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»

Digitally signed by Monastirschii Viorica ! o<>
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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»
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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 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»
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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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belis

EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

A.R.-CERTIFICATE

(ART 10.3 of the Directive 98/79/EC on In Vitro Diagnostic)

REF. NO. : RP 2901-2021
ORDER NO. : DK 2491-2021 DATE: 11/01/2022

MANUFACTURER:  gyiTESTLAB LLC FACILITIES: EKVITESTLAB LLC

Velyka Vasylkivska street, 114 Peremohy Avenue, 60/2
03150, Kyiv, Ukraine 03057, Kyiv, Ukraine

PRODUCT Please See Annex A - List of Devices (13 Devices, 2 Pages)
CATEGORIES:

MODELS: Please See Annex A - List of Devices (13 Devices, 2 Pages)

The European Authorized Representative Center Obelis s.a. declares that the aforementioned manufacturer
has fulfilled the essential requirement of appointing a European Authorized Representative in accordance
with article 10.3 of the Directive 98/79/EC and to the terms and conditions set out in the agreement entered into force
on 1st May 2021.*
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Obelis s.a.- O.E.AR.C.
Registered Address :
Bld Général Wahis 53
1030 Bruxelles
Tél. +32 2 73259 54 - Fax +32 2 73260 03

Mr. G. Elkayam CEO
Obelis sa

Obelis European Authorized Representative Center is a member of the European Association of
Authorized Representatives (E.A.A.R.), ISO 9001 : 2015 and ISO 13485 : 2016 certified in accordance
to the profession of a European Authorized Representative.

*This is not a CE mark and is only provided
as a template for informational purposes.

*This certificate is not a confirmation of product notification nor an approval to place products on the market.
**This certificate will become void automatically upon termination of the EAR agreement.

Registered Address: Bd. Général Wahis 53-1030 Brussels | Registered Office Address: Bd Brand Whitlock 30, B—1200 Brussels - Belgium
T: +32(0)2 7325954 | F: + 32 (0) 2 732 6003 | Email: mail@obelis.net | Website: www.obelis.net

V3 — ID: 00453116 — 22/02/2019




ANNEX to IVDD EAR Certificate

Manufacturer: Ekvitestlab LLC

Country: Ukraine

Order No.: DK 2491-2021

Reference No.: RP 2901-2021

# EMDN / Generi'c(dévice name Commercial Intended us\ \ Class
(including BASIC UDI) | Name of device
1 52133 EQUI Ascaris El-601 ELISA kit for the qualitative detection of IgG Class | (Others)
lumbricoides IgG antibodies to Ascaris lumbricoides
2 63005 EQUI Opisthorchis EI-602 ELISA kit for the qualitative detection of IgG Class | (Others)
felineus IgG antibodies to Opisthorchis felineus
3 52418 EQUI Toxocara canis | EI-603 ELISA kit for the qualitative detection of IgG Class | (Others)
IgG antibodies to Toxocara canis
4 52464 EQUI anti-Trichinella | EI-605 ELISA kit for the qualitative detection of Class | (Others)
spiralis antibodies to Trichinella spiralis
5 52464 EQUI anti-Trichinella | EI-605 ELISA kit for the qualitative detection of Class | (Others)
spiralis antibodies to Trichinella spiralis
6 62915 EQUI anti-Lamblia EI-606 ELISA kit for the qualitative detection of Class | (Others)
antibodies to Giardia lamblia (intestinalis)
7 48281 EQUI HAV IgM EI-031 ELISA kit for the qualitative detection of IgM | Class | (Others)
antibodies to hepatitis A virus
8 51021 EQUI anti- EI-501 ELISA kit for the qualitative detection of total | Class | (Others)
Helicobacter antibodies to Helicobacter pylori
9 51008 EQUI Helicobacter EI-502 ELISA kit for the qualitative and Class | (Others)
IgG semiquantitative detection of IgG antibodies
to CagA protein of Helicobacter pylori
10 [ 51012 EQUI Helicobacter EI-504 ELISA kit for the qualitative detection of IgM | Class | (Others)

Page 1 of 2
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IgM

antibodies to CagA protein of Helicobacter
pylori

swift

antibodies to nucleoprotein and spike
antigens of SARS-CoV-2 virus

11 64800 EQUI SARS-CoV-2 El-165 ELISA kit for the qualitative detection of IgM | Class | (Others)
IgM swift antibodies to nucleoprotein and spike
antigens of SARS-CoV-2 virus
12 64830 EQUI SARS-CoV-2 IgA | EI-166 ELISA kit for the qualitative detection of IgA Class | (Others)
swift antibodies to nucleoprotein and spike
antigens of SARS-CoV-2 virus
13 64824 EQUI SARS-CoV-2 IgG | EI-167 ELISA kit for the qualitative detection of IgG Class | (Others)

Date: 11 January 2022

CEO Of Obelis

Gideon Elkayam

d(Jan 14,2022 12:10GMT+1)
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https://obelis.eu1.documents.adobe.com/verifier?tx=CBJCHBCAABAAF6PPvQ9gQeLk_IWNvTtQC5_mu8nVy7f9

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
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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:
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anti-HBs Calibrators

KoMNAeKT KaAMGPATOPOB AASl KOAUHMECTBEHHOTO
onpeAeAeHUsi CYMMAPHUX QHTUTEA K NOBEPXHOCHOMY
QHTUreHy Bipyca renatuTty B

MHCTPYKUMS MOMPUMEHEHMIO

5\ NG V2.
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EQUI anti-HBs Calibrators

KomnaekTt KO/\I/I6pOTOpOB AAA KOAMHECTBEHHOTO OMNpPEAEAEHNA
CYMMAPHbIX AHTUTEA K MOBEPXHOCTHOMY AHTUTEHY BUPYCA renatmta B

1. HASHAYEHMUE

KomnaekTkaambpatopos«EQUIanti-HBs Calibratorsy npeaHa3sHAYEH AATKOAMYECTBEHHOTO
OMPEAEAEHUT AHTUTEA K MOBEPXHOCTHOMY AHTUIEHY BUPYCa renaTtmta B (HBSAg) B CbiBOpOTKE
MAM MAQ3ME KPOBM HYEAOBEKA METOAOM MMMYHODEPMEHTHOTO AHAAM3A (MPA) C LeAblo
OLLEHKM MPOTEKTUBHOIO MMMYHMUTETA. KOMMOAEKT MCMOAb3YETCA TOABKO C MPA-HOBOPAMM
«EQUI anti-HBs» 1 paccUYnTaH KaK AAS PYYHOM MOCTAHOBKM C ABTOMATUYECKMMM MUNETKAMM
M CTAHAQPTHBIM OBOOPYAOBAHMEM, TAK U AAS OBTOMATUHECKOTO MMMYHODEPMEHTHOTO
AOHAAM3ATOPA KOTKPBITOTO) TUMA.

LLeAeBas rpynna: AOHOPbI; AMLA-MOTPEBUTEAN MHBEKLLMOHHbBIX HOPKOTUKOB; PELMMMEHTI
KPOBU MAM OPFrAHOB; BEPEMEHHbIE XXEHLLMHbI, AETH, POXAEHHbBIE OT MHAOULLMPOBAHHBIX
MATEPEN; AMLLA, MHAPULMPOBAHHbIE BMY; nAUMEHTBI C CUMMITOMAMM 3000AEBAHMI NEYEHM.

MpumeHeHne:MPA-HABOPNPUMEHIETCABKAMHUYECKUXAMATHOCTUYECKMXAQBOPATOPUSIX,
B CTAHLMAX MEPEAMBAHUSI KPOBM, O TAKXKE B APYTUX YYPEXKAEHMAX, PABOTAIOLLLMX B OBAQCTH
in vitro AMArHOCTUKM.

2. KAMHUYECKOE 3HAYEHUE

OAHMM M3 COMBIX PACAPOCTPAHEHHbIX 3000AEBAHMIW NeYeHn gBAgeTCq renatmt B. Ero
3TUMOAOTMYECKMI AreHT - BUpyC renatmta B (BIB). BB oTHocutca k cemencTsy Hepadnaviridae
M CoAepXMT ApyxuenodedHylo AHK. MHADEeKUMOHHON hOopMON BMPYCO SBASIOTCH TAK
HA3bIBAEMbIE (4ACTULLEI AEMHA) AMAMETPOM 42-49 nm, B OEAKOBOM COCTABE KOTOPbIX
OCHOBHbIMM ABASIOTCS MOBEPXHOCTHbIM aHTUreH (HBsAQ) u kopesom aHtureH (HBCAQ).

KAMHMYECKas KOPTUMHA renatmTa B He No3BOAdET AMATHOCTUPOBATL M0 AAUTEABHOE BPEMS
M OTAMHUTL OT APYTMX BUPYCHbIX reNATUTOB. [TO3TOMY AAR CKPUHMHIOBBIX MCCAEAOBOHMM U
NOATBEPXAEHMA AMATHO3Q BAXKHYIO POAb UIPAeT AQBOPATOPHAR AMATHOCTMKA, OCOBEHHO
BbISBAEHMA AHTUTEHOB BI'B 11 GHTUTEA K HUM MeTOAOM MPA. TTepBbIM M OCHOBHBIM MAPKEPOM
renatmta B asasetcs HBsSAQ, KoTopbi 0GHAPY>XMBAETCH B KPOBU Yepes 3-5 HeaeAb nocae
MHAOULMPOBAHMS. NPUMEPHO B TO XXE& BPEMS B KPOBM MOXHO OBHAPYXMTb AHK BIB 1
HBeAg, KOTOPbIM CHUTAETCH MAPKEPOM OAKTMBHOM PEMAMKALMKW BUPYCA M (3APA3HOCTUN
Kposu. BO3 pekomeHAyeT NPOBOAUTL MPOBEPKY BCEM AOHOPCKOM KPOBM Ha HBSAQ, 4TOOSI
NPEAOTBPATUTb TDAHCMUCCHUBHYM Nepeaady BIB. Yepes 2-3 Heaean nocae nogsaeHms HBSAQ
MOSBASIOTCA AHTUTEAC IgM K KOPOBOMY AHTMIeHy HBCAQ, a BCKkope NocAe H1x — aHTh HBcore
IgG, koTOpPbIE OLICTPO AOCTUTAIOT BEICOKMX YPOBHEMN. BBLI3AOPOBAEHKME OT OCTPOro renaTmta
B conpoBOXAQETCH BLIBOAOM BMPYCA U3 OPTAHU3MA, NEPECTAIOT NPOABAATLCS HBSAQ 1 AHTH
HBc IgM, nossagtotcd aHTUTeAd K HBeAg. AHTUTEAd IgG K KOPOBOMY OHTUTEHY MEPCUCTUPYIOT
B TeYeHWe BCEeM >XM3HM U [BAJETCH MAPKEPOM MMEIOLLLErOCY WMAM MNEPEHECEHHOro
renatmTa B, nx ypoBEHb B KDOBM CHMXAETCH MEAAEHHO. Hepe3 HECKOALKO MECHLLEB MOCAE
MCYE3HOBEHMA M3 KPOBKM HBSAQ HAYMHAIOT B U NPOSBAATLCH QHTU-HBS QHTUTEAQ, KOTOPbLIE
ABAAIOTCS CBMAETEABCTBOM MEPEHECEHHOIO renatnta HAAMYMM MMMYHUTETA. B nepumoa
(CEePOAOTMYECKOTO OKHOY MeXAY BbIBOAOM HBSAg M nogsaeHMem aHTK-HBS aHTuTeA
MOAPKEPOM MHADEKLMM BIB 4BAIETCA CYMMAPHbLIE AHTUTEAQ K KOPOBOMY AHTUIEHY, TOKXE
MOTYT MPOABAATECA AHTU-HBE aHTUTEAQ.

EcAM nocae ocTpor doasbl HE MPOUCXOAUT SIAMMMUHALLUG BUPYCA U HE ABASIOTCS QHTU-HBS
QHTUTEAQ, PA3BMBAETCSH XPOHMYECKMM renaTtut B. HBSAQ NpoAOAXaeT OnNpeAeAiTbCsi boree
6 MECALLEB, €0 KOAMYECTBO B KPOBKM MOXET 3HAYUTEABHO KOAEDATHCH. HO penAMKATUBHOM
CTOAMM XPOHMYECKOTO renatnta B okassisaetcs AHK Bupyca n HBeAg, aHtutea Kk HBeAg Her.

BO3 pekomeHAyeT AMArHOCTUPOBATL OCTPLIM renaTtunt B ¢ Haandmem HBSAg u aHTuTeA IgM
K HBCAQ, O XPOHMYECKMI - 30 CTOMKMM NpUcyTcTBuem HBSAQ B TeYeHue He meHee LWeCTH
MECALLEB.

[AGBHbIM CPEACTBOM MNPOMUAAKTMKM renaTMta B 4BAgeTCq BAKLMHALKMA, KOTOpAs
PEKOMEHAOBAHA B MEPBYIO O4EPEAb HOBOPOXAEHHbIM.

Peaakums 7 o1 30.12.2021r. 3/12



locAe BAKLLMHALLMM OPFAHM3MOM BbIPABATLIBAIOTCH AHTU-HBS QHTUTEAQ 1 dOOpMMpPYeTCH
MMMYHUTET Y AMLL, KOTOPblE HE CTAOAKMBAAMCH C BUPYCOM renatmnta B. Haanyme aHtmn-HBs
AHTUTEA HO YpOoBHEe 6oaee 101U /1 (ME / A) NIPUHSATO CYUTATH HUXKHEM IPAHULLEN MPOTEKTUBHOTO
MMMYHUTETA BCAEACTBUE BAKLLMHALMM MAM NEPEHECEHHOTO renatmnrta B.

3. MPUHUUN AHAAU3SA

KoamyecTtBeHHOE onpeaeAeHue cneumdpunieckmx K HBSAg AHTUTEA C MCMOAB3OBAHUEM
NPA-HabBopa «EQUI anfi-HBsy n Habopa kaambpatopos «EQUI anti-HBs Calibratorsy
Ba3mpyeTcs HA MNPUHLMNE (CIHABMYN-BAPUAHTA TBEPAODA3HOTO MPA B OAHOSTAMHOM
MHKYBaUMK. B AYHKAX MNAGHLUETA 3ACOPBUPOBAH PEKOMOUMHAHTHbIM HBSAg cy6tunos
ad 1a ay. B KaXAylo AYHKY AOOQBAAOTCH OBPA3LLbI ChIBOPOTKM MAM MAQ3MbI MALMEHTA U
KOHBIOTAT PEKOMBUHAHTHbBIX BEAKOB — AHAAOTOB HBSAQ, C mepokcmaason xpeHa. Bo sBpems
MHKYBALLKMK, B CAYHAE HOAMYMA QHTUTEA K HBSAQ B 06pasLLe, Ha TBepaor dbase dhopmmpyeTcs
KOMMAEKC OHTUTEeH-AHTUTEAO-OHTUTEH ((CIHABMYY). HECBA3AHHBIE KOMMOHEHTbI YAQASIOTCS
BO BPEMS OTMbIBAHMA. UMMYHHbIE KOMMAEKCHI OKA3bIBAIOTCH MyTEM AOBABAEHMS PACTBOPA
xpomoreHa 3,3 !, 5,5'-teTpameTmabeHsnamHa (TMB) ¢ nepekucbio Boaopoad. Mocae 30-
TM MMHYTHOW MWHKYBALUMM peakums OCTAHABAMBAETCS AOOABAEHMEM CTOM-PACTBOPA.
Onthyeckas NAOTHOCTb (Of1) B AYHKAX OMPEAEAIETCs HA CNeKTPOJOTOMETPE MNPU AAMHE
BOAHbI 450 / 620-695nm. MHTEHCMBHOCTb XXEATOM OKPACKM MPOMOPLUOHAABHO KOAMYECTBY
QHTUTEA B OBpa3LLe.

4. 4. MATEPUAABI U OBOPYAOBAHME

4.1. CocTaB HaGopa

KaanbpaTtop 0
Ix11 ml OTpULATEABHAS CbhIBOPOTKA KPOBM C KOHCEPBAHTOM
(>keATbIM). XpaHuTb Npu Temneparype 2-8 °C

KaanGpaTtop 10

Pactsop ¢ coaepxaHnem cneumdmyHbix K HBSAg
1x1,5ml  MMMYHOTAOBYAMHOB B KOHLLeHTpaLmu 10 mIU / ml (MME

/ MA) C KOHCEPBAHTOM (CUHE-3€AEHbIN). XPOHUTbL NpwU

Temneparype 2-8°C

Kaamn6paTop 50

Pacteop ¢ coaepxaHnem cneumdunyHbix K HBsSAg
1x1,5ml  MMMYHOrAOBYAMHOB B KOHLEHTpaumMmn 50 miU / ml (MME

/ MA) C KOHCEPBAHTOM (OPAHXEBbIM). XPAHUTL MPU

Temneparype 2-8°C

g
>
:

KaanbpaTtop 100

Pacteop c coaepxaHuem cneumdounyHbix kK HBsSAg
CAL[ 100] Ix1,5ml  MMMYHOTAOBYAMHOB B KOHLEeHTpauun 100 mliU/ml

(MME/MA) C KOHCEPBAHTOM (KPACHbIM). XPAHUTL MpuU

Temnepartype 2-8°C

KaanG6paTtop 200
Pactsop ¢ coaepxaHmem cneumdpmyHbix K HBSAQ
CAL| 200 1x1,5mlI MMMYHOTAOBYAMHOB B KOHLLEeHTpaLMK 200 mIU/ml (MME/

MA) C KOHCEPBAHTOM (COMOAETOBbIM). PAHUTL MPU
Temneparype 2-8°C

B coctaB HOBOPA TAKXKE BXOAAT: CXEeMA BHECEHMS 00PaA3L0B (1 LUT.), BAGHK AAS MOCTPOEHMS
KAQAMOPOBOYHOM KPMBOW (1 LUT.), AWCT KOHTPOAbHbIX MCMLITAHWM U  MHCTPYKLMS MO
NPUMEHEHMIO.

Peaakums 7 o1 30.12.2021r. 4/12



4.2. AONOAHUTEAbHbIE PEAKTUBbI, MAOTEPUAABLI U OGOPYAOBAHUE

NPA-Habop «EQUI anti-HBs», astomaTtnyeckme nuNeTkn nepemeHHoro obbema
Ha 10-1000 pl M HAKOHEYHWMKU AAS HUX, MepHas AabopaTtopHas nocyada (10-1000 ml),
AEVNOHU3INPOBAHHAS UAM AMCTUAAMPOBAHHAS BOAQ, TEPMOCTAT HA 37°C, ABTOMATUYECKMM
MAM  MOAYOBTOMOTUYECKMM MPOMBIBATEAL MACHLLETOB (BOLLEP), CNEeKTPOdOTOMETP
(prnaep) AAs MUKpONAQHLLETOB Ha 450/620-695 nm, COOTBETCTBYIOLLLME KOHTEMHEPbLI AAS
OTXOAOB MOTEHLMAABHO 3APAXEHHOIO MATEPUAAQ, TAMMEP, OUABTPOBAAbBHAS Bymara,
OAHOPO30BbIE HEOMYAPEHHbIE MEPYATKM, AEIUHADULMPYIOLLLME CPEACTBA.

5. 5. NIPEAOCTEPEXEHUA U TEXHUKA BESONMACHOCTU

5.1. MpeaocTepexeHus

[lepea MpPOBEAEHMEM QHAAM3A BHUMATEABHO O3HOKOMbLTECH C MHCTPYKUMEN MO
MCMNOAB30OBAHMIO. AOCTOBEPHOCTbL PE3YALTATA 3ABMCUT OT YETKOrO CAEAOBAHMS MPOLEAYpE
aHaAM3Q.

— HE UCMOAb3yMTE KOMMOHEHTb MPA-HABOPA MOCAE OKOHYOHUS CPOKA TOAHOCTH;

— HEe UCMOAb3yMTE BO BPEMS AHAAM3A U HE CMELLMBAMTE KOMMOHEHTBI PA3HbIX CEPUN,
KOMMOHEHTbI M3 HABOPOB PA3HbIX HO30AOTUI MAM PEATEHTBI APYTHUX MPOU3BOAMTEAEN B
coyeTanum ¢ Habopom «EQUI anti-HBs» 1 «kEQUI anti-HBs Calibratorsy;

— He 3amopaxusamnte MPA-HABOP UAM Er0 KOMMOHEHTI;

— MOCAE UCMOAb3OBOHMS PEATEHTA 3AKPbIBANTE KAXAbBIM JDACKOH CBOEM KPbILLIKOWM;

— KOXAbIM PA3 MCMOAb3YMTE HOBbIM HOKOHEYHUK MUMETKN AAS BHECEHMS OOPA3LLOB MAK
PEeareHToB;

— mn3beramTe NONAAQHMA MPAMbIX COAHEYHBIX AyHen HA peareHTbl UPA-HABOPOB;

— He MCMOAb3yMTE PEAreHTHI, LLBET KOTOPbIX HE COOTBETCTBYET YKA3AHHOMY B MYHKTE 4.1;

— HHE NPOBOAMTE BU3YAAbHbIN YHET PE3YABTATOB AHAAM3A (6E3 MCMOAB3OBAHMS PUAEPA);

— AOMOAHUTEABHOE OBOPYAOBOHME, HOXOAILLEECT B HEMOCPEACTBEHHOM KOHTAKTE C
BUOAOTUYECKUM MATEPUAAOM MAM KOMMOHEHTAMMU HABOPA, CHUTAETCA 3ATPAIHEHHbBIM
M HY>KAQETCH B OYULLLEHUM M 0BE33APAXKMBAHMM;

— KKOMMAEKT KAAMBPATOPOB MpeAHA3Ha4YeH AAs 20 aHaAM30B. KOMMOHEHTb Mocae
MCMNOAb3OBAHMA WM OCTATKM HEWCMOAb3OBAHHbLIX KOMMOHEHTOB  AOAXHbI  ObITb
YTUAM3UPOBAHBI.

5.2. TexHuka 6e3onacHocTH

— BCe pedareHTbl HabGopa  MNPEeAHO3HAYEHbl  TOABKO  AAS  AQBOPATOPHOTO
NPOdOECCUOHAALHOTO MPUMEHEHMS B iN VItro AMATHOCTUKE M MOTYT MCMOAb3OBATLCSH
TOABKO KBOAUCPULLMPOBAHHbBIM MEPCOHOAOM;

— MOCTAHOBKY QHOAM3A MPOBOAUTb TOABKO B OAHOPA30BbIX HEOMYAPEHHbIX MEPYATKAX M
3ALLUTHBIX O4KAX;

— He AOMYCKAETCS MPUHUMATL MULLLY, MUTb, KYPUTb UAM MOAb3OBATLCS KOCMETMKOM B
KOMHQTE NMPOBEAEHMA TECTA;

— He MUNETUPOBATL PACTBOPbLI PTOM;

— kaambpaTtopsl komnaekTa «EQUI anti-HBs Calibratorsy npotecTMpoBaHbl 1 MPU3HAHBI
oTpULaTEABHBIMK HO HBSAgQ 1 aHTuTeaa k BUY 1/2, BIC, Treponema pallidum, oaHakoO
oBpaLLLATbCd C KAAMOPATOPAMM U UCCAEAYEMbBIMKM ODBPA3LAMU CAEAYET KAK C
NOTEHUMAABHO OMACHBIM MHADEKUMOHHBIM MATEPUAAOM;

— B CAy4Yae pa3OpbI3TMBAHMA PACTBOPOB, HE COAEPXALLMX KUCAOTY, HAMNPUMEP,
CbIBOPOTOK, 006paboTaTh MOBEPXHOCTb AE3UHAUUMPYIOLLLUM CPEACTBOM, O 3ATEM
HACYXO BbITEPETb GOUABTPOBAALHOM BYMAron. B MHOM CAy4Yae KMCAOTY HEODBXOAMMO
CHAYOAQ HEUTPAAM3OBATL POACTBOPOM OMKAPOOHATA HATPUS, O 30TEM BbITEPETH
NMOBEPXHOCTb, KOK OMMUCAHO BbILLIE.

5.3. UHakTMBALMSA U YTUAUALLUA OTXOAOB
— XXMAKME OTXOAbl HEOOXOAMMO MHOKTUBUMPOBATL, HAMPUMEP, PACTBOPOM MNEPEKUCH
BOAOPOAQ B KOHEYHOM KOHUEHTpauun 6% B Te4yeHue 3 HYACOB MPU KOMHATHOM
TEMMEPATYPE UAU TUITOXAOPUTOM HATPUS B KOHEYHOM KOHLLEHTP AWK 5% B TedeHune 30
MUHYT AW ARYTUMK PA3PELLEHHBIMM AE3MHULIMPYIOLLLUMKM CPEACTBAMM;
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— TBEPAbIE OTXOAbI CAEAYET MHAKTUBMPOBATL MyTEM ABTOKAQBUMPOBAHMA MPU TEMMEPATY-
pe cTepurAnsaLmnm He meHbLue 132°C;

— He ABTOKAQBMPYWTE PACTBOPbI, COAEPXKALLME A3MA HATPUS MAM TMIOXAOPUT HATPUS;

— YTUAM3ALMIO MHAKTUBUPOBAHHbBIX OTXOAOB MPOBOAMTH B COOTBETCTBMM C AEMCTBYIOLLLUM
HALMOHAABHbBIM 30KOHOAQTEABCTBOM.

6. XPAHEHUE U TPAHCNOPTUPOBKA

KOMMNAEKT KOAMBPATOPOB CTABUAEH B TEYEHME CPOKA TOAHOCTHU, YKA3AHHOTO HO 3TUKETKE,
€CAM ero XpaHuTb Npu Temnepartype 2-8°C. TpaHCNopTUPOBATL HOBOP NMpK TemnepaType
2-8°C. AonyckaeTcs OAHOPA30BAd TPAHCMOPTUMPOBKA Npu Temnepartype He Bbiue 23°C B
TEYEHME ABYX CYTOK.

7. PEKOMEHAALUN NO OTBOPY, TPAHCITOPTUPOBKE U XPAHE-
HUIO OBPA3LLOB

KpoBb HEOBXOAMMO OTOMPATH M3 BEHBI B CTEPUABHYIO MPOBMPKY. MPOBHPKA AOAXKHA ObiTh
NPOMOPKMPOBAHA C YKA3AHMEM MAEHTUADMKALLMOHHbBIX ACHHBIX MALMEHTA W ACQTbI OTOOPA
0bpa3ua. LLeAbHylo KpOBb AO OTAEAEHMS CbIBOPOTKM MOXHO XPAHWTb A0 24 4OCOB MNpu
Temnepartype 2-8°C, He AONyCKas 30MOPOXMBAHMS.

CbIBOPOTKY MAM MAC3MY KPOBM MOXHO XPAHUTb Npu Temnepatype 2-8°C He Goaee 3
CyToK. AonyckaeTrcs OoAee MPOAOAXUTEABHOE XPAHEHME 3AMOPOXEHHOM CbIBOPOTKM
npu tTemnepatype -20°C nam -70°C. 3aMOpOXeHHbIe 0OBPA3LLbl NEPEA UMCMOAb3OBAHMEM
CAEAYEeT PA3ZMOPO3NUTb U BBIAEPXATb MPU KOMHATHOM TEeMNepPAType B Te4eHne 30 MUHYT.
Mocae PA3MOPAXMBAHKS OOPA3LLBEI CACAYET NEPEMELLIATL AAS AOCTUXEHMI OAHOPOAHOCTH.
M36eratb MOBTOPHOIO 3AMOPOXMBAHMA-OTTAMBAHKUA UCCAEAYEMbIX OBPA3LOB. B cAyvyae
NOMYTHEHMS CbIBOPOTKM (MAM MAQ3MbI) OCBODOXAQIOTCH OT HEPACTBOPEHHbIX BKAIOYEHMM
ueHTpudoyrmposarHmem npm 3000 06/MuH B TedyeHme 10-15 MuHYT. He CAeAyeT MCNOAb30BATH
00pa3LLbl CbIBOPOTOK C BbIDCXKEHHOM AUMMAEMUEN, TEMOAMIOM, O TAKXKE BAKTEPUAAbHBIM
NPOPOCTOM.

OBOpPa3LLbl CbIBOPOTOK TOAHCMNOPTUPOBATh B TEPMOM3IOAFLLUOHHBIX KOHTEMHEPAX. AAS STOTO
30KPbITbIE MPOMAPKMPOBAHHBIE MPOOUPKM HEODXOAMMO MOMECTUTL B MOAMITUAEHOBBIM
NAKET, MAOTHO 3AMEYATATb M MOAOXMTb B LLEHTPE TEPMOKOHTEMHEPO. 3AMOPOXEHHbIE
XAQAQrEeHTbl MOAOXMWTb HO AHO BAOAb OOKOBBIX CTEHOK TEPMOKOHTEMHEPA M HAKPbITb MMM
00pa3LLbl CbIBOPOTOK.

8. NTOAIOTOBKA PEATEHTOB

lMpormedarme: [lNepea MCNOAb3OBAHMEM BbIAEPXKMTE BCE KOMMOHEHThl MPA-Habopa rnpu
KOMHQATHOM Temnepartype 18-25°C B teveHmne 30 MuHyT!

KOMMAEKT KAAMBPATOPOB MCMNOAb3yeTcs Bmecte ¢ MPA-Habopom «EQUI anti-HBsy,
No3TOMY CAEAYET MOATOTOBMTb [STRIPS | [TWEEN]WASH[20x | 1 paCTBOP KOHBIOrATA B COOTBET-
CTBMM C MYHKTAMM MHCTPYKLUMM K MPA-HaBopy «EQUI anti-HBs».

9. NIPOLLEAYPA AHAAU3A
9.1. TloAroToBbTE HEOOXOAMMOE KOAMHYECTBO AYHOK AAS OHOAM3A (MSTb  AYHOK AAS
KAAMBPATOPOB U HEODXOAMMOE KOAMYECTBO AAS MCCAEAYEMbIX OOPA3LLOB), BCTABLTE
MX B PAMKY MACHLUETa MPA. AyHKM C KAAMOPATOPAMM OBS3ATEABHO BKAKOHAMTE B
KC>KAYIO MOCTAHOBKY QHOAM3A.

9.2. 3ANOAHUTE CXEMY BHECEHMS OOPA3LLOB.

9.3. MNpUroToBbTE PACTBOP AAS MPOMbBIBAHMA B COOTBETCTBMM C MHCTPRYKLMEMN K MPA-HOBOPY
«EQUI anti-HBs».

9.4. TNpUrotoBbTE PACTBOP KOHBIOFATA COTAACHO MHCTPYKUMKM K MPA-HaGopy «EQUI anti-
HBs».

9.5. BHecuTe B AyHKM NO 70 pl KAAMBPATOPOB M MCCAEAYEMBIX OOPA3LLOB:

[CAL[ O] - B AyHKY AT, [CAL[ 10] -8 AyHKyY B, -8 AyHKy C1,
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[CAL[100] - B AyHKy DI, — B AYHKY ET,

B OCTAAbHBIE AYHKM — MCCAEAYEMBIE OBPA3LLbI.

OB6pPA3sLbl C OKMAGEMOM KOHLEHTPALMEN CNEeUnUIECKIX AHTUTEA BbILLIE
(200 mMmIU/mI (MME/MA)) pekomeHAYEM UMCCAEAOBATL B pa3BeAcHuM 1:5 (1+4),
pa3sBeAeHUe CaeayeT Mpurotosuts HA [CAL[ 0] 4To BXxOAMT B coctas HaBopa «EQUI
anti-HBs Calibratorsy. Hanpumep, B otaeabHOM Npobupke cmetuats 80 ul [CAL[ 0] v
20 pl uccaeayemoro obpasLLd 1 NEPEHECTU B AYHKY NAaHLLeTa 70 ul pasBeaeHHOoro
obpasua.

9.6. BHecuTte B AyHKM nMo 35 pl paCTBOPA KOHBLIOTATA MOBEPX KOHTPOAEM U UCCAEAYEMbIX
0Bpa3LLOoB. AAS NPEAOTBPALLEHMS KPOCKOHTAMMUHALMKM OBOPA3L0B BHECHUTE PACTBOP
KOHBIOTATA, HE KACAICb COAEPXAHMA AYHOK. OCTOPOXHO MOCTYKMBAS MO MACQHLUETY,
nepemeLlanTe CMECh B AYHKAX.

9.7. 30KAENTE CTPUMbl KAEMKOW MAEHKOM W WMHKYOupymte B TedeHure 120 MUHYT npwm
Temnepartype 37°C.

9.8. [0 OKOHYOHWM MHKYBALMU AKKYPATHO CHUMMTE KAEMKYIO MAEHKY M MPOMOMTE AYHKM
niaTb PA3 C WMCMOAb3OBOHMEM CBTOMATUYECKOTO MPOMbBIBATEAS MAM 8-KAHAABHOM
MUNETKM CAEAYIOLLLIUM ODPA30OM:

— YAOAUTE COAEPXKUMOE AYHOK B KOHTEMHED AAS KMAKUX OTXOAOB;

— HAMOAHUTE AYHKM CTPUMMNOB HE MeHee Yem no 300 ul pacTBOPOM AAS MPOMBIBAHUS,
OCTOBbTE HEe meHee, 4em Ha 30 CeKYHA;

— ACNUPUPYHTE PACTBOP M3 AYHOK. OCTATOYHbIM OObem PACTBOPCO MOCAE KAXAOTO
3TANA ACMUMPALMM AOAXKEH COCTABAST HE BOAbLLE 5 pl;

— MNOBTOPUTE MPOLLEAYPY NPOMbIBAHMS ELLLE MATb PA3;

—MOCAE MOCAEAHEN ACMMP ALK M3OABLTECH OT AMLLIHEN BAQTM, MOCTYKMBAS MACHLLETOM
Mo OUABTPOBAALHOM Bymare.

9.9. BHecwuTe B AyHkM o 100 pl [SOLN]TMB], HEe KOCaACh AHO U CTEHOK AYHOK MACHLLETA.

9.10. NHKyBUpymnTte ctpunbl B TedyeHne 30 MUMHYT B TEMHOM MECTE MNPU KOMHATHOM
Temneparype 18-25°C. He MCNOoAb3yMTE KAEMKYIO MAEHKY HO AQHHOM 3Tane.

9.11.BHecute B AyHKM cTpunos no 100 pl [SOLN|STOP| AAS OCTAHOBKM dOEPMEHTATUBHOM
PEAKUMU, MPUAEPXKMBAACH TOM >XE MOCAEAOBATEABHOCTM, 4TO M MNPU BHECEHMMU
SOLN[TMB [Bo Bpems BHECEHMA MPOUCXOAMT MBMEHEHME LIBETA PACTBOPA C rOAy6Oro
HQ XXEATbIM, B AYHKOX C MPO3PAYHbIM PACTBOPOM HEZHAYMTEABHO MEHIETCH OTTEHOK.-

9.12. U3mepsbTte Ha puaepe Ol B KAXKAOM AYHKE MPU AAMHE BOAHbI 450/620-695 nm B Te4eHue
5 MUHYT MOCAE OCTAHOBKM PeAKLMU. AO MPOBEAEHUT M3IMEPEHUT yOEAUTECH B YNCTOTE
BHELLIHEW MOBEPXHOCTM AHA AYHOK M OTCYTCTBUM My3bIPbKOB.

YyeT pesyAbTaToB AHAAM3A MOXHO MPOBOAMTE B OAHOBOAHOBOM PEXMME MPU AAMHE
BOAHbI 450 M, B 3TOM CAy4Qe OCTABLTE AYHKY AAS YCTAHOBACHMS BAGHKQ (B TAKYIO AYHKY
BHecuTe ToAbKO [SOLN[TMB] 1 [SOLN[STOP .

10. YHET PE3YABTATOB U UX UHTEPMPETALLUA

10.1. KOHTPOAb AOCTOBEPHOCTHU PE3YABTATOB AHAAU3A
AQHHbIE TECTA CYMUTAKOTCSH AOCTOBEPHbBIMKN, €CAM OHWM COOTBETCTBYIOT CAECAYIOLLLMM
TPEOOBAHMUAM:

orn <0,100
Oon =0,150
on =2 OMN[CAL[10]x 2,5

Oon =ONn|[CAL[50]x 1.3
on =>1.8
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10.2. Y4eT pe3yAbTATOB AHAAM3A

AA TIOAYYEHMA  KOAMYECTBEHHbBIX  PE3YALTATOB  OMPEAEAEHUS  KOHLLEHTPALMM
cneundomyeckmx kK HBsAg antutea 8 miU/ml (MME/MA) mocTporTte KaAMBPOBOYHYIO KPUBYIO]
Ha ocu QY OTAOXMTE MOAyYEHHble 3HaYeHmne Ol natn kaambpatopos [CAL[0 | [CAL[10],
[CAL] 50], [CAL[ 100] v [CAL[ 200 | aHa ocu OX — COOTBETCTBYIOLLME MM KOHLEHTPALMM — 0,
10, 50, 100, 200 mIU/ml (MME/MA). Mpr NOMOLLLU KAAMBPOBOYHOTO rpadomka OnpeAeAnTe
KoHueHTpauumio (mIU/ml (MME/MA)) cneumdmnyeckmnx aHTUTEA B MCCAEAYEMbIX ODPA3LLAX,
KOTOP QS COOTBETCTBYET 3HAYEHMIO MOAYyHeHHOM Ol.

AAs OOPA3LLOB, KOTOPbIE UCCAEAOBAAMCH B PA3BEAEHMM 1:5, ONPEAEAEHHYIO MO rPACOUKY]
KOHLEHTPALMIO CNeUMdUIECKMX AHTUTEA CAEAYET YMHOXMUTb HA CTEMEHb PA3BEAEHMUS, TO|
eCTb

KOHEYHQASs! KOHLEHTPALMS = KOHLEHTPALLMS M0 rPAdOMKY X 5

EcAan coaepxarune cneumdmyeckmx K HBSAQ QHTUTEA B MCCAEAyEeMbIX OBPA3LLaX|
B39TbIX B pa3BeaeHun 1:5, 6oabe 200 miU/ml (MME/MA), CAeAyeT NPUroToBUTL APYIME]
pas3seaeHUs aTix 06pa3nos 1:10 (1+9), 1:20 (1+19) mam 1:40 (1+39). KOHEYHYIO KOHLEHTPALLMIO]
PACCYUTBIBATb TOABKO AAS PA3BEAEHMS, KOHLEHTPALMS KOTOPbIX MOMAAQET B AMAMO3OH
paboTbl kaAanbpaTopos (10200 mIU). AAS 3TOro ONpPeAEAEHHYIO MO NPAdOUKY KOHLEHTPALLMIO]
cneumduieckmMx CHTUTEA B PO3BEAEHHOM OOpPA3LE CAEAYET YMHOXWTb HO CTEMEHb
pasBeAeHMs.

Mpumep KAAUGPOBOYHOrO rpadouKa NPUBEAEH HO PUCYHKE

20 /I

05 /«/

OnTmyeckas NAOTHOCTb
>

0 50 100 150 200
KoHueHTtpaums,miu/ml (MMO/MmA)

MpumedaHue: He UCMOoAb3yHTE 3TOT TIPACOMK AAS  OMPEAEAEHMS  KOHLEHTPALMM
CneungomMyeckmx aHTMTEeA B Ballem aHaAm3e. AAS KQXKAOM MOCTAHOBKM AHAAM3A!
HEOBXOAMMO CTPOMUTL OTAEAbHYIO KOAMBPOBOYHYIO KPMBYIO!

AAg yAO6CTBG Y4eTaA PEYALTATOB pPeaKUMM MOXHO UCMOAb3OBATbH KOMIBIOTEPHbIE]
NPOrpaAMMbl CHUTBIBAHMA M DACHETA PE3YABTATOB MCCAEAOBOHMM.

10.3. UHTepnpeTaLma pe3yAbTATOB

KoHLeHTpaung aHTu-HBs B o6pasLe MHTepnpetaums
> 12 miu/ml (MME/mA) NOAOXUTEAbHBIV
10-12 miU/ml (MME/MmA) HEOMPEAEAEHHbIA

<8 10 1U/ml (ME/mA) OTPUUATEABHbIM

KoHueHTpaumsa cneundmieckmx aHtmutea K HBsAg Bbitte 12 miU/ml (MME/MmA) aBaseTcs
NOKA3ATEAEM NMEPEHECEHHOTO renaTmTa B nan NpoBeAeHHOM BAKLMHALMKW. KOHLEHTPALMS
aHtuten Hwke 10 miU/ml (MME/MA) cBuaeTeabcTByeT OO OTCYTCTBMM MNPOTEKTUBHOTO
MMMYHUTETA.

10.4. MeTpoAOrM4ecKas NPOCAEXMBAEMOCTb KAAMOGPATOPOB

KoHueHTpauus kaambpatopos «EQUI anti-HBs Calibratorsy B MPA-Habope «EQUI
anti-HBs» oteeyator Bropomy MexayHapoaHomy CraHaapty anti-hepatitis B surface
antigen (anti-HBs) immunoglobulin, Human, 07/164 (NIBSC, WHO) B ananasoHe 10-200
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IU/ml (ME/MmA) (slope = 0,9801; R2 = 0,9992). D70 CBMAETEALCTBYET O METPOAOTHMYECKOM
NPOCAEXMBAEMOCTH KOMMNAEKTA KaAnBpaTtopoBs «EQUI anti-HBs Calibratorsy 8 MPA-Habope
«EQUI anti-HBs» kK MEXXAYHAPOAHO COTAQCOBOHHOMY KOAMBPOBOYHOMY MATEPUAAY (BTOporo
MexayHapoaHoro CtaHaapTta anti-HBs 07/164).

11. XAPAKTEPUCTUKU TECTA

11.1. AHOAUTUYECKHE XAPAKTEPUCTUKH

MpeuunsMoHHOCTb
Bocrnpon3BOAMMOCTb PE3YALTATOB B MPEAEAAX OAHOM MOCTAHOBKM aHaAm3a (Intra assay
repeatability)

KoadbdomumeHTBapuaLmm (CV) AAS ABYX CbIBOPOTOK C PA3HbBIM YPOBHEM CNELMADUIECKNX
AHTUTEA OLLeHMBAAM B 32 MOBTOPAX HO OAHOW cepuim MPA-Habopos «EQUI anti-HBs».

Ne CbIBOPOTKM miU/ml (MME/MmA) CV, %
103/10 95,9 3.4
104/24 16,7 51

Bocnpon3BoAMMOCTb PE3YABTATOB MEXAY PA3HbIMM MOCTAHOBKAMM AHAAM3A (Inter assay
reproducibility)

KoadbdomumeHTsapuaLmm (CV) AAS ABYX CbIBOPOTOK C PA3HbBIM YPOBHEM CNELMAOUIECKNX
QHTUTEA OLLEHMBOAM HA MPOTIXEHUN 3 AHEN B 3 MOCTAHOBKAX GHAAM3Q, MO 8 MOBTOPOB B
KOXKAOM GHOAM3E.

Ne CbIBOPOTKM miU/ml (MME/MmA) CV, %
103/10 102,9 92,9
104/24 16,8 9.1
AHOAUTHUYECKASA HYBCTBUTEABHOCTDb
«MpaHuua obHapyxeHuan (LoD) — HaMMeHbLLAs KOHLLEHTPAUMS OHOAM3MPYEMOTO

BELLLECTBA B OOPA3LLE, BbIIBASEMOM C 3AIBAEHHOM BEPOATHOCTHIO, AAS UPA-HaBopa «EQUI
anti-HBs» ¢ komnaekTom kaambpaTtopos «anti-HBs Calibratorsy coctasagetr 1 miU/ml (MME/
MA).

«MpeAeA KOAMYECTBEHHOTO onpeAeAeHns) (LOQ) — HOMMEHBLLAS KOHLLEHTPALLWA AHAAMUTCO
B OOpasLe, ONpPEeAEAIeMAs KOAMYECTBEHHO C 3A4BAEHHOM MPUEMAEMOM TOYHOCTBIO M
MPABUABHOCTbIO, AA MPA-HaBopos «EQUI anti-HBs» ¢ komnaekTtom kaambpartopos «EQUI
anti-HBs Calibratorsy coctasaget 7 miU/ml (MME/MA).

«MpeaeA oTpULLATEABHOTO 3HAYeHM) (LoB) cocTtasageT 0,1 miU/ml (MME/MmA).

AMANA3OH AMHEHHOCTH
AnManaszoH AnHerHocTn MPA-Habopos «EQUI anti-HBs» 3 komnaekTom KaaiBpaTtopis «anti-
HBs Calibratorsy sHaxoamtbca B8 mexax 10-160 miU/ml (MME/mA).

12. OTPAHUYEHUE AHAAU3A

MOAOXUTEABHBIN PE3yAbTAT B UPA-HaBope «EQUI anti-HBs» ¢ KoMNAeKTOM KaAMBPATOPOB
«EQUI anti-HBs Calibratorsy 9BAfeTCS CBUMAESTEABCTBOM HOAAMYME Yy MALMEHTA QAHTUTEA K
MOBEPXHOCTHOMY AHTUTEHY BMPYCA renatmuta B. AHTUTEeAQ K HBSAQ SBASIOTCS MOKA3ATEAEM
NPOTEKTUBHOTO MMMYHUTETA.

HeratmeHbIM pe3yabtaT B UPA-HaBGope «EQUI anti-HBs» MOKA3bIBAET, 4TO TECTUPYEMbIN
obpasel, He COAEPXMT QAHTU-HBS QHTUTEA WMAM  UX KOHLEHTPALMS HUXE YPOBHH
4YBCTBUTEABHOCTU OHOAM3A.

BbisBAEHME QHTM-HBS QHTUTEA Yy NMAUMEHTA HE ABASETCS AOKA3OTEALCTBOM HAAMYMA
BUPYCAO renatmta B B OPraHmMame, 3T AHTUTEAD OBHAPYXMBAKOTCE MPU XPOHMYECKOM M
nepeHeceHHOM B AHOMHE3e renartmre B, a Takxe y BAKLMHMPOBAHHbIX MPOTMB renatnta B
AMLL. HTOBbI OTAMYMTL BTU COCTOAHMS, PEKOMEHAYETCA MPOTECTUPOBATL MALLMEHTA HA APYTHE
MApKepbl renatmta B 1 mnccaeaoBats obpasel, Ha HaAnume HBSAg u cneumndonyieckmnx
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AHTUTEA KAQCCOB IgM 1 IgG k HBcore aHturery (Hanpumep, B MPA-Habopax «EQUI HBsSAg»,
«EQUI HBcore IgM» n «EQUI HBcore IgGy, COOTBETCTBEHHO).

13. TPYAHOCTH, KOTOPbIE€ MOTYT BO3HUKHYTb MPU NPOBEAEHUU
UPA

Bbicokui pOH B AyHKAX BCEro MAQHLUETA MOXET BO3HMKHYTb M3-3d:
— 3ArPA3HEHHbIM MPOMBIBATEAD;
— HU3KOE KAYECTBO MAM 3ArPI3HEHME BOAbI;
— MCMOAb3OBAHME MAOXO MOMbITOM MOCYABI;
— MICMOAb30BAHME AE3NMHAULMPYIOLLLMX CPEACTB, COAEPXALLMX XAOP;
— MCMOAb30OBAHME 3ArPA3HEHHbIX HOKOHEYHMKOB;
— YBEAMYEHME BPEMEHM MHKYDBALIMM UAM MIMEHEHWNE TEMMEPATYPHOTO PEXMMA.
Bbicokui choH B OTAEABHBIX PAAGX MOXET BbITh CBA3AH C:
— MOBTOPHbIM BHECEHMEM PACTBOPA TMB;
— 3arpa3HeHnem KOHyCa ABTOMATUYECKOM NMUMNETKM PACTBOPOM KOHBIOrATA;
- 3ArpA3HEHNEM OAHOTO M3 KOHOAOB MPDOMBbIBATEAS.
MoAy4eHHble 3Ha4yeHns Ol kaanbpaTopos (kpome KaanbpaTtopa 0) Huxxe ycTAHOBA€HHOIo
NpeAeAq, eCAM:
— HEMPABMAbHO MPUIOTOBAEHHBIM MAM HE BHECEHHbIM OAMH M3 PEAreHToB (PACTBOP
KOHBIOraTa MAn pacteop TMbB);
— COKPALLLEHO BPEMST MHKYBALMM HO OAHOM M3 3TAMOB.
UHTEHCHBHOCTb OKPACKM AYyHOK HE COOTBETCTBYET MNOAYYEHHOMH ONTUHECKOM MAOTHOCTH.
37O MOXET CBUAETEABCTBOBATh O CMELLLEHHOM OMTUHECKOM AYYE.
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CXEMA TMPOBEAEHUA AHAAU3ZA

Bblaep>kaTb peareHTsl 30 min npu Temnepartype 18-25°C

BHecTtn no 35 ul npurotosaeHHoro 1:11 (1+10) pacTBopa KOHbIOraTa

MPOMBITb AYHKM 6 PA3 MPUTOTOBAEHHBIM 1:20 (1+19) pACTBOPOM AAS
npombiBaHma TWEEN (300 pl B AyHKY)

MHKyBupoBaTh B Te4eHue 30 min B TeMHOTe npu TemnepaTtype 18-25°C

M3mepuTb oNTMYeCKyto MAOTHOCTL (Of) Ha cnekTpodOoTOMETPE NPU
450/620-695 nm

YYET PE3YABTATOB AHAAU3A

MOCTPOUTL KOAMBPOBOYHYIO
KPUBYIO, OMPEAEAUTL
KoHLeHTpaumio miu/

ml (MME/MA)

MHTEPMPETALLUA PE3YABTATOB

10-12 mIU/ml (MME/mn) HEOMPEAEAEHHBINA
<10 1U/ml (ME/ma) OTPULLATEABHbIN




anti-Lamblia

ELISA kit for the qualitative detection of antibodies
to Giardia lamblia (intestinalis)

Instructions for use

REF
2






EQUI anti-Lamblia

ELISA kit for the qualitative detection of antibodies to
no Giardia lamblia (intestinalis)

1. INTENDED USE

The «EQUI anti-Lamblia» is ELISA kit intended to qualitatively detect antibodies
to Giardia lamblia (intestinalis) in human serum or plasma by enzyme-linked
immunosorbent assay (ELISA) to diagnose giardiasis. The testing procedure is
designed for both manual arrangement with automatic pipettes and standard
equipment, and for automated «open» immunoassay analysers.

Target group: children, pet owners, citizens of rural areas, summer house
owners.

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

2. CLINICAL SIGNIFICANCE

Giardiasis is considered one of the most common parasitic diseases of the small
intestine in the world. This infection is a major cause of acute and chronic diarrhea,
especially in children. The etiological agent of giardiasis is Giardia lamblia, which
is also called Giardia intestinalis or Giardia duodenalis.

Giardia lamblia are unicellular flagellate protozoa that parasitize in the intestines
of humans and some other mammals. During the life cycle of these parasites, two
stages alternate: cysts, resistant to external conditions, and a vegetative form -
trophozoites. Infection occurs when cysts enter the human gastrointestinal tract.
After experiencing the effects of gastric acid, cysts in the duodenum turn into
trophozoites, which parasitize in the upper parts of the small intestine. They absorb
nutrients from the intestinal lumen, block parietal digestion and disrupt the maotility
of the intestine.

Humans get infected via fecal-oral routes through cyst-contaminated food,
water, unwashed hands, and so on. Giardia can also be transmitted to humans
from infected cats, dogs, and livestock. Giardiasis is especially common in regions
with poor sanitation. In addition, human-to-human transmission is common in
preschools.

In many cases, the invasion of Giardia occurs without clinical manifestations. In
other cases, the first symptoms of giardiasis appear in 1-3 weeks after infection.
They are most often manifested by spasms, bloating, nausea and diarrhea,
which leads to dehydration and weight loss. The acute form of the disease can
last up to two weeks and end in recovery without additional treatment or become
chronic. Chronic giardiasis develops when the duration of the invasion is longer
than 2 month and the exacerbation of clinical manifestations (diarrhea) is cyclical.
Giardia lamblia parasitism can lead to malabsorption syndrome, which disrupts the
absorption of carbohydrates and fats, as well as the metabolism of vitamins B12,
A and C.

Immune response to invasion and non-immune factors are important to control
the development of the disease and the severity of clinical manifestations. Both
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humoral and cellular immunity play the part in the eradication of the pathogen, the
role of which is still subjected to scientific research. In addition, partial resistance
to re-infection is formed due to protective mechanisms of the body.

Typically, to diagnose giardiasis, the duodenal contents and feces are examined
for trophozoites and cysts of giardiasis. In case of the chronic course of the disease,
cysts get excreted periodically, and, considering this, the additional tests should be
performed regularly for several weeks. Another method of diagnosing giardiasis
is to detect Giardia lamblia antigens in the feces. However, serodiagnosis with
the detection of specific antibodies to Giardia antigens is an important step in
assessing the immune response of patients. Detection of specific IgM antibodies
suggests an acute stage of giardiasis. However, the detection of specific IgG and
IgA antibodies should be interpreted with caution: in some regions they persist for
a long time after infection, while in others their level decreases after eradication of
the pathogen.

3. ANALYSIS PRINCIPLE

The procedure of testing for Giardia lamblia specific antibodies in «EQUI
anti-Lamblia» ELISA kit is based on «indirect» solid-phase ELISA with a two-stage
incubation. Recombinant Giardia lamblia antigens are entrapped in the wells.
During the first step of incubation of the test samples in the wells of the ELISA plate,
Giardia lamblia-specific 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-lgG and anti-lgA) 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 Giardia lamblia purified
1x 96 wells antigens. The wells are detachable. After the first

opening, store unused strips in the package at 2-8 °C
for a maximum of 6 months
Positive control

1x0,35ml Conjugated specific monoclonal antibody solution with
preservative (pink). Store at 2-8 °C
Negative control

[CONTROL| - | 1x1,2ml  Negative human serum with a preservative (yellow).
Store at 2-8 °C
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Serum dilution solution
DIL|SAMPLE 1x 11 mi Buffer solution with a milk extract, a detergent and a
preservative (purple). Store at 2-8 °C
Conjugate solution (ready to use)
Buffer solution of monoclonal antibodies to human IgG

Tx13ml and IgA, conjugated with horseradish peroxidase, with
stabilizers and preservative (green). Store at 2-8 °C
TMB solution (ready to use)

SOLN|TMB Tx13ml 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

Stop Solution (ready to use)

1x13ml 0.5 mol H,SO, solution (colourless). Store at 2-8 °C

[TWEEN[WASH[20x] 1 x50 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 at 450/620-695 nm, appropriate containers for potentially contaminated
waste, timer, filter paper, disposable powder-free gloves, disinfectants.

5. PRECAUTIONS AND SAFETY

5.. 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 anti-Lamblia» 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 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;
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— 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 «EQUI anti-Lamblia» 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
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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 TWEENIWASHI[20x] gt 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.Add 80 pL of [DILISAMPLE] into each plate well.
9.5.Add 20 yL of controls and test samples into the wells:
— into well A1,
[CONTROL[ -] — into wells B1, C1 and D1,
and test samples into the remaining wells.
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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 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.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 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. 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
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 .
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.

mple
10.2. Quality control (assay validation)
The test results are considered valid if they meet the following requirements:
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0D 21,0
OD <0,150

e 0.5 < Nen < N x 20 where Ncn is the OD 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

* 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.

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical performance characteristic

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, %
14L 0,679 2,47 6,5
16L 0,490 1,79 6,6

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. OD,, P, CV, %
14L 0,670 2,39 5,55
16L 0,463 1,65 7,06

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

Studies of the characteristics of the method in comparison with a similar
commercial ELISA kit were performed on a sample of characterized sera, the
target group of children and a group of donors. The relative sensitivity of «EQUI
anti-Lamblia» ELISA kits was determined from a group of 23 serum samples that
were tested for antibodies to Giardia lamblia and characterized as positive in a
commercial ELISA kit. All sera were also determined to be positive in «kEQUI anti-
Lamblia» kits, so the relative sensitivity equals 100%. For 148 serum samples of
children that were tested and characterized in commercial analogues, the relative
specificity of «EQUI anti-Lamblia» ELISA kits was 92.86%, the percentage of
coincidence - 93.24%. According to a similar principle, for 238 serum samples of
donor blood, the relative specificity was 97% and the percentage of coincidence
was 96.64%.

12. LIMITATIONS OF ASSAY

The final diagnosis cannot be made solely on the basis of serological test
results, sunce clinical manifestations of the disease and laboratory data (such
as the detection of cysts in faecal samples or trophozoites in duodenal contents;
the results of detection of Giardia lamblia antigen in faeces) should be taken into
account as well.

Addionally, cross-reactions with antibodies to antigens of other parasites cannot
be completely ruled out.

Giardia lamblia-specific antibodies may not be detected in case of children with
persistent and prolonged giardiasis.

It should be noted that IgG antibodies to Giardia lamblia can be detected via
ELISA for a long time, even after successful treatment.

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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Ekvitestlab LLC

Velyka Vasylkivska St. 114, Kyiv, Ukraine, 03150
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ASSAY PROCEDURE SCHEME

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

Dispense 80 into the wells
(purple)

Add to 20 pl of controls and samples into the wells:
A1 - [CONTROL[ +], B1, C1, D1 — [CONTROL[-],

other wells — examined samples
(change of colour from purple 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
NG = (Nc1 + Nc2 + Nc3)/3;

CO = Nc + 0,25;

IPsample = ODsample/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

P <0,9 NEGATIVE

sample
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EQUI Ascaris lumbricoides IgG

ELISA kit for the qualitative detection of
IgG antibodies to Ascaris lumbricoides

1. INTENDED USE

The «EQUI Ascaris lumbricoides IgG» is ELISA kit intended to qualitatively
detect anti-Ascaris lumbricoides IgG in human serum or plasma by enzyme-
linked immunosorbent assay (ELISA) in order to diagnose lumbricosis. The testing
procedure is designed for both manual arrangement with automatic pipettes and
standard equipment, and for automated «open» immunoassay analysers.

Target group: children, rural people, summer visitors.

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

2. CLINICAL SIGNIFICANCE

Ascaris lumbricoides is a human parasite resulting in lumbricosis — one
of the most common helminthiases in the world. By some estimates, over a
milliard of people infested with acaricides are on earth.

Human ascaris belongs to Nematoda roundworms infesting the small
intestine of a man who is its exclusive host. Ascaris lumbricoides eggs are
excreted in the environment with faeces of the infested man. In a warm,
wet soil, ascaris larvae develops in the eggs, therefore eggs become
invasive only after a maturation period (2 to 3 weeks at 25-30 °C, lower
temperatures require longer term). After infestation, larvae leave eggs in
the human intestine, penetrates blood circulation and migrate to the liver
and lungs with blood flow. The larvae move to the pharynx from the lungs,
and here they are re-ingested and further enter the small intestine. In 2 to
3 months, adult ascaris able to propagate develops from larvae in the small
intestine.

The helminths are transferred by faecal-oral route upon injection of mature
eggs of Ascaris lumbricoides with soil-contaminated vegetables, fruits,
water, as well as through dirty hands after contact with soil. Lumbricosis
is conditionally divided into the early stage (migration of larvae) and late
stage (parasitism of adults in the intestine). Invasion is asymptomatic in
most cases. Primary feeling of being unwell occurs as early as several
days after infestation and is accompanied by weakness, abdominal pain,
nausea. Migration of larvae to the lungs may manifest as rales and cough.
In some cases, intense invasion may result in pneumonia and liver damage.
However, the most common symptom of early lumbricosis are allergic
reactions due to hypersensitivity to metabolic products of larvae.

Late stage manifests as decreases appetite, abdominal pain, vomiting,
diarrhoea, constipation. Massive ascaris invasion may result in the intestinal
obstruction with a lump of helminths or rupture of the walls with peritonitis.
When ascarides penetrate other organs, complications may develop such as
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hepatitis, cholangitis, pancreatitis and even asphyxia. Cases of neurological
disorders sometimes develop in lumbricosis, namely: headache, irritability,
sleep impairment, inattention, etc. If no timely treatment is started for
intense invasion, it may lead to death, especially in younger children.

Strong immune response to Ascaris lumbricoides invasion develops as
early as atthe early stage. Itincludes cellularand humoralimmunity. Antigens
of ascaris larvae stimulate secretion of all-class specific immunoglobulins,
however, the level of specific and total IgE antibodies is the highest. The
intensity of the immune response (including increased IgG titres) correlates
with the massiveness of the invasion.

For diagnosis of lumbricosis, parasitologic stool test for presence of
ascaris larvae and eggs is the most common. X-ray imaging of the lungs
is additionally applied at the early stage of invasion. Complete blood count
(eosinophilia develops in lumbricosis) and detection of serum anti-Ascaris
lumbricoides antibodies also is included in the set of exams. The presence
of specific anti-ascaris antibodies may suggest asymptomatic invasion, and
allows initiation of treatment before complications develop in conjunction
with other diagnostic instruments.

3. ANALYSIS PRINCIPLE

The procedure of testing for anti-Ascaris lumbricoides 1gG in «EQUI
Ascaris lumbricoides IgG» ELISA kit is based on «indirect» solid-phase
ELISA with a two-stage incubation. Antigens of Ascaris lumbricoides
larvae are entrapped in the wells. During the first step of incubation of
ELISA plate wells with test samples, specific anti-Ascaris lumbricoides
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 I1gG
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 Ascaris lumbricoides
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
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Positive control
1x 0,25 ml 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

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)
Tx13ml 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 for analysis or mix components of different batches, components
of kits for different nosologies, or reagents from other manufacturers with the
«EQUI Ascaris lumbricoides 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
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 Ascaris lumbricoides 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;

— someofthekitcomponentscontainlowconcentrationsofharmfulsubstancesand
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 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 uL of controls and test samples into the wells:
— into well A1,
[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.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 p;
— 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 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 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.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
neededtoleave one wellforblank (only|SOLN[TMB]and[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 = (Ne1 + 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:
OD=1,0
OD < 0,150

Ncx 0,5<Ncn<Ncx20 where Ncn is the OD 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

* 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.

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
antibodies was evaluated in 24 replicates on one series of ELISA kits.

Sample No. OD,, IP,, CV, %
547 0,504 1,43 2,9
671 0,753 2,13 3,6
413 1,165 3,30 3,1
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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,, P, CV, %
547 0,534 1,55 5,0
671 0,750 217 4.6
413 1,159 3,36 3,6

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 «kEQUI Ascaris lumbricoides
IgG» ELISA kits, 55 serum samples from patients with clinical symptoms typical
for lumbricosis and 60 serum samples from patients without clinical manifestations
(seronegative in terms of Ascaris lumbricoides) were used. Clinical sensitivity
of «EQUI Ascaris lumbricoides IgG» ELISA kits was 94.55 % and clinical
specificity — 93.3 %.

Method characteristics in comparison with equal commercial ELISA kit was
studied in target paediatric population (160 samples) and population of donors (346
samples). For paediatric population serum, relative specificity of «EQUI Ascaris
lumbricoides IgG» ELISA kits was established at the level of 97.92 % and percent
agreement was 95.51 %. For donor population serum, relative specificity of was
89.74 %, relative specificity — 96.30 % and percent agreement was 95.47 %.

12. LIMITATIONS OF ASSAY

Positive result in «kEQUI Ascaris lumbricoides IgG» ELISA kit supports presence
of anti-Ascaris lumbricoides specific IgG antibodies. Presence of this class
antibodies in newborns is not an evidence of Ascaris lumbricoides invasion.

Inconclusive results may suggest a history of Ascaris lumbricoides invasion.

Negative result of «<EQUI Ascaris lumbricoides IgG» ELISA kit supports the
absence of anti- Ascaris lumbricoides 1gG specific antibodies in the test sample or
concentration of specific antibodies is below the sensitivity limit of the assay.

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. Cross-reactions with
antibodies to antigens of other helminths cannot be fully ruled out.

Edition 8, 10.02.2022 1016



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.
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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 —[CONTROLT[ +], 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+0,3;

lPsampIe = ODsampIe/CO

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

IP - sample positivity index

sample

INTERPRETATION OF RESULTS
P, > 11 POSITIVE
09<IP_ . <11 | BORDERLINE

IP <09 NEGATIVE

sample




Toxocara canis IgG

ELISA kit for the qualitative detection of IgG
antibodies to Toxocara canis

Instructions for use
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EQUI Toxocara canis IgG
ELISA kit for the qualitative detection of
IgG antibodies to Toxocara canis

1. INTENDED USE

The «EQUI Toxocara canis IgG» is ELISA kit intended to qualitatively detect anti-
Toxocara canis IgG in human serum or plasma by enzyme-linked immunosorbent
assay (ELISA) in order to diagnose toxocariasis. The testing procedure is designed
for both manual arrangement with automatic pipettes and standard equipment, and
for automated «open» immunoassay analysers.

Target group: children, pet owners, rural people, summer visitors, forest guards,
veterinarians.

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

2. CLINICAL SIGNIFICANCE

Toxocariasis is a common disease induced by Toxocara helminth which
is transmitted from animals to human. Toxocariasis is spread throughout the
world, however, it is more common in depressed areas with poor hygienic
conditions. In some regions, up to 90 % of puppies and up to 10 % of
adult domesticated dogs are infested with toxocara. The risk of infestation
is higher for owners of cats and dogs and for children due to playing in the
sandpits and on the playgrounds contaminated with animal faeces.

Toxocara are threadworms belonging to Nematoda. Human conditions
are mostly caused by Toxocara canis, which infested canids, rare - Toxocara
cati, which is more common in felids. Adult toxocara in the body of infested
animals reaches 5-15 cm in length; their propagation takes place here.
Female helminths lay about 200 thous eggs daily, which are excreted in
the environment with faeces. If conditions are favourable, following several
weeks of maturation in the soil they become invasive — a larva is developed
in the eggs. In the paratenic host (mice, poultry, cows, pigs, etc.). larva
develops without propagation. If the conditions are unfavourable, larvae
are encapsulated and may maintain viability for a long time (up to 10 years).
They may also be the source of invasion.

People are infested through faecal-oral route when ingesting Toxocara
canis mature eggs with soil-contaminated vegetables, fruits, berries, via dirty
hands or when consuming meat of paratenic hosts. In the small intestine,
larvae leave their cover and penetrates blood circulation through the
intestinal walls. The larvae migrate to other organs and tissues with blood,
namely: liver, lungs, muscles, eyes, CNS, etc. In the most of the infested,
toxocariasis is asymptomatic. Clinical manifestations of this disease are
associated with the site of larvae migration and depend on the intensity of
invasion and age of the host. Visceral syndrome larva migrans is typical
after infestation of the internal organs with Toxocara canis and occular
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toxocariasis, when eye and optic nerve are involved. Symptoms of visceral
toxocariasis: fever, fatigue, abdominal pain, anorexia, hepatomegaly, cough
and others. Heart and respiratory failure may develop in severe cases. Due
to a strong immune response to larvae antigens, immediate and delayed
hypersensitivity reactions develop. Granulomatosis in occular toxocariasis
may result in retinal detachment and loss of vision.

Diagnosis of toxocariasis is complicated due to the lack of specific
manifestations of the disease, even upon intense invasion. Furthermore,
a man is an intermediate host of Toxocara canis and does not excrete
parasites in the environment, whereas it is difficult to localise larvae in
certain organs via non-invasive methods. Eosinophilia may appear in blood
tests, however, serological tests are more common to detect toxocariasis
(immunofluorescence reaction, ELISA and immunoblotting). Detection of
specific anti-Toxocara canis 1gG to larvae antigens may suggest current
or previous invasion. High titter of IgE antibodies is also typical for active
invasion. However, the combination of clinical manifestations and laboratory
findings are necessary for diagnosis.

3. ANALYSIS PRINCIPLE

The procedure of testing for anti-Toxocara canis 1gG in «EQUI Toxocara
canis IgG» ELISA kit is based on «indirect» solid-phase ELISA with a two-
stage incubation. Antigens of Toxocara canis larvae are entrapped in the
wells. During the first step ofincubation of ELISA plate wells with testsamples,
specific anti-Toxocara canis 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 Toxocara canis larval
STRIPS 1x96 wells antigens. The wells are detachable. After the first

opening, store unused strips in the package at 2-8 °C
for a maximum of 6 months
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Positive control

1x025ml Conjugated specific monoclonal antibody solution with
’ preservative (pink). Store at 2-8 °C

Negative control

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

Serum dilution solution
[DIL[SAMPLE 1x13ml  Buffer solution with a milk extract, a detergent and a
preservative (brown). Store at 2-8 °C

Conjugate solution (ready to use)

1% 13 ml Buffer sqlutlon of monoclonal .antlbodles. to hum?n
IgG, conjugated with horseradish peroxidase, with
stabilizers and preservative (green). Store at 2-8 °C

TMB solution (ready to use)
SOLN|TMB 1x13ml TMB solution, H,O,, a stabilizer, a preservative

272
(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 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 carefullybefore thetest. 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 Toxocara canis IgG» ELISA Kkit;
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— 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.

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 Toxocara canis 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;
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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 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.

Edition 8, 04.04.2022 7116



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 uL of controls and test samples into the wells:
—into well A1,
[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.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 p;
— 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 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 [SOINISTOP] 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. 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
neededtoleave one wellforblank (only|SOLN[TMB]and[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 + Ne3)/3;  CO =Nc +0,3
IP =0D /CO, where: OD_,

sample sample

. is the OD sample.

mpl

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

oD =1,0
0D <0,150
where Ncn is the OD for each

Nc x 0,5 < Ncn < N 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

P> 11 POSITIVE
09<IP_ <11 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.

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
antibodies was evaluated in 24 replicates on one series of ELISA kits.

Sample No. OD,, IP,, CV, %
669 0,927 2,81 4,8
544 1,503 4,56 1,4
666 1,694 514 4,5
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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,, P, CV, %
669 1,016 3,04 4,7
544 1,516 4,54 1,9
666 1,683 5,04 41

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 evaluate diagnostic characteristics of «kEQUI Toxocara canis IgG»
ELISA kits, 78 serum samples from patients with clinical symptoms typical
for toxocariasis and 60 serum samples from patients without clinical
manifestations (seronegative in terms of Toxocara canis) were used.
Clinical sensitivity of «kEQUI Toxocara canis IgG» ELISA kits was 98.7 %,
clinical specificity — 96.7 %.

Method characteristics in comparison with equal commercial ELISA kit
was studied in target paediatric population (160 samples) and population of
donors (298 samples). For paediatric population serum, relative specificity
of «kEQUI Toxocara canis IgG» ELISA kits was established at the level
of 99.28 % and percent agreement was 97.45 %. For donor population
serum, relative specificity of was 89.19 %, relative specificity — 93.55 %
and percent agreement was 91.73 %.

12. LIMITATIONS OF ASSAY

Positive result in «EQUI Toxocara canis IgG» ELISA kit supports
presence of anti-Toxocara canis specific IgG antibodies. Presence of this
class antibodies in newborns is not an evidence of Toxocara canis invasion.

Inconclusive results may suggest a history of Toxocara canis invasion.

Negative result of «kEQUI Toxocara canis IgG» ELISA kit supports the
absence of anti-Toxocara canis specific IgG antibodies in the test sample
or concentration of specific antibodies is below the sensitivity limit of the
assay.

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.
Cross-reactions with antibodies to antigens of other helminths cannot be
fully ruled out.
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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.
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Manufacturer

Authorized Representative in the European Community
In vitro diagnostic medical device

Catalogue number

Date of manufacture

LEFHE

Use by date
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Batch code

Temperature limit

Contains sufficient for <n> tests
Caution

Non-Sterile

Consult instructions for use

Keep away from sunlight

Keep dry
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m

Compliance with EU safety requirements
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For questions and suggestions regarding the ELISA kit contact:

Obelis s.a.
Bd Général Wahis 53

E 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 [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 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+0,3;

IPsampIe = ODsampIe/CO

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

IP - sample positivity index

sample

INTERPRETATION OF RESULTS

P> 1.1 POSITIVE
09<IP, <11 | BORDERLINE

P <0,9 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;

Pepakuus 8 ot 21.09.2021r. 9/16



— 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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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
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