBEHHOro onpeaeneHus KoHueHTpauum IgM aHTuTen k aHtureHam Cytomegalovirus
B CbIBOPOTKE (ns1asmMe) KpoBM MeTOA0M TBEpAO(Da3HOro MMMyHOMEPMEHTHOrO aHannsa.

1.2. UutomeranoBupycHasa wuHdekuns (LULMBU, Cytomegalovirus) - BupycHoe
nHdekumoHHoe 3aboneBaHuMe yenoBeKka, npoTekawwee B CYOKJIMHUYECKONW U
KNMHU4Yeckol ¢dopMax C MECTHbIMW WAW MOJIMOPraHHbIMU MOpaxXeHusamMn. PeunamBsbl
60ne3Hn 06ycnoBneHbl MOXW3HEHHOW MNepcucTeHumen Bupyca B WHPULUPOBAHHOM
opraHusme. B 6onblIMHCTBE CrlydyaeB npoTekaHue LUIMBW 6eccMMATOMHO, KJIMHUYECKne
nposieneHns LULMBU HabntofatoTca B yCIOBUAX MUMMYHHOW HEAOCTAaTOYHOCTH (BCeacTBME
BNY-nHbekunm, xummoTepanmm, UMMyHoCyrnpeccuBHoi Tepanun). LLMBU y 6epeMeHHbIx
MOXEeT MPUBOAUTb K BHYTPUYTPOOHOMY MHOULMPOBAHUIO U (OPMMPOBAHMUIO MATONOrNKU
nnoaa. NosaToMy BaxHoe 3Ha4yeHue MMetloT fnabopaTopHble MeToabl AMarHocTukn LIMBU,
ocobeHHO nepej nepecajKol OpraHoB, a TakXe Ha 3Tane njiaHMpoBaHUs 6epeMeHHOCTH.

1.3. Mpy nNepBUYHOM WHPUUMPOBAHUM LUTOMErasoBMpyCcOM 4esioBeka 4epes
HECKOJIbKO HeAesNb B KPOBU BbIABASAOTCA cneunduyeckmne k LLMB IgM aHTuTena, KoTopbie
UMPKYIMPYIOT B KPOBW Ha MPOTSXKEHUN HECKONbKUX Hedeslb U MeASIeHHO CHMXAloTCs
yepes 4-6 mecsueB. AHTU-LIMB cneuundudeckme IgG aHTUTENa MOSBASIOTCA B KPOBM
Ha Hepaento nosxe IgM cneunduyecknx aHTuTen. AHTMTENa IgG coxpaHsaTCA B KPOBU
Ha NPOTSAXEHUM BCEN XM3HU. PeakTuBaumnsa nHdeKLMN Bbi3biBaeT HapacTaHue Tutpa IgG
aHTUTEen, HepeaKo Nnpu 3ToM NoaHMMaeTcst U TUTp IgM, HO He 40 Takoro YpoBHS, Kak npwu
NepBMYHOM 3apaxKeHuu.

2. NIPUHUMN PABOTblI HABOPA

OnpegeneHne IgM aHTMTen Kk aHTureHam Cytomegalovirus ocHoBaHO Ha
MCNonb30BaHMM NpuHumMna «IgM-3axsaT» TBepAO0dPA3HOro MMMyHOMEPMEHTHOIO aHanns3a.
Ha BHyTpeHHeln MNOBEpPXHOCTWM NYHOK MNnaHlwweTa MMMOOUANM30BaHbI MOHOKJIOHasbHble
aHTuTena k IgM. AHTuTena u3 obpasua CcBA3bIBAOTCA C aHTUTeNnamMun K IgM Ha TBepaon
dasze. Obpa3oBaBLININCA KOMMIEKC BbIABASIOT C MOMOLLbIO KOHblOraTta aHtureHa LIMB
ppl50 c nepokcupason xpeHa. B pesynbtaTe obpasyeTcs CBA3aHHbIW C MAACTUKOM
«C3HABUY», coAepxalnin nepokcmnaasy. Bo Bpemsa nHkybaumm c pacteopom cybcTpaTa
TeTpameTunbensmanHa (TMB) npoucxoAuT oOKpalmMBaHWe pacTBOPOB B JIYHKax.
WHTEHCMBHOCTb OKpacku npsiMO MponopunoHanbHa KoOHueHTpauun  IgM aHTuTen
K aHTureHam Cytomegalovirus B nccnegyemom obpasue. MHaekc nosmtusHoctn (UM, %)
IgM aHTuTen k aHTureHam Cytomegalovirus B nccnenyembix obpasuax paccunTbiBaeTcs
no dopmyrne, NpuBeAEHHOW B MHCTPYKLINK.
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3. AHAJIMTUYECKUE XAPAKTEPUCTUKHN

3.1. Cneun@dPurUYHOCTb U HYBCTBUTEJIbHOCTb.

Hab6op peareHToB «Cytomegalovirus IgM-VI®A» onpenensieT KOMMep4YecKyto naHesb
cbiBOopoTOok Anti-CMV Mixed Titer Performance Panel PTC202(M) npoussoacTBa Boston
Biomedica Company (CLUA) B COOTBETCTBMM C MACMOPTHbLIMW AaHHbIMKU U KOppenupyet
CO 3HA4YeHUsAMW, MONly4YeHHbIMM Ha Habope peareHToB Abbott EIA CMV-IgM (lot
44423M100). MNaHenb coaep>XuT 3 NOJIOXUTENbHbLIX U 8 oTpuUaTeNnbHbIX 06pasuos. Mpu
VNCCeA0BaHUM Creun@uUYHOCTU C MCNOoSb30BaHMeM 52 CbIBOPOTOK, OTpuUATENbHbIX
Ha aHTuTena k LULMB Ha Habopax peareHToB DiaSorin (MTtanus) n NovaTec (lepMmaHus),
BCe 06pa3ubl 6bIIM onpeaeneHbl Kak oTpuuaTesbHble.

3.2. Bocnpou3sBoauMMOCTb.

KoadppuumeHT Bapuaummn pesynbTaToB onpefenieHus coaepxaHus IgM aHTuTen
K aHTureHam Cytomegalovirus B o4HOM 1 ToM Xe obpa3sue cbiBOPOTKU (NasMbl) KpOBU
c ucnonb3oBaHmem Habopa «Cytomegalovirus IgM-U®A» He npeBbiwaeT 8.0%.

KoadduumeHT Bapnaunm (CV) ans o6pa3uos, M3MEpPEHHbIX Ha ABYX cepusix Habopa
peareHToB «Cytomegalovirus IgM-U®A» (Intra-assay)

06pasew, N° |Kon-Bo noBTopoB| 3HaueHue, OM cpeguaa | CV1,% | CV2,%
1 32 0.504 5.9 6.5
2 32 1.908 3.7 3.5

KoadppuumeHT Bapuaunmn (CV) ana o6pas3uos, U3MepeHHbIX Ha 0A4HOW cepun Habopa
peareHToB «Cytomegalovirus IgM-U®A» B TeueHne Tpex AHen (Inter-assay)

06pasew, N° | Kon-Bo nosTopoB |  3HaueHue, O cpepHan w1, %
1 8 0.54 8.7
2 8 1.98 6.1
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4. COCTAB HABOPA

Kog Kon-
O Cumson HaumeHoBaHue a En. Onucanne
MnaHweT 96-1yHOYHbIN
1 |P103MZ |SORB MTp |MO/MCTMPONIOBLIV, 1 |wr -
CTPUNUPOBAHHbIN, TOTOB
K MCMONb30BaHUI0
KOHTpOJIbHbIEe CbIBOPOTKH
(oTpuuaTenbHbIA M MONOXN— npospayvHas
TeNbHbIW KOHTPOJSIN) Ha OCHOBE 6ecuseTHas
CN103MZz CONTROL —|CbIBOPOTKM KPOBY YenoBeKa XUAKOCTb U
2 |CP103MZz CONTROL+ | € W3BECTHbIM CcoAepXaHneM 2 WT.| npo3payHas
IgM aHTUTen K aHTUreHam XUAKOCTb
Cytomegalovirus, rotoBbl KpacHoro
K ncnonb3osanuio (0.5 mn uBeTa
1 0.2 M1 COOTBETCTBEHHO)
npo3spayvHas
KoHblorar, rotos K XKUAKOCTb
3 |T103M2Z CONJ HRP ncnonb3osaHuto (14 mn) 1 wr 3e/1eHOro
LuBeTa
_ npo3payvHas
4 |S011z DIL N®OA-Bydep, rotos 1 WT.| >KWAKOCTb
K MCNonb30BaHuio (14 mn) CHHEro uBeTa
PacTtBop cyb6cTparta Npo3pauHas
TeTpameTunb6eHsmamnHa
5 |R0O552 SUBS TMB (TMB), roToB 1 wT. G;TAHi%Tciiﬂ
K ncnosnb3osaHuio (14 mn) A
KoHLeHTpaT OTMbIBOYHOIO
BUF WASH | PacTeopa (coneBoli pacTBop npospayHas
6 |S0082 26X c TBUH-20 n 6eH30MHOM 1 wT.| 6ecuseTHas
KNCNOTOM), 26X-KpaTHbIl XKUAKOCTb
(22 mn)
npospayvHas
Cton-peareHT, roTos
7 |R0O50Z SToP K ucnonb3oBaHuo (14 mn) 1 . G;TALL?(%TCF_:_?
Bymara ans 3aknevBaHus _
8 |NOO3 nnanieTa 2 | wT.
NHCTpPYKLMS NO MPUMEHEHUIO
9 |K103MI Habopa peareHToB 1 wT. -
«Cytomegalovirus IgM-NDA»
MacnopT KoHTpoNs
10| K103MQ KayecTBa Habopa peareHToB 1 WwT. -
«Cytomegalovirus IgM-NOA»
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5. MEPbl NPEAOCTOPOXXHOCTH

5.1. MoTeHumnanbHbIN pUCK NpuMeHeHns Habopa — knacc 26 (FTOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a ucknwdyeHnem cton-peareHTa (5.0% pacTtBop
CEepHOW KUCNOTbI), B UCNOb3YEMbIX KOHLEHTPaUMUAX SABASOTCS HETOKCUYHBIMU.

PacTBop cepHoW KMCNoTbl ob6nagaeT pasapa)alowmm genctenem. Msberatb pa3bpbi3ru-
BaHWSA M NonagaHns Ha KOXY U CiM3nCTble. [Tpy nonagaHnm Ha KOXY U CAIM3UCTbIE MOpaXeH-
HbIN Y4acTOK criefyeT NpOoMbITb 60/bLUMM KOIMYECTBOM NPOTOYHOM BOAbI.

5.3. Npwn paboTte ¢ Habopom cnepnyet cobnogatb «lpaBuna yCTPOUCTBaA, TEXHUKU
6e3onacHoOCTW, MPOU3BOACTBEHHOW CaHUTapuu, MNPOTUBOIMUAEMUYECKOTO pexuma
M JINYHOW TurneHbl nNpu paboTte B nabopatopusax (oTaeneHusx, OTAenax) CaHWTapHO-
3NUAEMUONOTNYECKUX YUPEXAEHUN cUcTeMbl MUHUCTepcTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote c Habopom cneanyeT HageBaTb OAHOPA30Bble pPe3VHOBbIE WU
nnacTUKOBbIE NepYaTKM, Tak Kak obpasubl KPOBU YesloBeKa cnefyeT paccMaTpuBaTh Kak
noTeHuManbHO MHPULMPOBAHHbLIN MaTepuas, CNOCOBHbIN ANNTENTbHOE BPEMSI COXPaHATb U
nepepasatb BUY, Bupyc renatuta nnu nobon apyron Bo3byanTtesib BUPYCHOW MHPEKLNN.

6. OBOPYAOBAHUE U MATEPUAIbI,
HEOBXOAWMBDIE NPU PABOTE C HABOPOM

- doTOMEeTp BEpPTUKANbHOINO CKaHMPOBaHWUSA, MO3BONSIOWMIA N3MEPSATb OMNTUYECKYIO
NMIOTHOCTb COAEPXMMOTr0 JIYHOK MiaHweTa npu AnnHe BosHbl 450 HM;

- TepMOCTaT MAM TepMOCTaTMpPyeMbl LierKkep, NOALEPXUBAKLWNIA TemnepaTypy
+37 °C £2 °C;

— [03aTopbl CO CMEHHbIMW HaKOHeYHMKaMu, no3Bonsawwmne oTbupatb 06bEMbI
B AnanasoHe 10-250 mkn;

- UWAWHAP MepHbIA BMecTUMocTbio 1000 mn;

- BOA@ ANCTUNNIMPOBAaHHas,;

- MepyaTKu pe3nHOBbIE U/ MJTaCTUKOBbIE;

- bymara ¢dunbTpoBasbHas.

7. NOArOTOBKA PEATEHTOB AJ1A AHAJIN3A

7.1. Nepen nposBegeHneM aHanm3a KOMMoOHeHTbl Habopa n nccnenyemole obpasubl
CbIBOPOTKM (Mn1a3Mbl) KpPOBW CrieAyeT BblAepXaTb MNpW  KOMHATHOW TeMmmnepaTtype
(+18...4+25 °C) He MeHee 30 MUH.

7.2. NMpuroTtoBsieHMe NJaHwerTa.

BCKpbITb MakeT € NiaHWeTOM M YCTaHOBUTb Ha paMKy HeobxoAuMMoe KOM4ecTBO
cTpunoB. OcTaBLInecs HENCNOIb30BaHHbIMU CTPUNbI, YTOObI Mpef0TBPaTUTbL BO34eNCTBNE
Ha HUX BRarun, TWaTesbHO 3akaenTb byMaron Ana 3akjeMBaHWs NNaHweTa U XpaHuTb
npu TemnepaType +2...+8 °C B Te4yeHue BCero cpoka rogHoctn Habopa.

7.3. MpuroTtoBsieHne OTMbIBOYHOIO pacTtBopa.

Coaepxumoe (pnakoHa C KOHLEHTPATOM OTMbIBOYHOro pacTteBopa (22 M), nepeHecTu
B MepHbI unanHAp BMecTumocTbio 1000 mn, pgobasutb 550 MA AWCTMANMPOBaHHOM
BOAbl M TWaTeNbHO NepemelaTb. B cnyyae gpobHoro ucnonb3oBaHus Habopa cnepyet
oTobpaTb HeobxoAMMOe KONMYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa W pasBecTu
OUCTUNNNPOBaHHOM BogoM B 26 pa3 (1 Mn KOHLEHTpaTa OTMbIBOYHOro pacTteBopa + 25 mn
OVUCTUNNNPOBAHHOM BOAbI).
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8. YC/10BNA XPAHEHUA U OKCMJZTYATALUN HABOPA

8.1. Habop peareHToB «Cytomegalovirus IgM-UOA» fomKeH XpaHUTLCS B YyNakoBKe
npeanpusTUA-U3roToBUTENs npu TemnepaTtype +2..48 °C B TeueHue BCero cpoka
roAHOCTM, YKa3aHHOro Ha ynakoske Habopa.

[onyckaeTcs XpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype Ao +25 °C
He 6onee 15 cyTok.

8.2. Habop paccuuTaH Ha npoBefeHue aHanm3a B aybnukaTtax 46 uccnepyembix
06pasuyoB 1 2 Npob KOHTPOJIbHbIX CbIBOPOTOK (BCEro 96 onpeneneHuit).

8.3. B cnyyae apob6bHoro ucnonb3oBaHusi Habopa KOMMOHEHTbI creayeT XpaHWUTb
cnepytowmm obpasom:

- OCTaBLUMECS HEeWCMNOJIb30BaHHbIMW CTpUMbl HEOOXOAMMO TLLATENbHO 3aK/J1euTb

6ymaron Ans 3aknemBaHWs NnaHWweTa M XpaHUTb npu Temnepartype +2..+8 °C
B TeUeHMe BCero cpoka rogHoctu Habopa;

- bydep ona passeneHus obpasyosB, KOHblOraT, cybcTpart, cTon-peareHT nocne
BCKPbITUSA (DN1IaKOHOB cneayeT XpaHuTb nNpu Temnepatype +2..+8 °C B TeueHue
BCEro cpoka rogHoctn Habopa;

-  KOHTpPOJIbHble CbIBOPOTKW MOC/ie BCKPbITUS (PIAaKOHOB ClefyeT XpaHuUTb Mpwu
Temnepatype +2...+8 °C He 6onee 2 MecsueB;

- OCTaBLUMIACS HEUCMNOJSIb30BaHHbIM KOHLEHTpaT OTMbIBOYHOIO pacTBopa creayeT
XpaHWUTb Npu Temnepatype +2...4+8 °C B TeueHne BCero cpoka rogHocTn Habopa;

- OCTaBLUMNCH HEUCMNOSIb30BaHHbIM KOHLEHTpaT OTMbIBOYHOrO pacTeopa cneayer
XpaHuTb npu TemnepaTtype +2..+8 °C B TeuyeHWe BCero cpoka roAHOCTHU
Habopa. MpuUroToBfeHHbI OTMbIBOYHbIN pacTBOp CheAyeT XpaHwuTb npwu
KOMHaTHOM TemnepaType (+18...4+25 °C) He 6onee 15 cyToK v Npu TemnepaTtype
+2..+8 °C He 6onee 45 cyTok.

MpumeyaHme. Mocne MCNoNb30BaHUA peareHTa HeMeA/IEHHO 3aKpbiBalTE KPbILKY
dnakoHa. 3akpbiBanTe Kaxabll PakoH CBOEN KPbILKOMN.

8.4. [ina npoBeAeHUs aHanuM3a He creAyeT WCMoSib30BaTb FEMOJIN3MPOBAHHYIO,
MYTHYIO CbIBOPOTKY (M1a3My) KpoBM, a TakxXe CbIBOPOTKY (N1a3My) KpoBW, coaepxallyto
asna HaTpus. Ecnv aHanus nponsBOANTCS He B eHb B3STUSA KPOBU, CbIBOPOTKY (N1a3my)
cnefyeTt XpaHuTb npu Temnepatype -20 °C. [oBTOpHOe 3aMopaxusaHue-oTTanBaHue
o6pasuyoB CbIBOPOTKM (NnasMbl) KPOBW He AonyckaeTcsd. [lonyckaeTcsa muccnefoBaHue
CbIBOPOTOK, XpaHEHNEKOTOPbIXCMOMEHTa3abopakpoBMOCYLLECTBASIOCLNIpUTEMNEpPaType
oT +2 °C go +8 °C He 6onee 7 CyTOK.

8.5. VcknovaeTca ucnonb3oBaHWe Ans aHanuM3a ob6pasuoB CbIBOPOTKM (Miasmbl)
KPOBW NIOAEN, MONyYaBLIMX B Lensax AMArHOCTUKW WM Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAST MbIlMHbIE @aHTUTeNa.

8.6. [1na nonyyeHUs HaAeXHbIX pe3ynbTaToB HeobxoAuMO cTporoe cobnoaeHue
WMHCTpYyKUMM Mo npuMmeHeHuto Habopa.

8.7. [onyckaeTcs npoBeAeHWe aHanvM3a B MOHOMAMKATax MpW MCMOSb30BaHWUK
aBTOMaTM4YeCKOro UM nosyaBToOMaTUYECKOro aHann3aTopoB.

8.8. He ncnonb3yinTe KOMMNOHEHTLI U3 APYTrUX HAabopoB NN U3 aHaNTOrMYHbIX HAbopoB
OpYrUX cepuii.

9. NPOBEAEHUE AHAJIU3A

1 |MomecTuTte B pamKy HeobxoAMMOe KOMMYeCTBO CTPUMNOB — uUccreayeMble obpasubl
B 2 MOBTOpPax M 4 NYHKU AN KOHTPOJIbHbIX CbiBOPOTOK (OTpuUaTeNbHbIN KOHTPOb
3 nyHKW, MNONOXUTENBHbBIN KOHTPOb 1 NyHKa).

2 |BHecuTe BO BCe JIyHKM nnaHweTa no 90 mkn UDA-Bydepa.

NpoAosKeHMe Tabnuubl Ha cTp 7
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BHecuTe B cooTBeTCTBYHOLME JIYHKMN B Ayb6ankatax mo 10 MKJ1 KOHTPOJIbHbIX
CbIBOPOTOK. B ocTanbHble NyHKN BHecuTe B Ayb6nmkatax no 10 MK uccaeayembix
o6pasyoB cbiBOpOTKM (ns1a3Mbl) KpoBWU. BHeceHne KkKanubpoBO4YHbLIX Mpob,
KOHTPOJIbHOM CbIBOPOTKM W uccneayemblix 06pa3uoB HeobxoaAMMO nNpou3BecTu B
TeyeHne 15 MuHyT.

BHVMAHWE! Mpn BHeceHun o06pa3uoB CbIBOPOTKM (Nna3Mbl) KPOBU MPOUCXOAUT
M3MEeHeHMe uBeTa pacTBopa.

AKKypaTHO mnepeMellaTe COAEPXWMMOE MJaHWeTa KPYroBbiMU ABUXEHUSIMU MO
rOpU30HTaNbHOM MOBEPXHOCTW, 3akjenTe nnaHweTt 6ymaroln ANa 3akienBaHus
nnaHweTta. MHKy6upyiTe nnaHweTr B TedyeHne 30 MUHYT nNpu Temnepartype
+37°C n NnOCTOSAHHOM BCTpsAxuBaHuu 500-600 06/MUH.

Mo OKOHYaHWMK MHKYbauun yganuTe CoAepXMMOoe JIYHOK acnupauunen (Hanpumep,
CNOMOLLbI0 BOAOCTPYMHOIO Hacoca) niu AeKaHTMpPOBaHNEM U OTMOWTE NIYHKH 3 pa3a.
Mpu kaxaon oTMbiBKe fob6aBbTe BO BCE JIYHKM Mo 250 MK OTMbIBOYHOro pacTesopa
(cM. n. 7.3), BCTPSAXHUTE MAAHLWET KPYroBbIMU ABUXEHUSAMMU MO FOPU-30HTasIbHOMN
NOBEPXHOCTU C MocCseAylolen acnupaumMein WNM AeKaHTMpOBaHWEeM. 3ajepxka
npu OTMbIBKE (3aMayvMBaHue NYHOK) He TpebyeTcs. MNpu KaxAaoM AeKaHTMPOBaHUK
Heo6x0AMMO TLWATENbHO YAANATb OCTATKM XUAKOCTU U3 NTYHOK.

BHecuTe BO Bce JIyHKkM no 100 MK/ KOHblOraTa.

3aknenTe nnaHweTt 6yMaron Ans 3akjSiemBaHus NJaHWeTa U UHKY6upyiliTe ero B
TeyeHue 30 MMHYT nNpu Temnepartype +37 °C 1 NOCTOAHHOM BCTPSIXMBaHUU
500-600 06/MuH.

Mo OKOHYaHUU MHKYy6aLMK yaanuTe COAEPXMUMOE JTYHOK U OTMOMWTE NIYHKU 5 pas.

10

BHecuTte Bo Bce nyHku no 100 mkn pactBopa cy6cTtpaTta TeTpameTunbeHsu-
AWHa. BHeceHune pacTBopa cybcTpaTa TeTpameTunbeHsnanHa B NyHKU Heo6xoamMo
npousBecTn B TeyeHue 2-3 MWH. MHKY6upyiiTe nnaHweTr B TEMHOTe npu
KOMHaTHOW TemnepaType (+18...+25 °C) B TeyeHue 10-20 MUHYT B 3aBUCK—
MOCTM OT CTEMNEHWN Pa3BUTUSA CUHErO OKpaLMBaAHWUSA.

11

BHecuTe BO BCE JIYHKM C TOW X€ CKOPOCTbIO U B TOM Xe MOCNef0BaTeNbHOCTH, KakK U
pacTtBop cybcTparta TeTpaMeTunbeHsnanHa, no 100 MKA cTon-peareHTa, rnpy 3TOM
COAEPXMMOE NTYHOK OKpaLUMBAETCA B SPKO-XKENTbIN LiBET.

12

U3mMepbTe BeNUUMHY ONTUYECKOW nnotHoctu (Of) coaepXMMoro JyHOK
nnaHweTa Ha GoTOMETpEe BEPTUKANIBHONO CKAHUPOBAHUS NPU AJIMHE BOJIHbI 450 HM.
MN3mepeHne Ol coaep>XXMMOro yHOK naaHweTa Heo6xoAMMO NPOM3BECTU B TeYeHne
15 MWH nocne BHeceHUsl cTon-peareHTa. bnaHk doToMeTpa BbICTaBnsiiTe NO BO3AYXY.

13

- ON MoNoXnUTeNbHOro KOHTPOAS He HMxe 1 onTuyeckmnx eanHny (OE)
- O OTpuuaTenbHOro KOHTpons He Bbiwe 0.15 OE Bo Bcex NyHKax

Paccuutaiite copepr>kaHme IgM aHTuTen k aHtureHam Cytomegalovirus
B uccaepyembix obpasuax. [1na storo:
1. PaccuuTtainTe cpefnHee 3HayeHue ON OTpuuaTenbHOro KOHTPONS:

On (CN103MZ)Cp = (ONn1 (CN103MZ)+0MN2 (CN103MZ)+0MN3 (CN103MZ)) / 3;
Pe3ynbTaTbl aHanM3a cuyuTaTb AOCTOBEPHbLIMU, €CN

2. PaccuuTanTe ypoBeHb rpaHuyHoro 3HadeHus Cut off, ana aTtoro Kk cpeaHemy
3HayeHuto Ol OTpuuaTenbHOro KOHTpons npubasbTe 0.3

Cut off = OMN (CN103MZ)Cp + 0.3
3. PaccuunTtanite UHaekc MosntmsHoctn (UM, %) ana kaxaoro nccneayemoro obpasua,
ans atoro Ol obpasua pa3aennTe Ha 3HayeHune Cut off

N = ONo6pa3uya / Cut off
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AnbTepHaTUBHbIN popmMar.

[MomMecTuTe B paMKy HeobxoaAnMMoe KONMYeCcTBO CTPUMNOB — uUcciegyemble ob6pasubl
B 2 NOBTOpPax v 4 NyHKU ANt KOHTPOJIbHbIX CbiIBOPOTOK (OTpuuaTenbHbI KOHTPO/b
3 NyHKW, MON0XUTENbHbIA KOHTPOJb 1 NIyHKa).

BHecuTe BO BCe NyHKkU naaHweTta no 90 mkn UDA-Bydepa.

BHecuTe B cCOOTBETCTBYOWMNE NIYHKMU B AybnivkaTax no 10 MKJ1 KOHTPOJIbHbIX
CbIBOPOTOK. B ocTanbHble nyHkn BHecuTe B AybnukaTtax no 10 Mkn nccnepyembix
ob6pasuoB cbiBOPOTkM (Ns1asMbl) KpoOBU. BHeceHne kanubpoBouHbIX Mpob,
KOHTPOJIbHOM CbIBOPOTKN W unccneayembix obpasuoB Heo6X0AMMO MPOM3BECTU B
TeyeHmne 15 MUHYT.

BHUMAHWE! MNpu BHeceHMn 06pa3uloB CbIBOPOTKM (Ma1a3Mbl) KPOBM MPOMCXOAUT
M3MeHeHne LBeTa pacTeopa.

AKKypaTHO nepeMelwlanTe COAEPXWMMOE MMaHWeTa KPYroBbIMU ABWXEHUSAMU MO
rOpU30oHTanbHOW MOBEPXHOCTW, 3akjelTe nnaHweT 6ymaroit ANns 3akjeunBaHus
nnaHweTta. UHKy6upynTe niaaHweT B TeyeHMe 60 MUHYT Npu TemMnepartype
+37 °C.

Mo oKOHYaHUM MHKYbauuu ynanuTe COLEPXUMOe NYHOK acnupauunen (Hanpumep,
C MOMOLLblO BOAOCTPYMHOrO Hacoca) MM AeKaHTUPOBaHWEM U OTMOWMTE NYHKM
3 pasa. pu Kaxaon oTMbIBKE A0b6aBbTe BO BCE NYHKM MO 250 MK OTMbIBOYHOMO
pacteopa (cM. M. 7.3), BCTPAXHUTE MNNAHLLIET KPYroBbIMW ABWXEHUAMWU MO FOpU-|
30HTa/IbHOM MOBEPXHOCTU C MOCAeAYLWeNn acnmpaumen nnnm AeKaHTUPOBAHUEM.
3ajepxkKa npu OTMbIBKE (3aMaudvMBaHue NYHOK) He Tpebyetcsa. [lpu kaxaom
AEeKaHTUPOBaHUM HEO6XOANMO TLLATENbHO YAANATb OCTATKU XUAKOCTU U3 JTYHOK.

BHecuTe BO Bce silyHkM no 100 MK/ KOHBblOraTa.

3aknenTe nnaHweTt 6ymaroin ANs 3akfeMBaHUs nnaHweTa U MHKY6upyhTte
nnaHwer B TeyeHne 30 MUHYT Npu Temnepartype +37 °C.

Mo oOKOHYaHUM NMHKYBaUWUW yaanuTe COLEPXUMOE JIYHOK 1 OTMOWUTE JIYHKU 5 pas.

10

BHecuTe BO Bce NiyHkU no 100 Mk pacTtBopa cybcTpaTa teTpaMeTunbeHsmn-
AVHAa. BHeceHue pacTBopa cybcTpaTa TeTpaMeTunbeH3nanHa B yHKU HeobxoanmMo
npousBecTM B TeyeHue 2-3 MUH. UHKY6GupyHTe nnaHweT B TEMHOTE Npu
KOMHaTHOM TeMnepartype (+18...4+25 °C) B TeueHne 10-20 MUHYT B 3aBUCU-|
MOCTW OT CTEMEHW Pa3BUTUA CUHEro OKpalNBaHUS.

11

BHecuTe BO BCe JIYHKM C TOI )& CKOPOCTbIO 1 B TOW e NocnefoBaTeNlbHOCTH, Kak
N pacTtBop cybcTpaTa TeTpaMeTunbeHsuavHa, no 100 MKN cTon-peareHTa, npu
3TOM COAEPXMMOE JIYHOK OKPaLMBAETCS B APKO-XENThIW LBET.

12

U3MepbTe BeNIMUMHY ONTUUECKOW MJIOoTHOCTU (ON) coaepXuMoro nyHOK
nnaHweTta Ha ¢oToMeTpe BepTUKa/bHOr0 CKaHWPOBaHWS MPWU AJINMHE BOJIHbI
450 HM. N3mepeHune Ol coaepXMMoro NyHOK naaHweTa Heo6xoAMMO NPoOM3BECTM B
TeyeHne 15 MMH nocne BHeceHus cTon-peareHTa. bnaHk goTomMeTpa BbiICTaBnAnTe

no BO3A4YyXY.

NPOoAoIIKeHne Tabnnubl Ha cTp 9
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13 [|PaccuuTtainTe copeprkaHue IgM aHTuTen k aHtureHam Cytomegalovirus
B uccnepyembix obpasuax. [na atoro:

1. PaccuuTaiite cpeaHee 3HaveHune Ol OTpMLATENBHOMO KOHTPOS:

On (CN103MZ)Cp = (OMN1 (CN103MZ)+0M2 (CN103MZ)+0N3 (CN103MZ)) / 3;
Pe3ynbTatbl aHanMsa cymMTaTb AOCTOBEPHbBIMU, €CNN
- Ol MonoxnTenbHOro KOHTPoONsa He Huxe 1 onTuyecknx eanHuy (OE)
- Ol OTpuuaTenbHoro kKoHTpons He Bbiwe 0.15 OE BO Bcex NyHKax

2. PaccuuTalite ypoBeHb rpaHuM4yHoro 3HayeHus Cut off, ansg sTtoro Kk cpeaHemy
3HayeHuto Ol OTpuuaTenbHOro KoHTpons npubasbte 0.3
Cut off = O (CN103MZ)Cp + 0.3

3. Paccuutante WHaekc [MosumtuBHocTu (UM, %) Ana KaxAaoro uccnenyemoro
o6pa3sua, ansa atoro Ol obpasua pasgennTte Ha 3HadyeHue Cut off
UN = ONo6pa3sua / Cut off

10. OOXKWAAEMbIE 3HAYEHNA U HOPMbI

10.1. OcHOBbIBasiCb Ha pe3synbTaTax uccaenoBaHuii, nposegeHHbIXx 000 «XEMA»,
peKkoMeHAyeM MoJib30BaTbCs HOpMaMu, NpuBeAeHHbIMU HUXe. BMecTe ¢ TeM, B cooTBeT-
CTBMM C npaBunamu GLP (Xopowwen nabopaTOpHOM MpakTUKK), Kaxaas nabopatopus
[OMKHa caMa onpefenuTb MapaMeTpbl HOPMbl, XapakTepHble pAans obcneayemon
nonynaumm.

UHTepnpeTauus pe3ynbTaToB:

Mpu UMN>1.1 o6paseL NOJIOXKUTEJNIbHBIN,
npu UMN<0.9 — oTpuLaTe/IbHbIN.

Mpu 3HayeHun UM, nexawem B npomexyTke oT 0.91 go 1.09 - pe3ynbraT B norpa-
HWYHOM 30He (+/-).

Takume CbIBOPOTKM pEKOMEHAYeTCs MWCClefoBaTb MOBTOPHO. EcAM nOBTOPHBbIN
NnoslyyeHHbI pe3ynbTaT 6yaeT HeonpenesieHHbIM, TO creayeT NpoBecTU TecTMpoBaHue
CbIBOPOTKM, MOJIyYEHHON uepes3 2-4 Heaenwu. B cnydyae nonyyeHus HeonpeneneHHbIX
pe3ynbTaToB Takue 06pasLbl CYNTATb OTPULATENbHbLIMU.
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Mo Bonpocam, Kacatowmumcs kayectsa Habopa «Cytomegalovirus IgM-UDA >,
cnepyetT obpawaTtbca B OO0 «<XEMA» no agpecy: 105264, MockBa, a/a 58,
Ten./dakc: (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHasnbHbIM)
3/1eKTPOHHas noyTta: info@xema.ru; rgc@xema.ru

MHTEpPHET: www.Xxema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knmeHTCKkoro cepsmca OO0 «XEMA»,

K. 6. H. 4. C. KocTpuknH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY FOR THE
QUALITATIVE DETERMINATION OF IGM ANTIBODIES TO
CYTOMEGALOVIRUS
IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the qualitative determination of IgM
antibodies to Cytomegalovirus in serum or plasma.

This kit is designed for measurement of IgM antibodies to Cytomegalovirus in serum
or plasma. For possibility of use with other sample types, please, refer to Application
Notes (on request). The kit contains reagents sufficient for 96 determinations and allows
to analyze 46 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

Cytomegalovirus (CMV) infection is a human infectious disease which may
progress both with and without clinical signs and cause local or multiorgan damage.
Due to a life-long persistence of CMV in the infected organism, the disease may have
recurrences. Most cases of CMV infection are asymptomatic, clinical signs being
evident only in immunocompromised patients (HIV infection, chemotherapy and other
immunosuppressive treatment). CMV infection in pregnant women may cause intra-
uterine infection of the fetus and birth defects. That is why in vitro diagnostics of CMV
infection plays an important role - especially, before organ transplantation and during
pregnancy.

In case of a primary infection, first anti-CMV antibodies of IgM isotype are found
several weeks after infection. They persist in circulation for several weeks and then,
from month 2-3, began to gradually decrease to reach minimal concentration by the
month 8. CMV-specific IgG antibodies appear ca. 1 week following appearance of IgM and
persist in circulation life-long. Recurrence of the infection induces raise of CMV-specific
IgG. Sometimes it is accompanied by elevation of CMV-specific IgM level; however, this
level never reaches titers seen during primary infection.

3. PRINCIPLE OF THE TEST

This test is based on two-site sandwich enzyme immunoassay principle. Tested
specimen is placed into the microwells coated with murine monoclonal antibodies to
human IgM. Antibodies from the specimen bind coated murine monoclonal antibodies to
IgM on the microwell surface. Unbound material is removed by washing procedure. CMV
antigen, labelled with peroxidase enzyme, is then added into the microwells and binds
to anti-CMV IgM if present in total IgM fixed After subsequent washing procedure, the
remaining enzymatic activity bound to the microwell surface is detected and quantified
by addition of chromogen-substrate mixture, stop solution and photometry at 450 nm.
Positivity index (PI, %) is calculated by the formula (see Calculations).Optical density in
the microwell is directly related to the quantity of the measured analyte in the specimen.
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4. WARNINGS AND PRECAUTIONS

4.1. For professional use only.

4.2, This kit is intended for in vitro diagnostic use only.

4.3. INFECTION HAZARD: There is no available test methods that can absolutely
assure that Hepatitis B and C viruses, HIV-1/2, or other infectious agents are not present
in the reagents of this kit. All human products, including patient samples, should be
considered potentially infectious. Handling and disposal should be in accordance
with the procedures defined by an appropriate national biohazard safety guidelines
or regulations.

4.4. Avoid contact with stop solution containing 5.0% H,SO,. It may cause skin
irritation and burns.

4.5. Wear disposable latex gloves when handling specimens and reagents. Microbial
contamination of reagents may give false results.

4.6. Do not use the kit beyond the expiration date.

4.7. All indicated volumes have to be performed according to the protocol. Optimal
test results are only obtained when using calibrated pipettes and microplate readers.

4.8. Do not smoke, eat, drink or apply cosmetics in areas where specimens or kit
reagents are handled.

4.9. Chemicals and prepared or used reagents have to be treated as hazardous
waste according to the national biohazard safety guidelines or regulations.

4.10. Do not mix reagents from different lots.

4.11. Replace caps on reagents immediately. Do not swap caps.

4.12. Do not pipette reagents by mouth.

4.13. Specimens must not contain any AZIDE compounds - they inhibit activity
of peroxidase.

4.14. Material Safety Data Sheet for this product is available upon request directly
from XEMA Co., Ltd.

4.15. The Material Safety Data Sheet fit the requirements of EU Guideline 91/155
EC.
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5.2. Equipment and material required but not provided

Distilled or deionized water;

Automatic or semiautomatic multichannel micropipettes, 90-250 ul, is useful
but not essential;

Calibrated micropipettes with variable volume, range volume 10-250 pl;

Dry thermostat or thermostat shaker for 37 °C +2 °C;

Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0

5.3. Storage and stability of the Kit

Store the whole kit at +2...+8 °C upon receipt until the expiration date.

After opening the pouch keep unused microtiter wells TIGHTLY SEALED BY ADHESIVE
TAPE (INCLUDED) to minimize exposure to moisture.

6. SPECIMEN COLLECTION AND STORAGE

This kit is intended for use with serum or plasma (ACD- or heparinized). Grossly
hemolytic, lipemic, or turbid samples should be avoided.

Specimens may be stored for up to 48 hours at +2...+8 °C before testing. For a
longer storage, the specimens should be frozen at -20 °C or lower. Repeated freezing/
thawing should be avoided.

7. TEST PROCEDURE

7.1. Reagent Preparation

All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18...425 °C) before use.

All reagents should be mixed by gentle inversion or vortexing prior to use. Avoid
foam formation.

It is recommended to spin down shortly the tubes with calibrators on low speed
centrifuge.

Prepare washing solution from the concentrate BUF WASH 26X by 26 dilutions
in distilled water.

7.2. Procedural Note:

It is recommended that pipetting of all calibrators and samples should be completed
within 3 minutes.

7.3. Assay flowchart

See the example of calibration graphic in Quality Control data sheet.

7.4. Assay procedure

Put the desired number of microstrips into the frame; allocate 4 wells for control
samples CONTROL - CONTROL + (3 and 1 wells resp.) and two wells for each
unknown sample. DO NOT REMOVE ADHESIVE SEALING TAPE FROM UNUSED
STRIPS.

Pipet 90 pl of EIA buffer into each well.

Pipet 10 pl of control samples CONTROL - CONTROL + and unknown samples into
the wells. Cover the wells by plate adhesive tape (included into the kit).

Incubate 30 minutes at +37 °C and continuous shaking at 500-600 rpm.

(Continuation see page 14)
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5 | Prepare washing solution by 26X dilution of washing solution concentrate BUF
WASH 26X by distilled water. Minimal quantity of washing solution should be
250 pl per well. Wash strips 3 times.

6 | Dispense 100 pl of CONJ HRP into the wells. Cover the wells by plate adhesive
tape.

Incubate 30 minutes at +37 °C and continuous shaking at 500-600 rpm.
Wash the strips 5 times.

9 | Dispense 100 pl of SUBS TMB into the wells.

10 | Incubate 10-20 minutes at +18...+25 °C.

11 | Dispense 100 ul of STOP into the wells.

12 | Measure OD (optical density) at 450 nm.

13 | Set photometer blank on air.

Alternative incubation:

Put the desired number of microstrips into the frame; allocate 4 wells for control
samples CONTROL - CONTROL + (3 and 1 wells resp.) and two wells for each
unknown sample. DO NOT REMOVE ADHESIVE SEALING TAPE FROM UNUSED
STRIPS.

Pipet 90 pl of EIA buffer into each well.

Pipet 10 pl of control samples CONTROL - CONTROL + and unknown samples into
the wells. Cover the wells by plate adhesive tape (included into the kit).

Incubate 60 minutes at +37 °C.

Prepare washing solution by 26X dilution of washing solution concentrate BUF
WASH 26X by distilled water. Minimal quantity of washing solution should be
250 pl per well. Wash strips 3 times.

Dispense 100 pl of CONJ HRP into the wells. Cover the wells by plate adhesive
tape.

Incubate 30 minutes at +37 °C.

Wash the strips 5 times.

Dispense 100 pl of SUBS TMB into the wells.

10

Incubate 10-20 minutes at +18...+25 °C.

11

Dispense 100 pl of STOP into the wells.

12

Measure OD (optical density) at 450 nm.

13

Set photometer blank on air.
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8. QUALITY CONTROL

It is recommended to use control samples according to state and federal regulations.
The use of control samples is advised to assure the day to day validity of results.

The test must be performed exactly as per the manufacturer’s instructions for use.
Moreover the user must strictly adhere to the rules of GLP (Good Laboratory Practice)
or other applicable federal, state, and local standards and/or laws. This is especially
relevant for the use of control reagents. It is important to always include, within the test
procedure, a sufficient number of controls for validating the accuracy and precision of
the test.

For the assay to be valid, the following requirements should be met:

1. OD450 for CONTROL+ should be nlt 1 AU.

2. OD450 for CONTROL- should not be more than 0.15 AU for all replicates.

3. 0D450 for any CONTROL- replicate should be within 50%-150% of the mean OD450
value for CONTROL-. If any value lies outside this range (although meets requirement
#2), it should be discarded and not used for calculation of the mean OD450 value for
CONTROL-

9. CALCULATION OF RESULTS

1. Calculate the mean absorbance values (OD450) for CONTROL- in triplicates and
each pair of samples.

2. Calculate the cut-off value: (mean OD450 for CONTROL-) + 0.3.

3. Calculate Positivity Index (PI) for each sample: PI = mean OD450(sample) / Cut-off

10. EXPECTED VALUES AND ASSAY LIMITATIONS

If PI value is greater than 1.1, the result is POSITIVE.

If PI value is less than 0.9, the result is NEGATIVE.

If PI value is between 0.9 and 1.1, the result is EQUIVOCAL. Such samples should
be retested. If the result is equivocal again, a new sample should be obtained 2-4 weeks
later and tested again. If the result remains equivocal, the sample should be considered
negative.

Therapeutic consequences should not be based on results of IVD methods alone -
all available clinical and laboratory findings should be used by a physician to elaborate
therapeutic measures. NOTE: the patients that have received murine monoclonal
antibodies for radioimaging orimmunotherapy develop high titered anti-mouse antibodies
(HAMA). The presence of these antibodies may cause false results in the present assay.
Sera from HAMA positive patients should be treated with depleting adsorbents before
assaying.
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11. PERFORMANCE CHARACTERISTICS

11.1. Analytical specificity

Specificity of the test was evaluated on 55 serum specimens found negative in
DiaSorin (Italy) and NovaTec (Germany). All tested specimens were found negative.
Based on these data, specificity of the test is 100%.

11.2. Analytical sensitivity

The kit Cytomegalovirus IgM EIA was evaluated using panel of naturally occuring
serum and plasma specimens from Boston Biomedica, Inc (Anti-CMV Mixed Titer
Performance Panel PTC202(M)).

11.3. Precision

Intra-assay precision is shown below:

Serum, no duplicated value, K w1, % V2, %
1 32 0.504 5.9 6.5
2 32 1.908 3.7 3.5
Inter-assay precision is shown below:
Serum, no duplicated value, K v, %
1 8 0.54 8.7
2 8 1.98 6.1

12. LITERATURE
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in the mother, fetus and newborn infant // Clin. Microbiol. Rev. - 2002- v.15, no.4 - p.680-715

3. Pass R.F. Cytomegalovirus infection // Pediatrics in Reviews - 2002 - v.23, no.5 - p.25-29

4. Plachter B., Weiczorek L., Scholl B.C. et al. Detection of cytomegalovirus antibodies by an
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«YTBEPXJEHA»

npukasom PocsgpasHaasopa

N2 4495-MNp/08 ot 10 moHsA 2008 roaa
KP N° 10619 ot 13 mapTta 2008 roaa

MHCTPYKLUNA NO NPUMEHEHWNIO HABOPA PEATEHTOB
ansa AMMYHO®EPMEHTHOIO OMNPEAENEHNA TECTOCTEPOHA
B CbIBOPOTKE (NMJIASME) KPOBU «TECTOCTEPOH-N®A »

1. HABHAYEHMUE

1.1. Habop peareHtoB «TECTOCTEPOH-U®A» npeaHa3sHayeH ANs KOJIMYECTBEH-
HOro onpejesieHns KOHLUEHTpauuuM TeCTOCTEpOHa B CbIBOPOTKe (Mn1a3Me) KpoBMU
MeToA0M TBepAodha3HOro UMMyHoMhEepPMEeHTHOro aHannsa.

1.2. TecToCTEpOH - cTepoui C MosiekynsapHoh Maccoi 288.4 [la. OCHOBHbIM
MecToM ob6pa3oBaHMs TECTOCTEpPOHa B CEMEHHMKax SABASTCS KneTku Jlenaura
(MHTepcTUUManbHas TKaHb). Y XXeHLWH TECTOCTEPOH CMHTE3MPYETCA B HaAMOYeYHUKax,
a KOHTPOJ/b 3a ero NpoAyKuMeln OCyLeCTBASET NIOTENHU3UPYIOWMA FOPMOH. TecTo-
CTEPOH CTUMYUPYET pPa3BUTUE MYXCKWUX MOJSIOBbIX OPraHOB M BTOPUYHbBIX MOJSIOBbIX
npu3sHakoB. Cekpeuusi TecToCTepoHa WMeeT OnpeAeneHHbI UMpKaAHbIA pPUTM.
HauBbiClIMIA ypOBEHb rOPMOHa OTMeYaeTcs B 6 4acoB yTpa, HauMeHbLlWnin — B 20 4acos.
Y >KeHWWH npoayKLUMSA TeCcTOCTEPOHA 3aBUCUT OT (asbl MEHCTPyaslbHOro uukna:
MaKcuMasnbHoe obpa3oBaHMe rOpMOHa NMPOUCXOAMT B JIIOTENHOBOM da3e n B nepuos
osynaumn. Mpu onyxonsax M3 kKnetok Jlenaunra nsbbiTOK TeCcToCTepoHa Bbi3blBaeT Yy
Manb4YnMKoOB CMMNTOM «MNaaeHua-fepakna». MoBbilWEeHHasA KOHLEHTPauna TeCTOCTEPOHA
B NJasMe C/yXUT onpeaensiowmm dakTopoM MaCcKyIMHU3aUUK Y XEHLNH. Y AeBoYeK
N36bITOKTECTOCTEPOHABOPraHM3Me Bceraa aBAseTcsa ceAcTBUEM HAapyLWeHN PYHKLMK
HaAMOYEYHMKOB, @ Y XEeHLWH MOXEeT ObITb CBA3aH Takxe C 3aboneBaHNsIMN ANYHNKOB.
Mpy 3TOM MOXET NpeKpaTUTLCA OBYNALMSA N MPOSABUTCH TUMUYHOE A1 MYXUYUH CTpoe-
HMe Tena. HefoCTaTOYHOCTb TECTOCTEPOHA Y MYXUYUH BeAEeT K PasBUTUIO XXEHCKOIro
TUna TenocnoxeHus. Npu 3ToM y ManbyYnkoB HabnopaeTcs HeAOpa3BUTUE MONOBbIX
opraHos. B uensax anddepeHunanbHOW ANArHOCTUKU MEPBUYHOrO M BTOPUYHOMO
rMNOroHaAn3Ma KOHLUEHTpaLumio TeCTOCTEPOHa He06X0AMMO onpeaensaTb B KOMMieKce
c nccnepgosanunamu JIir n OCT. MoBbIWEHHbIE YPOBHU TECTOCTEPOHA OTMEYAKTCS MpU:
cnHapome lTenHa-/leBeHTans; y MyxXu4umH c kapuotunom XYY; npexieBpeMeHHOM
CO3peBaHUM y MasibiMKOB; OMYyX0JIAX KOPbl HAAMNOYEYHUKOB; NMPUEME JleKapCTBEHHbIX
npenapaToB (bapbuTypaToB, KioMUdEHa, 3CTPOreHoB, TOHAAOTPOMNMHA, NEPOPabHbIX
KOHTpauenTuBOB); WMAMONATUYECKOM TrUpcyTuaMe.CHMXKEHNE YPOBHS TECTOCTEpOHa
oTMeYaeTCs Npu ypeMmnn; MMOTOHNYECKON ANCTPODUMN; NEYEHOYHOM HEAOCTAaTOYHOCTH;
cnHapome KnanHdentepa; KpUMNTOpX1M3Me; NEPBUYHOM U BTOPUYHOM TMMOroHaAn3Me;
cnHapome KannMmaHa; npveMe aHApPOreHoB, AeKcaMmMeTa3OHa, AMIOKCWMHAa, 3TaHona,
ranoTtaHa.
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2. IPUHUUN PABOTbl HABOPA

OnpefeneHne TeCcTOCTEpOHa OCHOBAHO Ha MWCMOMb30BaHUN KOHKYPEHTHOMO
MMMYHOMEPMEHTHOMO aHanM3a. Ha BHyTpeHHEen NOBEPXHOCTM IYHOK MaHLweTa MUMMo—
6UNN30BaHbl MbILNHbIE MOHOKJIOHAJIbHbIE @HTUTENA K TECTOCTEPOHY. TeCcTOCTepoH
13 obpasua KOHKYPUPYET C KOHBLIOFMPOBAHHbIM TECTOCTEPOHOM 3a CBs3blBaHME
C aHTUTEeNnaMy Ha MOBEpPXHOCTU NyHKU. B pesynbraTe o6pasyercsi CBA3AHHbIA C
NAacTUKOM «C3HABWUY», COAEPXKALLUI Nnepokcmasy. Bo BpeMsi nHky6auum ¢ pacTBOpomM
cybcTpata TeTpameTunbeHsnamHa (TMB) npoucxoauT oOKpaluMBaHMe pacTBOPOB
B JIyHKaxX. WHTEHCMBHOCTb OKpackuM 06paTHO MNpOMopuUMOHanbHa KOHLEHTpauuu
TEeCcToCTEpPOHa B Ucc/ieayeMoM obpasLie. KOHLEHTpaLuio TECTOCTEPOHA B UCCNIeyEeMbIX
obpasuax onpenensioT Mo KanubpoBOYHOMY rpaduKky 3aBUCMMOCTM OMTUYECKOMN
MAOTHOCTM OT COAEPXKAaHMS TECTOCTEPOHA B KaJIM6POBOYHbIX Npobax.

3. AHAJTUTNYECKUE XAPAKTEPUCTUKHA

3.1. CneundmyHOCTb. [lepekpecTHass peakuus MbIWWHBIX MOHOK/IOHAMbHbIX
aHTUTEN K TeCTOCTEPOHY C APYrvMU aHanuTaMun npuseaeHa B Tabnuue:

Ananur NepekpectHas peakuus, %
TecTocTepoH 100
5-anbda-aernapoTecTtocTepoH 16
AHApOCTEHAMON 1.0
AHAPOCTEHANOH 0.4
AHAPOCTEPOH <0.1
LernapoannaHapocTepoH <0.1
MporectepoH <0.1
DCTpaamon, scTpuon <0.01
KopTuson, nperHeHos10H <0.01

3.2. BocnpousBoaUMOCTb.

KoadduruneHT Bapuaunm pesynbTaToB OMNpeaeneHns COAEpXaHUs TeCTOCTepOoHa
B OAHOM M TOM e obpa3sue CbIBOPOTKM (MasMbl) KpOBU C McCnosib3oBaHMeM Habopa
«TECTOCTEPOH-N®A» He npesbiwaeT 8.0%.

3.3. JINHENHOCTb.

3aBMCUMOCTb KOHLIEHTPaLMK TeCTocTepoHa B obpasuax CbIBOPOTKM (MNia3Mbl) KPOBU
npuv pasBefeHun UX CbIBOPOTKOM (Ma3mMoi) KpoBM, He codepXKallen TeCTOCTEPOH, nMeeT
JNIMHENHbIN XapakTep B AnanasoHe KoHueHTpaunin 1.0-40 HMonb/n n coctasnset £10.0%.

3.4. ToyHOCTb.

[aHHbIA  aHaNUTMYeCKMIi napaMeTp MpPOBEPSETCS TEeCTOM Ha <«OTKpbITME» -
COOTBETCTBUE M3MEPEHHOW KOHLEHTPauuu TeCTOCTepPOHa MpeAnnuCaHHOW, MosyyYeHHOMU
NnyTeM CMeLWMBaHUA PpaBHbIX O6bEMOB KOHTPOJSIbHOW CbIBOPOTKM M KannbpoBO4YHOM
npobbl 5 HMONbL/N. MpoueHT «OTKpbITUA» coctasnseT 90-110%.

3.5. YyBCTBUTENbHOCTbD.

MuHMManbHass AocToBepHo onpegensemas Habopom «TECTOCTEPOH-U®A»
KOHLIeHTpaLuus TeCTOCTEPOHA B CbIBOPOTKe (Nna3Me) Kposu He npesbiwaeT 0.15 Hmonb/ .
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5. MEPbI NPEAOCTOPOXXHOCTU

5.1. MNoTeHUManbHbIN pUck NpuMeHeHns Habopa — knacc 26 (FOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOW KUCNOTbI), B UCMOJIb3YyEMbIX KOHLEHTPaUUSAX ABASIOTCA HETOKCUYHBIMMU.

PactBop cepHoOW kucnoTbl obnajaeT pasgpaxawmowmm aencteuem.  MsberaTb
pa3bpbi3rMBaHms 1 NonagaHmsa Ha KOXy U Cnn3uncTble. Mpy nonagaHum Ha KOXY Y CIN3UCTble
MOPaXeHHbIN y4acTOK cneayeT NpoMbiTb H0MbLINMM KONMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu pabote c HabopomM cneayet cobniogatb «lMpaBuna yCTPONCTBa, TEXHUKHU
6e3onacHoOCTN, MPOU3BOACTBEHHOW CaHWUTapuu, MNPOTUBOIMUAEMMYECKOrO pexuma u
NMYHOM rurmeHbl Npu pabote B nabopatopusax (OTAeNeHuax, oTaenax) caHuUTapHO-
3MNAEMUONIOTNYECKUX YUPEXAEHUIA cMCTeMbl MUHUCTEpCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. lNpu pabote c Habopom cneayeT HageBaTb OA4HOPA30Bble pPE3UHOBbIE WU
nJacTMKOBbIEe NMepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpuBaTb Kak
noTeHuManbHO MHOULMPOBAHHbIA MaTepuan, CNoCObHbI ANNTENbHOE BPEMS COXPaHSTb
n nepepjasaTtb BWY, Bupyc rematuta wunu nwobon apyron Bo36yAuMTENb BUPYCHOM
MHDEKLMN.

6. OBOPYJOBAHUE N MATEPUAIJDI,
HEOBXOAUWMBIE NMPU PABOTE C HABOPOM
- (doTOMEeTp BEpTUKANbHOIO0 CKAHNMPOBAHMS, MO3BOJISOLLNIA U3MEPATb ONTUYECKYIO
MAOTHOCTb COAEPXMMOrO JIYHOK MaHLWweTa Npu ASIMHE BOSHbI 450 HM;
- TepMocCTaT, noaaepxuBarwmin Temnepatypy +37 °C £0.1 °C;
— [A03aTopbl CO CMEHHbIMM HaKOHEe4YHMKaMW, Mo3Bonswme oTbupatb 06bEMbI
B AnanasoHe 25-250 mkn;
- UMAMHAP MepHbIN BMecTuMocTbio 1000 mn;
- BOAa AVUCTWIIMPOBaHHas;
-  repyaTku pe3nHOBblE UK MIACTUKOBbLIE;
- bymMmara dwunbTpoBasnbHas.

7. NOArOTOBKA PEAFEHTOB A/i1 AHAJIU3A

7.1. Mepen npoBefeHneM aHanm3a KOMMNOHeHTbl Habopa n nccneayemsie obpasubl
CbIBOPOTKM (NNasMbl) KpOBM cneAyeT BblAepXaTb MNpuM KOMHATHOM TemnepaTtype
(+18...+25 °C) He meHee 30 MUH.

7.2. MpuroToBJsieHMe NaaHLWIeTa.

BCKpbITb MakeT C NaaHWeTOM U YCTaHOBWUTb Ha paMKy HeobxoAmMoe KOIMYyecTBO
ctpunos. OcTaBlWMecs  HEWCNONb30BaHHbIMKM  CTpUMbl, 4YTObBbI  NpeaoTBpaTUTb
BO3JENCTBME Ha HMX BRarv, TwaTenbHO 3aknenTb ByMaron Ans 3akieMBaHns NaaHLWeTa
M XpaHuUTb NMpu TemnepaType +2...+8 °C B TedeHuMe BCero cpoka rogHoctn Habopa.

7.3. MpurotoBsieHne OTMbIBOYHOIO pacreopa.

Copepxumoe nakoHa C KOHLEHTPAaTOM OTMbIBOYHOIO pacTsopa (22 Mf1), nepeHecTn
B MEpHbI LUMAMHAP BMecTuMocTbio 1000 mn, pobasute 550 Mn aAncTunnvpoBaHHOWN
BOAbl U TWaTeNbHO nepeMewwaTtb. B cnyyae apobHoro ncnonb3osaHus Habopa cneayer
oTobpaTb HEO6X0AMMOE KOMMYECTBO KOHLIEHTpaTa OTMbIBOYHOIO pacTBoOpa M pa3BecTy
OVCTUNNMPOBaHHONM BoAON B 26 pa3 (1 Mn KOHUeEeHTpaTa OTMbIBOYHOrO pacrtesopa + 25
M AUCTUNNMPOBAHHOM BOAbI).
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8. YCNoBusA XPAHEHUA N SKCNJTYATALUUN HABOPA

8.1. Habop peareHToB «TECTOCTEPOH-U®A» [o/MmKeH XpaHUTbCS B yMakKoBKe
npeanpuaTUS-U3roToBMTENS Npu Temnepatype +2...4+8 °C B TeueHune BCero Cpoka rogHocTy,
YyKa3aHHOro Ha ynakoske Habopa.

[onyckaeTcsi xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype Ao +25 °C
He 6onee 15 cyTok. He gonyckaetcs 3amopaxuBaHue Lenoro Habopa.

[AonyckaeTcsa ofqHOKpaTHoe 3aMopa)xuBaHue (-20 °C) kannbpoBoUHbIX Npo6
M KOHTPOJIbHOW CbIBOPOTKMU B aJ/IMKBOTAaX.

8.2. Habop paccumTtaH Ha npoBefeHue aHanusa B aybnukatax 40 mccnegyembix
obpasuoB, 6 KanMbpoBOYHbIX Npo6 M 2 Npobbl KOHTPOSBLHOM CbIBOPOTKM (BCEro
96 onpenenexHui).

8.3. B cnyyae apobHoro mcnonb3oBaHus Habopa KOMMOHEHTbI creayeT XpaHwuTb
cnepytowmm obpasom:

- OCTaBLUMECS HEeWCrnosib30BaHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

byMaroii ons 3akiemBaHus NaaHWeTa U XpaHuUTb Npu TeMnepaType +2...4+8 °C
B TeYeHne BCero cpoka rogHoctn Habopa;

- KOHbtoraT, cybcTpaTt, cTon-peareHT Mocfe BCKpbITUS (nakoHOB cneayet
XpaHuUTb Npu Temnepatype +2...+8 °C B TeyeHune Bcero cpoka rogHoctn Habopa;

- KanubpoBOYHble NPObbI N KOHTPOJIbHYIO CbIBOPOTKY MOC/AE BCKPbITUS P/TaKOHOB
cnepyeT XpaHuTb nNpu Temnepatype +2...+8 °C He 6onee 2 MecsiLEB;

- OCTaBLUMINCA HENCMO/Ib30BaHHbIM KOHLIEHTPaT OTMbIBOYHOIO pacTBopa cneayer
XpaHuTb nNpu TemnepaTtype +2..+8 °C B TeyeHwe BCEro Cpoka rOAHOCTU
Habopa;

—  MPUrOTOB/IEHHbI OTMbIBOYHbIN PacTBOp CrnefyeT XPaHWUTb MNpuY KOMHaTHOWM
Temnepatype (+18..+25°C) He 6onee 15 cyToKk wnn npu TemnepaType
+2...+8 °C He 6onee 45 cyTok.

MpumMeyaHue. Mocne MCNoNb30BaHWS peareHTa HeMeA/leHHO 3aKpbiBalTe KPbILWKY

¢nakoHa. 3akpbiBaliTe KaxAabln hfakoH CBOEN KPbILLIKON.

8.4. [ins npoBeAeHWs aHanuM3a He cneayeT WCMNoJfb30BaTb FEMOSIM3MPOBAHHYIO,
MYTHYIO CbIBOPOTKY (M1a3My) KpOBM, @ Takxe CbIBOPOTKY (Mna3My) KpoBM, coaepikallyio
asua HaTpus. Ecnu aHann3 Nnpon3BoANTCSA He B AeHb B3ATUSA KPOBU, CbIBOPOTKY (M1a3my)
cnepyet xpaHuTb Npu Temnepatype -20 °C. [oBTOpHOe 3aMoOpa)kMBaHue-oTTamBaHue
06pa3L0oB CbIBOPOTKU (N1a3Mbl) KPOBU He AOMyCKaeTcs.

8.5. VcknoyaeTca ncnonb3oBaHMe Ana aHanusa obpasuoB CbIBOPOTKM (M1asMmbl)
KPOBW NtoAen, NonyyasBlmMx B LensxX AMarHOCTUKM UKW Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOAAT MbIlWMHbIE aHTUTENa.

8.6. lNpn wncnonb3osaHnn Habopa AnNa NpoBeAEHUS HECKOSIbKMX HEe3aBUCUMMbIX
cepuil aHanu30B cneayeT UMeTb B BUAY, YTO ANS KaXXA0ro He3aBUCMMOro onpeaeneHus
Heob6XoAMMO MNOCTpOeHWe HOBOro KanmbpoBOYHOro rpaduka; KpoMme 3TOro, peko-—
MeHAyeTCs onpeAefieHne KOHLEHTpaunn TeCTOCTEPOHA B KOHTPOJIbHOM CbIBOPOTKE.

8.7. Ins nony4yeHus HadeXHbIX pe3ynbTaToB HeobxoaAnMo cTporoe cobntoaeHue
NHCTpyKuMM no npumeHeHunto Habopa.

8.8. He wucnonb3ynTe KOMMOHEHTbI M3 ApPYyrnx HabopoB WM U3 aHaNOrMyHbIX
HabopoB ApYrUX CEPUiA.
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10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasicb Ha pe3ynbTaTtax uccnenoBaHuin, nposeaeHHbix OO0 «XEMA»,
pekoMeHAyeM Nosb30BaTbCs HOPMaMuU, NPUBEAEHHBIMU HUXeE. BMecTe C TeM, B COOTBET—
cTBuM c npaBunamm GLP (Xopoweli nabopaTopHOli NpakTuku), Kaxaas nabopatopus
[OMKHa caMa onpeaenuTb MNapaMeTpbl HOPMbl, XapakTepHble Ans obcneayemon
nonynaumu.

MpuMmeyaHmne. 3HayeHMs  KOHLEHTPauWi TecTocTepoHa B  UCCeAyeMbIX
obpasuax, HaxoAsWMecs HuUxXe rpaHuubl YyyBcTBuTenbHocTM Habopa (0.15 Hmonb/n),
a TaKXe MnpeBbllalwmne 3HayeHne BepxHen kKanubposouyHolr npobbl (100 HMonb/n)
cnefyeT NpuBoAUTbL B crneaytowei dopme: B uccnegyemMom obpasue X KOHUEeHTpauus
TecTtocTepoHa Huxe 0.15 HMonb/n unu Bbiwe 100 HMONb/N.

10.2. B Habope «TECTOCTEPOH-N®A» 3Ha4yeHns KOHLEHTpaunim KkannmbpoBoYHbIX
npo6 BblpaXeHbl B HMOMb/N. [ns nepecyeTa KOHUEHTpauui B HI/MA, MOnyyYeHHoe
3HayYeHne KOHLEHTPauUun B HMOJb/N crefyeT YMHOXUTL Ha 0.29.

1 HMonb/n = 0.29 Hr/Mn

EavHULbI, HMONb/N EavHuubI fon., Hr/mn

Wccnepyemas rpynna " = = "
Huwxnnit npepen | Bepxuuitnpepen | Hwxuuit npepen | BepxHuii npegen

My>XUMHBbI
20-39 net 9.0 38 2.6 11
40-55 net 6.9 21 2.0 6.1
cTapwe 55 net 5.9 18.1 1.7 5.2
XKeHWmHbI - 4.6 - 1.3
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6. Widsdom G. B. Clin. Chem. 22/8, 1243 - 1255 (1976)

A WNH

Mo BonpocaMm, kacawwmmcs kadectsa Habopa «TECTOCTEPOH-UDA »,
cnepyet obpawaTtbcs B OO0 «XEMA» no aapecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-a NapkoBas, 4. 48, 1-1 noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHasnbHbIN)

3N1eKTPOHHasa noyTa: info@xema.ru; rgc@xema.ru
MHTEPHET: Www.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knneHTckoro cepnca OO0 «XEMA»,
K. 6. H. []. C. KocTpuknH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF TESTOSTERONE IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination
of testosterone in blood serum or plasma.

This kit is designed for measurement of testosterone in blood serum or plasma.
For possibility of use with other sample types, please, refer to Application Notes
(on request). The kit contains reagents sufficient for 96 determinations and allows
to analyze 40 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

Testosterone is a steroid with a MW of 288.4 Dalton. The main sites of testosterone
secretion are Leidig cells in interstitial tissue of testicles in men. In women testosterone
is secreted in the adrenals and is controlled by luteinizing hormone. Testosterone
stimulates development of male genital organs and formation of secondary sexual
features.

In males, Testosterone secretion undergoes circadian rhythms with maximal
concentrations seen in the morning (6 am) and minimal - in the evening (8 pm).
In females, Testosterone secretion is regulated by menstrual cycle with maximal levels
found in luteinic phase and during ovulation.

Leidig cell tumours producing high levels of serum testosterone in young boys lead
to development of “little Hercules” syndrome. Elevated testosterone level in women
causes the clinical signs of masculinization.

In men, decreased Testosterone levels may lead to female habitus
or underdevelopment of male genital organs in boys. To differentiate between primary
and secondary hypogonadism, Testosterone should be assayed in conjunction with LH
and FSH.
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3. PRINCIPLE OF THE TEST

This test is based on competition enzyme immunoassay principle. Tested specimen
is placed into the microwells coated by specific murine monoclonal to testosterone-
antibodies simultaneously with conjugated Testosterone-peroxidase. Testosterone
from the specimen competes with the conjugated Testosterone for coating antibodies.
After washing procedure, the remaining enzymatic activity bound to the microwell
surface is detected and quantified by addition of chromogen-substrate mixture, stop
solution and photometry at 450 nm. Optical density in the microwell is inversely related
to the quantity of the measured analyte in the specimen.

4. WARNINGS AND PRECAUTIONS

4.1. For professional use only.

4.2, This kit is intended for in vitro diagnostic use only.

4.3. INFECTION HAZARD: There is no available test methods that can absolutely
assure that Hepatitis B and C viruses, HIV-1/2, or other infectious agents are not
present in the reagents of this kit. All human products, including patient samples, should
be considered potentially infectious. Handling and disposal should be in accordance
with the procedures defined by an appropriate national biohazard safety guidelines
or regulations.

4.4. Avoid contact with stop solution containing 5.0% H,SO,. It may cause skin
irritation and burns.

4.5. Wear disposable latex gloves when handling specimens and reagents.
Microbial contamination of reagents may give false results.

4.6. Do not use the kit beyond the expiration date.

4.7. All indicated volumes have to be performed according to the protocol. Optimal
test results are only obtained when using calibrated pipettes and microplate readers.

4.8. Do not smoke, eat, drink or apply cosmetics in areas where specimens or kit
reagents are handled.

4.9. Chemicals and prepared or used reagents have to be treated as hazardous
waste according to the national biohazard safety guidelines or regulations.

4.10. Do not mix reagents from different lots.

4.11. Replace caps on reagents immediately. Do not swap caps.

4.12. Do not pipette reagents by mouth.

4.13. Specimens must not contain any AZIDE compounds - they inhibit activity
of peroxidase.

4.14. Material Safety Data Sheet for this product is available upon request directly
from XEMA Co., Ltd.

4.15. The Material Safety Data Sheet fit the requirements of EU Guideline 91/155
EC.
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5.2.

5.3.

Equipment and material required but not provided
Distilled or deionized water;
Automatic or semiautomatic multichannel micropipettes, 100-250 pl, is useful
but not essential;
Calibrated micropipettes with variable volume, range volume 25-250 ul;
Dry thermostat for 37 °C 0.1 °C;
Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0.

Storage and stability of the Kit

Store the whole kit at +2...+8 °C upon receipt until the expiration date.

Afte

r opening the pouch keep unused microtiter wells TIGHTLY SEALED

BY ADHESIVE TAPE (INCLUDED) to minimize exposure to moisture.

This

hemolyti

6. SPECIMEN COLLECTION AND STORAGE

kit is intended for use with serum or plasma (ACD- or heparinized). Grossly
ic, lipemic, or turbid samples should be avoided.

Specimens may be stored for up to 48 hours at +2..+8 °C before testing. For

a longer
thawing

7.1.

7.2.
Itis
within 3
See
7.3.

storage, the specimens should be frozen at -20 °C or lower. Repeated freezing/
should be avoided.

7. TEST PROCEDURE

Reagent Preparation
All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18...+25 °C) before use.
All reagents should be mixed by gentle inversion or vortexing prior to use.
Avoid foam formation.
It is recommended to spin down shortly the tubes with calibrators on low speed
centrifuge.

Prepare washing solution from the concentrate BUF WASH 26X by 26 dilutions
in distilled water.

Procedural Note:
recommended that pipetting of all calibrators and samples should be completed
minutes.

the example of calibration graphic in Quality Control data sheet.

Alternative units:

1 nmol/l = 0.29 ng/ml
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8. QUALITY CONTROL

It is recommended to use control samples according to state and federal regulations.
The use of control samples is advised to assure the day to day validity of results.

The test must be performed exactly as per the manufacturer’s instructions for use.
Moreover the user must strictly adhere to the rules of GLP (Good Laboratory Practice)
or other applicable federal, state, and local standards and/or laws. This is especially
relevant for the use of control reagents. It is important to always include, within the
test procedure, a sufficient number of controls for validating the accuracy and precision
of the test.

The test results are valid only if all controls are within the specified ranges and if all
other test parameters are also within the given assay specifications.

9. CALCULATION OF RESULTS

9.1. Calculate the mean absorbance values (OD450) for each pair of calibrators
and samples.

9.2. Plot a calibration curve on graph paper:
concentration.

9.3. Determine the corresponding concentration of testosterone in unknown
samples from the calibration curve. Manual or computerized data reduction is applicable
on this stage. Point-by-point or linear data reduction is recommended due to non-linear
shape of curve.

9.4. Below is presented a typical example of a standard curve with the XEMA Co.
Not for calculations!

OD versus testosterone

Calibrators Value I}l;s;ar:::;c;lll‘;:)i‘t)s :::2 Lo

CAL 1 0 nmol/I 2030 .

CAL 2 1 nmol/I 1619 T

CAL 3 3 nmol/I 1282 g oer S
CAL 4 10 nmol/I 1094 T
CAL S 30 nmol/I 889 , ‘ ‘

CAL 6 100 nmol/I 554 " Ui

10. EXPECTED VALUES

Therapeutical consequences should not be based on results of IVD methods
alone - all available clinical and laboratory findings should be used by a physician
to elaborate therapeutically measures. Each laboratory should establish its own
normal range for Testosterone. Based on data obtained by XEMA, the following normal
range is recommended (see below). NOTE: the patients that have received murine
monoclonal antibodies for radioimaging or immunotherapy develop high titered anti-
mouse antibodies (HAMA). The presence of these antibodies may cause false results in
the present assay. Sera from HAMA positive patients should be treated with depleting
adsorbents before assaying.

Document: K2091I Instruction version: 1901
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Males

20-39 yrs 9.0 38 2.6 11
40-55 yrs 6.9 21 2.0 6.1
>55 yrs 5.9 18.1 1.7 5.2
Females - 4.6 - 1.3

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Testosterone 100
5-alpha-dehydrotestosterone 16
Androstendiol 1.0
Androstendione 0.4
Androsterone <0.1
Dehydroepiandrosterone <0.1
Progesterone <0.1
Estradiol, Estriol <0.01
Cortisol, Pregnenolone <0.01

11.2. Analytical sensitivity

Sensitivity of the assay was assessed as being 0.15 nmol/I.

11.3. Linearity

Linearity was checked by assaying dilution series of 5 samples with different
testosterone concentrations. Linearity percentages obtained ranged within 90 to 110%.

11.4. Recovery

Recovery was estimated by assaying 5 mixed samples with known testosterone
concentrations. The recovery percentages ranged from 90 to 110%.

12. LITERATURE
1. Tietz, N. W. Textbook of Clinical Chemistry. Saunders, 1986.
2. Joshi, U. M., et al. Steroids 34 (1) 35 (1979)
3. Turkes, A., et al. J Endocrinol. 81 (2) P165 (1979)
4. Ismail, A. A., Niswender, G. D. Midgley, A. R. J. Clin. Endocr. Metab. 34, 177 - 184
(1972)

5. Rajkowski, K. M.,Cittanova N., Desfosses, B.and Jayle, M. F. Steroids 29 no 5 1977
6. Widsdom G. B. Clin. Chem. 22/8, 1243 - 1255 (1976)
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIEES 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

N®A-Bydep / EIA buffer




YBaxaembiin Knuent!

Ecnuenpouecce paboTbl c Hawrmu Habopamy Bam noHago6vnvcb nnacTrkoBble BaHHOUKM A1 KUAKNAX
peareHToB, 0HOPa30Bble HAKOHEUHVKN AN [O3aTOPOB UAN AOMONHUTENbHbIE OObeMbl peareHToB
(KOHLieHTpaT oTMbIBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpata TeTpametnbeHsnamHa (TMB),
CTOM-peareHT), BXxogawwmx B cocta Habopa, npocrm Bac 06patnTbca K NocTaBLymKy npogykummn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxofHble maTepuasnbl NpeAocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans

\nposeneuma aHanmnsa KonnuyecrTse.

MNepeueHb Ha6opoB peareHTOB AA ANArHOCTNKIN NHGEKLUNOHHbBIX \
3aboneBaHuii nponsBoacTBa 000 «XEMA»

N2 no katanory HanmeHosaHune
K101 «Toxoplasma IgG-VI®A» T
K101M «Toxoplasma IgM-UOA» e n
K102 «Rubella IgG-®A»
K102M «Rubella IgM-UDA»
K103 «Cytomegalovirus IgG-VDA» RusmSsCEATON Lomconscen
K103M «Cytomegalovirus IgM-VIOA» S
K104 «HSV 1,2 IgG-NDA»
K104M «HSV 1,2 IgM-UOA»
K105 «Chlamydia IgG-V®OA»
K106 «Mycoplasma IgG-VIOA»
K111G «Cudpunuc IgG-NOA»
K111 «Cndunmuc cymmapHble aHTuTena-MOA»
K121 «Aspergillus IgG-NDA»

Homep ropsaueit nuHumn TexHn4eckom nopaepxku Knvenrtos:
8800505 23 45
Bce 3BOHKM Ha HOMep ropaYyeit NMHMK 6ecnnaTHbl AnA 3BOHALLEro ¢ ntoboro
MOOMIbHOIO UK CTauMoHapHoro TenedoHa no Bce Tepputopmmn Poccum.

Kpem Bawumx oT3bIBOB 1 NpeA/ioXKeHWii Mo agpecam:
LieHTpanbHblin opuc 000 «XEMA»
Appec Ana KoppecnoHAeHLUN:

105043, r. MockBa, a/a 58 S
105264, r. Mocksa, yn. 9-a Mapkosas, A. 48, 1-11 noA., 5 sTax xemahelp

Ten.: +7 (495) 510-57 07, 737-39-36;

dakc: +7 (495) 737-00-40

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xema», Ten.: +7 (812) 271-24-41

191144, CankT-TeTepbypr, fertapHbiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru

CM 000 «Xemma-TecT», Ten.: (17) 211-80-39
Oduc: 220029, MuHck, MpocnekT Malwweposa, a. 11,
nutep A, kopn. 8/K, opuc 416

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;
03176, r. Kues, yn. Akagemuka Edpemosa, a. 23;
e-mail: info@xema.com.ua
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Instruction for use

MHCTPYKU A NO NPUMEHEHUIO

HABOPA PEAFEHTOB

ana UMMYHO®EPMEHTHOIO OMPEAEJIEHNA
17-OH-NMPOTECTEPOHA

B CbIBOPOTKE (MJ1IA3ME) KPOBU

«17-OH-NMPOrECTEPOH-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF 17-OH-PROGESTERONE IN HUMAN
SERUM OR PLASMA

17-OH-PROGESTERONE EIA

HOMEP MO KATANIOTY K217
TY N 9398-067-18619450-2008

PETMCTPALUMOHHOE YOOCTOBEPEHUE
Ne ®CP2009/04164 ot 4 ceHTAbpA 2013 roaa

W For 96 determinations/Ha 96 onpepenexui

[OnsA uH 8UMPO AMAarHOCTUKN

XEMA Co., Ltd.

I,

TN

@\ j The 9th Parkovaya str., 48 Authorized Representative in EU:
— 105264 Moscow, Russia Polmed.de

Q§%¢ Tel./fax: +7(495) 510-57-07 Steinacker 20, D-73773

£ j e-mail: redkin@xema-medica.com Aichwald, Germany

K & ¢ internet: www.xema-medica.com e-mail: info@polmed.de




(&

4 N 4 4 N
I/ W 00T I/ in 00T
gl
sdans dols
0,5¢-8T+ '
O —
goLelrqurAead exitogedgo
1ed1dgA) T sunegliHy 1H31ead-uoL) ‘Budionworop
J - - J
R 4 N\ )
I/ oW 00T
JLE+
daoneedgo xiIawaAdawdou u
sawl) G ysem uyLrodogiad yoHarodLHON
| €ed g exglIanLQ T sunegAxHy 1e10i9HO) ‘9odu x19HhogodguLreM sMHadaHg
J J - J g J

alnpasoud }sa] / ecuureHe BUHaagodu eWax)




XEMA

COAEPXXAHMUE
1. HA3HAYEHUE 2
2. MNPMHUMN PABOTbI HABOPA 3
3.  AHAJNIUTUYECKME XAPAKTEPUCTUKN 3
4. COCTAB HABOPA 4
5. MEPbI MPEOOCTOPOXHOCTHU 5
6. OBOPYAOBAHWE N MATEPUAJIbl, HEOBXOAMMbIE MNP PABOTE C HABOPOM 5
7. MNOArOTOBKA PEATEHTOB A/14 AHAJTU3A 5
8. YCNoBuA XPAHEHWSA N SKCNTYATALMN HABOPA 6
9. TMPOBEAEHUE AHAJTN3A 7
10. OXMAAEMbIE 3HAYEHNA 1 HOPMbI 8
11. JINTEPATYPA 9
CONTENT
1. INTENDED USE 10
2. SUMMARY AND EXPLANATION 10
3. PRINCIPLE OF THE TEST 11
4. WARNINGS AND PRECAUTIONS 11
5. KIT COMPONENTS 12
6. SPECIMEN COLLECTION AND STORAGE 13
7. TEST PROCEDURE 13
8. QUALITY CONTROL 14
9. CALCULATION OF RESULTS 15
10. EXPECTED VALUES 15
11. PERFORMANCE CHARACTERISTICS 16
12. LITERATURE 16

WNHCTpyKUMs cocTaBneHa PykoBoauTeneM cnyx6bl knveHTckoro cepsmuca OO0 «XEMA»,
K. 6. H. []. C. KOCTpUKNHbIM

Document: K2171 Instruction version: 1901 Format version: 803

1



K2171

«YTBEPXOEHA»
Mpukas PocagpasHaasopa N2 1199-Mp/09 ot 17 dpespans 2009 r.
KPZ 59503 ot 25.12.2008 r.

MHCTPYKLUNA NO NPUMEHEHWNIO HABOPA PEATEHTOB Ansd
MMMYHO®EPMEHTHOIO ONPEAEJIEHNA
17-OH-NMPOrECTEPOHA B CbIBOPOTKE (MJIASME) KPOBMU
«17-OH-NMPOTECTEPOH-N®A»

1. HASBHAYEHME

1.1. Habop peareHToB «17-OH-MPOMECTEPOH-U®A» npepHa3HauyeH Ana
KO/IMYECTBEHHOIO onpeaeneHns KoHueHTpaumn 17-OH-lporectepoHa B CbIBOPOTKE
(nnasme) kpoBn MeToAOM TBEpAOMA3HOro UMMyHOMEPMEHTHOIO aHanmsa.

1.2. 17-OH-nporectepoH (17-OH-P) - npoMexyTouHbIi NpoayKT B 6GuocmHTese
rMIOKOKOPTUKOWAOB, 3CTPOreHOB M aHApOreHoB C MosekynsipHon maccon 330 [da. 17-
OH-P cekpeTnpyeTcsi KOpOM HaANOYEYHUKOB, SUYHUKAMU N CEMEHHMKaMN NoCpeaCcTBOM
CMHTE3a W3 nporectepoHa C nomowbtlo depmeHTa 21-ruagpokcunasbl. 17-OH-P
BblpabaTbiBaeTCs AMYHMKaMM BO BpeMs GOoNAnKynsipHon dasbl B He6ObLLIOM KONMYECTBe,
nocsie 4ero ero KOHLUEHTpauusi HEMHOrO YBE/IMYMBAETCA M OCTaeTCs MOCTOSAHHOW A0
KOHUa NtoTeMHOBOW a3bl. YpoBeHb 17-OH-P ymMeHbLUaeTcsi, ecnn onioA0TBOPEHUS He
npousowno. B cinyvyae vMniaaHTaumMm xentoe Teno npoaoskaeT cekpetuposaTb 17-OH-
P. B knuHuke aHanu3 17-OH-P BaxeH Os1s OMArHOCTMKWM BPOXAEHHOW runepnnasum
HaANoOYeYHNKOB, KOTopas NpMBOAMT K aKTUBauUUW CMHTE3a aHAPOreHOB W MPUBOAUT K
pa3BUTUIO agpeHoreHnTanbHoro cuHapoma (ArC). Mpu ArC ocHoBHOM NyTb MeTabonnama
cteponaos 6nokupyetca us-3a gedpuumta 21-rmapokcunasbl, B pe3yfbTaTe 4yero
KOHUeHTpaums 17-OH-P Bo3pacTtaeT B 5 1 6onee pas. B 3penom Bo3pacte Npu 4YacTUYHO
WM NO3AHO NposiBMBLUEMCS AeduunTte pepMeHTa KoHueHTpaums 17-OH-P moxeT 6biTb
B HOPME W/ MOBbILLIEHHOMN.
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2. IPUHUUN PABOTbl HABOPA

OnpeaeneHune 17-OH-lMporectepoHa 0OCHOBAHO Ha MCMNO/b30BaHUN KOHKYPEHTHOIo
MMMYHO(MEpPMEHTHOr0 aHanusa. Ha BHyTpeHHel MOBEpPXHOCTM JIYHOK MJaHLWeTa
MMMOOUNN30BaHbl KPOMMYbW MOMMKIOHaNbHble aHTuTena kK 17-OH-lporecTtepoHy.
17-OH-lMporectepoH n3 obpasua KOHKYpupyeTt [¢ KOHBIOIMMPOBAHHbIM
17-OH-lMporectepoHOM 3a CBS3blBaHME C aHTUTENaMuM Ha MNOBEPXHOCTU JIYHKMW.
B pesynbtaTe o06pa3yeTcs CBSI3@HHbI C MJIACTUKOM «C3HABMY», COAepKalinii
nepokcupasy. Bo Bpems mHkybaumm c pactsopoM cybcTpaTa TeTpaMeTunbeH3nanHa
(TMB) npoucxoauT oOKpaliMBaHuWe pacTBOpPOB B JIyHKax. WHTEHCMBHOCTb OKpackwu
obpaTHO nponopunoHanbHa KoHUeHTpauun 17-OH-MporectepoHa B UcCnefyeMoM
obpasue. KoHueHTpaumto 17-OH-lMporectepoHa B nccnenyembix obpasuax onpeaenstoTt
no KannbpoBOYHOMY rpaduKy 3aBMCUMOCTU OMTUYECKOW MIOTHOCTM OT COAEepXaHus
17-OH-MporecTepoHa B KanMbpoBOYHbIX Npobax.

3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneuncdunyHOCTb. [lepekpecTHass peakuust KposiMYbMX MOMMKIOHAbHbIX
aHTuTen Kk 17-OH-P c agpyrumu aHanutamu npmsegeHa B Tabnuue:

AHanurt MepekpecTtHasa peakuusa, %
17-OH-P 100%
11-/1e30KCUKOPTU30N 2.3%
[MporecTtepoH <1.0%
[pyrue poaCTBEHHbIe cTeponabl <0.1%
3.2. Bocnpou3BOAUMOCTb.
KoadduuneHt Bapuaumm pe3ynbTaToB onpeaeneHns copepxXaHus

17-OH-MporectepoHa B OAHOM M TOM e o6pa3ue cbiBOpOTKM (MnasMbl) KpPOBWU
€ ncnonb3oBaHmeM Habopa «17-OH-MPOFECTEPOH-U®A» He npeBbiwaeT 8.0%.

3.3. JINHENHOCTb.

3aBUCUMOCTb  KOHUeHTpauun 17-OH-lMporectepoHa B o06pasuax CbIBOPOTKMU
(nnasmbl) KpOBW MpW pa3BeAeHUU UX CbIBOPOTKOM (M1asMolr) KpoBKM, HE coaepiKallen
17-OH-lMporectepoH, WMEET JIMHENHbIM XapakTep B JAWanas3oHe KOHUeHTpauumn
0.5-100 HMOnb/N n cocTaBnseT £10.0%.

3.4. To4yHOCTDb.

[aHHbIA  aHanuUTMYecKMi napaMmeTp MnpOBEpPSieTCs TeCTOM Ha <«OTKpbITMe» -
COOTBETCTBME W3MEPEHHOW KOHUeHTpaumn 17-OH-MporectepoHa npeanvMcaHHoOwn,
NONY4YEHHOW MnyTeM CMeLlMBaHUSA paBHbIX O6BEMOB KOHTPOJSIbHOM CbIBOPOTKU U
KannbpoBo4yHoM Npobbl 1,5 HMoNb/N. MpoUeHT «oTKkpbITUSA» cocTasnseT 90-110%.

3.5. YyBCTBUTEJIbHOCTD.

MuHuManbHaa goctoBepHo onpegensemas Habopom «17-OH-MPOFECTEPOH-UDA»
KOHUeHTpaunsa 17-OH-lMporectepoHa B CbiBOpPOTKEe (MnasMe) KpPOBM He MpeBbllaeT
0.12 HMonb/n.
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5. MEPbI MPEAOCTOPOXXHOCTHU

5.1. MNoTeHUManbHbIN pUck NpuMeHeHns Habopa — knacc 2a (FOCT P 51609-2000).

5.2. Bce koMmmnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOWM KUCNOTbI), B UCMOJIb3YEMbIX KOHLIEHTPaUUAX SABNSOTCA HETOKCUYHBIMMU.

PactBop cepHoW kucnoTbl obnajaeT pasgpaxawmowmm gericteuem.  MsberaTb
pa3bpbI3rMBaHUs U NonagaHuns Ha KOXY U Cin3nuctble. Mpu nonagaHum Ha KOXY U CIM3UCTble
NopaKeHHbI y4acToK cnefyeT NpoMbITb 60MbWINMM KOIMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu paboTte c Habopom cnepyet cobntogatb «lMpaBuna yCTpONCTBa, TEXHUKN
6e30MacHOCTM, MPOM3BOACTBEHHOW CaHWTapuu, MNPOTMBOIMUAEMUYECKOrO pexuMa Wt
NIMYHOW rurmeHbl Npu pabote B nabopatopusix (OTAENEHUAX, oTaenax) CaHuUTapHO-
3MNAEMMUONIOTMYECKUX YUYPEXAEHUA cucTeMbl MuHUCTEpcTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayet HageBaTb OAHOPA30Bble PE3VMHOBbLIE WU
nJacTMKOBbIEe NepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpuBaTh Kak
NoTeHUManbHO MHMOULMPOBAHHbIA MaTepuan, CNoCObHbI ANNTENbHOE BPEMS COXPaHSATb
n nepegasaTb BWY, Bupyc rematuta wunu nwboil apyron Bo36yauTeNnb BUPYCHOM
MHbEKUMN.

6. OBOPYAOBAHUE U MATEPWUAIJbI,
HEOBXOAWMUMBbBIE NPU PABOTE C HABOPOM

- (OTOMETp BEPTUKANbHOI0 CKAaHMPOBAHWS, MO3BOJISOLLNIA U3MEPATb ONTUYECKY IO
MAOTHOCTb COAEPXKMMOrO SIYHOK MaHweTa nNpu AsIMHE BOSIHbI 450 HM;

- TepMocCTaT, noaaepxuBarowmin Temnepatypy +37 °C £0.1 °C;

— [A03aTopbl CO CMEHHbIMW HaKOHe4YHMKaMu, nossonswwme oTbupatb 06beMbI
B AmanasoHe 25-250 MKkn;

- UWIMHAP MepHbI BMecTuMocTbio 1000 mn;

- BOAa AUCTWUINMPOBAHHas;

- rep4yaTku pe3nHOBble UKW NIaCTUKOBbIE;

- bymara dunbTpoBasibHas.

7. NOANOTOBKA PEATEHTOB A1 AHAJIU3A

7.1. lMNepepn npoBeneHneM aHanm3a KoMnoHeHTbl Habopa n nccneayemsle obpasubl
CbIBOPOTKM (MNasMbl) KpOBW cnefyeT BblAepXaTb MNpW KOMHaTHOM TeMmnepaType
(+18...425 °C) He meHee 30 MUH.

7.2. MpurortosneHue niaaHwWweTa.

BCKpbITb MakeT C MJaHWeTOM U YCTaHOBUTb Ha paMKy Heo6XoAMMoe KONM4YecTBO
ctpynoB. OcTaBwMecs  HEWCNOoNb30BaHHbIMKM  CTpUMbl, 4YTObBbI  MNpeaoTBpaTUTb
BO34ENCTBUE Ha HUX BNaru, TWwaTesnbHO 3aknenTb byMmaron Ans 3aknemBaHms NaaHLWeTa
M XpaHuTb Npu Temnepatype +2...+8 °C B TeueHune BCero cpoka rogHoctn Habopa.

7.3. MpuroTtoBsieHNne OTMbIBOYHOIO pacTeBopa.

Coaepxumoe hnakoHa € KOHLEHTPATOM OTMbIBOYHOIO pacTtsopa (22 Mn), nepeHectn
B MepHbI UMAMHAP BMecTuMocTbto 1000 mn, pobasutb 550 Mn AMCTUANMPOBaHHOWN
BOAbl M TWaTeNbHO nepemewartb. B cnyyae apobHoro ucnonb3oBaHua Habopa cnepyer
oTobpaTb HeobXxoAMMOE KOSIMYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa W pa3BecTu
ANCTUNNNPOBAHHON BOAOWM B 26 pa3 (1 Mn KOHLEHTpaTa OTMbIBOYHOrO pacteopa + 25 mn
OVCTUNIMPOBAHHOM BOAbI).
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8. YCNOBUSA XPAHEHUA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHToB «17-OH-MPOIECTEPOH-U®A» fOMKEH XPaHUTLCS B yNakoBKe
npeanpuaTUA-uU3roToBuTens npu Temnepatype +2..+8 °C B TeuyeHue BCero Cpoka
roAHOCTW, yKa3aHHOro Ha ynakoske Habopa.

[onyckaeTcs xpaHeHue (TpaHcrnopTupoBka) Habopa npu TemnepaType go +25 °C
He 6onee 15 cyTok. He ponyckaeTcsa 3amopaxuBaHue Lenoro Habopa.

8.2. Habop paccuutaH Ha npoBeaeHMe aHanusa B aybnukatax 41 mnccnepyembix
obpas3uoB, 6 KanMbpoBOYHbLIX MpPo6 M 1 Npobbl KOHTPONIbHOM CbIBOPOTKM (BCEro
96 onpepeneHuni).

8.3. B cnyyae apobHoro mcnonb3oBaHusi Habopa KOMMOHEHTbI crieayeT XpaHuTb
cnepytowmm obpasom:

- OCTaBLUMECH HEWUCrNOJIb30BAHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

bymaror ansa 3aknemBaHus niaHweTa U XpaHuTb nNpu Temnepatype +2...+8 °C
B TeUeHne Bcero cpoka rogHoctn Habopa;

- KOHbtoraTt, cybcTpaTt, cTon-peareHT mnocne BCKpbITUS (IakoHOB cneayer
XpaHuUTb npu TemnepaTtype +2..+8 °C B TeuyeHMe BCEro Cpoka rogHOCTU
Habopa;

- KanubpoBOYHble NPObbl M KOHTPOJIbHYHO CbIBOPOTKY MOC/AE BCKPbITUS (P/TaKOHOB
cnefyeT xpaHuTb Npu TemnepaTtype +2...+8 °C He 6onee 2 mecaues;

- OCTaBLUMINCA HENCMOJIb30BaHHbIM KOHLIEHTPaT OTMbIBOYHOIO pacTBopa cneayer
XpaHuTb Npu TemnepaType +2...+8 °C B TedeHne BCero cpoka rogHoctn Habopa.
MpUroTOBNEHHbIN OTMbIBOYHbIM pPacTBOp ClefyeT XpaHWTb MNpPU KOMHATHOWN
Temnepatype (+18..+25 °C) He 6onee 15 cyTok unu npu TemnepaType
+2...4+8 °C He 6onee 45 cyTok.

MpumMeyaHue. Mocne MCNONb30BaHWS peareHTa HeMea/IeHHO 3aKpbiBalTe KpPbILWKY

dnakoHa. 3akpblBanTe Kaxablh h1akoH CBOEN KPbILLKOM.

8.4. 1na npoBeAeHWa aHanuM3a He cneayeT WCMNO0/b30BaTb FEMONIM3MPOBAHHYIO,
MYTHYH CbIBOPOTKY (M1a3My) KpOBM, @ Takxe CbIBOPOTKY (MaasMy) KpoBM, coaepikallyo
asua HaTpus. Ecnu aHann3 Nnpon3BoAMTCSA He B AeHb B3ATUS KPOBWU, CbIBOPOTKY (Masmy)
cnepyeT xpaHuTb npu Temnepartype -20 °C. [MoBTOpHOE 3aMopaXkMBaHue-oTTanBaHue
06pa3L0oB CbIBOPOTKU (Ns1a3Mbl) KPOBM He AOMycKaeTcs.

8.5. VckntoyaeTca mcnonb3oBaHMe Ana aHanusa obpasuoB CbIBOPOTKM (Mna3Mmbl)
KPOBW Nt0AEN, NONy4YaBLWMX B LensxX AUAarHOCTUKM UAW Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOASAT MbIlUMHbIE aHTUTENa.

8.6. lNMpn wncnonbloBaHun Habopa ana npoBeAeHUS HECKONbKUX He3aBUCUMMbIX
Cepui aHanu30B cneayeT UMeTb B BUAY, YTO ANS KaXA0ro He3aBUCMMOro onpeaeneHuns
Heo6XxoANMMO MOCTPOEHME HOBOro KasMbpoBOYHOro rpadmka; KpoMe 3TOro, peKoMeH-—
ayeTcsa onpefeneHne KoHueHTpaunu 17-OH-lMporectepoHa B KOHTPO/IbHOW CbIBOPOTKE.

8.7. Ins nony4yeHns HadeXHbIX pe3ynbTaToB HeobxoAnMo cTporoe cobnwoaeHune
WNHCTpyKUMM No npuMmeHeHunto Habopa.

8.8. He wvcnonb3yiite KOMMOHEHTbI M3 ApPYrux HabopoB WM M3 aHaNOrMUHbIX
HabopoB Apyrmnx cepui.
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10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasiCb Ha pe3ysibTaTax uUccriefoBaHuin, npoBeaeHHbIx 000 «XEMA»,
pekoMeHAyeM Nob30BaTbCs HOPMaMuU, NPUBEAEHHbIMU HUXeE. BMecTe C TeM, B cOOTBET—
cTBuM c npasunamm GLP (Xopoweli nabopaTopHOli MpakTuku), Kaxaas nabopatopus
[OMKHa caMa onpeaenuTb MNapaMeTpbl HOPMbl, XapakTepHble Ans obcneayemon
nonynaumm.

MpumeyuaHune. 3HauyeHMs KOHUeHTpauui 17-OH-lMporectepoHa B uccnenyeMbix
obpasuax, HaxoasWmecs HuUxXe rpaHuubl YyyBcTBuTenbHocTM Habopa (0.12 HMonb/n),
a TaKXe MnpeBbllalwmne 3HayeHne BepxHen kKanubposouyHol npobbl (100 HMonb/n)
cnefyeT NpuBoAUTbL B crneaytowei dopme: B uccnenyemMom obpasue X KOHUEeHTpauus
17-OH-NporectepoHa Huxe 0.12 HMonb/n unu Bbiwe 100 HMONb/N.

10.2. B Habope «17-OH-MNMPOTECTEPOH-N®A» 3HavyeHns KOHUeHTpauun kanmbpo-
BOYHbIX NPO6 BblpaeHbl B HMOJb/N. 515 nepecyeTa KOHUEHTpaumni B HI/ M1, NONy4YeHHoe
3HayYeHne KOHLEHTPauUun B HMOJb/N crnefyeT YMHOXUTL Ha 0.32.

1 HMonb/n = 0.32 Hr/MN

Mccnenyeman EAMH!I.II:I, HMOAb/N _ EAMHMEM aon., Hr/an
rpynna HwvxHUM BepxHun Hv>xkHUM BepxHuu
npeaen npeaen npeaen npeaen
HOBOPOX/JEHHbIE 0.7 2.3 0.23 0.75
[eTtu 0.1 2.7 0.03 0.89
My>XUYUHbI
nybeprtart 0.2 5.3 0.07 1.74
noctnybeprat 0.9 6.0 0.30 1.97
XKeHLWmnHbI
nybeprtaTt 0.1 7.0 0.03 2.30
nocrnybeprtar 0.2 8.7 0.07 2.85
bepeMeHHble: 2.0 12 0.66 3.93
®asbl unkna:
donnnkynspHas 0.2 2.4 0.07 0.79
JNII0TEMHOBAas 0.9 8.7 0.30 2.85
MeHornaysa 0.12 7.0 0.04 2.30
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Mo BonpocaM, kacatowmmcsa kayectsa Habopa «17-OH-MPOFECTEPOH-U®A »,
cnepyet obpauaTtbes B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-sa MNapkosas, 4. 48, 1-1 noa., 5 aTtax,

Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHasnbHbI)

3M1eKTPOHHas noyTa: info@xema.ru; rqc@xema.ru
WHTEpPHET: www.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyxbbl knneHTckoro cepsnca OO0 «XEMA»,
K. 6. H. []. C. KOCTpUKUH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF 17-OH-PROGESTERONE
IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination
of 17-OH-progesterone in blood serum or plasma.

This kit is designed for measurement of 17-OH-progesterone in blood serum
or plasma. For possibility of use with other sample types, please, refer to Application
Notes (on request). The kit contains reagents sufficient for 96 determinations and allows
to analyze 41 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

17-OH-progesterone (17-OH-P) is a steroid with molecular weight 330 Da, an
intermediate precursor in biosynthesis of glucocortiosteroids, estrogens and
androgens.

17-OH-P is secreted by adrenals, ovaries and testicles by the enzyme
21-hydroxylase. 17-OH-P is secreted by ovaries during follicular phase; its serum level
remains stable by the end of luteal phase. In case of non-fertile cycle, the serum level
of 17-OH-P decreases; in case of fertilization, this hormone is secreted by corpus
luteum.

The determination of 17-OH-P is important for diagnosis of inborn adrenal
hyperplasia which causes elevated secretion of androgens and the development
of adrenogenital syndrome (AGS). In AGS, the deficient 21-hydroxylase activity causes
blocked steroid synthetic pathway and correspondent dramatic increase in serum
17-OH-P level. If the deficiency of 21-hydroxylase is acquired in mature age, or in case
of delayed inborn defect, the serum 17-OH-P may remain normal.

Document: K2171 Instruction version: 1901 Format version: 803
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3. PRINCIPLE OF THE TEST

This test is based on competition enzyme immunoassay principle. Tested specimen
is placed into the microwells coated by specific rabbit polyclonal to 17-OH-progesterone-
antibodies  simultaneously  with  conjugated 17-OH-progesterone-peroxidase.
17-OH-progesterone from the specimen competes with the conjugated
17-OH-progesterone for coating antibodies. After washing procedure, the remaining
enzymatic activity bound to the microwell surface is detected and quantified by addition
of chromogen-substrate mixture, stop solution and photometry at 450 nm. Optical
density in the microwell is inversely related to the quantity of the measured analyte
in the specimen.

4. WARNINGS AND PRECAUTIONS

4.1. For professional use only.

4.2. This kit is intended for in vitro diagnostic use only.

4.3. INFECTION HAZARD: There is no available test methods that can absolutely
assure that Hepatitis B and C viruses, HIV-1/2, or other infectious agents are not
present in the reagents of this kit. All human products, including patient samples, should
be considered potentially infectious. Handling and disposal should be in accordance
with the procedures defined by an appropriate national biohazard safety guidelines
or regulations.

4.4. Avoid contact with stop solution containing 5.0% H,SO,. It may cause skin
irritation and burns.

4.5. Wear disposable latex gloves when handling specimens and reagents.
Microbial contamination of reagents may give false results.

4.6. Do not use the kit beyond the expiration date.

4.7. All indicated volumes have to be performed according to the protocol. Optimal
test results are only obtained when using calibrated pipettes and microplate readers.

4.8. Do not smoke, eat, drink or apply cosmetics in areas where specimens or kit
reagents are handled.

4.9. Chemicals and prepared or used reagents have to be treated as hazardous
waste according to the national biohazard safety guidelines or regulations.

4.10. Do not mix reagents from different lots.

4.11. Replace caps on reagents immediately. Do not swap caps.

4.12. Do not pipette reagents by mouth.

4.13. Specimens must not contain any AZIDE compounds - they inhibit activity
of peroxidase.

4.14. Material Safety Data Sheet for this product is available upon request directly
from XEMA Co., Ltd.

4.15. The Material Safety Data Sheet fit the requirements of EU Guideline 91/155
EC.
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5.2. Equipment and material required but not provided

Distilled or deionized water;

Automatic or semiautomatic multichannel micropipettes, 100-250 pl, is useful
but not essential;

Calibrated micropipettes with variable volume, range volume 25-250 pl;

Dry thermostat for 37 °C £0.1 °C;

Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0

5.3. Storage and stability of the Kit

Store the whole kit at +2...4+8 °C upon receipt until the expiration date.

After opening the pouch keep unused microtiter wells TIGHTLY SEALED
BY ADHESIVE TAPE (INCLUDED) to minimize exposure to moisture.

6. SPECIMEN COLLECTION AND STORAGE

This kit is intended for use with serum or plasma (ACD- or heparinized). Grossly
hemolytic, lipemic, or turbid samples should be avoided.

Specimens may be stored for up to 48 hours at +2...+48 °C before testing.
For a longer storage, the specimens should be frozen at -20 °C or lower. Repeated
freezing/thawing should be avoided.

7. TEST PROCEDURE

7.1. Reagent Preparation

All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18...+25 °C) before use.

All reagents should be mixed by gentle inversion or vortexing prior to use.
Avoid foam formation.

It is recommended to spin down shortly the tubes with calibrators on low speed
centrifuge.

Prepare washing solution from the concentrate BUF WASH 26X by 26 dilutions
in distilled water.

7.2. Procedural Note:

It is recommended that pipetting of all calibrators and samples should be completed
within 3 minutes.

7.3. Assay flowchart

See the example of calibration graphic in Quality Control data sheet.

7.4. Alternative units:

1 nmol/l = 0.32 ng/ml
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9. CALCULATION OF RESULTS

9.1. Calculate the mean absorbance values (OD450) for each pair of calibrators
and samples.

9.2. Plot a calibration curve on graph paper: OD versus 17-OH-progesterone
concentration.

9.3. Determine the corresponding concentration of 17-OH-progesterone
in unknown samples from the calibration curve. Manual or computerized data reduction
is applicable on this stage. Point-by-point or linear data reduction is recommended due
to non-linear shape of curve.

9.4. Below is presented a typical example of a standard curve with the XEMA Co.
Not for calculations!

Absorbance
Calibrators | Value Units S450 nm) ol — e

x 1000 *\
CAL 1 0 nmol/I 2304 g o R
CAL 2 0.5 nmol/I 1948 g | \
CAL3  [1.5 nmol/l 1553 8 AN
CAL 4 5 nmol/I 983 !
CAL 5 20 nmol/I 499 . ‘ ‘
CAL 6 100 nmol/I 185 T e

10. EXPECTED VALUES

Therapeutical consequences should not be based on results of IVD methods alone -
all available clinical and laboratory findings should be used by a physician to elaborate
therapeutically measures. Each laboratory should establish its own normal range for 17-
OH-progesterone. Based on data obtained by XEMA, the following normal range is recom-
mended (see below). NOTE: the patients that have received murine monoclonal antibodies
for radioimaging or immunotherapy develop high titered anti-mouse antibodies (HAMA).
The presence of these antibodies may cause false results in the present assay. Sera from
HAMA positive patients should be treated with depleting adsorbents before assaying.

Sex, age Units, nmol/I Units alternative, ng/ml
’ Lower limit | Upper limit Lower limit Upper limit
newborn 0.7 2.3 0.23 0.75
Children 0.1 2.7 0.03 0.89
Males
Puberty 0.2 5.3 0.07 1.74
Postpuberty 0.9 6.0 0.30 1.97
Females
Puberty 0.1 7.0 0.03 2.30
Postpuberty 0.2 8.7 0.07 2.85
Pregnancy week: 2.0 12 0.66 3.93
Menstrual cycle:
follicular phase 0.2 2.4 0.07 0.79
luteinic phase 0.9 8.7 0.30 2.85
post menopausal 0.12 7.0 0.04 2.30
Document: K2171 Instruction version: 1901 Format version: 803
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11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
17-OH-P 100%
11-Deoxycortisol 2.3%
Progesterone <1.0%
other steroids <0.1%

11.2. Analytical sensitivity.

Sensitivity of the assay was assessed as being 0.12 nmol/I.

11.3. Linearity. Linearity was checked by assaying dilution series of 5 samples
with different 17-OH-progesterone concentrations. Linearity percentages obtained ranged
within 90 to 110%.

11.4. Recovery. Recovery was estimated by assaying 5 mixed samples with known
17-OH-progesterone concentrations. The recovery percentages ranged from 90 to
110%.

12. LITERATURE

1. Abraham, G.E., R.S. Swerdloff, D. Tulchinsky et al: Radioimmunoassay of plasma
17- hydroxyprogesterone. J. Clin. Endocrinol. Metab. 33:42, 1971

2. Chrousos, G.P., D. L. Loriaux, D.L. Mann, et al: Late onset 21- hydroxylase deficiency
mimicking idiopathic hirsutism or polycystic avarian disease. Annals Intern. Med.
96:143, 1982.

3. Buster, J.E., R.J. Chang, D.L. Preston, et al: Interrelationships of circulating
maternal steroids; progesterone, 16ahydroxyprogesterone, 17a-hydroxyprogesterone,
20a-dihydroprogesterone, gamma-5-pregnolonone, gamma-5-pregnolonone-sulfate,
gamma-5-pregnolone-sulfate and 17-hydroxy gamma-5-pregnolonone, J. Clin.
Endocrinol. Metab. 48:133, 1979.

4. New, M.I., B. Dupont, S. Pang, et al: An update on congenital adrenal hyperplasia.
Recent Progress in Hormone Research, 37:105, 1981.

5. Pang S., J. Hotchkiss, A. Drash, et al: Micro filter paper method for
17ahydroxyprogesterone radioimmunoassay: Its application for rapid screening for
congenital adrenal hyperplasia. J. Clin. Endocrinol. Metab., 45:1003, 1977.

6. Lobo, R.A., U. Goebelsmann: Adult manifestation of congenital adrenal hyperplasia
due to incomplete 21-hydroxylase deficiency mimicking polycystic ovarian disease. Am.
J. Obstet. Gynecol., 138:720, 1980.

7. Urban, M.D., P.A. Lee and C.J. Migeon: Adult high infertility in men with congenital
adrenalized hyperplasia. N. Engl. J. Med. 299:1392, 1978.

8. Meikle, A.W., R.J. Worley and C.D. West: Adrenal corticoid hyper-response in hirsute
women. Fertil. Steril. 41:575, 1984
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3HaueHue cumBona / Symbolize

Mpowussoautens / Manufacturer

[ata npoussoacTsa / Date of manufacture

Bp[ES] 3

Homep no katanory / Catalogue number

LoT

Homep cepun / Batch code

3
2
£

Mcnonb3oBaTk Ao (roa-mecau) / Use By

OrpaHuyeHue TemnepaTypsbl / Temperature limitation

TONbKO ANA VH BUTPO ANArHoCTuKu /
In Vitro Diagnostic Medical Device

BHumaHwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LeIOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHwert / EIA strips

Al

-

Kann6posoyHble npobbl / Calibrator set

CONTROL

KoHTposnbHas ceiBopoTka / Control sera

KoHbtoraT / Conjugate

SUBS TMB

PacTBop cy6cTpaTa TeTpamMeTunbeHsuanHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLeHTpaT 0TMbIBOYHOrO pacTsopa /
Washing solution concentrate

STOP

ol Al

Cron-peareHT / Stop solution
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=

N®A-Bydep / EIA buffer




YBaxaembiin Knuent!

Ecnuenpouecce paboTbl c Hawrmu Habopamy Bam noHago6vnvcb nnacTrkoBble BaHHOUKM A1 KUAKNAX
peareHToB, 0HOPa30Bble HAKOHEUHVKN AN [O3aTOPOB UAN AOMONHUTENbHbIE OObeMbl peareHToB
(KOHLieHTpaT oTMbIBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpata TeTpametnbeHsnamHa (TMB),
CTOM-peareHT), BXxogawwmx B cocta Habopa, npocrm Bac 06patnTbca K NocTaBLymKy npogykummn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxofHble maTepuasnbl NpeAocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans

\nposeneuma aHanmnsa KonnuyecrTse.

MNepeueHb Ha6opoB peareHTOB AA ANArHOCTNKIN NHGEKLUNOHHbBIX \
3aboneBaHuii nponsBoacTBa 000 «XEMA»

N2 no katanory HanmeHosaHune
K101 «Toxoplasma IgG-VI®A» T
K101M «Toxoplasma IgM-UOA» e n
K102 «Rubella IgG-®A»
K102M «Rubella IgM-UDA»
K103 «Cytomegalovirus IgG-VDA» RusmSsCEATON Lomconscen
K103M «Cytomegalovirus IgM-VIOA» S
K104 «HSV 1,2 IgG-NDA»
K104M «HSV 1,2 IgM-UOA»
K105 «Chlamydia IgG-V®OA»
K106 «Mycoplasma IgG-VIOA»
K111G «Cudpunuc IgG-NOA»
K111 «Cndunmuc cymmapHble aHTuTena-MOA»
K121 «Aspergillus IgG-NDA»

Homep ropsaueit nuHumn TexHn4eckom nopaepxku Knvenrtos:
8800505 23 45
Bce 3BOHKM Ha HOMep ropaYyeit NMHMK 6ecnnaTHbl AnA 3BOHALLEro ¢ ntoboro
MOOMIbHOIO UK CTauMoHapHoro TenedoHa no Bce Tepputopmmn Poccum.
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105264, r. Mocksa, yn. 9-a Mapkosas, A. 48, 1-11 noA., 5 sTax xemahelp

Ten.: +7 (495) 510-57 07, 737-39-36;

dakc: +7 (495) 737-00-40

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xema», Ten.: +7 (812) 271-24-41

191144, CankT-TeTepbypr, fertapHbiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru
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Oduc: 220029, MuHck, MpocnekT Malwweposa, a. 11,
nutep A, kopn. 8/K, opuc 416

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;
03176, r. Kues, yn. Akagemuka Edpemosa, a. 23;
e-mail: info@xema.com.ua
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XEMA

MHCTPYKUMA NO MPUMEHEHWIO HABOPA PEATEHTOB
Ana AMMYHO®EPMEHTHOIO ONPEAENEHNA
CBOBOAHOIO TECTOCTEPOHA B CbiIBOPOTKE (IMJIA3SME) KPOBU

«cBTECTOCTEPOH-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF FREE TESTOSTERONE IN HUMAN SERUM OR PLASMA

free Testosterone EIA

HOMEP MO KATASIOTY K219

TY N2 9398-219-18619450-2016

PETMICTPALIMOHHOE YOOCTOBEPEHWE
Ne ®CP 2017/6050 ot 04 aBrycta 2017 1.

W For 96 determinations/Ha 96 onpepenexui

TOJNbKO pns uH 8UMPO ANATHOCTVKN
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B 105264 Moscow, Russia
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K219I

«YTBEPXJEHA»
P 14161/67912 ot 27.10.2016.

MHCTPYKUNA NO NPUMEHEHNIO HABOPA PEATEHTOB AnA
MMMYHO®EPMEHTHOIO ONMPEAEJIEHNA CBOBOAHOIO
TECTOCTEPOHA B CbiIBOPOTKE (MJIASME) KPOBU
«cBTECTOCTEPOH-U®DA»

1. HASBHAYEHME

1.1. Habop peareHToB «CBTECTOCTEPOH-NDA» npefaHasHayeH ans
KOJIMYECTBEHHOIO OnpefeneHns KOHLEHTpaumMm TeCcTOCTEPOHa B CbIBOPOTKe (nnasme)
KPOBW MeToAOM TBepAodasHOro MMMyHO(EpPMEHTHOro aHanun3a.

1.2. TecTocTepoH - cTepoug C MonekynsapHon maccon 288.4 [a. OCHOBHbIM
MecToM o6pa3oBaHWsi TECTOCTEpOHa B CEMEHHWMKax SABASKTCA KneTku Jlengura
(MHTepcTULManbHasa TKaHb). Y XEeHLWNH TeCTOCTEPOH CUHTE3MPYETCS B HaANo4YeyHuKax,
a KOHTPOJIb 3@ €ro NpoAyKLuMel oCcyLWecTBAsSeT NIOTENHMU3NPYIOLWMA TOPMOH. TeCTOCTepOoH
CTUMYNIMPYET PasBUTUE MYXCKUX MNOSIOBbIX OPraHOB M BTOPUYHbLIX MOJIOBbLIX NMPU3HAKOB.
Cekpeumsa TeCToCcTepOHa UMeeT onpeaeseHHbIW LMpKaaHbId pUTM. HanBbICLUWIA YPOBEHb
ropMoHa oTMeyaeTcs B 6 YacoB yTpa, HaMMeHbLWKNi — B 20 4acoB. Y XeHLWMH NpoAyKLNs
TECTOCTEPOHA 3aBUCUT OT dasbl MEHCTPYasbHOMO LMKIA: MakcMManbHoe obpa3oBaHue
ropMoHa NpoOVUCXOAMUT B NHOTEMHOBOM ase U B Nepuos OBYISLNN.

TectocTepoH cBobogHbI  (CBOGOAHbLINM  TecTocTepoH, Free testosterone)
npeacraBnser cobol @pakuu TeCTOoCTepOHa CbIBOPOTKM KPOBWU He CBS3aHHYHO
HU C rNobynMHOM, CBSI3bIBAlOLWMM MOMOBble FOpMOHbI (SHBG), HM Cc anbbyMuHOM.
CB060AHbIN TECTOCTEPOH B KOIMYECTBEHHOM OTHOLLEHWU cocTasnsieT 2 — 3% oT obwero
TecTocTepoHa. buonorvyeckn akTUBHbIM SIBASIETCA TOSIbKO TECTOCTEPOH CBOGOAHbLIN
W CBSI3@aHHbIM C anbbyMMHOM («BMONOrMYEeCcKM AOCTYMHbIA TEeCTOCTEPOH»). YPOBEHb
«bmMonorMyeckn AOCTYMHOrO TEeCTOCTEPOHa» OTpaXaeT KOMMYecTBO (YHKLUMOHANbHO
aKTUBHOrO TECTOCTEPOHA B OpraHu3Me.

2. IPUHUMN PABOTbl HABOPA

OnpegeneHne TecTOCTEPOHA OCHOBAHO HAa MCMNOSb30BaHUM  KOHKYPEHTHOrO
MMMYHOMEpPMEHTHOr0O aHanusa. Ha BHyTpeHHel MOBEepPXHOCTM JIYHOK MjaHLeTa
MMMOBMNIN30BaHbl aHTUTENA K CBOHBOAHOMY TeCTOCTEpPOHY. TecTocTepoH M3 obpasua
KOHKYpUPYEeT C KOHBbIOIMPOBAHHbIM TECTOCTEPOHOM 3a CBA3blBaHWE C aHTUTenamu
Ha MOBEPXHOCTU JIYHKW. B pesynbtaTe o06pa3yeTcs CBSA3aHHbIA C MIACTUKOM
«C3HABMY», coaepXalmin nepokcmaasy. Bo Bpemsa nHkybaumm ¢ pactsopom cybcrpata
TeTpameTunbensmamHa (TMB) npoucxoauT OKpallMBaHMe pacTBOPOB B JIyHKax.
NHTEHCMBHOCTb OKpackn ob6paTHOMPOMNOpLUMOHanbHa KOHLEeHTpauun cBob6oaHOro
TectocTepoHa B uccneayemom obpasue. KoHueHTpaumio cBO60OAHOro TeCTOCTEPOHa B
nccnenyembix obpasuax onpenenstoT Mo KanmbpoBOYHOMY rpaduKy 3aBUCMMOCTU
OMTMYECKOM MMOTHOCTU OT CoAepXaHusi CBOBOAHOro TecTocTepoHa B KannbpoBOYHbIX
npobax.

Document: K2191 Instruction version: 1901 Format version: 010

2



XEMA

3. AHAJINMTUYECKUE XAPAKTEPUCTUKHN

3.1. CneumndunyHoCTb. lepekpecTHasa peakumsi aHTUTEN K TECTOCTEPOHY C ApYyruMum
aHanuTamu npueeneHa B Tabnuue:

Ananur TNepekpecTHaa peakumsa, %

[TecToCTEpPOH 100
5-anbda-gernapoTecTocTepoH 16

AHAPOCTEHAMON 1.0

AHAPOCTEHAMOH 0.4

AHOPOCTEPOH <0.1
[lernaposnmaHapocTepoH <0.1
[MporecTtepoH <0.1
SCTpaguon, acTpuon <0.01
KopTuson, nperHeHosoH <0.01

3.2. BocnpousBoaMMOCTb.

KoadduumeHT Bapuaumy pe3ynbTaToB OMNpeAeneHns coaepXaHus CBO60AHOro

TecTocTepoHa B OAHOM M TOM e 06pa3Le CbIBOPOTKK (M1a3Mbl) KPOBU C UCMOSIb30BaHNEM
Habopa «cBTECTOCTEPOH-U®A» He npeBblwaeT 8.0%.
3.3. JInHeMAHOCTb.

3aBUCUMOCTb KOHLIEHTpauum cBo60AHOr0 TECTOCTEPOHa B 06pasuax CbIBOPOTKM
(nna3mbl) KpOBM MpU pa3BeAeHUM MUX CbIBOPOTKOM (Mia3Mon) KpOBM, HE coaepykallen

TECTOCTEPOH, MMEET JIMHENHbIA XapaKTep B AnarnasoHe KoHueHTpauun 0.2-100 nr/mMn un
coctasnseT £10.0%.

3.4. TOYHOCTb.

[aHHbIA  aHanuUTMYecKMii napaMeTp MpoBepsieTCS TeCTOM Ha <«OTKpbITMe» —
COOTBETCTBME U3MEPEHHOW KOHLEHTPauuu TeCTOCTEPOHa MpeAnuCaHHOW, MosyyYeHHOoM
nyTeM CMEeWMBaHNA paBHbIX O06bEMOB KOHTPOJSIbHON CbIBOPOTKM M KannbpoBOYHOM
npobbl 1 nr/mn. MpoueHT «OTKpbITUA» coctasnseT 90-110%.

3.5. YyBCTBMTE/IbHOCTD.

MuHuMManbHass pocTtoBepHo onpeaensemas Habopom «cBTECTOCTEPOH-UODA»
KOHLeHTpaLums TeCTOCTEPOHa B CbIBOPOTKE (nsa3me) KpoBu He npesbiwaet 0.06 nr/mn.

Document: K2191 Instruction version: 1901 Format version: 010

3



K219I

«Y®OUN-HO4ILD01D3185»
- im T |goiHaiead edogeH egidohex  BrodiHOM  idoudel] 06T |0T
«YON-HOd31D01D3189»
- im T |goiHolead edogeH oOiMHOHAWMdAU ou  BUMIMAdLOHY 1612 | 6
— im| z BL1SMHRLL BMHREUILNEE BUT BlRWAgG €OON | 8
qLOONTUNX BeHL98MNd99
seHhedeodu| 1m T (UW $T) OIMHREOEALOLDM X 90104 ‘LHa1edd-uoL)| dOl1S 70504 | £
(urw zZ) yiaH1edy-x9y|
9LOONTUX BRHL2EMD99 (noLowdmM  WOHWUOEHDQ M (QgZ-HmaL O  doalded X9¢
seHhedeodu| Lm T |vogauwod) edosaided odldoHhogIAWLIO L1ediHdNHOM|HSYM 4Nd| z800S | 9
9LOOMTUX BRHL2EMD9Q (U'W $T) OIMHREOEALOUDM M 9010
seHhedeodu| Lm T [(9nl) eHubdusHaguuiswedial eredidgAd doarded|ginl sdnNs| zssod | S
e12dmn 0l19HUD
QLooMTMX  BeHhedeodu| Lm T (W $T) OIMHREOEILOUDM M 9010 ‘LeIOIAHO)| d4H (NOD | Zz6T2L | ¥
(semxed uW g'Q ou)
OIMHREOEALOLDN X BE010J ‘PHOdDLD0LIDL OJOHT0QOED)
9LOONTUX BRHL2EMD9Q WoMHeXdSWOD  WIGHLO98gEM D edgouah  maodi
seHhedeodu| Lm T |mirodogiad 280HO0 eH exiodoglad seHAwodiHO)| TOYLINOD | z61ZD | €
(aLo0oMTUX BRHLDETIO9Q (semxex 1w g ou)
seHhedeodu - 0 egodu OIMHREOETLOLIDN X 1980101 ‘W /iU Q0T ‘0T
seHhogodguuey) Iy IT 12°0 ‘0 - eHOdB1D0103L 0JOHIT0QOED BELIDhULION
e1a4amn oloHdedx 919HLD989EM aumexdarod ‘exagaouan naodx
MLOoMTUX d19Hhedeodu| Lm 9 |miLodogigd 2d0HI0 eH  19godu d1aHhogodguue)| 9 - T IvD | Z6T2D | ¢
OIMHREOEALOLON X 90101 ‘UiqHHegodnLMdLD
im T ‘iagorodunionrou YIGHROHAL-96 LomHewrl|d1in 940S| z6T1ed | T
9MHeNL(Q .ﬂw 09-U0Yy 9WNHedOHDWHNRH woawm) n._.—_w_—u_nh_ LI

VdO9VH 9v1000 ¥

Instruction version: 1901 Format version: 010

Document: K2191



XEMA

5. MEPbl NPEAOCTOPOXXHOCTH

5.1. MNoTeHuManbHbIN pUck NnpuMeHeHuns Habopa - knacc 26 (FOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a uckntouyeHmem cron-peareHTta (5.0% pacTtBop
CEPHOWN KNCNOTbI), B UCMO/Ib3YEMbIX KOHLEHTPaLMAX SABASIOTCH HETOKCUYHbBIMU.

PactBop cepHol kucnotel obnajaetr pasgpaxawwmMm aencreuem. Msberatb
pasbpbi3rMBaHnsa M nonagaHus Ha KOXy W Cau3ucTble. Npu nonagaHuu Ha KOXy W
CNU3UCTblE NMOPaXEHHbIM YHaCcTOK CieayeT NpoMbiTb 60bWLMM KOIMYECTBOM NMPOTOYHOM
BOAbI.

5.3. lMNpu paboTte ¢ Habopom cneayet cobnogatb «l[paBuna yCcTponcTBa, TEXHUKN
6e30nacHOCTM, MPOM3BOACTBEHHON CaHWTapuu, MPOTMBO3MUAEMUYECKOro pexuMa Wt
NNYHOM rurmeHbl Npu pabote B nabopatopusax (OTAeneHuax, oTaenax) caHuUTapHO-
3NNAEMNONONMYECKMX YUPEXAEHUI cucTeMbl MUHUCTEpPCTBa 34paBooxpaHeHns CCCP»
(MockBa, 1981 r.).

5.4. MNpn pabote c Habopom cneayeTr HageBaTb OAHOPA30Bble pe3VHOBbIE WU
N1acTMKOBble MepyaTky, Tak Kak obpasubl KpOBW 4YenoBeka cnefyeT paccMmaTpuBaTb
KakK MoTeHunanbHO MWHMULMPOBAHHbLIA MaTepuasn, ChoCobHbIR AnuTeNnbHOe BpeMS
coxpaHaTb W nepepasatb BWY, Bupyc renatuta wnu nwobon apyrov Bo3byautennb
BUPYCHOM MHMbEKLUN.

6. OBOPYANOBAHUE N MATEPUAJIbl, HEOBXOANMBDIE NMPU PABOTE C
HABOPOM

- (bOTOMETP BEpPTUKANbHOIO0 CKaHWMPOBaHWUS, MO3BOJISIOWNIA N3MEPSTb OMTUYECKYH
MAOTHOCTb COAEPXMMOTrO JIYHOK MNaHLWweTa Npu AsiMHe BONHbl 450 HM;

- TepMoCTaT, noaaepxuBatowmii Temnepatypy +37 £0.1 °C;

- [03aTopbl CO CMEHHbIMW HaKOHEeYHMKaMu, Mo3Bonswme oTbMpaTb 06beEMbl B
AvanasoHe 25-250 mkn;

- UMMHAP MepHbIN BMecTuMocTbio 1000 mn;

- BOAa AUCTUIIMPOBaHHas;

- NepyaTKyn pe3nHOBbIE WU NAACTUKOBbLIE;

- byMmara cdunbTpoBanbHas.

7. NOArOoTOBKA PEATEHTOB A1 AHAJIN3A

7.1. Nepepn npoBefeHMEM aHann3a KOMMNOHeHTbl Habopa u uccnenyemole o6pasubl
CbIBOPOTKM (NNasMbl) KpPOBM CleAyeT BblAepXaTb MNpuM KOMHATHOM TemnepaTtype
(+18...425 °C) He MeHee 30 MUH.

7.2.MpurotoBneHune njaaHlueTa.

BCKpbITb MakeT € NiaHWeTOM W YCTaHOBWUTb Ha paMKy Heob6XoAMMOe KOMMYEeCTBO
ctpunos. OcTaBLIMECS  HEUCMONb30BaHHbIMWM  CTpUMbl, 4TO6bl  NpPeaoTBpPaTUTb
BO3JENCTBME Ha HUX BNaru, TWwaTenbHO 3aknenTb bymMaron Ans 3aknemBaHus nnaHweTa
N XpaHuUTb Npu TemnepaTtype +2...+8 °C B TeueHune Bcero cpoka rogHoctn Habopa.

7.3. NMpuroTtoBsieHMe OTMbIBOYHOI0O pacreopa.

Copepxunmoe pnakoHa C KOHLEHTPATOM OTMbIBOYHOI0 pacTeopa (22 M), nepeHecTn
B MEpHbIM UMANHAP BMecTuMocTbio 1000 mn, gobasutb 550 MA AMCTUNNMPOBaHHOM
BOAbI M TWATeNbHO nepeMelwaTb. B cnyyae agpobHoro ncnonb3osBaHusa Habopa cneayet
oTo6paTb HeobX0AMMOE KOMMYECTBO KOHLleHTpaTa OTMbIBOYHOIMO pacTBOpa W pa3BecTu
OVCTUNANPOBaHHON BOAON B 26 pa3 (1 Mn KOHUeHTpaTa OTMbIBOYHOrO pacresopa + 25
M AUCTUNNIMPOBAHHOM BOAbI).
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8. ycnoBus XPAHEHUA U SKCNJIYATALIMN HABOPA

8.1. Habop peareHTtoB «CBTECTOCTEPOH-U®A» ponxeH XpaHUTbCS B YrMakKoBKe
NpeaAnpusaTUSA-U3roToBuTens npu temnepaTtype +2...+8 °C B TeyeHue BCero cpoka
rofAHOCTW, yKa3aHHOro Ha ynakoske Habopa.

[onyckaeTca xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype go +25 °C
He 6onee 15 cyTok. He gonyckaeTcs 3aMmopa)xuBaHue Lenoro Habopa.

JonyckaeTcss ogHOKpaTHoe 3amMopaxuBaHue (-20 °C) kannbpoBOYHbIX Mpob K
KOHTPOJIbHOW CbIBOPOTKM B afiukBOTaXxX.

8.2. Habop paccuuTaH Ha npoBeAaeHue aHanusa B aybnukatax 41 uccnegyembix
obpa3ua, 6 kannbpoBo4HbIX Mpob6 M 1 Npobbl KOHTPOSbHOM CbIBOPOTKM (BCcero 96
onpeaeneHnin).

8.3. B cnyyae apobHoro mcnonb3oBaHusa Habopa KOMMOHEHTbI creayeT XpaHuTb
cnepytwowmm obpasom:

- OCTaBLUMECS HEWCrnosib30BaHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

6ymaror Ans 3aknemBaHusa NiaHwWweTa u XpaHuTb Npu Temnepatype +2...+8 °C
B Te4YeHne Bcero cpoka rogHoctn Habopa;

- KOHbtoraTt, cybcTpaTt, cTon-peareHT Mocne BCKpbITUS (nakoHOB cneayer
XpaHuTb npu Temnepatype +2...+8 °C B TeyeHue BCeEro Cpoka roAHOCTU
Habopa;

- KanubpoBOYHble NPObbl U KOHTPOJIbHYIO CbIBOPOTKY MOC/AE BCKPbITUS P/IaKOHOB
cnefyeT xpaHuTb Npu TemnepaTtype +2...+8 °C He 6onee 2 MecsueB;

—  OCTaBLUMINCA HENCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTBopa cneayer
XpaHUTb Npu TemnepaTtype +2...+8 °C B TeueHne BCero cpoka rogHoctn Habopa.
MpUroTOBNIEHHBIN OTMbIBOYHbIA pPacTBOp CreAyeT XpaHWUTb MpuU KOMHaTHOM
Temnepatype (+18..+25 °C) He 6onee 15 cyTok wnu npu TemnepaType
+2...4+8 °C He 6onee 45 cyTok.

MpumMeyaHue. Mocne MCNoNb30BaHWS peareHTa HeMeA/leHHO 3aKpbiBalTe KPbILWKY

¢nakoHa. 3akpblBaliTe Kaxabli hf1akoH CBOEN KPbILLIKON.

8.4. [Ina npoBeaeHWs aHanu3a He cnefyeT MCMNofb30BaTb FEMOSIM3MPOBAHHYIO,
MYTHYI CbIBOPOTKY (M/1a3My) KPOBM, @ Takxe CbIBOPOTKY (Ms1ia3My) KpoBU, coaepKallyto
asua HaTpus.

Ecnn aHann3 nponsBoaMTCS He B AieHb B3ATUS KPOBM, CbIBOPOTKY (NaasMy) cneayer
XpaHuTb npu Temnepatype -20 °C. [MoBTOpHOe 3aMOpaxuBaHue-oTTanBaHme obpasLoB
CbIBOPOTKM (Mn1a3Mbl) KPOBW He AOMYyCKaeTCs.

8.5. VckntoyaeTca ncnonb3oBaHMe Ana aHanusa obpasuoB CbIBOPOTKM (MnasMmbl)
KPpOBW NtoAew, Nony4yaBlIMX B Lensax ANarHOCTUKK UM Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOASAT MbIlMHbIE aHTUTENa.

8.6. MNpu ucnonb3oBaHum Habopa Ana NpoBeAeHUS HECKONbKMX He3aBUCUMMbIX
Cepui aHanu30B cneayeT UMeTb B BUAY, YTO ANS KaXA0ro He3aBUCMMOro onpeaeneHuns
Heob6xoAMMO  MOCTPOEHME HOBOro  KanMbpoBOYHOro rpaduka; Kpome 3Toro,
peKoMeHAYeTCsa onpefeneHne KOHLEHTpauum TeCTOCTEPOHA B KOHTPO/IbHOWM CbIBOPOTKeE.

8.7. Ins nony4yeHns HaAeXHbIX pe3ynbTaToB HeobxoaAnMo cTporoe cobnwoaeHne
WHCTpyKUMK No npuMeHeHuto Habopa.

8.8. He wncnonb3yite KOMMOHEHTbI M3 ApPYrux HabopoB WM M3 aHaNOrMyHbIX
HabopoB Apyrux cepuii.
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10. OXXMOAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBblBasicb Ha pe3ynbTaTax WccnefoBaHuii, npoBeaeHHbix 000
«XEMA», pekoMeHAyeM Monb30BaTbCA HOPMaMu, MNpuBEAEHHbIMU HMXe. Bmecte c
TeM, B COOTBETCTBMMU C npaBunamm GLP (Xopoweli nabopaTopHOM MpakTUKK), Kaxaas
nabopatopusi Ao/MKHa camMa onpefenuTb NapaMeTpbl HOPMbl, XapaKTepHble Ans
obcnegyemMon nonynsaunn.

MpuMeyaHve. 3HauYeHUs KOHLEHTpauWuii TeCcToCTepoHa B uccneayeMbix obpasuax,
HaxoasWmecss HwXe rpaHuubl 4YyBCcTBUTEeNbHOCTM Habopa (0.06 nr/mn), a Takxe
npeBbillalOWmMe 3HavyeHue BepxHelr KanubposouyHor npobbel (100 nr/mn) cneapyet
npuBoAMTb B cneaywowen dopme: B wuccnegyemMoMm obpasue X KOHUeHTpauwus
TecTtocTepoHa Huxe 0.06 nr/mn nnu Bbiwe 100 nr/mn.

Eaunnubl, nr/mn
Wccnepyemad rpynna
Huxnnii npepen Bepxuuii npepen
My>XUmnHbI 4.5 42
PKEeHLWMHbI - 4.1
DKeHLWmHbI
nocTMeHonaysa 0.1 4.7
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105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-s Napkosas, 4. 48, 1-1 noa., 5 atax,

Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbIN)

3NeKTpoHHas nouta: info@xema.ru;
MHTEPHET: WWW.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knneHTckoro ceppncaO00 «XEMA», k. 6. H. []. C. KocTpuknH
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Instruction for use

A solid-phase enzyme immunoassay for the quantitative
determination of free testosterone in human blood serum or
plasma

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of free
testosterone in blood serum or plasma.

This kit is designed for measurement of free testosterone in blood serum or plasma.
For possibility of use with other sample types, please, refer to Application Notes (on
request). The kit contains reagents sufficient for 96 determinations and allows to
analyze 41 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

Testosterone is a steroid with a MW of 288.4 Dalton. The main sites of testosterone
secretion are Leidig cells in interstitial tissue of testicles in men. In women testosterone
is secreted in the adrenals and is controlled by luteinizing hormone. Testosterone
stimulates development of male genital organs and formation of secondary sexual
features.

In males, testosterone secretion undergoes circadian rhythms with maximal
concentrations seen in the morning (6 am) and minimal - in the evening (8 pm). In
females, testosterone secretion is regulated by menstrual cycle with maximal levels
found in luteinic phase and during ovulation.

Testosterone circulates in the blood bound to three proteins: sex hormone
binding globulin (60-80%), albumin and cortisol binding globulin. Only about 1-2%
of the total circulating testosterone remains unbound or free. Even though it is still
under investigation, most researchers accept the free testosterone determination as
a measure of the biologically recommended to overcome the influences caused by
variations in transport proteins on the total testosterone concentration.

3. PRINCIPLE OF THE TEST

This test is based on competition enzyme immunoassay principle. Tested specimen
is placed into the microwells coated by specific to free testosterone-antibodies
simultaneously with conjugated Testosterone-peroxidase. Free testosterone from the
specimen competes with the conjugated testosterone for coating antibodies. After
washing procedure, the remaining enzymatic activity bound to the microwell surface
is detected and quantified by addition of chromogen-substrate mixture, stop solution
and photometry at 450 nm. Optical density in the microwell is inversely related to the
quantity of the measured analyte in the specimen.

Document: K2191 Instruction version: 1901 Format version: 010
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4. WARNINGS AND PRECAUTIONS

4.1. For professional use only.

4.2, This kit is intended for in vitro diagnostic use only.

4.3. INFECTION HAZARD: There is no available test methods that can absolutely
assure that Hepatitis B and C viruses, HIV-1/2, or other infectious agents are not
present in the reagents of this kit. All human products, including patient samples,
should be considered potentially infectious. Handling and disposal should be in
accordance with the procedures defined by an appropriate national biohazard safety
guidelines or regulations.

4.4. Avoid contact with stop solution containing 5.0% H,SO,. It may cause skin
irritation and burns.

4.5. Wear disposable latex gloves when handling specimens and reagents. Microbial
contamination of reagents may give false results.

4.6. Do not use the kit beyond the expiration date.

4.7. All indicated volumes have to be performed according to the protocol. Optimal
test results are only obtained when using calibrated pipettes and microplate readers.

4.8. Do not smoke, eat, drink or apply cosmetics in areas where specimens or kit
reagents are handled.

4.9. Chemicals and prepared or used reagents have to be treated as hazardous
waste according to the national biohazard safety guidelines or regulations.

4.10. Do not mix reagents from different lots.

4.11. Replace caps on reagents immediately. Do not swap caps.

4.12. Do not pipette reagents by mouth.

4.13. Specimens must not contain any AZIDE compounds - they inhibit activity of
peroxidase.

4.14. Material Safety Data Sheet for this product is available upon request directly
from XEMA Co., Ltd.

4.15. The Material Safety Data Sheet fit the requirements of EU Guideline 91/155
EC.
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Equipment and material required but not provided

- Distilled or deionized water;

- Automatic or semiautomatic multichannel micropipettes, 100-250 pl, is useful but
not essential;

- Calibrated micropipettes with variable volume range volume 25-250 pl;

- Dry thermostat for 37 °C £0.1 °C;

- Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0.

5.2, Storage and stability of the Kit

Store the whole kit at 2 to 8 °C upon receipt until the expiration date.

After opening the pouch keep unused microtiter wells TIGHTLY SEALED BY
ADHESIVE TAPE (INCLUDED) to minimize exposure to moisture.

6. SPECIMEN COLLECTION AND STORAGE.

This kit is intended for use with serum or plasma (ACD- or heparinized). Grossly
hemolytic, lipemic, or turbid samples should be avoided.

Specimens may be stored for up to 48 hours at +2...4+8 °C before testing. For a
longer storage, the specimens should be frozen at -20 °C or lower. Repeated freezing/
thawing should be avoided.

7. TEST PROCEDURE

7.1. Reagent Preparation

- All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18 to +25 °C) before use.

- All reagents should be mixed by gentle inversion or vortexing prior to use.
Avoid foam formation.

- Itis recommended to spin down shortly the tubes with calibrators on low speed
centrifuge.

- Prepare washing solution from the concentrate BUF WASH 26X by 26 dilutions
in distilled water.

7.2. Procedural Note:

It is recommended that pipetting of all calibrators and samples should be completed

within 3 minutes.

See the example of calibration graphic in Quality Control data sheet.

Document: K2191 Instruction version: 1901 Format version: 010
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8. QUALITY CONTROL

It is recommended to use control samples according to state and federal regulations.
The use of control samples is advised to assure the day to day validity of results.

The test must be performed exactly as per the manufacturer’s instructions for use.
Moreover the user must strictly adhere to the rules of GLP (Good Laboratory Practice)
or other applicable federal, state, and local standards and/or laws. This is especially
relevant for the use of control reagents. It is important to always include, within the
test procedure, a sufficient number of controls for validating the accuracy and precision
of the test.

The test results are valid only if all controls are within the specified ranges and if all
other test parameters are also within the given assay specifications.

9. CALCULATION OF RESULTS

9.1. Calculate the mean absorbance values (OD450) for each pair of calibrators
and samples.

9.2. Plot a calibration curve on graph paper: OD versus free testosterone
concentration.

9.3. Determine the corresponding concentration of free testosterone in unknown
samples from the calibration curve. Manual or computerized data reduction is applicable
on this stage. Point-by-point or linear data reduction is recommended due to non-linear
shape of curve.

9.4. Below is presented a typical example of a standard curve with the XEMA Co.
Not for calculations!

Calibrators Value AbsorbanceUnits (450 nm) Production control 1
x1000 s
CAL 1 0 pg/ml 2.596 T
cAL2 | 0.2 pg/ml 2.207 \\
CAL 3 1 pg/ml 1.767 W\ﬁ\
CAL 4 4 pg/mi 1.102 L
CAL5 | 20 pg/ml 0.646 ) ' T
CAL 6 100 pg/ml 0.271
Document: K2191 Instruction version: 1901 Format version: 010
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10. EXPECTED VALUES

Therapeutical consequences should not be based on results of IVD methods
alone - all available clinical and laboratory findings should be used by a physician to
elaborate therapeutically measures. Each laboratory should establish its own normal
range for Testosterone. Based on data obtained by XEMA, the following normal range
is recommended (see below).

Sex, age Units, pg/ml
Lower limit Upper limit
Males 4.5 42
Females - 4.1

Females post
menopausal 0.1 4.7

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
Testosterone 100
5-alpha-dehydrotestosterone 16
Androstendiol 1.0
Androstendione 0.4
Androsterone <0.1
Dehydroepiandrosterone <0.1
Progesterone <0.1
Estradiol, Estriol <0.01
Cortisol,Pregnenolone <0.01

11.2. Analytical sensitivity

Sensitivity of the assay was assessed as being 0.06 pg/ml.

11.3. Linearity

Linearity was checked by assaying dilution series of 5 samples with different free
testosterone concentrations. Linearity percentages obtained ranged within 90 to 110%.

11.4. Recovery

Recovery was estimated by assaying 5 mixed samples with known free testosterone
concentrations. The recovery percentages ranged from 90 to 110%.

Document: K2191 Instruction version: 1901 Format version: 010
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Instruction for use
A solid-phase enzyme immunoassay kit
for the quantitative determination of
dehydroepiandrosterone sulfate
in human serum or plasma
DHEAS EIA

1. INTENDED USE

The DHEAS EIA kit is an enzyme immunoassay, intended for the quantitative
determination of dehydroepiandrosterone sulfate in human serum or plasma.
The field of application is clinical laboratory diagnostics.

2. GENERAL INFORMATION

Dehydroepiandrosterone (DHEA) is an androgen with a MW of 288.4 Dalton
secreted in adrenals. The main derivate of DHEA present in human tissue is DHEA
sulfate (DHEAS). Since birth, DHEAS serum concentration is increasing continuously
showing a pronounced peak after puberty and maximal levels at the age of 20. After
that, serum DHEAS level continuously decreases. As DHEAS is the main component of
17-ketosteroids in serum, this test may substitute for column tests for determination
of 17-ketosteroids in urine.

Elevated DHEAS concentrations are found in adrenogenital syndrome, hirsutism,
acne, benign hyperplasia of adrenals and adrenal tumors, Stein-Leventhal syndrome,
polycystic ovary syndrome.

Decreased levels of DHEAS are found in hyperlipidemia, psychotic states, psoriasis,
adrenal insufficiency.

3. TEST PRINCIPLE

Determination of the DHEAS is based on competition principle of the enzyme
immunoassay. Microwells plate is coated with specific rabbit polyclonal to DHEAS-
antibodies. DHEAS conjugated to the horseradish peroxidase is used as enzyme
conjugate. The analysis procedure includes two stages of incubation:

- during the first stage DHEAS from the specimen competes with the conjugated
DHEAS for coating antibodies. As a result, a complex bounded to the solid phase and
containing peroxidase is formed.

- during the second stage, the complexes formed due the reaction with the
chromogen 3,3’,5,5'-tetramethylbenzidine are visualized.

After stopping the reaction with a stop solution, the intensity of the color of the
microwells is measured. Optical density in the microwell is inversely related to the
quantity of the measured DHEAS in the specimen of the serum (plasma).

The concentration is determined according to the calibration graph of the
dependence of the optical density on the content of DHEAS in the calibration samples.

Document: K215IE Instruction version/date: 2023.09
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5. EQUIPMENT AND MATERIAL REQUIRED BUT NOT PROVIDED

- microplate photometer with 450 nm wavelength;

- dry thermostat for +37°C+2°C;

- automatic plate washer (optional);

- micropipettes with variable volume, range volume 5-1000 uL;
- graduated cylinder of 1000 mL capacity;

- distilled or deionized water;

- timer;

- vortex mixer;

- disposable gloves;

- absorbent paper.

6. WARNING AND PRECAUTIONS

In order to prevent incorrect results, strictly follow the recommended order and
duration of the analysis procedure.

6.1. The kit is for in vitro diagnostic use only. For professional laboratory use.

6.2. Follow the rules mentioned below during the kit using:

- do not use kit beyond expire date;

- do not use the kit if its packaging is damaged;

- in order to avoid contamination, use new tips to pipette samples and reagents;

- use only verified equipment;

- close each vial with its own cap, after using the reagent;

- do not use components of other kits or reagents of other manufacturers;

- do not let wells dry after completing the rinsing step; immediately proceed to the
next stage;

- avoid bubbles when adding reagents.

ATTENTION! The TMB substrate solution is light sensitive. Avoid prolonged
exposure of the component to light.

6.3. Some kit components, such as stop solution, substrate solution, and washing
solution, may cause toxic or irritant effects. If they get on the skin or mucosa, the
affected area should be washed with plenty of running water.

6.4. Allhuman products, including patient samples, should be considered potentially
infectious. Handling and disposal should be in accordance with the procedures defined
by an appropriate national biohazard safety guidelines or regulations.

6.5. The Calibrators and Control Serum included in the kit are negative for
antibodies to HIV 1,2, hepatitis C virus and HBsAg, but the reagents should be
considered as potentially infectious material and handled carefully.

6.6. Specimens must not contain any azide compounds, as they inhibit activity of
peroxidase.

6.7. Wear protective gloves, protective clothing, eye protection, face protection.

6.8. Do not smoke, eat, drink or apply cosmetics in areas where specimens or kit
reagents are handled.

6.9. Safety Data Sheet for this product is available upon request directly from
XEMA LLC.

6.10. Serious incidents related to the kit must be reported to the manufacturer,
Authorized Representative, and to the Competent Authority of the EU member state(s)
where the incident has occurred.
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7. SPECIMEN COLLECTION, TRANSPORTATION AND STORAGE OF SAMPLES

7.1. Blood sampling should be carried out from the cubital vein with a disposable
needle using a vacuum blood sampling system. Serum or plasma specimens should
be clearly labeled and identified. Serum must be separated from the clot as early as
possible to avoid hemolysis of red blood cells. If there are any visible particles in the
sample, they should be removed by centrifugation at 3000-5000 rpm for 20 minutes at
room temperature or by filtration.

Don’t use samples with high lipidemia, hemolysis as they may give false test results.

7.2. Specimen should be stored at +2...4+8°C up to 3 days. Specimen held for a
longer time, should be placed in a freezer at -15°C or below; do not refreeze/thaw
samples.

7.3. For the transportation of samples, it is recommended to use triple packaging.
The primary package is the labeled tube containing the sample. Secondary packaging
is a polyethylene bag that is hermetically closed with a zip-lock. The outer packaging
is a heat-insulating container, while the secondary packaging is placed in the outer
packaging for transportation in the center of the thermal container. Frozen refrigerants
are placed on the bottom, along the side walls of the thermal container, and cover the
samples with them.

8. TRANSPORTATION AND STORAGE TERMS OF KIT, WASTE DISPOSAL

Information about the singularity storage conditions, transportation of the kit, and
disposal of waste should be taken into account by all persons who participate in these
processes.

8.1. Transportation
The DHEAS EIA kit should be transported in the manufacturer’s packaging at

+2...48°C. Single transportation at the temperature up to 25°C for 5 days is acceptable.

8.2. Storage

The DHEAS EIA kit should be stored in the manufacturer’s packaging at +2...+8°C.
Do not freeze.

The kit contains reagents sufficient for 96 determinations including Calibrators and
Control Serum.

Once opened test-kit is stable for 2 months when stored properly as intended by
manufacturer at 2-8°C.

In case of partial use of the kit, the components should be stored in the following way:
- strips that remain unused must be carefully sealed with the plate sealing tape and

stored at +2...+8°C within 2 months;
- Substrate Solution, Stop Solution, and Washing Solution concentrate after opening

the vial, can be stored tightly closed at +2...+8°C until the kit’s shelf life;
- Conjugate Solution, Calibrators and Control Serum after opening the vial, can be

stored tightly closed at +2...+8°C within 2 months;

NOTE: Single freezing of Calibrators and Control Serum in aliquots is allowed
- diluted washing solution can be stored at room temperature (+18...425°C) forup to 5

days or at +2...+8°C for up to 14 days.

Kits that were stored in violation of the storage condition cannot be used.

8.3. Disposal

Expired kit components, used reagents and materials, as well as residual samples
must be inactivated and disposed of in accordance with legal requirements.
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9. REAGENTS PREPARATION

9.1. All reagents (including microstrips) and test samples should be allowed to
reach room temperature (+18...4+25 °C) for at least 30 minutes before use.

.2. Microplate pr ration
Open the package with the microplate and install the required number of strips into
the frame. Unused strips must be sealed with plate sealing tape to prevent moisture
from affecting the plate’s holes and placed back in the bag.

9.3. Washing Solution preparation

Add the contents of the 22 mL Washing Solution concentrate vial to 550 mL of
distilled or deionized water and mix thoroughly. In case of partial use of the kit, take the
necessary amount of washing solution concentrate and dilute it 26 times with distilled or
deionized water.

The spending of the components in case of partial use of the kit is given in the table:
Quantity of
strips
Volume of
the Washing
Solution con-
centrate, mL

Volume of
water, mL

1 2 3 4 5 6 7 8 9 10 11 12

1.8 | 3.6 | 54 | 7.2 9 10.8 | 12.6 | 14.4 | 16.2 | 18 |19.8 | 22

45 90 | 135 | 180 | 225 | 270 | 315 | 360 | 405 | 450 | 495 | 550

10. ASSAY PROCEDURE

10.1 Put the desired number of strips into the frame based on the number of test
samples in 2 replicates and 14 wells for Calibrators and Control Serum (2 wells for
each calibrator (CAL 1-6) and 2 wells for control serum (Q)).

10.2 Dispense 25 pL of Calibrators and Control Serum as well as 25 pL of test
serum/plasma samples (SAMP) to the wells of the microplate according to the
scheme below. The introduction of Calibrators, Control Serum and test samples
should be carried out within 5 minutes to ensure equal incubation time for the
first and last samples.

Note: during performing several independent series of tests, Calibrators, and Control Sample
should be used each time.

Scheme of introduction of samples

1 2 3 4 5 6 7 8 9 (10 | 11 | 12
CAL1 | CAL1 | SAMP2 | SAMP2 |SAMP10|SAMP10
CAL2 | CAL2 | SAMP3 | SAMP3 [SAMP11(SAMP11
CAL3 | CAL3 | SAMP4 | SAMP4 |[SAMP12(SAMP12
CAL4 | CAL4 | SAMP5 | SAMP5
CAL5 | CALS | SAMP6 | SAMP6

CAL6 | CAL6 | SAMP7 | SAMP7
Q Q | SAMP8 | SAMP8
H |SAMP1[{SAMP1| SAMP9 | SAMP9

QMmO |m|>
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10.3 Add 100 pL of the Conjugate Solution to all wells.

10.4 Carefully mix the contents of the microplate in a circular motion on a horizontal

surface, cover strips with a plate sealing tape and incubate for 60 minutes at
+37°C.

10.5 At the end of the incubation period, remove and discard the plate cover. Aspirate
and wash each well 5 times using an automatic washer or an 8-channel dispenser.
For each washing, add 300 pL of Washing Solution (see 9.3) to all wells, then
remove the liquid by aspiration or decantation. The residual volume of the
Washing Solution after each aspiration or decantation should be no more than
5uL. After washing, carefully remove the remaining liquid from the wells on
the absorbent paper. For the automatic washer/analyzer, the Washing Solution
volume can be increased to 350 pL

10.6 Add 100 pL of Substrate Solution to all wells. The introduction of the substrate
solution into the wells must be carried out within 2-3 minutes. Incubate the
microplate in the dark at room temperature (+18...+25°C) for 15 minutes.

10.7 Add 100 pL of Stop Solution to all wells in the same order as the substrate
solution. After adding the Stop Solution, the contents of the wells turn yellow.

10.8 Read the optical density (OD) of the wells at 450nm using a microplate photometer
within 5 minutes of adding the Stop Solution.

10.9 Plot a calibration curve in semi-logarithmic coordinates: (x) is the decimal
logarithm of the DHEAS concentration in the calibrators pg/mL, (y) - OD versus
DHEAS concentration (OD 450 nm). Manual or computerized data reduction is
applicable at this stage. Point-by-point or linear data reduction is recommended
due to non-linear shape of curve. Adjust the concentration of CAL1 to an
infinitesimally small value, for example, 0.001 pg/mL.

10.10 Determine the corresponding concentration of DHEAS in tested samples from the
calibration curve.

11. TEST VALIDITY

The test run shall be considered valid if the OD of CAL1 is above 1.2, and the values
of the Control Serum fall into the required range (see Quality control Data Sheet).

12. EXPECTED VALUES

12.1 Therapeutical consequences should not be based on results of IVD methods
alone - all available clinical and laboratory findings should be used by a physician to
elaborate therapeutically measures. Each laboratory should establish its own normal
range for DHEAS. Based on data obtained by XEMA, the following normal range is
recommended (see below).

NOTE: values of DHEAS concentrations in the tested samples that are below the LoD
(0.025 ug/mL) and also exceed the value of the upper calibrator (10 ug/mL) should be provided in
the following form : «the DHEAS concentration of tested sample X is «lower than 0.025 ug/mL» or
«higher than 10 ug/mL».

12.2 The calibrators concentration values of the DHEAS EIA kit are expressed in
pg/mL. To calculate concentrations in pmol/L, the received concentration value in pg/
mL shall be multiplied by 2.6.

1 pg/mL = 2.6 pmol/L
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newborn 1.08 4.06 2.81 10.56

1 month-5 yrs 0.01 0.41 0.03 1.07
6-9 yrs 0.03 1.45 0.07 3.77
10-11 yrs 0.12 1.15 0.31 2.99
12-17 yrs 0.2 5.55 0.52 14.43
18-30 yrs 1.25 6.19 3.25 16.09
31-50 yrs 0.59 4.52 1.53 11.75
51-60 yrs 0.2 4.13 0.52 10.74
>61 yrs 0.1 2.35 0.26 6.11
- Females ]
newborn 0.1 2.48 0.26 6.45
1 month-5 yrs 0.05 0.55 0.13 1.43
6-9 yrs 0.03 1.4 0.07 3.64
10-11 yrs 0.15 2.6 0.39 6.76
12-17 yrs 0.2 5.35 0.52 13.91
18-30 yrs 0.29 7.81 0.75 20.31
31-60 yrs 0.12 3.79 0.31 9.85
post menopausal 0.3 2.6 0.78 6.76
o eregancywek |
1st trimester 0.38 3.6 0.99 9.36
2nd trimester 0.42 3.0 1.09 7.8
3rd trimester 0.32 2.5 0.83 6.5

13. PERFORMANCE CHARACTERISTICS

13.1. Analytical performance characteristics

13.1.1 Precision of Measurement

Repeatability (Intra assay repeatability) was determined by evaluation the
coefficient of variation (CV) for 2 different samples during 1 day in 24 replicates on one
series of ELISA Kkit.

1 4.02 5.9
2 3.38 7.34

Reproducibility (Inter assay reproducibility) was determined by evaluating the
coefficients of variation for 2 samples during 5 days in 8-replicate determinations.

1 2.49 6.12
2 4.23 7.41
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Reproducibility between lots was investigated by testing samples for one day on
three lots. Each sample was run in 8 replicates.

1 1.98 1.89 2.03 11.45
2 1.69 1.78 1.64 13.6

13.1.2 Trueness

The trueness of measurement is the degree of closeness of the average value
obtained from a large number of measurement results to the true value. The bias of the
measurement result (bias of measurements) is the difference between the mathematical
expectation of the measurement result and the true value of the measurand. The
bias was calculated for each sample and it was determined that it corresponds to the
specified limits of £ 10%.

13.1.3 Linearity
Linearity was determined using sera samples with known DHEAS concentration (low

and high) and mixing them with each other and buffer solution in different proportions.
According to the measurements, linear range of kit is 0.1-10 pg/mL £10%.

13.1.4 Analytical sensitivity

Limit of detection (LoD) - the lowest DHEAS concentration in the serum or plasma
sample that is detected by the DHEAS EIA kit is no lower than 0.05 pg/mL.

Limit of quantification (LoQ) - the lowest concentration of the analyte in the sample
that is determined quantitatively with the declared trueness for DHEAS EIA kit is 0.08
Hg/mL.

13.1.5 Analytical specificity

For the analysis result is not affected by the presence in the sample of bilirubin
in a concentration of up to 0.21 mg/mL and hemoglobin in a concentration of up to
10 mg/mL.

The cross-reactivity of DHEAS with other analytes is shown in the table:

DHEA 50
other steroids <0,01
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Manufacturer

IVD

In vitro diagnistic medical device

Catalogue number

&

Use-by date

(o)

Batch code

Temperature limit

Contains sufficient for <n> tests

Caution

Consult instructions for use

@ |B>|d|~|E|i |B

Conformity Marking with technical regulations in
Ukraine

m
H

Authorized representative in the European Com-
munity/European Union

N
m

CE Conformity Marking




or any issues related to operation of the
please contact by telefon humber

+38 044 294-69-78

or write to:

ga@xema.com.ua

XEMA LLC
Akademika Yefremova St. 23

03179, Kyiv, Ukraine
tel.:+38 044 422-62-16
tel..+38 044 294-69-78
E-mail: qa@xema.com.ua
www.xema.in.ua



TOB «XEMA» kog €E4PMNOY 36038442

Appeca 03179, m. Kuis, Byn. Akafiemika €EppemoBa, 23

Ona kopecnoHpeHuii: 03179, a/c 49

3 NnTaHb 3aMOBNEHHA npoaykuii: 050-422-62-16,067-422-62-16
Ten.: +38 (095) 60-99-555 dakc: +38 (044) 422-62-16

e-Taii: info@xema.com.ua

www.xema.in.ua

STATEMENT

We, XEMA LLC, as a manufacturer of in vitro diagnostic medical devices,
having a registered office at Akademika Yefremova St. 23, Kyiv, Ukraine
assign SRL SANMEDICO having a registered office at A. Corobceanu Street
7A, apt. 9, ChiSinau MD-2012, Moldova, as authorized representative in
correspondence with legislative requirements of the Republic of Moldova.

We declare that the company mentioned above is authorized to register,
notify, renew, or modify the registration of medical devices on the territory of
the Republic of Moldova.

This Statement shall come into force on the date of its signing. The duration
of this Statement is 3 years from the date of signing.

Date: 06.09.2023

Signature:
AreeM>&  X&mQ LLCL


mailto:info@xema.com.ua
http://www.xema.in.ua
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Vertretung und Représentanz

Certificate

Of Marketing Authorization of Medical Product

within Germany, the member states of the European Union
and the other states having a contractual agreement with the European Economic Area

Nr. AR/IVD/XEMA LLC/01/2023

Issued on the basis of the Declaration of conformity and registration taking into account account Article 11 of Regulation (EU) 2017/746 (IVDR) on In Vitro Diagnostic,

and Medical Device Implementing Act (MPDG)

Ausgestellt auf Grund der Konformitatserklarung und Registrienmg unter Berticksichtigung der der Verordnung (EU) 2017/746 (IVDR) tiber In-vitro-Diagnostika

Manufacturer / Hersteller

Product name / Produkt

Product Classification:
Produkiklassifizierung

Category:
Kategorie

Conformity assessment procedure:

Konformitatsb ewertungsverfahren:

State Competent Authority:
Staatliche Zustandige Behérde

Date ofissue : 2023-03-07
Das Ausstellungsdatum

Represented in the EC by:

Polmed.de Beata Rozwadowska
Fichtenstr. 12A, 90763 Furth, Germany

email: info@polmed.de
Tel: +49 911 93163967

SRN: DE-AR-000006947

und Medizinprodukterecht-Durchfilhrungsgesetz (MPDG)

XEMALLC SRN: UA-MF-000032959
UKRAINE, 03179 KYIV

Akademika Yefremova St. 23

ga@xema.com.ua; www.xema.in.ua

See annex to the Certificate
Siehe Anhang zum Zetifikat

In Vitro Diagnostic Medical Devices
In-vitro-Diagnostikum (IVD) Medizinprodukte

Common/ Other IVD
Sonstige IVD-Produkte

EC DECLARATION OF CONFORMITY
(Annex lll, except point 6, Directive 98/79/EC)
in connection with article 110(3) IVDR

EU- KONFORMITATSERKLARUNG
(Anhang IlI, auRer Nummer 6, Richtlinie 98/79 / EG)
in Verbindung mit Artikel 110 (3) IVDR

BfArM Federal Institute for Drugs and Medical Devices
DMIDS (German Medical Device Information and Database System)

BfArM Das Bundesinstitut fir Arzneimittel und Medizinprodukte DMIDS
(Deutsches Medizinprodukte-Informations- und Datenbanksystem)

Valid to : 2025-05-31
Giiltig bis
Polmed.de

Valid with the Extract from the database www. dimdi de (German Medical Device Information and Database System (DMIDS))
Gilt nur mit :Auszug aus der Datenbank www.dimdi de (Deutsches Medizinprodukte-Informat ions- und Datenbanksystem (DMIDS))
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Vertretung und Repriisentanz

Annex to the Certificate No.:
Anhang zum Zertifikat Nr.:

AR/IVD/XEMA LLC/01/2023

The following medical devices can be placed on the market in the Federal Republic of Germany, in the member states
of the European Economic Community (EEC) and in the other contract states of the agreement about the European Economic Area.

Die folgenden Medizinprodukte in der Bundesrepublik Deutschland, in den Mitgliedsstaaten

der Europdischen Wirtschaftsgemeinschaft (EG) und in den Vertragsstaaten der EG in den Verkehr gebracht werden diirfen.

Nomenclature term Catalog No. Name of device DMIDS
# Nomenklaturbezeichnung Katalog-Nr. Produktbezeichnung Registration number
Registriernummer
1. ASPERGILLUS K021 GalMAg EIA DE/CA64/00115824
2. HSV IgG K104 HSV 1/2 1gG EIA DE/CA64/00115826
3. HSV IgM K104M HSV 1, 21gM EIA DE/CA64/00115833
4. HSV 2 1gG K104B HSV 2 IgG EIA DE/CA64/00115836
5. MYCOPLASMA ANTIBODY ASSAYS K106 Mycoplasma IgG EIA DE/CA64/00115837
6. SYPHILIS ANTIBODY ASSAYS TOTAL K111 anti-Treponema pallidum EIA DE/CA64/00115839
7. SYPHILIS ANTIBODY IGG K111G Treponema pallidum IgG EIA DE/CA64/00115840
8. H. PYLORI ANTIBODY ASSAYS K119G Helicobacter pylori IgG EIA DE/CA64/00115850
OTHER OTHER BACTERIOLOGY
9. K126 Ureaplasma IgG EIA DE/CA64/00115851
IMMUNOASSAY
THYROID PEROXIDASE
10. K131 aTPO EIA DE/CA64/00115852
(INCL. MICROSOMAL) ANTIBODIES
11. THYROGLOBULIN AUTOANTIBODIES K132 aTG EIA DE/CA64/00115853
12. MPO ANCA K133 aMPO EIA DE/CA64/00115854
K160 anti-TGlu IgG EIA
13. TISSUE TRANSGLUTAMINASE ANTIBODIES DE/CA64/00115855
K161 anti-TGlu IgA EIA
14. GIARDIA LAMBLIA K171 anti-Giardia lamblia EIA DE/CA64/00115856
15. OTHER PARASITOLOGY K174 Ascaris IgG EIA DE/CA64/00115857
16. ECHINOCOCCUS K175 Echinococcus IgG EIA DE/CA64/00115858
17. DISTOMATOSIS K176 Opisthorchis IgG EIA DE/CA64/00115859
K180 Gliadin IgG EIA
18. GLIADIN ANTIBODIES DE/CA64/00115860
K181 Gliadin IgA EIA
19. IMMUNOGLOBULIN E - TOTAL K200 Total IgE EIA DE/CA64,/00115861
20. THYROID STIMULATING HORMONE K201 TSH EIA DE/CA64/00115863
21. LUTEINISING HORMONE K202 LH EIA DE/CA64/00115864
22. FOLLICLE STIMULATING HORMONE K203 FSH EIA DE/CA64/00115865
23. HUMAN GROWTH HORMONE K204 GH EIA DE/CA64/00115866
24. HUMAN CHORIONIC GONADOTROPIN TOTAL K205 hCG EIA DE/CA64/00115867
25, PROLACTIN K206 Prolactin EIA DE/CA64/00115868

The above-mentioned medical products are marked with the CE symbol.

Die oben genannten medizinischen Produkte sind mit dem CE-Zeichen gekennzeichnet.

Valid with the Extract from the database www.dimdi.de (German Medical Device Information and Database System (DMIDS))
Gilt nur mit :Auszug aus der Datenbank www.dimdi.de (Deutsches Medizinprodukte-Informations- und Datenbanksystem (DMIDS))
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Vertretung und Repriisentanz

Annex to the Certificate No.:

Anhang zum Zertifikat Nr.:

AR/IVD/XEMA LLC/01/2023

The following medical devices can be placed on the market in the Federal Republic of Germany, in the member states
of the European Economic Community (EEC) and in the other contract states of the agreement about the European Economic Area.

Die folgenden Medizinprodukte in der Bundesrepublik Deutschland, in den Mitgliedsstaaten

der Europdischen Wirtschaftsgemeinschaft (EG) und in den Vertragsstaaten der EG in den Verkehr gebracht werden diirfen.

Nomenclature term Catalog No. Name of device DMIDS
4 Nomenklaturbezeichnung Katalog-Nr. Produktbezeichnung Registration number
Registriernummer
26. PROGESTERONE K207 Progesterone EIA DE/CA64/00115869
27. ESTRADIOL K208 Estradiol EIA DE/CA64/00115870
28. TESTOSTEROI:IF%S;VégTHEDR%I;YE?RO AND FREE K209 Testosterone EIA DE/CA64/00115871
29. CORTISOL K210 Cortisol EIA DE/CA64/00115872
30. TRIIODOTHYRONINE K211 T3 EIA DE/CA64/00115873
31 THYROXINE K212 T4 EIA DE/CA64/00115874
32. FREE TRIIODOTHYRONINE K213 fT3 EIA DE/CA64/00115875
33. FREE THYROXINE K214 fT4 EIA DE/CA64/00115876
24, DEHYDRO-EPI[(\II\II\I%PI{?S;I]EE%)NE SULPHATE 1215 O DE/CA64/00115877
35. 17 OH PROGESTERONE K217 17-OH-progesterone EIA DE/CA64/00115878
36. ESTRIOL K218 free Estriol EIA DE/CA64/00115880
37. TESTOSTEROI.\ITES{,VJE;{EDR%HN\;?RO AND FREE K219 free Testosterone EIA DE/CA64/00115881
38. CANCER ANTIGEN 125 K222 CA 125 EIA DE/CA64/00115882
39. CANCER ANTIGEN 19-9 K223 CA 19-9 EIA DE/CA64/00115883
40. CARCINOEMBRYONIC ANTIGEN K224 CEA EIA DE/CA64/00115884
41. ALPHAFETOPROTEIN K225 AFP EIA DE/CA64/00115885
42. CANCER ANTIGEN 15-3 K226 CA 15-3 (M12) EIA DE/CA64/00115886
43. OTHER OTHER TUMOUR MARKERS K232 Thyroglobulin EIA DE/CA64/00115887
44 | ®HUMAN CHORIONIC GONADOTROPIN (INCL. —_— free B-HCG EIA DE/CA64/00115888
SUBUNIT)
45. CYFRA 21-1 K236 CYFRA 21-1 EIA DE/CA64/00115889
46. SQUAMOUS CELL CARCINOMA ANTIGEN K237 SCC (A) EIA DE/CA64,/00115890
47 | PREGNANCY ASSOCIATED PLASMA PROTEIN - K238 PAPP-A EIA DE/CA64/00115892
A (DOWNS)

48. OTHER OTHER TUMOUR MARKERS K239 HE4 EIA DE/CA64/00115893
49, CANCER ANTIGEN 242 K243 CA242 EIA DE/CA64/00115894
50. OTHER PREGNANCY TESTING HORMONES K245 AMH EIA DE/CA64/00115896

The above-mentioned medical products are marked with the CE symbol.

Die oben genannten medizinischen Produkte sind mit dem CE-Zeichen gekennzeichnet.

Valid with the Extract from the database www.dimdi.de (German Medical Device Information and Database System (DMIDS))
Gilt nur mit :Auszug aus der Datenbank www.dimdi.de (Deutsches Medizinprodukte-Informations- und Datenbanksystem (DMIDS))
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Vertretung und Repriisentanz

Annex to the Certificate No.:

Anhang zum Zertifikat Nr.:

AR/IVD/XEMA LLC/01/2023

The following medical devices can be placed on the market in the Federal Republic of Germany, in the member states
of the European Economic Community (EEC) and in the other contract states of the agreement about the European Economic Area.

Die folgenden Medizinprodukte in der Bundesrepublik Deutschland, in den Mitgliedsstaaten

der Europiischen Wirtschaftsgemeinschaft (EG) und in den Vertragsstaaten der EG in den Verkehr gebracht werden dinfen.

Nomenclature term Catalog No. Name of device DMIDS
Nomenklaturbezeichnung Katalog-Nr. Produktbezeichnung Registration number
#
Registriernummer
51. HUMAN PLACENTAL LACTOGEN HPL K246 Placental lactogen EIA DE/CA64/00115897
52. C-REACTIVE PROTEIN K250 CRP EIA DE/CA64/00115898
53. C-PEPTIDE K267C C-peptide EIA DE/CA64/00115900
54. INSULIN K267N Insulin EIA DE/CA64/00115901
55. SEX HORMONE BINDING GLOBULIN K268 SHBG EIA DE/CA64/00115902
56. TROPONIN (T +1) K291 Troponin| EIA DE/CA64/00115903
57. LYME ANTIBODY IGG K118G Borelia burgdorferi IgG EIA DE/CA64/00115904
58. LYME ANTIBODY IGM K118M Borelia burgdorferi IgM EIA DE/CA64/00115905
K108V Epstein-Barr virus VCA IgG EIA
K108VM Epstein-Barr virus VCA IgM EIA DE/CA64 /00115906
9,
R B ' BODIES K108N Epstein-Barr virus EBNA IgG EIA
The above-mentioned medical products are marked with the CE symbol.
Die oben genannten medizinischen Produkte sind mit dem CE-Zeichen gekennzeichnet.
?.,ozwadau)
9%
Represented in the EC by: .3 Date: March 07, 2023
Polmed.de Beata Rozwadowska —_—
Fichtenstr. 12A, 90763 Fiwrth, Germany
email: info@polmed.de
Tel: +49 911 93163967
SRN: DE-AR-000006947 Polmed.de

Valid with the Extract from the database www.dimdi de (German Medical Device Information and Database System (DMIDS))
Gilt mur mit :Auszug aus der Datenbank www. dimdi de (Deutsches Medizinprodukte-Informations- und Datenbank system (DMIDS))
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Ukr Cert
TOB «YKPMEACEPT»

CEPTUDIKAT

IIPO BIATIOBIAHICTL CHCTeMU yIIPaBAIHHS SIKiCTIO

3apeectpoBanmii y Peecrpi

«29» yepBusa 2022 p.

Ne UA.SM.214-21

Hivicanii 1o «03» ceprns 2024 p.
Iepme Bupanns: «04» cepunst 2021 p.

UM CEPTU®IKATOM BIATTOBIIHOCTI ITOCBIIUYYETHCS,
10 CUCTEMA VITIPABJIIHHSA IKOCTI CTOCOBHO

NPOEKTYBaHHsI Ta PO3p00.JieHHsl, BADOOHUITBA TAa TUCTPHOYIi
MeIMYHHX BHPOOIB Jisl JiarHOCTHKH in Vitro

BIIPOBA/P)KCHA.:

TOB «XEMA»

3a ajipecoro: ByJI. Akajaemika €gpemona, 23, m. Kuis, 03179, Ykpaina

BignoBinae Bumoram ISO 13485:2016;
ACTY EN ISO 13485:2018 (EN ISO 13485:2016, IDT; ISO 13485:2016, IDT).

Kontposns BiamoBigHOCTi cepTU(IKOBAHOI CHCTEMH YIPaBIiHHA AKICTIO BUMOTAaM 3a3HAYEHOTO CTaHJapTy
3MIACHIOETBCS IUIXOM HArVIsLy, NEepiOJMYHICTh i MpOLENYpH SKOTO PEerjiaMeHTYIOTECS MpOLeTypaMi
Oprasy 3 OLIIHKH BiJIIOBi{HOCTI.

Ceprudikar Bumano OprasoM 3 oOwniHKM BignosigHocti TOB «YKPME/JICEPT», akpenuroBanum
HarioHalpbHUM areHTCTBOM 3 akpemuTanii Ykpainm, arectatr Big 24.12.2019 Ne 80047, ajpeca:
By [lparomaHoBa, OymumHoK 1-A, od. 2, M. KwuiB, 02059, Vkpaina, Tem/bpaxc: +38-067-595-02-30,
https://ukrmedcert.org.ua. :

JupekTop

Unnnicrs cepradirara sixmopixnocti moxna nepesipurn B Peccrpi na caiiri https://ukrmedcert.org.ua
Ta 32 TeJ1. +38-067-595-02-30
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