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AQ Vector-Best hereby en

Y ponsibility and deciares that the products listed
on pages 2-3 are in conformity with applicable provisions and fulifiil the essential requirements
of Annex | Directive 88/79/EC of 27 October 1998 regarding in vitro diagnostic medical devices.

Classification of products:
Other devices (all devices except Annex Il and self-testing devices)

EN ISO 18113-1:2011; EN SO 18113-2:2011 (In vitro diagnostic medical devices. Information
supplied by the manufacturer (labelling). Terms, definitions and general requirements, In vitro
diagnostic reagents for professional use); EN ISO 15223-1:2012 (Symbols to be used with medical
device labels, labelling and information to be supplied); EN 1SO 13485:2012+AC:2012 (Medical
devices, Quality management systems. Requirements for regulatory purposes); EN 13612:2002
(Perfarmance evaluation of in vitro diagnostic medical devices); EN 23640:2013 (In vitro diagnostic
medical devices. Evaluation of stability of in vitro diagnostic reagents); EN 13641:2002 (Elimination or
reduction of risk of infection related to in vitro diagnostic reagents): EN 1SO 14971:2012 (Medical
devices. Application of risk management to medical devices)

Conformity assessment procedure:
Annex Il (not including section 6),

Manufacturer:
AO Vector-Best

Address: 630559, Koltsovo, Novosibirsk Region, Research and Production area, building 36, office
211_Russian Federation, tel. +7 (383) 336-73-46, tel ffax +7 (383) 332-67-49

European authorized representative:

Bioron GmbH

Address: Rheinharststr. 18, D-67071 Ludwigshafen, Germany, tel.: +49 (0) 621 5720 915, fax: +49 (0)
621 5720 9186 o o

Date: 2017/10/16 Murat Khusainov

General Director AC Vector-Best

Valid until: 2022/07/03
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Product name

Identification data |

i pepsinogen 2 concentration in biood serum

Enzyme immunoassay kit for the qualitative and
_ 1 |eciohep AlgG quantitative amﬁm_‘aimwo: of IgG to smwm:zw Avirus | D0%62
| | Enzyme immunoassay kit for the quantitative and |
_m. VectoMeasies-1gG qualitative determination of 19G to measles virus in| D-1356
| ‘ blood serum (plasma)
VectoMeasles-Ight ; m:Nf_:m immunoassay kit for the detection of Ight to D-1358
m virus in blood serum {plasma)
Rotavirus-antigen-EIA-BEST .m:ﬁ::o. ._:.i._cz_,umm,mm{ kit for the detection of D-1652
| human rotavirus antigen
- - - i
| Adenovirus-antigen-ElA-BEST | E2/ME QHH,“JEOH%M%; for the dstection of| 1 1g5, |
Enzyme immunoassay kit for the detection of IgG to
6. |VectoERWV-NA-gG nuclear antigen of Epstein-Barr virus in blood serum | D-2170
(plasma) _
Enzyme immunoassay kit for the detection of 1gG to 7
7. |VectoEBV-EA-IgG early antigens of Epstein-Barr virus in blood serum| D-2172
) {plasma) _
Enzyme immunoassay kit for the detection of IgM to _
8. | VectoEBV-VCA-ig viral capsid antigen of Epstein-Barr virus in blood| D-2176 |
| | serumn (plasma) _ |
| Enzyme immunoassay kit for the detection of IgG to | i |
B jVectoMumps-loG _ﬂc_.wnm virus in g_oou_MmEB (plasma) B-2602 _
i Enzyme immunocassay kit for the detection of igh to =
10 .deoZ:Bnmr_mz .:E:«._Um virus in blood meB (plasma) D204
Enzyme immunoassay kit for the detection of 1gG to
11. | Toxocara-lgG-EIA-BEST ._‘oanm_.m antigens in w_on_a serum (plasma) ¢ e
. Enzyme immunoassay kit for the detection of 1gG to
2 _._.:o:_:m__m._mo.m_\»-mmm.ﬁ | ._.znﬂm:mzm antigens w:<d_ooa serum (plasma) BESIlSZ
13 | Yersinia-lgG-EIA-BEST Enzyme immunoassay kit for the detection of 1gG to ._ 0-3202
i causative agents of yersiniosis =
Fa Yersinia-IgA-EIA-BEST Enzyme immunoassay kit for the detection of IgA to D-3204 |
[ causative agents of yersiniosis i
15 Yearsinia-lgM-E|A-BEST Enzyme immunoassay kit for the detection of IgM to D-3206
: causative agents of yersi is
Enzyme immunoassay kit for the detection of 1gG to
16. | Echinococcus-lgG-EIA-BEST _mo:_:ooooocm granulosus antigens in blood serum| D-3356
{plasma) |
Enzyme immunoassay kit for the detection of IgG to _
17. | Ascaris-IlgG-EIA-BEST Ascaris lumbricoides antigens in blood serum | D-3452 |
*(plasma) |
! . |Enzyme immunoassay kit for the quantitative| i
(18, 11gA-Transglutaminase-EIA- determination of IgA to tissue transglutaminase in| D-3758
7 |BEST blood serum (plasma) | ||7
[ rom———— Enzyme immunoassay kit for the quantitative
|19 _@O.J_.E__wm_crmg_:mmm.m_»,. determination of IgG to tissue transglutaminase in | D-3760
i A blood serum (plasma) s =i
_ o | [ Enzyme immunoassay kit for the determination of | D-3762 _
20 _1mnm_:ocm 1 1-EIA-BEST |pepsinogen 7 concentration in blood serum | (e
i [ Erryme i inati f 1
- _vam_uommz 5 EIA-BEST Enzyme immunoassay kit for the determination o D-3764




Tm VectoHanta-lgG

Enzyme m:::c:ommﬂ.mv\ Kit for the detection of 19G t

Hantavirus in blood serum (plasmay) D-4802
| Enzyme immunoassay kit for the detection of IgM tc
| ta-lght s b :
23.  VectoHanta-lgh Hantavirus in blood serum (plasma) D-2804
| el Enzyme immunoassay kit for the detection of lgM to B
.mn. | VectoNie-ight West Nile Virus in blood serum (plasma) Zat
” i Gl Enzyme immunoassay kit for the detection of 1gG to e
m 25 _ veaoliehe West Nile Virus in blood serum (plasma) Re1ne
| _ Enzyme immunoassay kit for the determination of
|28, - VectoNile-lgG-avidity avidity index of IgG to West Nile Virus in blood D-5154

serum {plasma)
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1. HASBHAYEHUE

1.1. HaGop pearenTos AneHoBupyc-aHTHTEH —

UDA — BECT (ganee o TEKCTY — Ha0op) upemHa-

DITQATFATY v v s ooy

soascn JUJld BbBIABJIIEHHA aAHTUTeHA AleHORUNvYeAa

cavVBXP YL

HEJI0BEKA METOJIOM TBEP/I0asHOr0 MMMYyHODEp-

MEHTHOI'0 aHaJJIu134a B %@Ham.ﬁH\Hma @OﬁHUH.HH.HM OCTPBRIMHU

racTpO3HTEPUTAMU ¥ KOHTAKTHEIX JIHIT.

1.2. Habop paccauran Ha nposesenue 96 orIpe-
JMeJICHUU, BRJIIOYAS KOHTPONH, Wiy 12 HesapucH-

MBIX IIOCTAHOBOK II0 8 aHAJIH30B Raxgasd, BRIII4Yasd

KOHTPOJIH.

2. XAPAKTEPUCTUKA HABOPA
Meton ompenesreHUs 0CHOBAH HA TR
~-HOM -UMMYHO(PEPMEeHTHOM aHAIU3E. )

epraodas-

ABJIAIOTCA EOEOH@HOENMHWEHL@ aHTHUTEeJIa K aHTure-

HaM aleHOBUPYCA YeIOBeKd, MMMOOHIU30BAHHEIe
B JIYHKaX IJIAHIIEeTa; KOHBIOTAT MOHOKIOHAIbEEIX
AHTHTEJl K aZeHOBUPYCY C IIePOKCUIA30H XpeHa u

KOHTPOJIbHBIY TIOJIOKUTEIIBHBIN 0bpasert.

EUHEHHH\HHM METOOa 3aRIIouYaeTcsa BO B3aH-
MOJEeUCTBUU AHTHUI'€eHa aJICHOBUpPYCA C MOHOKJIIO-
HaJIBHBIMI AHTUTEJIaMU, H\Eﬁgomﬂ.ﬁﬂwowmmmvﬂﬁm B
JIYHEAX IIOJINCTHPOJOBOIO IJIAHIIeTA. wﬁogﬂhmmo
“aHTUTE€H—aHTUTEJIO» BBIABJISIOT C TIOMOIIIBI UM-

MYHO(EpMEeHTHOI'0 KOHBIOTATA.

Kosrrraecreo cestaaBimerocs korrbiorara Beises-
FOT IBETHOUW PEAKIIMEH C WCIIOTh30BAHUIEeM cyocTpara

IIePOKCUIa3bl — TIepEeKUCH BOOOPOJIa U XpoOMOrena —
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TeTpameTnibeHauHA. MHTeHCcHBHOCTE  OXpamU-
BaHUA MPOITOPIMOHAJIEHA KOHIIEHTPAIIMI AHTUMeHA
aJIeHOBHUPYCa B aHAJM3HPYEMOM 00paalie.

Hocne HU3MepeHUs OIITHYECKON IIJIOTHOCTH pac-

TBOPA B JIYHKAX Ha OCHOBAHUW PACCUATAHHOTO 3HAUE-
uus Oll,,, aHanusupyembre 06pasis oreHrBAIOTCS
KaK IIOJOYKUTeJIbHEIEe UK OTPHIIATe bHEIC.

2.2. Cocrae nadopa

B cocras maGopa BxosmsT:
IIAHITeT pa30opHBF (12 BOCEMUIYHOUHEIX CTPHUIIOB)
¢ UMMOOHINI0BAHHBIMYA MOHOKIIOHATLHEIMY AHTHTE-
JIaMH K aHTHTeHY aJeHOBHPYCa YeJoBeKa, TOTOBBI
AJIA UCHONB30BAHUA — 1 11T ; o
IIONOKHTENIBHBIN KOHTPOIBHELA obpasern (K1) — 6y-
depubIit pacreop, COAePIRAITNY MHAKTUBHPOBAHHBIN
8HTUIEH aJeHOBUPyCca 4YeJOBeKa, TOTOBBIA IS WC-
nonb3oBanmsa — 1 dmakon (1,5 min);
OTPUIIATEJILHEIN KOHTPOTBHBIH obpasert (K7) — Gydep-
HBIU PACTBOP, He COMEPKAIINY AHTUTCH aJIeHOBUpPyCa
9IeJI0BeKa, IMOTOBBIM IJd UCIIONb30OBAHMNS — 1 iraron
(2,5 mm);
KOHBIOTaT, KOHIIEHTPAT — MOHOKJIOHAJIhHBIC aHTUTEA K
aJIEHOBHPYCY, MEYEHHBIE IEPOKCUIA30M XxpeHa — 1 dura-
xoH (1,5 mu);
25-KpaTHBIA KOHIIEHTPAT QPOoCPATHO-CONTEBOL oydepHBIiA
pacteop ¢ TBuHOM (DCB-TX25) — 1 dmaxon (28 mu):;
pacTop 1714 06pastoe (PO), koHmenTpar — 1 duakon
(20 nr);
PAacCTBOp A4 pasBegenusa korbiorara (PPK) — 1 dua-
KOH (13 mu1);
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— CybcTparusli OydepHrsii pactsop (CBP) — 1 hnaxon
(13 mm);

— Terpamerunbensunun (TMB), xormenrpar — 1 da-
roH (1,0 mo);

— CTOLI-PEAreHT, rOTOBBIH I UCTIOIB30BaHuA — 1 dura-
KOH (12 mu).

Hab6op momomunremsro KOMILJIEKTYEeTCA:
— ILTEHKaMU I 32KIeUBAHUS IUIAHIIEeTA — 2 11T ;
— BAHHOYKAMMF 71 peareHTa — 2 mr.;

— HAKOHEYHHKRaMU JJI1d IIUIeToR Ha 5—200 M — 16 1T,

3. AHATTUTUYECKWUE U JUATHOCTUYECKUE
XAPAKTEPUCTUKU
Cremmdwmaeckas akTuBHOCTE.

pyca B peakIiii UMMYHO(DEpPMEeHTHOr0 aHaIH3a B
COIl+ (per. Ne 05-2-361) u mo0RATEIDHOM KOH-

—TpoabHoM 0bpasie (K wr He BBIABIIATE B OTPHUITA-

TEJIBLHOM KOHTPOIbHOM 00pasme (K7).

Tutp arTHreHA amenoBupyca s COII* TTOJI3KEH
OBITH He MeHee 1:32.

CpenHee sHaYEHME ONTHYECKOM TIIOTHOCTH OT-
PULATETIBHOTO KOHTPOJIBHOTO 06pasia (OIl, K7)
He moexHO mpesbnuaTh 0,2; OIl monomuresHOTO
KOHTPOJIBHOr0 00paslia JOJIKHO GBITh He Huske 1,0.

4. MEPbI MPEQOCTOPOXXHOCTU

4.1. TloTeHnuanBHBIN PUCK IpUMeHEHUS Ha-
bopa — kacc 1.

4.2. Bce KOMITOHEHTEI Hab0pa SBIAIOTCS He-
TorcHIHBIMU. Croll-peareHT obmagaer pasapaska-
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- Habop momxen srrsemars AHTUTeH aJeHOBHU- -

omuM nericreueMm. M3berats paséprrarueanus u
HOIAlaHUA Ha KOXKY U CIU3UCTHIEe. B cnyuae moma-
HAHUA CTOII-peareHTa Ha KOXKY U CJIU3UCTEIE Heoo-

XOJWMO IIPOMBITE IIOPAKEHHBIA YIACTOK 0OJIBIIHNM
KOJIMYeCTBOM IIPOTOYHOM BOIHI.

4.3. Ilpu pabore ¢ uccmemyemsMu 06pasiamu
CIIeyeT COBIONAaTh MePhl IPeI0CTOPOIKHOCTH, IpH-
HATEIE TIPY paboTe ¢ IOTeHINATLHO HHPEKIMOHHEIM
MmaTepuasioM. OcHOBHEIE IpaBUIa pabOTH HU3JIOMKe-
HBL B «MHCTPYRIIME 110 MepaM TIpodyrIakTHET pac-
NPOCTPaHEHUs MHQEKIMOHHEIX 3a007eBaHuil IIpu
paboTe B KJIMHUKO-THATHOCTHICCKIX JTabopaTopuax
71€4e0HO-TIPOPUITAKTHYECKUX YUPEsKICeHIT, YTBEPIK-

~ 7menHo# Munsnpasom CCCP 17 despans 1991 r.

U MeTonudecKux ykasamuax MVY-287-113 (<Mero-

AMIECKUe YKA3aHUS TI0 Je3UHMEKINN, TpeacTepH-

A \E@Pﬂﬂ@ﬁﬁ@@(i@ﬂﬂdﬁmmlﬂlgmﬁ‘ﬁﬁﬁwwgwﬁmﬁﬂm\w‘

MEIHIINHCKOr0 HagHaYeHus» oT 30.12.1998 ).

4.4. ITpw pabore c HAGOPOM cleyeT HaeBaTh OjI-
HOPa30BEIe PE3NHOBLIE WJIM IIJIACTUKOBEIC ITePUATKL.

4.5. XumMmyeckas 1ocyna u obopymoBamme, Ko-
TOPBIE HUCIIONB3YIOTCA B paboTe ¢ HAGOPOM, OJKEHET
OBITH COOTBETCTBYIOIIUM 06pPA30M IIPOMapKHUPOBA-
HEL ¥ XPaAHUTBCS OTIEIBHO.

4.6. 3amperraercsa NpmeM LHLTHA, WCIIOIb30BA-
HUE KOCMETHYECKUX CPEeACTB U KYPEHUE B IMOMEIIe-
HUAX, [IPeIHaSHAYeHHbIX IJId paboThI ¢ Ha0opaMHU.

4.7. [Ina nesnndernyn mocy e u MaTepuaJyoB,
KOHTAKTHPOBABUINX C UCCAEIYEMEIMA U KOHTPOJIE-
HBEIMEH 00pas3llaMHu, pPeKOMeHIVeM HCIONIb30BATE
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Je3UHQUIHPVIOIITHe CPENICTBA, He OKA3LIBAIOIIUE — OUIUHOP MEPHBIU 2-T0 KJIACCA TOYHOCTH BMECTHMO-

HEraTHBHOIO BO3jlelicTBUA Ha kadectBo MDA, He cTeio 1000 Mo,

comepsKaliue aKTUBHDLIT KHCJIOpOO W XJIOP, HaIlPH- — koJIba BMecTuMOCTEIO 1000 MJI;

Mep, KOMOUHHPOBaHHEIE CPE/ICTBA HA OCHORE YAC, — BOJA TUCTUILTHPOBAHHAS,

CIEPTOB, TPETHIHEIX aMUHOB. Mcnons3oBaume e- ~ He3UHUIHPYIOIITE PACTBOD.
SUHQUIUPYIOIUX CPecTs, COIePsKaIlUX AKTUB-

HBIH KHCT0poa U xy10p (H50,, meoxiiop, XJIOPaAMHH), 6. AHAJIMSUPYEMbIE OBPA3LbI

IIPUBOJIUT K CEPBE3HOMY MCKAKEHUI0 Pe3yIbTATOR. 6.1. Obpasuer dexanuit gemopera.

J 14 BRIABIeHUA aHTHTeHA aJleHOBUpYyCa B e-
KaJUAX NpPeIBAPUTEIHHO IIPUTOTOBUTE JKCTPAKT
20%-Ho#t cycneHauu dexanmit Ha pabodem pacTBo-
pe mnsa obpasuos (em. 1m. 7.5). OGpasusr dexammit
cobpaTh B cTepmiabHBIE (GIAKOHLL (mpobuprm) c
IIpoOKoU BMecTuMocThI0 10 M. Dexanmy B koytuge-
crBe 11 (%4 dmakona) BCTpAXHYTS ¢ 5,0 M padouero
PacTBOpa M1 00Pa3loB 10 MOJIYIeHHS MOMOTeHHOM
B3BeCl, —HeHTPHOYTHPoBaTs Ipr 3000 o6/Mum 8
revqerue 30 mun. Mcenenyor magocamounyo skumm-
kocTh. JIms BelgBmenuwsa AT ageHOBUPYCA MOKHO
HICIIOJIB30BATh KAK CBEKENPUTOTOBIEHHEBIE 00pAa3EL,

TaK ¥ XPaHUBIIHECA IpU Temiepatype oT 2 1o 8°C B

5. OBOPYOOBAHUE U MATEPUAIbI

— CHEKTPOQOTOMETD, IO3BOIAIOIINAIN HPOBOOUTEH H3Me-

PEeHUA ONTUYECKOH IIIOTHOCTH PACTBOPOBR B JIVHKAX

CTPHTOB IIPpY AJIVHE BOJIHEL 450 HM W/uiau B IBYXBOJI-

HOBOM PeXHMe IIPU OCHOBHOM IIMHe BOJHBI 450 HM 1

JJIMHE BOJHEI CPABHEHUA B JUaa30He-620—65 5EM;—
— TepMOCTaT, NOJIePIRUBAIOIIIE TeMIIEpATYPY 37£1°C;
— XOJIOMWJIBHUK OBITOBOI;

T IOHeTRM HOMyaBTOMATHYECKUE OMHORAHATLHLIE C [epe-
MEHHBIM W (DUKCHPOBAHHEIM O0BEMOM CO CMEHHBIMIL
HAKOHETHUKAMU, IT03BOJIAIONINE OTONPATE 00BeMBI JRHT-
KOCTH 0T 5 1o 5000 ME (morpemnrHocets He Gostee 5%);

— IHIIETKH TI0JIyaBTOMATUYECKIe MHOTOKAHAILHEIE CO

TedeHue 24 4acoB, b0 3aMOPOKeHHBIH P MUHYC
CMEHHbIMU mmﬂommﬂmﬁxmzmu ITO3BOJIAIIINE OH@H\HUNHW o
L 20°C B Teuenwe He Gostee 3 mecs1Ies.
00BEMEL IKUAKOCTEH 0T 5 10 350 MIcIT (orpemnrHocTs He
Gomee 5%); Homyuennsre axcTpaxThI JOIyCKaeTcsa Xpa-
0 b
. HUTE 10 aHaAM3a He OoJiee 24 4 1Ipu TeMreparype
— IIPpOMEBIBaATEJb AJ1A IIJIaQHIITETOB ABTOMATHUYECKUU UJTU ° &
DYHOI: oT 2 o 8°C mmu o 3 mec ripu TeMIlepaType MAUHYC
’ o are o,
~ IepYATKH PESWHOBHIE XUpYprIeCKTe; 20°C u mumsxe. [Ipu HeobxommMocTH MHOTOKPaTHOI'O
— Gymara ¢uIbTPOBATbHAS naBopaTopHASL: HACCIeTOBAHUSA, mxmewmme@E ohm%%oa pas3gesnThs Ha
~ drarors BMecTHMOCTBIO 15 Mo HECKOJIBKO ITOPIHH, YTOOEI M30eskaTh HMOBTOPHOTO
— TPOOHUPKHU BMECTHMOCTBHIO 1,5 MJT; SaMOPAXKHUBAHU.

D-1654 7 8

O
-
o
e
A



MNOAOrOTOBKA PEAMEHTOB
7.1. Ilepen paGoroit uasIeyn HabOp M3 X0J0-

TITA T TTTAT M AATAINT T [

AHJILHEKA, BCKPBITH YIAKOBKY W BBUIEPIKATH BCe

KOMIIOHEHTRI IIpM TeMilepaType oT 18 o 25°C we
MeHee 60 MuH.

7.2. llogroroBka miaanmera
Hemocpencreenno mepen  memosrb3oBaHmem
BCKPBITH IIAKET C ILJIAHTIIETOM BEHIMe 3aMka. OcTa-
BUTB HA paMKe HEO0XOIWMOe [/ IIPOBEIeHHs
AHAJIN38 KOJIMIECTBO CTPUIIOB; OCTAJIbHEIE CTPUIILT
CHATH ¢ PAMKH U HEMEIJEHHO IOMECTHUTEL BHOBL B
~ HAKEeT ¢ BIATOIIOIJIOTUTEJIEM , YIATUTh U3 Hero Bo3-

—HAYX- W IJIOTHO 3aKPBITH 3aMOK.

m®§Q§O\NGWO®QII@s® cmpunbt nocJie nepeon2o
6CKPpbiMUA naxkema MOMHCHO Xparumbv npu memne-

Hporpers ero npu Temmeparype or 30 mo 40°C mo
IIOJTHOT'O PACTBOPEHUS 0CAIKA.
B Tabmuire npusenen pacxon pearenTor B 3a-

TraT A AT T e T T

HACHUMOCTH OT KOJIMYEeCTBA UCIO0JIb3yEMBIX CTPHIIOB.

IIpuzomosnennntii npomvLOUHbL pacmeop
MOXHCHO XPAHUMb nNpU memnepamype om 2 do 8°C
Ke bosiee 5 cymok.

7.5. Ilpurorosnenue pa6ouero pacreopa
N1 00pasnos
Conepsmumoe diakoHa ¢ KOHIIEHTPaTOM pacr-
BOpa 1A o6pasiios Go6asuTh K 480 M MHCTHIIIN-
POBAHHOW BOZBI, THIATEILHO IIePeMENIaTh.
B ciyuae apoGHOro WCIIOJIb3OBAHMS__ Hadopa

pamype om 2 do 8°C 6 meuernue sceco cporxa 200-
Hocmu Habopa.

7.3. IlonoxurenbHEI T OTPUIIATENBHBINA KOHT-
poseHbIe 0bpasusl (KT u K-) namer 8 pabogem pasBe-
ACHUH 1 He TPeOYIOT TOIOIHUTEILHOIO PA3Be e .

7.4. ITpurorossieHNe IPOMBIBOYHOTO
pacTtBopa
Brectu B MepHBIi HUJIUHAP HeoOXoauMoe Ko-
mugectBo OCB-TX25 u m06aBuThH COOTBETCTRYIOIIEe
KOJIMIECTBO NUCTUJITUPOBAHHON Boxbl 1Ipw BHITIA-
ACHUM OcanKa COJIell B KOHIIEHTpATEe HEeoOXOIUMO
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otobpars m2 QuaroHa HeoOXOMMMOE  KOJIMYECTBO
KOHIIEHTPaTa pacrsopa 11 o0paslioB 1 pasBecTH JIHc-

———— THIAJHIPOBAHTHOU BOAOH BcooTHOMeHMH 1:24 (1 wacTs

KOHIIeHTpaTa Ha 24 gactu JUCTHJLTMPOBAHHOM BOJIBI).
Ilpu BRIMagenun ocanka comeit B KOHIIeHTpa-
Te HeoOXOIUMO IPOTPETh €ro IIpH TeMIlepaType OT
30 mo 40°C nmo momHOrO PACTBOPEHHUS OCAIKA.
IIpueomosnenmvii  pabouui pacmeop 0a4
paszsedernus 06pasyu08 MoiCHO XPAHUMb NPU MeM-

nepamype om 2 do 8°C we 6onee 5 cym.

7.6. Ilpurorosnenue padouero pactsBopa
KOHBIOraTa
B coorsercreum ¢ d4mcmom mcmonbayembix
CTPHIIOB (CM. TabJIHILY) B OTIeNbHEIH YHUCTEI (piia-
KOH HJIM B IUIACTUKOBYI0 BAHHOYKY [IJIS PEAreHTa,
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Tabnuna pacxona koMmoneHTOR Hadopa peareHTosB

Pabounii pacteop | PaBouuit pacteop | [MpOMbIBOYHBI
z KOHBlOraTa TMB pacTsop
o= o
a P a - = =
& W,W m 8 ) 8 . =3 =
255 m_mm Ts Wmn 65 |wIc | 28c
6 | £3%| &= |B§%| 82 |gg= | &6gs
< oI I ez g
> O O O
x h x
1 0,1 1,0 0,05 1,0 2,0 0o 50
2 0,2 2,0 0,10 2,0 4,0 4o 100
3 0,3 3.0 0,15 3,0 6,0 no 150
4 04 4,0 0,20 4.0 8,0 0o 200
5 0,5 5,0 0,25 5,0 10,0 | mo 250
6 | 06 | 60 | 030- 6.0 12,0 no300
7 0,7 7,0 0,35 7,0 14,0 | no 350
8 0,8 8,0 0,40 8,0 16,0 | o 400
9 0,9 8,0 0,45 9,0 18,0 | oo 450
10 1,0 10,0 0,50 10,0 20,0 | oo 500
" 1,1 11,0 0,565 11,0 22,0 | no 550
12 1,2 12,0 0,60 12,0 24,0 | 0o 600

HUCIIONIB3YsA YUCThIe HAKOHEYHUKH, BHECTH HeoO-
XOHMO€ KOJIMYEeCTBO pPacTBOpA /A PA3BEICHUS
KOHbIOraTa U COOTBETCTBYIOIICE KOJIMYECTBO KOH-
HEHTPAaTa KOHBIOraTa, TIMATEJIFHO [lepeMelaTh,

Pabowuii pacmeop romsiozama mosicho xpa-
HUumbs npu memnepamype om 18 0o 25°C ¢ meuenue
3 u nocsie npuzomosienus.
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7.7. llpurorornenue pagouero pacTteopa
TETPAMETHJIOCH3UHA

B coorBerctBHM ¢ wmcmom HUCI0JIH3YeMBIX
CTPUIOB (CM TAOJIUILY) B OTHEIBLHBIH YHCTHIH dna-
KOH WJIM B IVIACTHKOBYIO BAHHOYKY JJIA peareHTa
BHECTH HeoOXOIMMOe KOJTHIECTRO cybcTpaTHOro 0y-
cdepHOTO pacTRopa m moGABUTH COOTBETCTBYIOIIICE
KOJIMYECTBO KOHIIEHTPATa TeTPaMeTUIOeH3UIMHA,
TIHATEIBHO MEePEeMEIIaTh.

Pabowuli pacmeop mempamemunbenzuduna
MONHCHO XPAHUMb NPU KOMHQAMHOU MeMnepamype
6 mevuerue 3 4 nocse NPUSOMOBNICHUA 8 3AULULLEH -
HOM Om ceema mecme.

Buumawnwue! /Ina paboms. ¢ pacmsopom TME
He00X00UMO UCNONBL30BAMb MOMBKO 00HOPa306bLe
Haroneunuku. Ilocydy, npednasnayenmyio dns pac-
meopa TMDB, nenvss ommbieams ¢ npumenerem
CUHMEeMUMCCKUX MOIOWUX CPedcme, NOCKOIbKY
dadce ux cnedv. eedym k HEeKOHMPOJIUDYEMOMY
orucnenuio TMB 6 xode pearcyuu. Iocne patoms.
nocydy ononocryms 6000ti, npomwvims 70% 3musio-
8bIM CNUPMOM U MULAMETbHO OMMbLMb OUCMUL-
JAUPOBAHHOL 60001,

NMPOBEAEHUE NDA
7.8. B nBe mynxu, Haupumep, A-1 u B-1, Brec-
™ 1o 100 MEI oTpHIIaTENbHOTO KOHTPOJILHO-
ro oopasua (K7). B onny nymky, Hampumep, C-1,
BHectH 100 MEJT MOMOKHTETBHOTO ROHTPOILHOTO
obpasua (K1).
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B ocramsabie JIYHKX BHeCTH 110 100 Mxn mom-
[OTOBJIEHHBIX HCCIEIyeMBIX 00pAa3IIoB.

Bpems sHecenus 06paszioe He 0ocHo npeebi-
wams 10 mur npu ucnonvzosanuy gcex cmpunos
naaHWema.

7.9. Bo Bce myHkm mmrasmera srectw o 100 MEKJT
pabodero pacTeopa KoEBIOraTa (cM . 7.6).

Ana enecenus pabouezo pacmeopa Kowsio-
cama Ucnonib306ams 6aHHOUKY Ol PeazeHmos u
00HOpa308bLe HAKOHEYHUKU, 8X00AULLEe 8 coCcmas
Habopa.

7.10. Ilnanmmer 3axkaenTs TIeHKOH 1 UHKYOU-
poBaTe B revenne 30 MuH mpu Temiepatype 37+1°C.

7.11. Ilo okomuamwMu UHKYOAIIUM CHSITH JIUII-
KYIO-TICHKY -1 - FIOMECTHTE ee B COCY/l ¢ Ne3nHpUIH-
byIoOIIIM pacTBopoM. C IOMOIIBI TPOMEIBOYHOTO
YCTPOUCTBA IIPOMBITH JIVHKM ILIAHNIETA 5 pas3 mpo-

MBIBOUHEIM PacTBOPOM (1. 7.4), depeys acupariuio
H HEMEJJIEHHOE 3aTI0JIHEeHHe JIYHOK KasKI0r0 CTPH-
ma. B kasgmyto JIYHKY BHOCHUTH He MeHee 400 My
KUIROCTH B IIPOLIECCE KaMKIOr0 LUKIA IPOMBIBKA.
Bpems mexny samommenmem u OTIOPOKHEHUEM JIy-
HOK JIOJIBKHO 6uITE He Menee 30 cex. Heo6x00umo
dobueamucs nosaHo20 ONOPOXNCHEHUA JIYHOK NOCe
Kau#0020 ux sanonmerus. Ilo oroEIAHITH ITPOMBIB-
KH OCTaTKU BIIATH M3 JIYHOK TIIATETLHO YIAJIUTE,
HOCTYyKHBAs [IepeBEPHYTELIM ILIAHIIETOM II0 (DUIBLT-
POBaJILHOH OyMare.

Brumanue! Ilpombiery npu nomowu asmo-
MAMNULECKO020 NPOMbLEAMENS PeKOMeHOYemCs npo-
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800UMb 6 pescume ¢ nepenosneruem («Overflown) c
5-10 YUKIIAMU NPOMBIEKU U 6HECEHUEM & JYHKU NO
600-700 MK npombLEoUHO20 pacmaopaq.

7.12. Bo Bce nynKm BHecTH 1o 100 MK pabo-
9€To pacTBopa TeTpaMeTwIO0eH3uaArHA (cM U. 7.7).
IlmanmeT moMecTuTs B 3ammmeRHOE OT CBETa Me-
CTO M BRIIEPHATH B Te9eHUe 25 MUH IIPU TeMIlepa-
Type oT 18 o 25°C.

Llna enecenus pabouezo pacmeopa mempame-
MunbeH3UOUHG UCTONb308AMD 8AHHOUKY OIS pea-
2EHMA U 00HOPA308bIe HAKOHEYHUKL, sxodawue 8
cocmas Habopa.

7.13. Brectu Bo BCe mynru mo 100 MEI cTOM-
peareHTa. o

8. PETUCTPALIUA PE3YNLTATOB

8.1. VsmMeputs BeMUMHY OIITHYeCKO TLIOTHO-
CTH PaCTBOPOE B JIyHKAX Ha CIEKTPOQOTOMETpe Bep-
TUKAIBHOI0 CKAHUPOBAHUA B IBYXBOJHOBOM PESKIME:
OCHOBHOM (prnbTp — 450 M, pedeperc-dbrbTp B 1U4-
nagone 620-655 am. Jomyckaercs H3MepeHue OIITHU-
1€CKOU TLIIOTHOCTY IIPH JUTWHE BOJIHBI 450 mm.

Bpems mesxny ocranoBroii pearuum U m3Me-
PEHHEM ONITUYECKOU IIIIOTHOCTH HE JIOJIFKHO IIPEBHI-
IIaTh 5 MUH.

9. YHET PE3YNILTATOB PEAKLUWU
9.1. Paccuwrats cpennme 3naveHmes omruye-
ckoit mmoTHocTH (OII) B nyHEAax ¢ orpumaTebHEIM
KOHTPOJIBHBEIM 00pa3Iiom (OIL, K7).
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Pesynsrarter ncemenopanmmi VUYUATBHIBAIOT TOJIh-
KO IIPX CODJIIONEHUH CIIeYIONTIX YCJIOBHIA:

— Cpenuee smadenwue Oll B myrkax ¢ orpuia-
TEJILHBIM KOHTPOJIBHBIM 00pasiioM He 6oJiee 0,20;

— SHauenue OIl B nyHKe ¢ MOMORUTETEHER
KOHTPOJILHEIM 00pasIioM He MeHee 1,0,

9.2. Jlna orenxn pPe3yJIbTaTOBR aHaJIu3a BbI-
THCJIUTH KPUTHYECKOe 3HAYCHHUE OITHYECKOMH TIIOT-

HocTH (Oll,,,, ) o dopmye:
oMy = On., K~ +0,2

9.3. PeaynbraT amammsa cumraior IIOJIOKU-
TEJIEHBIM, €C/IA 3HaYeHUe ONTUIECKOH ILIOTHOCTH
B JIYHKE C UCCTIeIYeMEIM 00pasIioM paBHO WU TIpe-

BBUHRCT OEH&EH AOEomﬁ. s OEEEHY roe OIT =

obp.
OIITHYEeCKad IIJIOTHOCTD HCCIeoyeMoro D@mum,w.ﬂm.

9.4. PesynwbraT amanmaa cumTaior oTpHIla-

Tparcnopruposaume HA0OPOB OJAKHO IIPO-
U3BOAUTHCA BCEMHU BUIAMHU KPBITOTO TPAHCIIOPTA C
COOJIIOIEHNEeM YCIIOBHI 1 TPeGORAHME, VCTAHOR TeH-

N A e LWl ol Ll w §

TYT TN Ty T

HBIX Ha TAHHOM BHJIe TPAHCIOPTA, [IPH TeMITepATY-
pe ot 2 go 8°C. Jlomycraercs TPaAHCIIOPTHUPOBAHUIE
Habopa Ipu TemmepaType mo 25°C me Gosee 10 CyT.

10.2. JTpobroe ncmomp3osamme Habopa MokeT

OBITH peaTM30BAHO B TeYeHUe BCEro CPOKa T'OIHO-

cti. B cayuae npobroro uemomp3osanmna Habopa:

— HeNCIIOJIL30BAHHBLIE CTPHUIILI MOIKHO XPAaHUTH B IIJIOT-
HO 3aKPBITOM MaKeTe Upu TeMmiepatype ot 2 mo 3°C B
Te€YeHMe BCero CPOKa roaHocTu H.HN@OHQNM

— TIOTORUTESTPHBIN ¥ OTPUIATEIEHBIH KOHTPOJILHEIE 06-

@m.mﬂ_mﬁ MOMXHO XpaHdTh B ‘ﬂﬁDHmO\nm:mnﬁuuHHHqu«l%< AKO--

HaxX npw reMuoeparype or 2 no 8°C B TedyeHHme Bcero

CPOKa roJHocTH Habopa;
——2B-KPaTHBHI — KOHIeHTPaT— PoChaTHO-COTEE010 oy-

TEJBHBIM, eCIIH 3HAYeHWe ONTHYECKON IIOTHOCTH
B JIYHKEe ¢ HCCIIeqyeMBIM o0pasiom mmsxe OIL.

KpPWUT.
Aomomv. “ Oﬁmﬂum:..v.

10. YCNOBUA XPAHEHUS U NMPUMEHEHUA HABOPA

10.1. Ha6op peareuros AneHoBUpyc-aHTUTEH —
DA — BECT nomxen XPAaHUTLCA B VIIAKOBKE
TPEANPUATHA-U3TOTOBUTENA [IPU TeMIIepaType OT
2 no 8°C B Teuenwme Bcero cpoka rogroctu (12 mec).
Homyckaercs xpamenne Habopa IpH TemIreparype
10 25°C me 6omee 10 cyr.

3aMopaskuBaHEe KOMIIOHEHTOR Habopa He 1o-
IIyCKAETCS.
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deproro pacreopa ¢ TBuHOM, PACTBOD I/ 00pa3IioB
K CTOM-PeareHT II0CIe BCKPHITHA (PIAKOHOB MOIKEHO
XPaHUTD B IJIOTHO 3aKPHITHIX (DJIAKOHAX TIPH TeMTIIe-
patype or 2 no 8°C B TeueHMe BCEro Cpoka rOTHOCTH
Habopa;

— KOHIEHTPAT KOHBIOTATA, KOHIEHTPAT TETPAMETHJI-
OEH3UIWHA, PACTBOD I/ PA3BETeHHI KOHBIOMATa I0-
CJIe BCKPHITUS (DIAKOHOB MOXKHO XPAHWTH B IITIOTHO
3aKPHITEIX (hIIAKOHAX IPH TeMmepaType ot 2 1o 8°C B
Te4eHMe BCero CPOKA IOTHOCTH HAbopa;

— pabounil pacTBOp KoHBIoraTa W pabodmit pacTBop Te-
TPaMeTHIOeH3HIHHA MOIKHO XPAHUTD OpH TeMIepa-
Type oT 18 1o 25°C He Gomnee 3 yacog;
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—IIPOMBIBOYHEIN PaCTBOP U pabodui pacTBop miId ob-
PASIOE MOKHO XPAHWUTE TIPH TeMItepaTtype ot 2 10 8°C
He OoJree 5 cyTOK.

10.3. ITpm nocrarosre MDA Hetb3s HCMOIB20-

BaTh KOMIIOHEHTE! U3 HabOPOB Pa3HEIX cepuit wiu
CMEIIUBATE UX IPU [IPUTOTOBJIEHUH PACTBODOB, KO-
Me HecHelnu(UIecKUX KOMIIOHEHTOR (DCB-Tx25,
crom-peareHT, CPDB), koropsre Baammosamemgemir
BO Bcex Habopax AO «Bekrop-Becm.

3anpewaemes ucnonvzosams peazeHmbl U3
Habopos dpyzux dupm-npouzsodumeneii,

Iio Bonpocam, KacalmoiuMcs KadecTea Habopa
«AnenoBupyc-aaruren — MDA — BECT»,
o o..Hmh%@Hb@ﬁm‘ﬁmﬂummﬁwgﬁw‘,\A‘wmxﬂo@um@@ﬂs
II0 azpecy:
630559, Hosocubupcras 0bJacTsn,
Horocubuperui parion,
. Kome1ioso, a/s 121,
Tes. (383) 363-13-46, ‘
E-mail: vbobtk@vector-best.ru
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OONONHUTENBHA4A _\_IGO_W_<_>_._S$
OnA NOTPEBUTENEU
Habop npenmasmauen mua IIpoheccona k-

TITNTYOY TTMTIIRrAATrATTYT -~
X

10T0 NPUMEHEHHA B KJIMHUYECKOH JIa00paTopHO
AAATHOCTUKE 00YIeHHEBIM II€PCOHAIIOM.

TpeboBanma GezomacroeTw ® MEeIUITUHCKIM
nadopaTtopusm mpusegens! 8 'OCT P 52905-2007.

Bcee pearenTsr mabopos, COAEPIKAIITHIE B CBOEM
COCTaBE MaTepPHaJbl IeJI0BEUECKOr0 ITPOMCXOMKIC-
HUS, THAKTHBUPOBAHEL.

Arturena xk BUY-1,2 u Bupycy renatuta C u
HBsAg orcyTerByIor.

He mpumenaTs HaGop pearenToR mo HazHage-
HHIO ITOCJIE OKOHYAHUS CPOKA TOTHOCT.

Ilpu muHaMHYeckoM Ha0MIONEHUN TaleH-
Ta N4 IIOJNYyYeHUA Pe3yabTATOB, AEKBATHO OT-

PAKAIMUX-MIMEHCHTe—KOHHCHTPatiiiy aHTHTeHA
aneHOBUPYyCa, HEOOXOIMMO HCIIOIb30BATE Ha0O0pHI
PeareHTOB OJHOI'0 HAMMEHOBAHUs (OJHOro IIpej-
NPUATAA-USTOTOBUTEIIS).

1. 'apanTuiiasie 0613aTenbeTRA

lIponsBogurens rapanTHpyer cooTBeTCTBHE
BERIITYCKA@MBIX U3[eIUi TPeOOBAHMAM HOPMATHUE-
HOW ¥ TEXHUYECKO JOKYMeHTAIIUH.

Besomacrocts u ravecTso wamenms rapaHTU-
PYIOTCS B Te€YEHUe BCEr'o CPOKA TOTHOCTH.

Ilpoussonurent orsevaer 3a HemocTaTku u3-
ANV, 3a HCKIIIYCHHEM NedEeKTOB, BOIHUKIITIX
BCJIICTBHE HAPYIIEHUA TPABUI [IOIL30BAHN, VC-
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~JIOBWM TPAHCIIOPTHPOBAHUA U XpaAHEHWS, TG0 JIeH-
CTBUA TPETHUX JIUILL, JTU00 HELPeOoT0IUMOIM CHITHL,

ITpomaBonuTens 06si3yeTes 3a CBOI cyeT 3amMe-
HUTEL H3esie, TeXHUuYeCKHe W PYHKIUOHAIBHEIe
XapaKTePUCTUKH (TTOTpebUTeIbCKIe CBOMCTBA) KO-
TOPOT'0 He COOTBETCTBYIOT HOPMATHUBHOM U TeXHHIYe-
CKOM TOKYMEHTAIINW, CCITH YEA3ZAHHEIE HeJI0CTaTKU
ABUJIACE CTIENICTBHEM CKPBITOTO dedeKTa MaTepua-
JIOB NI HEKAYeCTBEHHOT0 U3TOTOBIEHUS U3Ie/Is
IPOU3BOUTEIIEM.

2. Obecneuenne GesomacHocTu nmepconasa
Obpamnienne c MaTepHalaMi, KOHTAKTUP VIO MA
~ CHuccrenyeMBIMU 00pas3TiaMu

Marepuasnsr, -konraxTHpyOOmIEe ¢ HCCT enye-
MBIMK 00pa3LaMu, ciIeqyer Ne3UHQUIIHPOBATEL B
COOTBETCTBUM II. 4.7. HACTOAIIEH UHCTPYKIIUY H CO-
T TmacHo MY-287-113 «Mertommueckue YKa3aHUA II0
AE3UH(EKINH, NpelcTepUIn3aIliONHON OUHCTIe
U CTePUIUIAITUY HU3OeIUH MEIUITMHCKOr0 HA3HA-
YEHUD (YTB. JernapTaMeHToOM TOCCAHAIUTHAL30PA
Munsnpaea PO or 30.12.1998).

Hopanok yrunuzanmu nnu YHUYTOXKCHU ST
KOMIIOHEeHTOB Habopa
Ilpr  wucnonssosamum Habopa o6pasyoTcs
OTX0Ael kyaccoB A, B u I', xotopwie RJIAacCUU-
OHDPYIOTCA ¥ yHHYTOMRATCA (YTUIMBHPYIOTCA) B
coorBeTcTBUU ¢ CaulluH 2.1.7.2790-10 «Cannrap-
HO-3MHIEMHOTOTYeCKe TpeGoBaHua K oGpaiie-
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HIIO ¢ MEJMIUHCKEMU oTXomamm». Jleaundexrmo
HA0OPOB PEareHTOB cledyeT mpoBomuTe o MY
287-113 «MeTonuueckne yiazaHusg 1o ne3nH@er-
HIUW, OPeICTePUIN3ANMOHHON OIUCTKE U CTCPHIIH-
3alUU U3eJIUN MeIUIIMHCKOT0 HA3HAIeHUD,

3. O0ecnedeHne NOIyYeHHI IPABUITHHBIX
Pe3yIbTATOB aHAIU3A

HocTosepHocts U BocCHpomasoTIMOCTD
Pe3yJIbTATOB AHAJIHN3A 3ABMCAT OT BBLIIOJIHE-
HUA CIeAYIOIUX OCHOBHBIX IPABUJL:

— He nposoxure MDA B mpucyrersun napos
KHUCJIOT, INEJIOYeH, aJIbJeTUIOB WM IIBLIH, KOTO-
PEIe MOTYT MEHATE (PepPMEHTATUBHYVI) AKTHUBHOCTH.
KOHBIOTATOB;

— epMeHTaTHBHAA PEAKITHS UyYBCTRUTETHHA

— K _IIPHUCYTCTBHUIO-HUOHOB METAJIJIOB, IIO3TOMY HE I0- S

IIyCKaHTe KOHTAKTOB KAKUX-THO0 MEeTaIIIecKHX
HIPEAMETOB C KOHBIOIATOM H PAab0INM pacTBOPOM
T™B;

— wm3beraliTe 3arpsA3HeHNd KOMIIOHEHTOB HA-
Dopa MHKPOOPraHU3MAMU B XUMHYeCKUMU IpH-
MeCsAMH, I 9TOr0 UCIONb3yHTe B paboTe YUCTYIO
HOCYAY ¥ YMCTBIE OJHOPA3OBEIE HAKOHEUHWKH IS
Ka’KJI0ro peareHTa, KOHTPOJIA, 00pasna:;

— pabouue IIOBEPXHOCTH CTOJIOE, obopymora-
HUA cJexyeT obpabarniBaTh 70% aTHIIOBEIM CIIUp-
TOM (He IOIyCKAeTCH MCIIONb30BAHIE HHepeKucH
BOZIOPO/IA, XJIOPCONEPIKAINMX PACTBOPOB BO BPEMI
niposenerus UDA);
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— HHUKOI/IA He UCIIOTBb3yHATe OJJHY U TY 7Ke eM-
KOCTH 711 ROHBIOTaTa U paboduero pacteopa TMB;

— Tuepexn orbopom TMB us drakora meobxo-
AUMO HPOTHPATH KOHYC IIUIETKH (BHYTDEHHIN W
BHCITHIOI ITOBEPXHOCTH) 70% 3THIIOBBIM CIIIPTOM,
TaK KaK MaJleHlliee 3aTPsI3HeHNde MUIeTOK KOHBIO-
FaTOM MOJKeT IIPUBECTU K KOHTAMMWHAIIII BCETO CO-
nepsxumoro dnaxosos ¢ CBP u TMB;

— €CHIHM JOmyLieHa ommbKa IIPH BHECeHUH
AHATM3UPYEMBIX 00pPA3IIOB, Hesb3sd, OIOPOKHUB
9Ty JIYHKY, BHOCHUTE B Hee HOBBIN 00Opaserr; Taxas
JyHKa OpakyeTcs.

KavecTtBo npombrieru JIYHOK ILIaHIIeTa
UIPAET BAMKHYIO POJIEL N4 NOJIYyYeHHA Ipa-
BUJILHBIX PE3yIbTaTOB aHATIH3a: —

— Mna acnupamum aHaJM3UPYeMbIX 00pas-
HOB ¥ IOCITEeIYIONIeH IIPOMBIBKM PEeKOMEHIVeTCs

HMCIIOJIB30BATE ABTOMATHYECKOE HJIM PYYHOE IIpo-
MBIBOYHOE YCTPOMCTEO.

— He ponyckaiite BrichIxamusg JIYHOK ILIaH-
HIETA B IIepepRIBe MeK/ly 3aBepPUIEHIEM IPOMBIBKI
U BHECEHUEM PEeareHTOB.

— JobuBaiitecy ToIHOrO 3amosHeHES W OTI0-
DOXRHEHHS BCEX JIYHOK ILJIAHINETa B IIPOIiecce Ipo-
MbeIBKK. Henocratoynas acmuparms HUTKOCTA B
HIPOIECCce MPOMBIBKH MOMKET IIPHBECTH K ITOHIKEHIO
IYBCTBUTEJIbHOCTH M CIIEITU(DITIHOCTH AHATH3A.

— Cnenure 3a  cocrogmuem IIPOMBIBOYHOT'O
YCTpoHcTBa — peryssipHo (1 pas B Hegesro) oopadaTol-
BAUTE IILITAHTH I eMKOCTH 70% 9THUJIOBBIM CITUPTOM.
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— Huanpenorepantenus 3aCOPEeHUS UTJI ITPO-
MBIBOYHOT'0 YCTPOUCTBA B KOHIIE pabodero mHA o0d-
3aTEJIbHO BBILOJIHUTE IPOIEIYDY ONONIACKUBAHIIT

e VAN i

CHCTEMBI IIOAAYM KUIKOCTH JIHCTUJIUPOBAHHOM
BOJOMH.

4. [luaraHocrudeckas sHAYNMOCTE
IOJIYI€HHBIX Pe3yJIbTATOB
SHauuTe LHAA POIIb B Pa3BUTUM OCTPHIX JUA-
pell IpUHAIeKUT afeHoBupycam 40 u 41 CEpoTH-
oB. OHU OBLTH UIeHTUDUITUPORAHEI B 1975 TOaY C
HIOMOINBIO 3TIEKTPOHHON MUKPOCKOIIMH B 00pPA3Iax
hexanui MJIAZIEHIIEB U IETeH, CTPAJaIoNIHUX 0CTPOM

kumrevHo uHdernueir (OKW). Ua-3a tpormama k.

umn@ﬁ%hOﬁHmO-HnH\HEQdeOgu\ TPAKTY 3THU OBa ceporulia
Ha3BaHBL «KUITTEYHBEIM» aTeHoBUpycaMH. bo.ﬁm

——aJeHoBupYcHOIt nidexnmy B cTpykrype OKW co-
CTaBJIdeT OT 2 1o 38%.

OcHoBrol KiMAEIIecKoi Gopmoi OKU aJgeHo-
BUPYCHOM 3THOIOTUY SBIILETCS OCTPHIH I'aCTPOIHTE-
put. PBora, muxopanka u semmarmin CTyJI — Hauboee
HACTEIe€ KIMHUYECKUE ITPOABIICHNUS adeHOBUPYCHO-
ro racrpoautepura. Ilpu mopaskennu kumevHBIMY
alleHOBUPYCAMU  OPBELKEEUHBIX  JIHMMATHICCKIX
Y3JIOB BO3HHKAeT Me3aJeHUT, KOTOPHIH 110 cBoeil
KJIMHUIECKOH KAPTHHE HAIIOMUHAET OCTPYIO aG/Io-
MUHAJIBHY0 HATOJOIHI0 — IIEPUTOHUT UIIH OCTPBII
AllIeHTAIUT. 3HAYUTEIBHOE YBEIMUeHIe OPBIKe-
CYHBIX JIMM(OY3ITIOB MOKET IPUBECTH K KHIIETHOIN
HEeIIPOXOAUMOCTH.
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—MerouRnkoM MHGERIHT ARIAIOTCT GOTLHLLE ¢
OCTPOH MJIM JIATeHTHOM aJeHOBUPYCHOM UHMEKIIH-
CH, Jallle MOPaMkaloTCs IeTH B BO3pacTe oT 1 rojia 1o
7 ser. Undernna mepenaerca BO3IYIITHO-KAaIIelIh-
HBIM U (PeKaTbHO-0PaATHHBIM CIIOCOBOM. Perucrpu-
PYeTca BO BCe CE30HBI T'ojla ¢ TUKOM BBLISBICHHS
KaK MOHO-, TAK M B COCTABE MUKCT-HHQEKIWH B
OCeHHUU IepHon. AIEHOBUPYC BBLIETIETCS W3 op-
raHu3Ma 00JIBHOTO ¢ (DeKATUAMI BO BHEITHION cpe-
ay no 1,5 mecsiien.

Ilocie mepemecermsoit UHQMEKIWH  PopMH-
pyerca TumocnerupUYIecKnri TYMOPAJIBLHEIA UM-
MYHHUTET, CBA3AHHBIN C CHHTE30M ChIBOPOTOYHBIX
UMMYHOT 100y TuHOB Kaacca M, A u G u CEKpeTop-

HBIX JgA. IMMYHUTET He TN TeIBHBIN, COXpaHsTeT-

€ B TedeHUe 3—12 Mecarier mociie 3a00TeBAHN.

Jlaboparopras mumarmocTmra WHQEKIIUN oc-
HOBaHa Ha OIIpe/lesIeHUM BUPYCA, ero aHTUIEHOR,
BUpycocnenupuaeckoii JJHK » KoIIpoMaTepHae
OOJIBHEIX ¢ TIOMOIIBIO 3IT€KTPOHHOL MUKPOCKOIIUH,
UMMYHO(DEPMEHTHOTO aHAIu3a, IeITHON LoIuMe-
Pa3HOU peaxkIuu.

OtcyrerBre cnerudmueckoir IpOodUIaAKTUKH,
JIETKOCTE MH(PUIAPOBAHMUSA CO3MAIT IIPEIIOCHLI-
KM 7 pocTa 3abosieBaeMOCTH aIeHOBHDYCHOM
ungernuer. CoeBpemenuas THOJIOTHIECKASA
AUATHOCTUKA UHQEKIHH crocobeTByer ObICTPOMY
KYyIHPOBAaHUIO 3a00/IeBaHUsA, BEHIOOPY aleKBATHOM
Tepanud, ahPEeKTHBHOMY IpOBeIeHII0 IIPOPUITAK-
TUYECKUX MEePOIIPUATHIL.
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5. KpaTrkas cxema nposenenns MDA
IJ1g HAdopa peareHToB
«AneHoBupyc-anturen - UOA — BECT»
N&GS\Q.\Q@%QQQW@@ MoJtbKO nNOCJae mu,amestbHo20
O03HAKOMJIIEHUS ¢ UHCMPYKLUeti!

Brectu: mo 100 mxmx K+, K—;
10 100 MEJI aHaTU3UpYEeMEIX 06-
paaIos.

Buecru: o 100 mMrn paGogero pacrBopa
KOHBIOraTa.

Nuaxybuposarn: 30 mun, 37°C.

IIpoMEITE: IPOMBIBOYHEBIM PACTBOPOM,
‘ 400 mra (600—700 MK B pexu-

Me IIeperoJIHeHNA), 5 paa.

Baecrn: 1o 100 Mrn pabovero pacTBopa
TeTPaMETHIOCHIUITHA.

Wuxybuposars: 25 My, 18-25°C, B remuoOTE.
Buecru: o 100 Mk crom-pearenra.

Usmepurs: OII mpu 450 aM / pedepencras
AIHUHA BOIHBI 620—-655 HM.
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T HASHAYEHUE

1.1. Habop pearenTor «Hoposupyc-aaruren —
NDA — BECT» (gamee mo TeKCTy — Habop) mpen-
HA3SHAYCH I BLIABNICHWA &HTHIEHAa HOPOBHpPYCA
re"Horpymr I n IT meromom TBEPAO(ASHOTO UMMY-
HOQEPMEHTHOTO AHAIM3a B heranmuax GOTBHBIX
OCTPHIMU IaCTPOSHTEPUTAMHE U KOHTAKTHBIX JTHIL,

1.2. Habop paccunran ma nporenenue 96 ompe-
ACJEeHUN, BRIIIOYAS KOHTPOJIH, MM 12 He3zaBUCH-

MBIX IIOCTAHOBOK 110 8 aHAIM30B KAXKAs, BRIOUAS
KOHTPOJIH.

2. XAPAKTEPUCTUKA HABOPA
2.1. lIpuanun meTona

—Merorn_ompenenermsa —ocHoBam —Ha TBepHO-

dasaOM HMMYHODEpMerTHOM aHamuse. B nyarax
[JTAHIIeTa UMMOOUITH30BAHEI CIelU(pUIecKre am-
THTEIa K aHTUTeHAM Da3HBIX I'€HOTHIIOR BHpYycCA.
Bo Bpema meproii WHKY0auu npu nobaBiIeHUH B
JIYHKH ILIQHIIETa WCCIeyeMOTo o0pasia M Omo-
THHHIIMPOBAHHBIX MOHOKJIOHAJIBHBIX AHTHUTET K
HOPOBUPYCY I[IPOMCXOOUT CBS3LIBAHUIE aHTHUTEN,
HMMOOMIH30BAHHBIX HA BHYTpPeHHEH TTOBEpPXHOCTH
JYHOK, ¥ OHOTHHUIMPOBAHHBIX AHTHTEN ¢ AHTH-
TeHaMU Hoposupyca. [locie mpomemsku Bo Bpems
BTOPOU MHKYDOAIIUM BHOCHAT KOHBIOTAT CTPEenTaBH-
AUH-IIEPOKCUOA3HI, KOTOPBIA CBA3LIBACTCH € OUOTH-
HUJTMPOBAHHBIMHU MOHOKJIOHAJIBHBIMHY AHTHTEIAMEA
K HOPOBMPYCY, MMMOOUIN30BAHHEIME B XOIe rep-
BOU UHKYOAI[MH.
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Komminexe «aHTUTeH—O0HMOTHHWINPOBAHHOE AH-
TATEJIO—KOHBIOraT» BBIABJIAIOT IIBETHOU peaKIueil ¢
HCIIOJIBb30BaHMEM cyOcTpaTra ePOKCHUIA3BI—TIeNEK -
CH BOZOPO/ia ¥ XPOMOT€HA—TeTPaMeTHII0eH3UTIHA.
UurencurrOCTL OKpaIlBaHHUA IIPOHOPIIMOHAIHEHA
KOHIEHTPAINN aHTUT€HA HOPOBUPYCA B AHAJIH3MU-

PYEMBIX 00pasiax.

2.2. Cocras HaGopa
B cocrar madopa Bxomsar:

— IMaHurer pasbopubii (12 BOCBMMITYHOYHBIX CTPUIIOR)
¢ EMMOOMIIN30BAHHBIMY MOHOKJIOHATBHEIMH AHTHTe-
JIAMH K aHTUTeHY HOPOBUPYCA, TOTOBBI JIJIA MCIIONb-

T 30BaHUA — 1 mrT.;

— IHOJIOKHUTENbHBIN KOHTPOTBHEI obpasen (K1) — Gy-

depHBIE pacTBOp, COmEepIKATIMI PEKOMOUHAHTHEIH
——AHTAFeH-HOPOBUPYCa-deT0BeKa; TOTOBEIH I HCITOTIE:
3oBaHuA — 1 d., 1,5 mur;

— OTPHIATEsbHbIM KOHTPONBHEL o6pasern (K7) — Gydep-
HBTH pPacTBop, He COZlepKAIINY aHTHATEH HOPOBUPYCa Ie-
JIOBEKA, FOTOBBIU [T MCIOIB30BAHUA — 1 ., 2.5 Mt

— KoHbBorar Nel, koumesTpar (OMOTHHUIMPOBAHHELE
MOHOKTIOHAbHBIE aHTHTETa K HOposupycy) — 1 .,
1,5 mu;

— kombiorar No2, KOHIEHTpAT (CTpeNTABHINE, KOHDBIO-
THPOBAHHEIL C IePOKCUIA30M XpeHa) — 1 ¢ir., 1,5 Mt

— DPacrBop ans passegenus konwrorara No 1 (PPK Nol) —
1 d., 13 M

— DacTBOp And paspenenus koubiorara No 2 (PPK No2) —
1 door., 13 mum;



= 25-RpaTHbIH KOHIIEHTPAT ocdhaTHO-COIeBOT oy dep-
HEII PACTBOP ¢ TBHHOM (DCB-T%25) — 1 du., 28 Mt

— bacteop A obpasuos (PO), kormerTpaT — 1 ., 20 m;

— PACTBOD TCTPAMeTHIOCHIHANHA (DACTBOD TMB), roTo-
BBIA JJIST UCIOJIH30BAHUS — 1 ., 13 Mo

— CTOHO-peareHT, TOTGBBIN AJIsI MCIOMb30BAHUST — 1 .,
12 vt

Ha6op gomonuure msao KOMIJIEKTYETC:
— IICHKAME 1714 3aKIeNBaHUA IIIaHIIeTa — 2 IIT.;
— BAHHOYKAMU ]I peareHTa — 3 InT.;

— HAKOHEYHWKAaMH JIJId IUIIeTOK Ha 5—200 Mi1 — 24 1T,

3. AHAIUTUYECKUE U OUATHOCTUYECKUE
XAPAKTEPUCTUKU
— Coenndwieckas aKTHUBHOCTE—

HaGop nomsxen Boigpmars anTuren HOpPOBHUpyca
B Pearkunu uMMyHOdepMeHTHOr0 ananuza 8 COII+
(COITT HB-anTuren (per. No 05-2-472), aTrrecroBan-
HEIE OBTH AO «Bekrop-Bec) 1 momosure msmonm
-KOHTPOJILHOM 0bpa3stie (K1); u He BEIgBIIITE B OTpU-
HaTeJIbHOM KOHTPOIBHOM obpastie (K.

Tutp anTHTeHa HopoBupyca B COITt nomren
OBITE He Menee 1:128.

Cpenmee sHayenue onTHYECKOH TLIOTHOCTI OT-
PHIIATEJILHOIO KOHTPOJIBLHOTO 06pasia (OIl, K7) me
AMOJIKHO MpeBbIMAaTh 0,2; 3HAUeHUe ITOJI0RITE THHO-
0 KOHTPOJIBHOIO 0bpasma (OI1 K) nosskeo 651TE He
Huxe 1,0.

HuarnocTuyeckas 9yBCTRUTE IBHOCTE BEIABJIe-
HHIA HOpoBupycos I u Il resorpynme:: krummaeckize
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UCIBITAHUS, IIPOBEIeHHbIe HA 132 DoJIoKUTENh-
HBIX 00pastax dexanuii, norasamu 100% 4yBCTBH-
TeJBHOCTE (MHTepBast 98-100%).

Jmarsocradeckas  crenudMIHOCTD  BhISBIIE-
HUA HOpoBUPycoB I u I remorpymmen: kimmmaeckue
UCIIBITAHUA, IIPOBeNeHHble Ha 131 oTpuiarebHOM
obpaarie peranmii, moxasamm 100% CIeITNPUIHOCTE
(mETepBa 98-100%).

4. MEPbI NPEQOCTOPOXHOCTHU
4.1. IloTeHIIHaMLHLIN PHCK TpUMeHeHMTs HAGO-
pa—xraacc 2a (IIpukas M3 P® ot 06.06.2012 No 4m).
4.2. Bce rommoneHTE Habopa SBITIOTCS He-

- TokcuuHBIMU. Crol-peareHT 061afgaeT pasmpaska-

omuM gevicteueM. M3berars pasbpeiarusanus u
IIomaziaHuA Ha KOMKY M CIU3UCTHIe. B ciryuae mona-
AATEI-eFOH-PeareHTa Ha KoKy U CIIN3UCTEIE HEO6-
XOAUMO IIPOMBITH IOPAKEHHBIM VIACTOK 60JIbIIHM
KOJIMIE€CTBOM IIPOTOYHOM BOJEL. = e

4.3. Ilpu paGore ¢ uccaemyembrvMu obpasia-
MH CJIeIyeT CODJIINATE Mepbl [IPeJ0CTOPOMHOCTH,
IPHHATHIE TIPU PabOTe ¢ MOTEHIMATHHO HHPEKIIH-
OHHEIM MaTepranoM. OCHOBHEIe IpaBmia paboTh
u3noxeHe! B «MHCTpyKRIMK 110 Mepam mpoduak-
THKM PacCIpOCTPaHEeHUS UHQPEKIIMOHHEIX 3200JIe-
BaHUY TIPH PadoTe B KJIMHUKO-THATHOCTHUECKIIX
71ab0pATOPUAX  JTeUeOHO-ITPOPUIAKTIICCKIX V-
bemaeHu», yreepkaerHo Munzgpasom CCCP
17 ampapa 1991 r. m Merommyeckux YKa3aHUIX
MY-287-113 «MeTomuueckue YKA3aHUI 110 JTe3UH-
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bexrimm, TpencTepUIN3aIMoNEON OYHOTKE W ¢Te- 5. OBOPY[JOBAHWE U MATEPUANDI

PHIM3ALIUHN U3 e IuH MEIUIIVMHCKOI'O HA3HAYCHIIY. — ommmeﬁo%oaogmﬁov IIO3BOJIAIONIUN IIPOBOIUTE U3Me-
4.4. ITpu pabore ¢ HAGOPOM cIIeIyer HaneBaTh of- PEHHA ONTUYECKOH IIOTHOCTH PACTBOPOR B JIVHKAX
HOPAa30BLIe PE2UHOBLIE HMJIH IJIACTHROBBIE IIEPYaTKH CTPHUIIOB IIPU JJIWHE BOJHEL 450 HM W/uUnu B IBYX-
4.5. XumMmudeckasd mmocyna u obopymoBaHUe, Ko- BOJTHOBOM pEXWME IIPU OCHOBHOM JIJIMHE BOJIHEI
TOPEIE UCIIOJIB3YIOTCS B paboTe ¢ HabopoM, TOMKHE 450 HM ¥ AJWHE BOJHBI CPaBHEHHS B NUATA30HE
OBITH COOTBETCTBYIOIIIIM 00pa30oM IpoOMapKHpPOBa- 620-650 uM;
HBI ¥ XPAHUTHECA OTAEJILHO. — TepMOCTaT, HOAJAEPKUBAIINN TeMirepaTypy 37+1°C;
4.6. Sanpemaercsa mmpuem ITUTIIH, UCITOJIB30BA- — XOJIOMUIBHUK OBITOBOM;
HHe KOCMETHUYECKUX OHV@HHO,HW )% 1 W%@@EH\HQ B IIoMelie- — IIMIIETKH TIOJIYaBTOMATHUYECKUE OJTHOKAHAJIBLHEIE
HUAX, TpeJHA3HAYEHHBIX 19 padoTH ¢ HabopaMH. C IIepeMeHHBIM WJIH (PHKCHPOBAHHEIM 00BeMOM CO
4.7. HTHM hmw&ﬂ%mmﬁﬂmﬁ IIGCY OBl 1 MAaTEPHUAJIOB, CMEHHBIMH HAaKOHEUYHUKAMU, II03BOJIAIOIIUE OTOU-
KOHTaKTHPOBABIIUX C UCCJIEIYEMBIMA 1 KOHTPOJIb- paTh 00BeMEI ®uAKoCTH 0T 5 10 5000 MK (moTpernt-
HBIMH omwmmﬂmEF PEKOMEHOYeM HCI0JIb30BAThL _ HOCTBb He Oojee 5 %);
Mh@wNﬂ%&ﬂﬁﬁwﬁoﬁﬁ@\\nwmhnﬂw‘m‘u‘mm‘“ow‘mwﬂ‘w‘mmomgm‘ — IIHUIIETKH IIOJIyaBTOMATUYECKME MIOrOKAHAILHBIE CO
HETraTUBHOI'O BO3JleHCTBUA Ha kKadecTtBo MDA, me CMEHHBIMHI HaKOHEYHUKAMH, IT03BOJISAIONINE OTOUPATE
coepsralie aKTUBHBIN KHUCJIOPOJ U XJOp, HAIpPHU- 00beMBl :KUAKOCTEH 0T 5 10 350 MK (IOTpEIIHOCTE He
Mep, KOMOMHUPOBaHHEIE cpeficTBa Ha ocHoBe JAC, bosee 5 %);
OHHH\HHU.HOHWV TPETHUYHBIX aMIHOB. H\MOHHO.HH.QOWWWE@ Ie- — IIPOMBIBATEJHL AJIA IJIAHIIIETOB ABTOMATUYECKUH U
SUHQUIIHPYIONIIX CPEACTRB, COOEPIKANIUX aKTUBHBII PYIHOM; -
rrcnopon u xuop (HyOy, neoxitop, xmopamun), mpu- — TIepYaTKH Pe3WHOBRIE XUPYPTIIeCKUe;
BOZUT K CEPHE3HOMY HUCKAKEHHIO Pe3yIbTATOB. — Oymara GUIBTPOBAThHAS JTA60PATOPHAL;
4.8. YTUIM3auuio Uiv yHHYTOKEHNE, Je3UH- — (pITaKOHEI BMECTHMOCTBIO 15 MII;
cberuo HAGOPOB peareHToOB clIeayeT IMPOBOIUTE B — HPOOUPKH BMECTHMOCTBIO 1,5 MII;
coorserctBuu ¢ CanlluH 2.1.7.2790-10 «Canurap- — UHAJIUHAP MEPHBIA 2-T0 KJIACCA TOYHOCTH BMECTHMO-
HO-oIIUIEMUOJIOTUYECKHIE TPEODOBAHUA K obpare- cTeio 1000 Mo,
HU C MeJIUIIMHCKUMH oTxomaMm» u MY-287-113 — ®oJI0a BMecTuMocThio 1000 Mi;
«MeTonudeckue yrazauus mo Je3UHQEKITNH, IIpe]I- — BOJa JUCTHJLINPOBAHHAI,
CTEPUJIN3AITUOHHON OYMCTKE W CTEPUIH3AIIUN H3- —  Je3VHPUIMPYONTIA PpacTBOp.

e MEOUIIMHCKOTO HAZHAYECHIIS».
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6: >+_>._W_S,w‘_\_._u<m_<_‘_w_.m0m,_u>w.E_u_
6.1. O6pasue! peranuit veoBeKa

g BeiABIenns anTHrena HOpOBHUpYyca B (e-
KaInAX MNPEABAPUTENEHO HPHTCTGRATH SKCTPAKT
20%-Hoi1 cycriensunm geranii Ha paboueM pacTBope
AnA 00pasioes (cM. 1. 7.5.). Obpasne! dexanumii co-
OpaTh B crepuIbHLBIE QIAKOHEL (IIpobupkm) ¢ mpobh-
KOU BMecTUMOCTEIO 10 M. Meranun B KoIHMIecTRe
1r (%4 dnaxona) BCTPAXHYTE ¢ 5,0 Mur pabodero
PacTBopa a4 00paslioB X0 TOJYYEHUS TOMOIEH-
HOU B3BECH, IIEHTPU(DYTHPOBATE pu 3000 o6/Mun B
TedeHue 30 mur. Uccnemysor HAJ0CATOTHYIO K-
KOCTh. Jlna serasmenma AT HOPOBUpYCa MOMKHO HC-
TIOJIE30BATh KaK CBEKENPUTOTOBJIEHHEE 00paskbl,
TaK 1 XpaHUBIIIHeCS IIPpU TeMuepartype ot 2 1o 8°C &
TeueHMe 24 9acoB, TUb0 3aMOPOKEHHEIT IIPpX MUHYC
20°C B Teuenue me Gomee 3 MeCHIIeR.

Homyuernnsie srcrparThr JomycKaeTes —Xpa-
HUTH 00 aHaaIu3a He Gosee 24 u Opu TeMIlepaType
oT 2 no 8°C um 1o 3 mec IIpH TeMIepaType MUHYC
20°C u muzxe. [Ipu Heobx0mMIMOCTH MHOTOKPATHOTO
HCCIIeIOBAHUA, 3KCTPAKTHI CIeAyeT pasfeiuTh HAa
HECKOTBKO IIOPUUH, YTOORI M3GemaTh ITOBTOPHOTO
3aMOpaKUBaHMS.

7. MPOBEOEHUE AHANU3A
MNMOArOTOBKA PEATEHTOB
7.1. Ilepen paboroit uzrmeun Habop M3 x050-
HHUJIBHUKA, BCKPBITH YIIAKOBKY U BBIIEDPIKATH BCE
KOMIIOHEHTBI IIPH TeMmepatype oT 18 mo 25°C He
MeHee 60 MuH.
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7.2. IllogroroBka nnanmera

Hemocpencreenso  mepen  memosbzopanmen
BCKPBITH MaKeT ¢ IIAHIIEeTOM BEIIIe 3avia. (crTa-
BHATH Ha paMKe HeoOXOAUMOe /IS MPOBEIeHMs aHAa-
JIH3a KOJIMYECTBO CTPUIIOB; OCTATIBHBIE CTPUITE CHATE
C PaMKH U HEeMEeJJIEHHO IOMECTUTH BHOBB B TIAKET,
YAAJATE U3 HETO BO3/IYX ¥ IJIOTHO 3aKPHITh 3AMOK.

Heucnonszoeannsie cmpunvi nocre nepeoeo
BCKPbLMUA NAKeMQ MON*CHO XPAHUMb NPU memne-
pamype om 2 0o 8°C ¢ meuenue gcezo cpora 200-
Hocmu Habopa.

7.3. IlonoxurenpHbIH U OTPHUNATETHHEBIHA KOH-
TpombHEre obpasusl (K+ u K-) namer B paGouem
PA3BEIEHUH U He TPEOYIOT MONOJIHUTEILHOTO Pas-
BeJIeHUA.

7.4. [lpurorornenne npoMbIROYHOrO

~_ _ paecrBOpa

Comepsxumoe drarona ¢ kormerTparom ®CB-T
J100aBUTE K 672 MiI AUCTUTUIUPOBAHHON BOJEL, TIA-
TEJILHO TIepeMelIaTh.

B cimyuae npobmoro wemonsiopamms Habdopa
oToOpaTh 13 (IAKOHA HEOOXOMIMOE KOJIHIECTRO
kornenTpara OCB-T u passecru mucrmmposan-
HOU BOJOH B COOTHOIIeHHH 1:25 (1 gacTe KOHIEH-
TpaTa Ha 25 JacTeld TUCTHILINPOBAHHON BOJTHI).

IIpu BEINAmeHuM ocamka comeii B KOHIIeHTpAa-
Te HeoOXO0TUMO IPOTrpeTh ero pu TEMIIEpPaType OT
30 no 40°C no moaHoro PaCTBOPEHUS 0CAIKA.
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TIpuzomossieniioili npoMbLeourbL pacmeop
MOMNHCHO Xparumds npu memnepamype om 2 oo 8°C
He bosnee 5 cymok.

7.5. llpurorosnenue paGogero pacrBOpa
JJ19 00pa3Ior

Conmepsxmmoe draxona c KOHIIEHTPATOM pPacT-
BOpa I 00pasmoB H06aRUTE k 480 MJI THCTHILIN-
POBAaHHOU BOJBI, THIATEIBHO IIEPEMEIIATD.

B caygae mpo6roOro wucmonnzopamms Habopa
oTo0paTh m3 drakoHa Heo0X0IUMOoe KOJIITIECTBO
KOHIEHTpAaTa pacTBopa Aj1d oOpasiioB U pasBecTH
AUCTHUIIJIMPOBAHHOU BOMOW B COOTHOIICHWU 1:24
(1 gacty KoHIEHTpaTa Ha 24 yacTu JTUCTUILIIUPO-
- BaHHON BOALD).

[Ipu Bemmamennu ocamka cosreil B KOHIIEHTPA-
Te HeoOX0MMO MIPOrpeTh ero mpu TEMIIEpAType OT
30 1o 40°C mo moHOrO PaCcTBOpEHHUA 0CAIKA.

Ilpuzomoenernbiti pabovuii pacmeop 0Ons
paszsedeHus 06pasu08 MoxcHo XPAHUMbd RPU mem-
nepamype om 2 do 8°C ne 6osee 5 cym.

7.6. llpuroroenenue paGouero pacTteopa
KOHBIOTaTa No 1
B coorsercTemu ¢ wucmom HCIIOJTb3YEeMBIX
CTPHUIIOE (CM. TabIUIly) B YHCTHIH QIAKOH MM B
IIACTHKOBYI0 BAHHOYKY HIJISI PeareHTOB, BXOMI-
Y0 B COCTAB HAOOPA, UCIIOIb3Y S YHCTHIe HAKOHEY-
HUKW, BHCCTH HEOOXOIHMOe KOJIMYecTBO PACTBOpA
AJIL Pa3BeIeHNA KOHBIraTa Ne 1 W COOTBETCTBY-
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Imee KOJIM4YeCcTBO KOHIIEHTpPATa KOHBIOTraTa No Hu
TIHATeJbHO IIepeMeIaTh.

Pabouuii pacmeop rowsioeama Ne 1 moxcro
xparume npu memnepamype om 18 do 25°C 6 me-

HeHue hociie npucomosieHuUA.

7.7. Ilpurorosnenue pa6ouero pacreopa
KoHBIOrara No 2
B cootBercrBum ¢ umMCIOM HCIONB3yeMBIX CTPU-
1108 (CM. TAOJMILY) B YHCTHIH (PIIAKOH MK B ILIACTI-
KOBYI0 BAHHOYKY JJId PeareHTOB, BXOAAIIYIO B COCTAR
Ha0opa, WCHONEIYS YMCTHIC HAKOHEUHUKH, BHECTH
HeO0XOITIMOe KOJIMYECTEO PACTBOPA JJIA PASBEIeHMs

“KoH'bloraTa No 2 I COOTBETCTBYIOIIEe KOTUICCTRO KOH:

IeHTPaTa KoHbioraTta No 2, TiarepHo IepeMeraTh.

Pabouwuii pacmeop rowswezama Ne 2 mocro
Xparumy npu. memnepamype om 18 do 25°C 6 me-
ueHue 6 1w nocsie npusomoeeHus.

~ 7.8. llonroroBka pacreopa
TeTPAMETWIOCHIUIUHA

Pacmeop TME 20moe K ucnonin30equuio.
B cOOTBETCTRIM ¢ IMCIIOM HCITOTB3yeMbIX CTPHULIOR
(cM. TabmmIy pacxoma KOMIIOHEHTOB), 0TOGDATL B
YHCTBIA (PIAKOH MM B IUIACTHKOBYI BAHHOYKY
JJIA peareHTa HeoOX0AuMoe KOJIHYECTBO PaCTBOPA
TMB.

Ocratku pactBopa TeTpaMeTHIOeHIUIHHA U3
(birakoHa WM BAHHOYKU YTIUIM3HPOBATEH (He CJili-
eamb 60 hnaxon ¢ ucxoonvim pacmeopom TME).
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TaGnuma pacxona KoMIToOHEHTOR Ha0opa peareHTos

B ocranpubie nyaru BHecTH M0 100 MET 101~
FOTOBJIEHHBIX HCCIIENYEMBIX 00Pas3IIoB.

Bpems snecenus 06paziyoe 1e 0oncHo npeavl-
wamp 10 Mur npu UCNOJIL30BAHULL 6CEX CINPUROE
naarulema.

7.10. Bo Bce nyHku mwiaHIeTa BHecTH o 100 MioT
pabouero pacreopa komsiorata No 1 (cm 1w, 7.6).

Ana enecerus pabouezo pacmeopa xoHwio2a-
ma Nel ucnons308ame 6aHHOUKY 0Jis peazeHmos
U 00HOPA308ble HAKOHEUHUKU, BX00AULUE 6 COCIMAE
Habopa.

7.11. Ilnanmer 3akiIenTh TTEHKON 1 HHKYOH-
POBATE B TedeHme 60 MuH npu Temueparype 37+1°C.
712, Tlo orRoOHUaHMY MHKYOAIIHMH CHATH JIMII-
KYI0 IUICHKY U IIOMECTHUTD €€ B COCY/[ C He3nH(pUIIN-
pymomuM pacTtBopoM. C mOMOIBLI0 OPOMBIBOYHOTO
YCTPOKCTBA IIPOMBITE JIYHKH IUIAHIIETa 5 pas mpo-

- Pabouuin Pabouunin -
S| pacteop pacTeop "IpokEIpO a1
.W KOHBiOTaTa N2 | KoHbloraTa Ne? s Ut
3) =
2 - NI =
: - - o b . o =
98|22 |5 |SB_ |y | B%[4E |-,
@leorg| Zc | sEfc| Zc | § ~Xfg| =S¢
L2183 | w3 |58 &= 8 TS| Gds
c Q= Q 4 = < Q
S| &% o D 3 Q & |0F | g°
s[32 | % |gg | o &0
1 0,1 1,0 0.1 1.0 1,0 2,0 | no50
2 0,2 2.0 0.2 2,0 2,0 4,0 |po 100
3 0,3 3.0 0,3 3.0 3,0 6,0 |no150
4- 0,4- 4,0 0,4 4.0 4,0 | 8,0 |po0200
5 05 50 0,5 50 5,0 10,0 | oo 250
6 0,6 8,0 0,6 6,0 6,0 12,0 | po 300
7 0,7 7.0 0,7 7,0 7,0 14,0 | go 350
8 0.8 8,0 0,8 8,0 8,0 16,0 | go 400
9 0.9 9,0 0,9 9,0 9,0 18,0 | oo 450
10 1,0 10,0 1,0 10,0 [ 10,0 | 20,0 | o500
11 1,1 11,0 1.1 11,0 | 11,0 | 22,0 | no 550
12 1,2 12,0 1,2 12,0 | 12,0 | 24,0 | no 600

NMPOBEOEHUE UDA
7.9. B nynkwu crpuna, Hanpumep A-1, B-1 Bue-
¢t o 100 MKA oTpuratennHOro KOHTPOJIBHOTO
obpasna (K7). B ixyaky C-1 srectdn 100 MET TI0JIO-
PKHTEIBHOTO KOHTPOIbHOTo 06pasua (K1).
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MBIBOYHEIM pPacTBopoM (1. 7.4), uepemys acmupa-
10 U HeMeIJIeHHOe 3all0JHeHUe JIYHOK KaskIIoro
crpuma. B kammyio nysrky BHecTH He Menee 400 ME
KHUIKOCTH B IPOLECCE KAXKIOr0 IIMKIIA ITPOMEIBKH.
Bpemsa mesy 3amomHeHIEM U OLOpOKHEEHEEM JIy-
HOK [TOJIKHO OBITH He MeHee 30 cex. Heobxoo0umo
Jdo0UEaMbCA NOSHO20 ONOPONCHEHUS JIYHOK NOCTE
Kaocdo2o ux sanosnerus. [1o OKOHIAHIHE TPOMBIB-
KU OCTATKH BJIATUW M3 JIYHOK TIIATEIBHO V/AJIUTD,
LIOCTYKHMBAA MePEBePHYTHIM ILIAHIIETOM 110 (QHITH-
TPOBAJIBLHOM OymMare.

Buumanwue! IIpomviery npu nomowu aemo-
MAMUYECKO20 NPOMBLEAMELA, PEKOMEHOYeMCs RPO-
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600TTNG 6 PeHCUME C NePenoSIHeHILeM («Overflow») c
9-10 UUKIIAMU NPOMBLBKL U 8HECCHUEM & JYHKU NO
600—-700 MK RPOMBLEOUHO20 pacmeopa.

7.13. Bo Bce myHku riaHmera sHecTd 110 100 M
pabouero pacreopa korbioraTa No 2 (em 1. 7.7).

Hna enecenus pabouezo pacmeopa KoH»vl02a-
ma Ne2 ucnonszoeame 8QHHOUKY ON1 pPeazeHmos
U 00HOPA308ble HAKOHEUHUKIL 8X00AULUE & COCINAS
Habopa.

7.14. Ilnanuier 3axkIenTs IJIeHKON U UHKYOU-
POBATE B TedenHne 30 MUH ITpu Temmepartype 37+1°C.
7.15. I1o oroHvanmu UHEYOAIINU COep RrMoe

JIYHOK COOPAaTh B COCYI C NE3UHPUIIHPYIONIAM PAC-

TBOPOM, JIYHKH IIPOMBITEH 5 pas, Tak Kak OMUCAHO B
. 712,

7.16. Bo Bce synrm BHecTH 1o 100 M pacTBo-
pa TerpamerunbeHsununa (cm 1. 7.8). [Tnanmmer mo-
MECTHTE B 3alIUIIIEHHOE OT CBETA MECTO M BBIIEPKATD
B TedeHHe 25 MWH TP TeMIepartype or 18 1o 25°C.

-~ Mlna enecenua pacmeopa mempamemunoeH-
3UOUHA UCNONL308AMb 8AHHOYKY O/l peaseHma u
00HOPA306bLE HAKOHEYHUKL, 8x00Awue 6 cocmas
Habopa.

7.17. Brectu Bo Bce myHEY 1m0 100 MKJI CTOL-
peareHTa.

8. PETUCTPALUA PE3YNLTATOB
8.1. M3aMepurs BeMMYUHY ONTHYECKOH IUIOTHO-
CTH PACTBOPOB B JIYHKAX Ha CIIEKTPOOTOMETpE Bep-
THUKAJIBHOTO CKAHIUPOBAHUA B IByXBOJTHOBOM PEIKIIME:
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OCHOBHOU hubTp — 450 HM, pedpeperc-dpuinTp B mua-
na3one 620-6565 mm. Jomyckaerca usmepenve orru-
YECKOH IIJIOTHOCTU TIPH JJIMHE BOJTHBL 450 HM.

mﬁmgm MeXAY OCTAHOBKOY PEarIiy U h3Me-

PEHMEM OLITHYECKOU IIJIOTHOCTH HE TOJIFKHO IIPEBEI-
ITATL D MUH.

9. YHET PE3YNbLTATOB PEAKUUU
9.1. Paccunrars sHAYeHUS OITMYecKoil IDIOTHO-
cr (OII) B myHKax ¢ oTpHIIATENLHBIM KOHTPOJIbHBIM
obpastiom (OIl., K7) u smauenme Ol B nyuke ¢ momo-
KUTETbHBIM KOHTPOIBHEIM obpaztiom (OIT K).
PesyneTaTh! Mccne10BaHMN VIUTEIBAIOT TOJD-

~ KO IIpU COOIIONEHNN CIEeNYIONIUX YCIOBAM:

—cpegHee sHavenne Ol B orynrax ¢ orpuma:-
TeJIbHBIM KOHTPOJIBHBIM 00pa3tiom He Goiree 0,20;

— sHaveHHe OIl B nyHKe ¢ TOTOXUTETHHEBIM
KOHTPOJIbHEIM 00pa3nomue MeHee 1,0,

9.2. JInd omeHKHW pe3yNbTATOB aHAIHM3a BHI-
YHCJIUTD KPUTUYECKOe 3HAYEHUE O TIHYCCKOM [IJI0T-
HocTH (Ollgyy,) o dopmyme:

OMypur. = ON¢p K+ 0,2

9.3. PesymbrarT aHammsa cYUMTAIOT MOJIOMKH-
TEJIBHBIM, eC/IN 3HAYeHUE OINTHYEeCKOH ILIOTHOCTH
B JIYHKe C HCCJIeJ[yeMbIM 00pasioM paBHO WM IIpe-
Bormaer Ol ., (Ol > OIT,,.).

9.4. Pesynmerar aHammsa cumTtaiorT orpuua-
TeJIBHBIM, eCJIM 3HAYeHUE ONTHYECKOH ILJIOTHOCTH
B JIYHKE C HCCIIEAYEMBIM 00pa3LOM HUMKE Ol ppr.

Aomomw. < OEE@S&Y
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— 10 YCROBWA XPAHEHUS U MTPUMEHEHUS HAGOPA

10.1. Tpancnopruposaume Hadopa JOJISKHO
IPOBOAUTHC TIPH TemuepaType oT 2 1o 8°C. Jomy-

CKae Hom TPAHCIIOPTUPROBAHNE iipy TeMIiEpaType 4o

25°C me bousree 10 cyT. BaMopamUBaHTe KOMIOHEH-
TOB Habopa He HoIycKaeTcs.

10.2. XpaHenwve Habopa B yIIaKOBKe Ipearpu-
ATHA-U3TOTOBUTEJIS JTOJAKHO IIPOU3BOAUTELCA IIPU
Temieparype ot 2 no 8°C. SamMopaskrBaHMe KOMIIO-
HEHTOB Habopa He JoIycKaeTcs.

10.3. Cpok rogsocTr HaGopa pearenTos — 12 Me-
CALEB €O THS BEIIYCKA.

10.4. Jipobroe ucmonn3oBanme Habopa MokeT
OBITEH PeaTM30BAHO B TEUEHUE BCETO CPOKa T'OJTHOCTH.
B cnyuae npo6uore ucnonbzopanmsa Habopa:

— HEHCHOJIBb30BAHHBIE CTPHUIIBI MOKHO XPAaHUTH B ITJIOT-
HO 33aKpBITOM IIaKeTe MpHU TeMilepatype oT 2 mo 8°C B
TEUYEHUE BCET0 CPOKA TOTHOCTH,

— IIOJIONRUTEeSIbHEIM U OTPULATETHBIA KOHTPOJILHELE 06-
PA3IEI MOXKHO XPAHUTE B ILTOTHO 3aKPBITEIX (DIIAKO-
HaX mpu TeMmieparype ot 2 1o 8°C B TeueHHe Bcero
CPOKA TOOHOCTH;

— 25-KpaTHBIA KOHLEHTPaT dhocdhaTHO-COMEBOro oydep-
HOro pacrBopa ¢ TBHHOM, KOHIIEHTPAT pacTBOPA IJIS
00pa3LoB U CTOMI-peareHT mocsie BCKPBLITHS (BJIAKOHOB
MOHO XPaHUTL B ILJIOTHO 3aKPHITHIX (QIAKOHAX IIPH
Temiepatype ot 2 no 8°C B Teuenume Bcero cpoka Toj-
HOCTH;

— KOHHEHTpaT KoHblorara Ne 1, KOHUEHTpAT KOHBOTA-
Ta No 2; pacTBOp TerpamernnGenaummHa, PACTEOD IJId
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pasBeienus KoHbioraTa No 1 ¥ pacTBop [Is pazBegeHust
KoHBIOraTa No 2 rmocjie BCKpEITHS IaKOHOB MOKHO Xpa-

HUTH B IUIOTHO 3aKPBITHIX (DIAKOHAX IIPH TEMIIEPATYPE
oT 2 1o 8°C R TeUeHIe RCETO ¢HOEa TOTHOCTH

SR AL BLLLLU LR 1UAnUULYL,

— paboumii pacTBop KoHboraTa No 1 1 pabouwmit pacTBOp

KOHBIOTaT No 2 MOKHO XpaHUTEH IIPH TEMIIEPATYPE OT
18 no 25°C ne Gosee 6 yacog;

— TPCMBEIBOYHEIA pacTBop u paGodmil pacTBop O 06-

PAa3I0B MOXKHO XPaHHUTE IIpU TeMItepartype ot 2 1o 8°C
He Oosee 5 cyToK.

10.5. IIpm mocranoske UMA menbss Hemoms-
30BaTh KOMIIOHEHTHI M3 HaOOpPOB pPA3HEIX cepuil
WA CMEIIMBATE WX IIPU HIPHUTOTOBIEHUU PAacT-
BOPOB, KpOMe HeCcIeIM(PUIecKUX KOMIIOHEHTOR
(@CB-Tx25, crom-pearesT), KOTOpbIe B3auMo3aMe-
HseMEl BO Beex Habopax AQ «Bexrop-Bect.

11. TAPAHTUNHBIE OBA3ATENLCTBA

11.1. Ilpomssomurerns rapaHTUPYeT COOTBET-
CTBHE BBIIIYCKAEMBIX HM3HeJIMH TpeOOBaHUAM HOD-
MaTUBHOU U TEXHUYECKON JOKYMEHTAIIHN.

BesorracHoCTs U kavecTBO M3enus rapaHTy-
PYIOTCA B T€YE€HUE BCETO CPOKA TOTHOCTI.

11.2. IIpousronuTens oTBeYaeT 34 HEMOCTATKA
U3 eNusd, 33 UCKJIYCHUEM TedDEKTOR, BOZHUKITIX
BCJIE[CTBYE HAPYIEHNUA [IPABUI TOJb30BAHUSA, YC-
JIOBUH TPAHCHOPTHPOBAHUSA U XPAHEHUS, JIUOO0 JIeii-
CTBUA TPETHUX JINI, JTTO0 HEIPEOI0IMMOI CUJIbL.

11.3. IlpousBourens 06a3yeTcst 3a cBO cUeT
3aMeHUTh U3JeJiie, TeXHNUeCKUe U PYHRITMOHAh-
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HEBIE XdPARTEPUCTHRH (I0TPEOUTEIbCKNE CBOMCTRA)
KOTOPOTO HE COOTBETCTBYIOT HOPMATUBHOH U TEX-
HUYIECKON JOKYMEHTAITUH, €C/IM YKA3AHHBIE Hezlo-
CTaTKH SIBHJMCH CJIENCTBHEM CKPBITOIO IHedeKTa
MaTepuajlOB WU HeKadeCTBEHHOI'0 HM3TOTORJIEHIS

U30eJIUA ITPOU3ROIITUTETIEM.

ITo Bonpocam, kacawmumes kagectsa Habopa
«Hoposupyc-aunturen - UOA — BECT»,
crenyer oopamarses B AQ «BekTop- mmo@
110 mhwmo%
630559, Hosocubupckas 00J1acTs,
Eowoomaﬁoozms parioH,
u. Konenoso, a/a 121,
Ten.(383) 363 ‘Hu#\»m\‘ =
E-mail: <_oo_onw®<m39q best.ru

AOMNOJIHUTENbHASA MHPOPMALIUA
0N NOTPEBUTENEN.

Habop nmpemmasmaven mus mpodeccrmonas-
HOTO TPUMEHEHMWs B KJIMHUYIECKOH J1a00paTopHOi
JAUATHOCTHKE OOYYEeHHEBIM II€PCOHAJIOM.

TpeGosanusa 6GezomacHocTu MEIHUIIUHCKIAM
maboparopuam npusegenst 8 TOCT P 52905-2007.

Bce pearenTsr HaGopos, comep:kalide B CBoeM
cocraBe MaTepuaJibl YeJIOBEYECKOI'0 IIPOMCXOMKITE-
HUs, THAKTUBUPOBAHEL.

Anrturena k BUY-1,2 u BHpycy renartura C u
HBsAg orcyTersyior.
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He mpumvensTs mabop peareHToR mo wazHave-
HMIO II0CJI€ OKOHYAHUS CPOKA FOTHOCTH.

TpancmoprupoBaHre MOMKHO DIPOBOTHUTHCS

BCEMU BUJIAMU, KPHITOTO TPAHCIOPTA B COOTBET-

CTBUH C IIPABUJIAMHU IIEPEBO30K, JEHCTBYIOMIMMH HA
TPaHCIIOPTe JAHHOTO BUAA.

Jnsa monydenusa pesynbTaToB, amexBaTHO OT-
paKaIMUX U3MeHeHWe KOHIEHTPALMY aHTUTeHA
HOPOBHUpPYCa, HEOOXOIMMO HCII0NB30BATH HAOOPEI
peareHTOB OJHOTO HAUMEHOBAaHWs (0J[HOr0 IIpej-
IPUATUA-U3TOTOBUTEIIS).

1. OGecrreuenne GezonacHOCTH epcoHana
- - O6pamenue ¢ MaTeprasIaMy, - < -
KOHTAKTUPYIOIINMHU C UCCIIeTyeMBIMU

o0pazmamu

Marepuasirl, KOHTAKTHPYIONINE ¢ HCCIeaye-

MBIMH 00pasIaMu, CIeyeT JIeanHQUINPOBaATE CO-
riracHo MV-287-113 «MeTtommyueckue YyKA3aHUS 110
Ie3nHMEKINN, TIpeCcTepUIN3aAIIMONHON O9HCTKE
M CTePUIHU3ALUNN UIAEINHA MeIUIIMHCKOTO HA3HAa-
YeHUs» (YTB. JeIapTaMeHTOM roCCAHAIIMTHAA30PA
Munsnpasa PO or 30.12.1998).

[Topanmox yrunusanmm umy yHIYTORKEHUS
KOMIIOHEHTOB Habopa
[Tpu rcnonp30BaHuE HAG0pa 00PA3YIOTCS OTXO-
aer knaccos A, B u I, kotopsie knaccudgnnmupyoTest
U YHUYTOMXRAKTCA (YTUIIH3UPYIOTCH) B COOTBETCTBUI
¢ CamlluHom 2.1.7.2790-10 «Camurapno-smume-
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I

T MHOJIOTUYECKHWe TPEOORAHUS K ObpalmeHunn ¢ Me-

AUITHCKUME oTxonaMm». JlesnmHpeximo Ha00pOB
beareHToB crenyer mOpoBoguTh mo MY 287-113
«Meronmaecxue YRA38HUA [0 Je3UHMEKINAY, [Ipe-
CTEPHIN3AIIOHHON OUMCTKEe U CTePHTHIALAL 13-
TeJTMA MeAUITHHCKOTO Ha3HaIe U,

2. OGecneuenue nonyuenus NPaBUJILHBIX
Pe3yIbTaTOB aHaIu3a
Hocrosepnocts u BOCHPOH3BOIUMOCTD
PEe3yJIbTATOB aHAIH3a 3aBHUCAT OT BBINOJIHE-
HHUA CIIeAYIOIIUX OCHOBHBIX ITPABUN;
— u30eraiiTe 3arpa3HEHUS KOMIIOHEHTOR HA-
bopa MHKpOOpraHU3MaMH W XUMUYECKUMU [PH-

MECAMM, IJ151-3TOFO-UEHOTB3YIHTe B-paboTe IHCTyIo

HIOCYNy M YHCThIe OMHOPAa30BBle HAKOHEYHUKH I
RAAJ0T0 peareHTa, KOHTPOJIS, 00pa3Iia;

— HHEOI'/Ia He H\HOHHO.HHWQ%HNH@ OIHY H TV XKe eM-

KOCTh 11 KoHbIoraTa u pactsopa TMB;

~— mepen orbopom pacreopa TMB uz drakona
HeOOXOMMMO IpOTepeTh KOHYC THMIeTKH (BHyTpeH-
HIOIO M BHENIHIOW TIOBEePXHOCTH) cHAYAIA IHC-
THJLJINPOBAHHOM BOOOH, a 3areM 70% 3THIIOBEIM
CIIEPTOM, TaK Kak MaJlleHlliee 3arpasHeHHe IIHie-
TOK KOHBIOTATOM MOMKET HPUBECTH K KOHTAMUEHA-
IIMY BCET'0 COAEPKUMOro (pIaKoHA;

— €CIH JOoIylleHa OITHMOKa IIPH BHECeHUH
AHATM3UPYEMBIX 00pA3OB, HEJb3d, OHOPOKHIEB
9Ty JIYHKY, BHOCUTB B Hee HOBBINM 0Opaserr; Takas
JYHKa OpakyeTcs.
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KauecTro npombiBkM 1IyHOK ILraHnrera
HUrpaeT BaXKHYIO POJb I NOJIyYeHHUs IIpa-
BUJIBHBIX Pe3yJIbTATOB aHAJIN3A:

— Jlna acnmpanuy aHATUSHpyeMbIX 06pas-
LOB ¥ IIOCIEAYIONIed IPOMBIBKH PEKOMEHIIYeTCS
UCTIOIb30BATh aBTOMATHYECKOE WJIM DPYJIHOE IIPO-
MBIBOYHOE YCTPOMCTBO.

— [Hobusaitrecs mosHoro 3amonmenmsa u ormo-
POKHEHMA BCEX JIYHOK IJIaHIIeTa B Ipoliecce IIpPO-
MBIBKM. Hemocrarounas acmmpanms skumxocts B
IIpoIfecce MPOMBIBKI MOXKET IIPUBECTH K ITOHIKCHIIO
UYBCTBUTEILHOCTH U CIIEIMGMUIHOCTH aHaIu3a.

— Jlnd npenoreparmenusa sacopenus ur po-
MBIBOYHOI'0 YCTPOUCTBA B KOHITE pabodero mHg 00g-

3aTEeJIbHO BBIIOJIHUTE IIPOLIEYPY OIOJIACKUBAHUISA
CHCTEMBI IIOJAYN KHUIAKOCTH IJUCTUJLIMPOBAHHON
BOJOM

3. Onenra pesynbprara amagusa
1m0 K03 dunueHTy mo3auTUBHOCTH

PesyapraTel anammsa MOKHO OIEHUTE IO KO-
adpdurmenty mosmrusnoctu (KII), paccumrssas
oTHoweHne OII B nyHKe ¢ 06pasmom mammenTa or-
HOCcUTeNBHO Ol py, .

Hnsa pacuera KoadHIIHEHTA TO3UTHRHOCTH
00pa3IIOB HCIOIB30BATE CJIEIYIOILYIO dopmymy:

O_._omu.

Kn =
°op- O_..__qu.
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Pezynerart agamuaa MOJOKUTEILHBINA, eCITH
Kllep > 1, Tme KIlys,. — xoadbdunuenT mosurusmo-
CTH HCCJIYEMOTO 00pasiia.

Pesynerar amanusa OTPHUHOATENbHBIHN, eCIIu
?HMO@U. < 1.

Pacuer KII 11€J1€C000Pa3HO TIPOBOIUTE IS
OICHKH KOHICHTPALW AHTUTE€HA HOPOBHUpYCa B
HCCIelyeMbIX 00pas3nax U Npy HaGI0 e HIN 34 Ha-

MEHEHHNEM KOHUEHTPAIMYA AHTUTeHA HOPOBUPYCA B
OTHAMUKE,

4. luarHocTUYeckas 3HAIUMOCTE
NONy9€eHHBIX Pe3yILTATOR

_ Hoposupycnas undexima — OCTPOE KHIIIEYHOE

3a0oneBanMe ¢ PeKATBHO-OPAIHHEIM 1 BO3IYTITHO-
KaIleJIbHBEIM IIYTAMHU Ilepemadd, BeizBanHoe PHEK-
COACPKATIMME HOpoBUpycaMu. [To HykmeotummoMmy

COCTaBYy TeHOMAa HOPOBHUPYCH pasneadioTces Ha 5
resdorpynm: Gl, GII, GIII, GIV u GV. Bomnesmer-
BOPHBIE JIJIA deJOBEKA BUPYChI OTHOCATCA K TEHO-
rpymmam I, IT u IV. B crpyrrype HOPOBHUPYCHOMU
HHOEKIUN JOMUHHPYOMAD POJBb IIPUHAIIEIKUT
HOPOBHpPyCaM BTOPOM IeHOTPYIIIEL, KOTOPHIe BBI3bI-
BaoT 80-90% cayuyaes marHHOrO 3a60/I€BAHM.

HopoBupycer nopamaror macenemue peex BO3-
PACTHBIX rpy1il. Bembmirkw HoposupycHoir 15030001129 05071
PETUCTPUPYIOTCA CPEH /1eTel IMKOILHOT0 BO3PACTA,
B3POCTIBIX U TIOMKUJIBIX JIofei. Ilpn CIIOPaTAYIECKOI
3abosteBaeMocTH HanboJIee YacTo IOpakaTCsa TeTH
B BO3pAacTe 10 5-TH JI€T U TI0KUIIBIE JIFOI. ‘
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———JHonel 1-0osLHbIX-C-0cIabIeHHBIM UMMy HITETOM

B crpyxrype OKU BupycHoit sTwosoruy Ho-
POBHUPYCHAS WHMEKIUA 3aHWMAET BTOPOE MECTO
nocae porasupycHour. IImk sabosesaemoctn mpu-
XOJTUTCA Ha OCEHHE-3UMHUH Iepuor. 3aboreBaHue
KpaliHe 3apasHO: MUHUMAJILHA HHpUITApyOIIA I
7to3a — Bcero 10—-100 BupycHEBIX wacTuil Ha 1 MII.

WEryOanoHnsil epron cocTaBiIser B cpen-
HeM 12-48 vacos. Kaunmueckas KapTUHA CKJIa-
ABIBAETCA U3 CHUMITOMOB OCTPOIO I'aCTPOSHTEPHUTA:
TOIIHOTEI, CUJIBHOM PBOTHI, quaper. 3abojieBaHUe
AJIATCs, KAK IPAaBUIIO, 2—6 THEMN; Y HEKOTOPEIX JIHII
OHO MOKET IIPOTEKATh 0€CCHMIITOMHO.

Brinerenue Bupyca mws opramusma makcu-

Cd II0CJIe MCUE3HOBEHUS KIINHHYECKIX CHMIITOMOB

3abonieBaHHUSA B TeuyeHHe 2—8 Helmelb. V ITOMRIIBIX

IIEPUOL BBIIeIeHUA BUPYCa BO BHENTHION CPEIY MO-
’eT OBITH Josbmie (1o 6 MeCsIEeB).

Nvmvynurer k HopoBHpycam HEeCTOMKUM, IIO-
STOMY HEPEJKO CIy4aTCA PEeIIUAUBEL U IOBTOPHELE
BCIHBINTKY 3a00JIeBAHUS.

Jlaboparopras mmarmocTmra WH(QEKINUA oc-
HOBAaHA Ha OIpPeJesIeHNN aHTHUTeHa HOPOBHPYCA B
KOIIpoMaTepuane OOJIBHBEIX C IIOMOTIBIO UMM YHO-
dbepmenTHOrO amanmza u BUPYCOCHEITHPUIECKON

PHK metonmom ITITP.
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5. Kparras cxema nmposenennsa MDA
NJ1g Habopa peareHToB
«Hopoeupyc —antureu — UOA — Becr»

¥z Cnoib308aMs

m AT I o
I

OJLbKO NoCJie MmUiadmesibHoz20

O3HAKOMJIIEHUA C EIGS@QN&Q@? !

Buecru: o 100 mex K, K~ amanmusupy-
eMBIX om@mwnow
Buectn: o 100 Mk pabouero pacreopa
KOHBIoraTa Nol.
Naky6ouposats: 60 muw, 37°C.
IIpomeITs: IIPOMBIBOYHEIM PACTBOPOM,
400 mi, 5 pas.
Buecru: o 100 M _om@om@ﬁo pacTBopa
KoHBIoraTa No2:
- Uakybuposate: 30 mun, 37°C.
IIpomEeITE: IIPOMEIBOYHEIM PACTBOPOM,
= 400-mxT, Spag———
Buecrn: 1o 100 My pacTBOpa TeTpame-
. TuabeH3WIUHA. : .
NuxyOuporars: 25 Mun npu 18-25°C B TeMHOTE.
Buecrnu: o 100 MEn crom-pearenra.
U3mepurs: OII mpum 450 um / pedepencuas
JIUHA BOJHEL 620—655 HM.
D-1656 25

6. 'pacdhuueckue cumeoer

m
M

Howmep no katanory

\Y

3

MeauumHckoe
nsgenue ons

sitrn
DTG I e,

<

Copepxumoro
[OCTaTo4HO

ANs npoBeaeHus
N-KONM4yecTsa TeCTOB

He cTepunsHo

TemnepatypHblit

no nNpumMeHeHu

LOT u
Kon, napruu \w AvanasoH
[arta
L WsrotoeuTens &_ U3roToRNEHUS
Obpartutech
m Wcnonszoeats Ao .. ﬁ_ﬂ K MHCTPYKLUK
Mo NPUMEHEHUHO
OcTtopoxHo! hon
OBpatutech vvvvumop | HaTa B hopmarte
B K HCTpYKUMK vevvam | [0A-Mecau-flens

log-Mecay

Roncyneranuo cnenmanucra no pabore ¢ Ha-
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DRG Instruments GmbH » Frauenbergstrafie 18 - 35039 Marburg

Telefon
Telefax
e-mail:
Internet:

DRG Instruments GmbH
Frauenbergsiraie 18
D-35039 Marburg

+49(0) 64 21/17 00-0
+49(0) 64 21/17 00-50

drg@drg-diagnostics.de

www.drg-diagnostics.de

Declaration of Conformity according to European Directive of in vitro diagnostic medical devices

(98/79/EC) of the Medical Devices Act (MPG)

We, DRG Instruments GmbH, Frauenbeégstr. 18, 35039 Marburg, Germany

herewith declare under our own responsibility thatthe products of the attached list, which are classified as
miscellaneous products, are in accordance with the requirements of the IVD Directive 98/79/EC annex |

and Il of the European Parliament in regérd to the in vitro diagnostic medical devices (I\VDs) and therefore

are allowed to be CE signed.

Quality Management

DRG Instruments GmbH has established a Quality Management System for the design/development,
production and distribution of in vitro diagnosticaccording to DIN EN 1SO 13485:2012.

Marburg, 2017-12-06
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Wilhelm S&nger VN _ Dr. Bernd Roder
General Manager ' Head of Regulatory Affairs

QRQ tastruments Smbh,
Geschiftsfahrer:

B Cyril E. Goacintoy,
Wilhelm Sanger,

Site: Marburg, HRB 1165
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EC Certificate TOVRheinlang
Directive 98/79/EC Annex IV, excluding Sections 4 and 6
Full Quality Assurance System

In Vitro Diagnostic Medical Devices
|

Registration No.: HL 60128323 0001

|
Report No.: 21195407 011

Manufacturer: DRG Instruments GmbH
Frauenbergstr, 18
35039 Marburg
Deutschland }

Products: In vitro diagnostic reagents
{see attachment for products included)

Replaces EC Certificate, Registration No.: HL 60084590 0001

Expiry Date: 2023-04-02 | ‘

The Notified Body hereby declares that the requirerhemts of% Annex IV, excluding section 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has established
and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex

IV, section 5 of the aforementioned directive. For placing on the market of List A devices_ covered by
this certificate an EC design-examination certificate according to Annex IV, section 4 af oef LGq 2
verification of manufactured products according to section 6 is required.

Effective Date: 2018-04-03

Date: 2018-04-03 \.g‘:

Dipl(l}r%gven Hoffmann

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg

TUV Rheinland LGA Products GmbH is a Notified 1Bédy according to Directive 98/79/EC
concerning in vitro diagnostic medical devices with the identification number 0197.
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Declaration of Conformity

NovaTec Immundiagnostica GmbH
WaldstraRe 23 A6, 63128 Dietzenbach, Germany

herewith declare under cur own responsibility, that the products listed
below are in accordance with the requirements of the IVD Directive
98/79/EC of the European Parliament and Council of Oct. 27.1998 in
regard to in vitro diagnostic medical devices (IVDs).

The accordance was shown by conformity assessment proceduresin -

Annex it (2 — 5), resp. Annex IV.3.

Dietzenbach, 2017-10-23 =2
m\ o e WSS
Dr. Claudia Rezmer
Management Representative

The conformity of the above mentioned product is checked at least every 3 years
This is documented by rechecking and signing the general requirements

Prod. No. Name and Description
1 ADVADO10 Adenovirus IgA
2. ADVGE0010 Adenovirus 1gBG
3 ADVMOO10 Adenovirus lght
4, ASCG0O020 Ascaris lumbricoides 1gG
5. ASPGOE80 Aspergilius fumigatus igG
B, ASPMOGB0 Aspergillus fumigatus igh
T BOPADO30 Bordetella periussis lgA
8. BCPG0O030 Bordetella pertussis 1gG
g, BOPMOO20 Bordetella pertussis Igh
10. BPTAOB10 Bordetella pertussis toxin (PT) IgA
11. BPTGOG10 Bordeiella pertussis toxin (PT) IgG
12. BORGO040 Borrelia burgdorferi 1gG
13, BORMO040 Borrelia burgdorfen g
14. BRUGO050 Brugella 1gG
15. BRUMOU50 Brueella Ight
16 CANAQGED Candida albicans lgA
17 CANGO060 Candida albicans igG
18. CANRMOOBO Candida albicans igM
19. CHAG(560 Chagas (Trypanosoma cruzi) lgG
20. TRYPO570 Chagas
21, CHIGO0590 Chikungunya loG capture
22, CHIMO0590 Chikungunya IgM p-capture
23. CHLAGO70 Chlamydia trachomatis IgA
24. CHLGOO70 Chiamydia trachomatis 1gG
25. CHLMOO7C Chlamydia trachomatis g
28 CHLAO510 Chlamydia pneumoniae IgA
27. CHLGO0510 Chlamydia pneumoniae IgG
28. CHLMO510 Chlamydia pneumonize lgM
29, CMVGO110 Cytomegalovirus (CMV) IgG

S30.  ACMV7110 Avidity Cytomegalovirus (CMV) 1gG

31. CMVMO110 Cytomegalovirus (CMV) igM
32. CORGO00S0 Corynebacterium diphtheriae toxin IgG
33. CORGSE009 Corynebacterium diphtheriae toxin 55 1gG
34. PCORGO09 Corynebacterium diphtheriae toxin 55 1gG plus
35. COX1G0800 Coxiella burnetii (Q-Fever) Phase 1 1gG
36. COX2G0600 Coxiella burnetii (Q-Fever) Phase 2 lgG
37. COX2M0oB00 Coxiella burnetii (Q-Fever) Phase 2 IgM
38 DENG0120 Dengue Virus IgG
39. DENMO0120 Dengue Virus igM
40. DVM0460 Dengue Virus IgM p-capture
41. ECHG0130 Echinococcus 1gG
42. ENTG0140 Entamoeba histolytica 1gG
43, EBVAD150 Epsiein-Barr Virus (VCA) IgA
44, EBVGO150 Epstein-Barr Virus (VCA) 1gG
45, - AEBWVT1S0 - - Avidity Epstein-Barr Virus (VCA) 1gG
46, EBVMO150 Epstein-Barr Virus (VCA) IgM
47 EBVG0580

Epslein-Barr Virus (EBNA) IgG

I'he conformity of the above mentioned product is checked at least every 3 vears
This 1s documented by rechecking and signing the general requirements.

(3]
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The confermity of the above mentionea product
This is documented by re

FILO760
GIA0160S
HANGDE70
HANMOG70
HELA0Z20
PHELAOZ2
HELG0220
PHELGO22
HSVG0250
HSVMO250
HSV1G0500
HSV1MO0500
HSV2G0540
HSV2M0540
INFAD290
INFG0290
INFAMO290
INFAO300
INFGO300
INFM0300
LEGG0650
LEGMO0B50
LEIG0310
LEPGOB60
LEPMO0B50
LEIG0310
MAL0620
MEAG0330
AEA7330
MEAMO330
MUMG0340
MUMMO340
MYCAQO350
MYCGO0350
MYCMO350
PAIAQ360
PAIG0350
PARG0370
PARMO370
RSVA0380
RSVG0380
RSVMO0380
RUBG0400
ARUB7400
RUBMO400
SCHG0410
SCHMO410
STRO0690
TAEG0420
TETG0430
TETG5043

Filariasis

Giardia lamblia antigen
Hantavirus 1gG

Hantavirus ight
Helicobacter pylori IgA
Helicobacter pylori igA plus
Helicobacter pylori IgG
Helicobacter pylori igG pius

Herges simplex Virus 1+2 (HSV) 1gG
Herpes simplex Virus 1+2 {HSV) g

Herpes simples Virus 1 (HSV 1)
Herges simplex Virus 1 (HSV 1)
Herpes simplex Virus 2 (HSV 2)
Herpes simplex Virus 2 (HSV 2)

Influenza Virus A IgA
Influenza Virus A 1gG
influenza Virus A IgM
Influenza Virus B IgA
Influenza Virus B IgG
Influenza Virus B Ig
Legicnella preumophila IgG
Legioneila pneumophila igv
Leishmania infantum IgG
Leptospira 1gG
Leptospira Igh
Leishmania infantum I9G
Malana

Measles Virus 1gG
Avidity Measles Virus 1gG

gG
IgM
lgG
IgM

99, PTETGO43
100, TICGO440
0T, TICM0440
102. PTICGD44
103. TOCGo450
104. TOXAD460
105. TOXGG460
108. ATOX7460
107. TOXMO460
108. TRIGG480
108. VZVAD4AS0
110. VZNVGO490
111. VZVM04G0
112. ZVGO790
113, ZVMO790
114. ATG1010
115. ATP0O1020
1186. TSH1030
117. RFM3010
118. DNOV001
119, DNOVG02
120. DNOV003
121, DNOV004

. 122, DNOV0O05 - -

_ 123, DNOVO0R

124. DNOWVQ07
125. DNOV008
126. DNOV009

127. DNOVO10.. Urinary-Cortisot

Measles Virus Ig

Mumps Virus 1gG

Mumps Virus ight
Mycoplasma pneumoniae IgA
Mycoplasma pneumcniae IgG
Mycoplasma pneumorniae Igh
Parainfluenza Virus 1,23 IgA
Parainfluenza Virus 1.2.3 lgG
Parvovirus B19 igG
Parvovirus B19 Igh

Respiratory Syneytial Virus 1gA
Respiratory syncytial Virus 1gG
Respiratory syncytial Virus Igh

Rubella Virus tgG

Avidity Rubefla Virus 1gG
Rubelia Virus IgM p-capture
Schistosoma mansoni 1gG
Schistesoma mansoni IgM
Strongyloides

Taenia solium 1gG
Clostridium tetani toxin IgG
Clostridium tetani toxin 5S IgG

'8 checkeo at least every 3 years
checking and signng the general requirements

128. DNOVO11

129. DNOVO12
130. DSNOV20
131, DSNOVZ1
132. DSNOV22
133. DSNOVZ24
134, DENOV25
135. DSNOvzZe
1386. BDSNOV27
137. DNOV030
138. DNOV031

139. DNOV032
140. DNOWV033
141. DNOV034
142, DNOV051

143. DNOVO052
144. DNOVD53
145, DNOVO054
146. DNOVDS7
147. DNOVO060
148. DNOVE81

149 DNOV052

Clostridium tetani toxin 58 |
TBE/FSME IgG

TBE/ FSME lgM

TBE/ FSME IgG plus
Toxocara canis 1gG
Toxeplasma gondii lgA
Toxeplasma gondii 1gG
Avidity Toxoplasma gondii i

4 GOt ¥

oG plus

a2
gtz

Toxoplasma gondii laM p-capiure

Trichinella spiralis 1gG

Varicella-Zoster Virus (VZV) IgA
Waricella-Zoster Virus (VZV) lgG
Varicella-Zoster Virus (VZV) lgh

Zika Virus 16G capture
Zika Virus IgM p-capture
Anti-TG

Anti-TRPO

TSH

Rheumatoid Factor igM
Cortisol

Testosterone

17 beta-Estradiol

17-OH Progesterone
DHEA-S- - —- -~ ---

D mptnon -

—agesweirone
Free Estriol
Androstenedione
Free Testosterone

Total Estriol
Aldosterone

Cortisol Saliva
Testosterons Saliva
17 beta-Estradiol Saliva
DHEA-S Saliva
Progesterone Saliva
Estriol Saliva
Androstenedione Saliva
LH

FSH

Prolactin

AFP

beta-HCG

Free T3

Free T4

Total T3

Total T4
Thyroglobutin

CEA

CA 125

CA 153

The conformity of the above mentioneg product s checked at least every

This is documented by recheck

ing and sigring the general requirements

3 years



NovAaATEC ér!

fmaunoIAGNOSTICA SM

Novalisa®
Coxiella burneti
Phase 1 IgG

ELISA ce

(Q-Fever)

Only for in-vitro diagnostic use

Englsh e . 2
Deutsch e B S 7
Frangais 1 i 12
Kaliane : 17
Espariol . 22
Portugués. i o 27
Bibliography / Literatur / Bibliographie / Bibliografia / Bibliografia/ Bibliografia 34
Abbreviations / Abkiirzungen / Abréviations / Abbreviazioni / Abreviaciones / Abreviaturas ............ooooooooorooooooo... 34

Symbols Key / Symbolschtiissel / Explication des Symboles / Legenda / Simbolos / Tabela de simbolos

Summary of Test Procedure / Kurzanleitung Testdurchfiihrung / Résumé de la procedure de test / Schema della
procedura / Resumen de la técnica / Resumo do Procedimento de Teste 36

ENGLISH
INTRODUCTION

Q-Fever is a disease that results from infection with small, polymorph and gram-negative bacteria called Coxiella burnetii. After
an outbreak in Brisbane, Australia, the responsible organism was isalated and named Coxiella burnetii in honour of Or. Herald
Rae Cox and Sir Frank Bume!, New molecular research demonstrated a close relationship to Legionefla, The zoonosis Q-Fever
is found everywhere except New Zealand (no data avallable). There is an extensive reservoir (mainly ticks) of C. bumetil, Ticks
are an important vestor of the pathogen in the transmission between domestic and wildlife animals. But the ticks are
unimportant in the direct infection of humans. Cattles, sheep and goals are usually the source of transmission of this
microorganism to humans. However cats, dogs and rabbits are also important in this regard. In most instsnces humans become
infected with Coxiella burnetil following inhalation of contaminated aemsols (respiratary tract). The incubation period for Q-Fever
in humans is about 2 weeks. The resulling fliness can be divided into acute and chronic varieties. During the acute phase of
illness antibodies to the: _u:mwm Z-antigen are formed. Anti phase-1 anlibodies in high liters are typical for a chronic disease.

In areas where Q-Fever is m:nma_o. 12% or more of the _uou:_mzo: have m..:_won_mm to C. cE.:mE iomﬁ of the =.;mo:o:m are
subcfinical or c:a.mm:cmma

The acute infection shows symptoms of high *o<m~ m:_<mqm. muscle pain and :mmamo:m Latér on more severe n__mommmm such as
pneumonia-or hepatitis can occur. Infections during pregnancy can lead ta an abort or premature birth. Approximately 1% of all
infections become chronic. The most frequent organ manifestafion in Q-Fever is endocarditis.

Species Disease Symptoms (e.q.} Transmission route
Coxielia bumetii | G-Fever Pneumonia white fever, headache, muscle pain; Inhafation of contaminated
Hepatitis; Myocarditis and Endocarditis. aerosols (respiratory tract).

Transmission by ingestion
of contaminated products
such as milk or meat is

| likely.

The presence of pathogen or infection may be identified by:

= Cell culture
= PCR
« Serologa:e.g. ELISA, IFT

2. INTENDED USE

Product Number: COX1G0600 (96 Determinations)

The Coxiella bumetii (Q-Fever) Phase 1 IgG ELISA is intended for the qualitative determination of IgG class antibodies against
Coxiella bumetii (Q-Fever) Phase 1 in human serum or plasma (citrate, heparin).

3. PRINCIPLE OF THE ASSAY

The gualitative immunosnzymatic determination of specific antivodies is based on the ELISA (Enzyme-linked Immunosorbent
Assay) technigue,

Microplates are coeated with specific antigens to bind comesponding antibodies of the sample. After washing the wells to remove
all unbound sample material a horseradish peroxidase (HRP] labelled conjugate is added. This conjugate binds to the eaptured
antipodies. In a second washing step unbound conjugate is removed. The immune complex farmed by the bound conjugate is
visualized by adding Te hylbenzidine (TMB) sub which gives a blue reaction product.

The intensity of this product is proportional to the amount of specific antibodies in the sample. Sulphuric acid is added to stop
the reaction. This produces a yellow endpoint colour. Absorbance at 450/620 nm is read using an ELISA microwell plate reader.




4. MATERIALS

7.1. Sample Dilution

4.1. Reagents supplied S Y

CL Coxiella burnetii (Q-Fever] Phase 1 Coated Microplate (lgG):~12 U:.w.mx.mnm: 8-well snap-off strips coated with
¥ Coxiella bumetil (Q-Fever) Phase 1 antigens; in resealable aluminium foil. . .

' IgG Sample Diluent: 1 bottle containing 100 mi of phosphate buffer (10 mM) for sample dilution; pH 7.2 % 0.2; coloured
L vellow; ready to use; white cap. R :

J Stop Solution: 1 battle containing 15 m! sulphuric acid, 0.2 mo
. Washing Buffer {20x conc.)

1 boitle cont;

g 50ml of 2

2Ty, E]

pH 7.2 £ 0.2, for washing the wélls; white cap. 1

O Coxiella burnetii (Q-Fever) Phase 1 anti-IlgG Conjugate: 1 bottle containing 20 ml of peroxidase labelled antibody to
human IgG in phosphate buffer (10 mM); coloured blue; ready to use; black cap.

- TMB Substrate Solution: 1 bottle containing 15 ml 3,3'5,5tetramethylbenzidine (TMB), < 0.1 %; ready to use; yellow
cap; < 5% NMP.

. Coxiella burnetii (Q-Fever) Phase 1 IgG Positive Control: 1 via! cont g 2 m! contro! (human serum or piasma);
coloured yellow; ready to use; red cap. g

- Coxiella burnetii (Q-Fever) Phase 1 igG Cut-off Control: 1 vial contai ing 3 ml control (human serum or plasma);

coloured yellow; ready to use; green cap.

Coxiella burnetii (Q-Fever) Phase 1 1gG Negative Control: 1 vial containing 2 ml control (human serum or plasma);
coloured yellow; ready to use; blue cap.

For potential hazardous substances please check the safety data sheet.

4.2. Materials supplied

= 1 Cover foil
- 1 lnstruction for use (IFU)
- 1 Plate layout

4.3. Materials and Equipment needed

ELISA microwell plate reader, equipped for thé measurement of absorbance at 450/620 hm
. Incubator 37°C

. Manual or automatic equipment for rinsing wells

. Pipettes to deliver volumes between 10 and 1000 pl
= Vortex tube mixer

= Distilled water

. Disposable tubes

5. STABILITY AND STORAGE

Store the kit at 2...8 °C. The opened reagents are stable up to the expiry date stated on the label when stored at 2...8 °C.
6. REAGENT PREPARATION

It is very important to bring all reagents and samples to room temperature (20...25 °C) and mix them before
starting the test run!

6.1. Coated Microplate

._.7.0 break-apart snap-off strips are coated with Coxiella burnetii (Q-Fever) Phase 1 antigens. immediately after removal of the
strips, the remaining strips should be resealed in the aluminium foil along with the desiccant supplied and stored at 2...8 °C.

6.2.  Washing Buffer (20x conc.)

Dilute Washing Buffer 1 + 19; e. g. 10 ml Washing Buifer + 190 ml distilled water. The diluted buffer is stable for 5 days at room

temperature (20...25 °C). In case crystals appear in the congcentrate, warm up the solution to 37°C e.g. in a water bath. Mix well
before diiution.

6.3. TMB Substrate Solution

The reagent is ready to use and has to be stored at 2.8 °C, away from the light. The solution should be colourless or could
have a slight blue tinge. If the substrate turns into blue, it may have become contaminated and should be thrown away.

7. SAMPLE COLLECTION AND PREPARATION

Use human serum or plasma (citrate, heparin) samples with this assay. For CSF please use the instruction for use ABVLO001. If
the assay is performed within 5 days after sample collection, the samples should be kept at 2...8 °C; otherwise they should be
sliquoted and stored deep-frozen {-70...-20 °C}. If samples are stored frozen, mix thawed samples well before testing. Avoid
repeatad freezing and thawing.

Heat inactivation of samples is not recommended.

Before assaying, all samples should be diluted 1+100 with IgG Sample Diluent. Dispense 10 pl sample and 1 ml IgG Sample
Dilvent into tubes to obtain a 1+100 dilution and thoroughly mix with a Vortex.

8. ASSAY PROCEDURE

8.1. Test Preparation

Please read the instruction for use carefully before performing the assay. Result reliability depends on strict adhersnce to the
instruction for use as described. The following test procadure is only validated for manual procedure. If performing e test on
ELISA automatic systems we recommend increasing the washing steps from three to five and the volume of Washing Buffer
from 300 pl to 350 pl to avaid washing effects. Pay attention to chapter 12, Prior to commencing the assay, the distribution and
identification plan for all samples and standardsicontrols (duplicates recommended) should be carefully established on the plate
yout supplied in the kit. Select the required number of microtiter strips or wells and insert them into the holder

Perform all assay steps in the order given and without any delays.
A clean, disposable tip should be used for dispensing each standard/control and sample.
Adjust the incubator to 37 £ 1 °C.
1. Dispense 100 pi standards/controls and diluted samples into their respective wells. Leave well A1 for the Substrate
Blank.
2. Cover wells with the foil supplied in the kit.
3. Incubate for 1 hour * 5 min at 37 +1 °C.

4. When incubation has been completed, remove the foil, aspirate the content of the wells and wash each well three times
with 300 pl of Washing Buffer. Avoid overflows from the reaction wells. The interval between washing and aspiration
should be > 5 sec. At the end carefully remove remaining fluid by tapping strips ‘on tissue paper prior to the next step!

Note:  Washing is important! Insufficient washing results in poor precision and false resulits.
5. Dispense 100 pl Conjugate into all wells except for the Substrate Blank well A1.
6. Incubate for 30 min at room temperature (20...25 °C). Do not expose lo direct sunlight.
7. Repeat step 4.
87 " Dispense 100 jl TMB Substrale Solution into all wells.

iS5 min-at roomtemperatore (20::25°CY In the dark- A hlue colour goelirs dus fa an enzymatic

S—incubate-for
reaction.

10. Dispense 100 pl Stop Solution into all wells in the same order and at the same rate as for the TMB Substrate Solution,
thereby a coiour change from biue to yeliow oceurs.

11. Measure the absorbance at 450/620 nm within 30 min after addition of the Stop Solution.

8.2. Measurement
Adjust the ELISA microwell plate reader to zero using the Substrate Blank.

If - due to technical reasons - the ELISA microwell plate reader cannot be adjusted to zera using the Substrate Blarnk, subtract
s absorbance value from all other absorbance values measured in order to obtain reliable results!

Measure the absorbance of all wells at 450 nm and record the absorbance values for each standard/control and sample
plate layout.

Bichromatic measurement using a reference wavelength of 620 nm is recommended.
Where applicable calculate the mean absorbance values of all duplicates.
9. RESULTS

9.1.  Run Validation Criteria

In order for an assay to be considered valid, the following criteria must be met:
*  Substrate Blank:  Absorbance value < 0.100

*  Negative Control:  Absorbance value < 0.200 and < Cut-off

=  Cut-off Control: Absorbance value 0.150 — 1.300

. Positive Cantrol:  Absorbance value > Cul-off

If these criteria are not met, the test is not valid and must be repeated.



9.2. Calculation of Results
The Cut-off is-the-mean-absorbance valueof the-Cut-off Control-determinations:———— =

Example: Absorbance vatue Cut-off Control 0.44 + absorbance value Cut-off control 0,42 = 0.86 / 2 = 0.43
Cut-off = 0.43 .

9.2.1. Results in Units [NTU]

[NovaTec Units = NTU]

9.3. Interpretation of Results

10.5. Cross Reactivity

“Investigation of & sample pansl with-antibgdy activities to potentially cross-redctiig parameters did niot reveal eviderice of false-

positive results due to cross-reactions.

11.LIMITATIONS OF THE PROCEDURE

Bacterial contamination or repeated freeze-thaw cycles of the sample may affect the absorbance values.

12.PRECAUTIONS AND WARNINGS

Cutolf | 10NTU s

> 11 NTU Antibodies against the pathogen are present.
There has been a contact with the antigen (pathogen resp. vaccine).

. Antibodies against the pathogen couid not be detected ciearly,
Equivocal 9-11 NTU It is recommended to repeat the test with a fresh sample
result is equivocal again the sample is judged as negative.

2 to 4 weeks. If the

Negative <9NTU The mm.au_m no:.mim.:o m::wo.ammw against the umc._omm:” ) )
A previous contact with the antigen (pathogen resp. vaccine) is unlikely.

Diagnosis of an infectious disease should not be established on the basis of a single test result. A precise diagnosis should
ﬁxm into consideration ical history, symptomatology as well as serological data.
i munocompromised patients and newborns serological data only have restricted value.

9.3.1 Antibody _m.on<umm and State of Infection

Serology Significance

Phase |l igM Characteristic-of the primary-antibody response— -~ a
May persist for several months

Phase 1l 1gG O:mﬂmoﬂm_.‘_m:n of the primary antibody response
May persist for several years

Characterist

Characteristic of the chronic infection
Occasionally during convalescent phase

Phase | IgG

10.SPECIFIC PERFORMANCE CHARACTERISTICS

The results refer to the groups of samples investigated; these are not guaranteed specifications.
For further information about the specific performance characteristics please contact NovaTec Immundiagnostica GmbH.

10.1. Precision

Intraassay n Mean (E} CV (%)
#1 24 0.303 6.75
#2 24 0.601 7.03
#3 24 1.380 11.19
Interassay n Mean {NTU) CV (%)
#1 12 21.41 4.84
#2 12 47.55 6.23
#3 12 213 8.84

10.2. Diagnostic Specificity

The diagnostic specificity is defined as the probability of the assay of scoring negative in the absence of the specific analyte.
Itis 100.0% (95% confidence interval: 86.77% - 100.0%).

10.3. Diagnostic Sensitivity

._._.dm diagnostic sen: y is defined as the probability of the assay oqmoo::m positive in the presence of the specific analyte.
ltis 100.0% (95% confidence interval: 59.04% - 100.0%).

10.4. Interferences

Interferences with hemolytic, lipemic or icteric samples are not observed up to a concentration of 10 mg/ml hemoglobin, 5 mg/ml

triglycerides and 0.5 mg/mil bilirubin.

. in compl iance with ar tn-nc—nt: P4y n:—c_umn_\_ direciive S8/7S/EC ihe use of the in vitro c_nc:c ic medical devices is
intended by the Bmscﬁmn»c_‘mﬁ to secure suitability, performances and safety of the product. Therefore the test procedure,
the information, the precautions and warnings in the instructions for use have to be strictly followed. The test procedure,
the information, the cqmnmE_o:m and wamings in the instructions for use have to be strictly followed. The use of the testkits

ated. Any change in design, composition and test procedure as well as

for any use in combination with other products not approved by the manufacturer is not authorized; the user himself is
responsible for such changes. The manufacturer is not liable for false results and incidents for these reasons. The
er is not liable for any results by | analysis of the patient samples.

ro diagnostic use.

= All materials of human or animal origin should be regarded and handled as potentially infectious.

= All components of human origin used for the production of these reagents have been tesled for anti-HIV _antibodies, anti-
HCV antibodies and HEsAq and have been found to be non-reactive.

= Do notinterchange reagents or strips of different production lots.

= No reagents of other manufacturers should be used along with reagents of this test kit.

= Do not use reagents after expiry date stated on the label.

=  Use only clean pipette tips, dispensers, and lab ware.

* Do not interchange screw caps of reagent vials 1o avoid cross-contamination.

= Close reagent vials tightly immediately after use to avoid evaporation and microl 1

= After first opening and subsequent storage check conjugate and standard/control vials for microbial contamination prior 1o
further use.

=  To avoid cross-coniamination and falsely elevaied results pipette patient samples and dispense reagents without splashing
accurately into the wells.

=  The ELISA is only designed for qualified personnel who are fami

r with good laboratory practice.

12.1. Disposal Considerations

Residues of n:m:iom_m and preparafions are generally oo:mamaa as hazardous waste. The &muomm_ of this kind of waste is
N_ N)l region:

nd regional |

which will give ma<_no on how to dispose hazardous smmﬁm.

13:ORDERING-INFORMATION——

. Contact vour

Contactiyols gement companie

nag 1t companie:

Prod. No.: COX1G0600 Coxiella burnetii (Q-Fever) Phase 1 IgG ELISA (96 Determinations)
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Product Number: COX2G0600 (96 Determinations)

ENGLISH
1. INTRODUCTION

Q-Fever is a disease that results from infection with small, polymorph and gram-negative bacteria called Coxiella burnetii. After
an outbreak in Brisbane, Australia, the responsible organism was isalated and named Coxiella burne honour of Dr. Herald
Rae Cox and Sir Frank Burnet. New mélecular research demonstrated a close relationship to Legionella. The zoonosis Q-Fever
is found everywhere except New Zealand (no data available). There is an extensive reservoir (mainly ticks) of C. burnetii. Ticks
are an important vector of the palhogen in the transmission between domestic and wildlife animals. But lhe ticks are
unimpaortant the direct infection of humans. Cattles, sheep and goats are usually the source of transmission of t
microorganism to humans. Ioim<o~ omﬁ dogs and rabbits are also Important in this regard. In most instances humans become
infected with Coxiella burne ated aerosols (respiratory tract). The incubation period for Q-Fever
in humans is about 2 weeks. The resulting iliness can be divided into acute and chronic varieties. During the acute phase of
ness antibodies to the phase 2-antigen are formed. Anti phase-1 antibodies in high titers are typical for a chronic disease.

In areas where Q-Fever is endemic, 12% or more of the population have antibodies to C. burnetii. Most of the infections are
subclinical or c:&mm:omma

nd headache. Later on more severe a_mmmmmm stich as

0 of o

tely 1% of all
Species Disease | Symptoms {e.g.) Transmission route
Coxiella burnetii Q-Fever Pneumonia white fever, headache, muscle pain; Inhalation of contaminated
Hepatitis; Myocarditis and Endocarditis. aerosols (respiratory tract).
Transmission by ingestion of

contaminated products such
as milk or meat is fkely.

The presence of pathogen or infection may be identified by:

= Cellculture
= PCR
=  Serologa: e.g. ELISA, IFT

2. INTENDED USE

The Coxiella bumetii (Q-Fever) Phase 2 IgG ELISA is intended for the qualitative determination of 1gG class antibodies against
Coxiella burnetii (Q-Fever) Phase 2 in human serum or plasma (citrate, heparin).

3. PRINCIPLE OF THE ASSAY

The gualitative_immunoenzymatic determination of specific. antibodies is based on_the ELISA (Enzyme-linked Immunosothent

Assay) technique.

Microplates are coated with specific antigens lo bind comesponding antibodies of the sample. After washing the wells to remove
all unbound sample material a horseradish peroxidase (HRP) labelled conjugate is added. This conjugate binds to the captured
antibodies. In a second washing step unbound conjugate is removed. The immune complex formed by the bound conjugate is
visualized by adding Tetramethylbenzidine (TMB) substrate which gives a blue reaction product.

The intensity of this product is proportional to the amount of specific antibodies in the sample. Sulphuric acid is added to stop
the reaction. This produces a yellow endpaint colour. Absarbance at 450/620 nm is read using an ELISA microwell plate reader.




4. MATERIALS 7.1. Sample Dilution

4.1, Re. et ‘Before assaying, all samples should _uw.n____.:mn_ 1#100 with 1gG Sample Diluent. Dispense 10 gl sample and 1 ml IgG Sample
Agontelsuppiiad Diluent into tubes to obtain a 1+100 dilution and thoroughly mix with a Vortex.

b Coxiella burnetii (Q-Fever) Phase -2 Coated Microplate (IgG): 12 break-apart 8-well snap-off strips coated with
. Coxiella burnetii (Q-Fever) Phase 2 antigens; in resealable aluminium fo L 8. ASSAY PROCEDURE
= IgG Sample Diluent: 1 bottle containing 100 ml of phosphate buffer (10 mM) for sample dilution; pH 7.2 + 0.2; coloured H
yellow; ready to use; white cap. . L ¥ 8.1. Test vwmvm_‘m:o: R ) .
. Stop Solution: 1 bottle containing 15 ml sulphuric acid, 0.2 mol/l: feady to use: red cap. Please read the instruction for use carefully before performing the assay. Result reliability depends on strict adherence to the
F . . ; N instruction for use as described. The following test procedure is only validated for manual procedure. If performing the test on
= Washing Buffer {20x conc. of a 20-fold concentrated = . * S s

ELISA automatic systems we recommend increasing the washing steps from three to five and the voiume of

ashi m ashing Buifer
pH w..m +0.2, for washing the wel from 300 pl to 350 pl to avoid washing effects. Pay attention Lo chapter 12. Prior to commencing the assay, the distribution and
. Coxiella burnetii (Q-Fever) Phase 2 anti-lgé Conjugate: 1 botile containing 20 mi of peroxidase labelled antibody to identification plan for all samples and standards/controls (duplicates recommended) should be carefully established on the plate
human IgG in phosphate buffer (10 mM); coloured blue; ready to use; black cap. layout supplied in the kit. Select the required number of microtiter strips or wells and insert them into the holder.
. TMB Substrate Solution: 1 bottle containing 15 ml 3,3',5,5'tetramethylbenzidine (TMB), < 0.1 %; ready to use; yellow Perform all assay steps in the order given and without any delays.
9 ; .
nmP.A 5% NMP. X A clean, disposable tip should be used for dispensing each standard/control and sample.
. nox:w:m burnetii (QFever) Phase 2 IgG Positive Control: 1 vial containing 2 mt control (human serim or plasma); Adjust the incubator io 37 1 °C.
coloured yellow; ready to use; red cap. 3 j
N N i . 1. respective wells, Leave well A1 for the Substrate
. Coxiella burnetii (Q-Fever) Phase 2 IgG Cut-off Control: 1 vial containing 3 ml control (human serum or plasma); Blank.

coloured yellow; ready to use; green cap.

. . . 2. Cover wells with the foil supplied in the kit.
{Q-Fever) Phase 2 IgG Negative Control: 1 vial containing 2 ml control (human serum or plasma); 3 Incubate f h 4+ 5 mi 3741°C
coloured yellow; ready to use; blue cap. - Incubate for 1 hour + 5 min at 37 £ -

4. When incubation has been completed, remove the foil, aspirate the content of the wells and wash each well three times

For potential hazardous substances please check the safety data sheet. with 300 pl of Washing Buffer. Avoid overflows from the reaction wells. The interval between washing and aspiration

4.2, Materials supplied should be > 5 sec. At the end carefully remave remaining fluid by tapping strips on tissue paper prior to the next step!
. 1 Cover foil Note:  Washing is important! insufficient washing resuits in poor precision and faise resuits,

. 1 Instruction for use {IFU) 5. Dispense 100 il Conjugate into all wells except for the Substrate Blank well A1

= 1 Plate layout 6. Incubate for 30 min at room temperature (20...25 °C). Do not expose to direct sunlight.

4.3. Materials and Equipment needed 7. Repeat step 4.
“= ~TELISA microwell platé readr, equipped for the measiirsment of absorsance at 450/620 nm - - -B:-Dispense 100 yl TMB Subslrate Solution into all wells. - - : E==: SOERISS o= ==
. Incubator 37°C_ 9__Incubate for tly 15 min at reom temperature {20, 25 °C} in the dark_Ab!

0 Manual or automatic equipment for rinsing wells reaction.

. Pipettes to d liver volumes between 10 and 1000 pi 10. Dispense 100 pl Sto|

= Vortex tube mixer thereby a colour chal

“ WMvoMMN,_\MA”Umm 11. Measure the absorbance

5. STABILITY AND STORAGE 8.2. Measurement

Adjust the ELISA microwell plate reader to zero using the Substrate Blank.

Store the kit at 2...8 °C. The opened reagents are stable up to the expiry date stated on the label when slored at 2...8 °C. If - due to technical reasons - the ELISA microwell plate reader cannot be adjusled to zero using the Substrate Blank, subtract

6. REAGENT PREPARATION its absorbance value from all other absorbance values measured in order to obtain reliable resulis!
Measure the absorbance of all wells at 450 nm and record the absorbance values for each standard/control and sample in the
It is very important to bring all reagents and samples to room temperature (20...25 °C) and mix them before plate layout.
starting the test run! Bichromatic measurement using a reference wavelength of 620 nm is recommended.
6.1. Coated Microplate Where applicable calculate the mean absorbance values of all duplicates.
The break-apart snap-off strips are coated with Coxiella bumetii (Q-Fever) Phase 2 antigens. Immediately after removal of the 9. RESULTS

strips, the remaining strips should be resealed in the aluminium foil along with the desiccant supplied and stored at 2...8 °C.

6.2. Washing Buffer (20x conc.)

. . . In order for an assay to be considered valid, the following criteria must be met:
ute Washing Buffer 1 + 19; e. g. 10 m|l Washing Buffer + 190 m! distilled water. The diluted buffer is stable for 5 days at room . Substrate Blank:  Absorbance value < 0.100
temperalure {20...25 °C). In case crystals appear in the concentrate, warm up the solution to 37°C e.g. in a water bath. Mix well . :
before dilution. = Negative Control:  Absorbance value < 0.200 and < Cut-off

9.1. Run Validation Criteria

6.3. TMB Substrate Solution = Cut-off Control: Absorbance value 0.150 — 1.300

5 = Positive Control:  Absorbance value > Cut-off
The reagent is ready to use and has to be stored at 2...8 °C, away from the light. The solution should be colourless or could

have a slight blue tinge. If the substrate turns into blue, it may have become contaminated and should be thrown away. If these criteria are not met, the test is not valid and must be repeated.

7. SAMPLE COLLECTION AND PREPARATION

Use human serum or plasma (citrate, heparin) samples with this assay. For CSF please use the instruction for use ABVLO001. If
the assay is performed within 5 days after sample collection, the samples should be kept at 2...8 °C; otherwise they should be
aliquoted and stored deep-frozen (-70...-20 °C}. If samples are stored frozen, mix thawed samples well before testing. Avoid
repeated freezing and thawing.

Heat inactivation of samples is not recommended




9.2. Calculation of Results

The Cut-off is the meanrabs orbance value of the Cut=ofr Control determinations.

Example:

9.2.1.  Results in Units [NTU]

Sample (mean) absorbance value x 10

9.3. Interpretation of Results

Absorbance value Cut-off Control 0.44 + absorbarice value Cut-off cantrol 0,42 = 0.86 / 2 = 0.43
Cut-off = 0.43

= [NovaTec Units = NTU]

Cut-off 10 NTU -
- Antibodies against the pathogen are present.
Positi > 11
Ve TS There has been a contact with the antigen {pathogen resp. v. ccine).
. Antibodies against the pathogen couid not be detected clearly.
Equivocal 9-11NTU It is recommended to repeat the test with a fresh sample in 2 to 4 weeks. If the
result is equivocal again the -sample is judged as negative.
Negative | <9 NTU The mm.:i_m no:,m_:m‘:o m:zvo.a_mw against the pathogen. ) .
A previous contact with the antigen (pathogen resp. vaccine) is unlikely.

take into consideration cl

Diagnosis of an infectious disease should not be established on the basis of a single test result. A precise diagnosis should
ical history, symptomatology as well as serological data.
in immunocompromised patients and newborns serological data only have restricted value.

9.3.1. Antibody Isotypes and State of Infection

Serology Significance_ ___  _ = = — e
Phas Il igh O_._mqmoﬁm.:m:o of the primary antibody respanse
May persist for several months
Phase Il IgG Characteristic of the primary antibody response
_ May persist for several years
Phase | IgG Characteristic of the chronic infection

Occasionally during convalescent phase

10. SPECIFIC PERFORMANCE CHARACTERISTICS

The results refer to the groups of sam|

s investigated; these are not guaranteed specifications.

For further information about the specific performance characteristics please contact NovaTec Immundiagnostica GmbH,

10.1. Precision

Intraassay n Mean (E) CV (%)
#1 24 0.428 3.69
#2 24 0.794 8.51
#3 24 0.645 6.27
Interassay n Mean (NTU) CV (%)
#1 12 17.91 8.48
#2 12 14.30 12.09
#3 12 1.93 7.38

10.2. Diagnostic Specificity

The diagnostic specificity is defined as the probal
It is 100.0% (95% confidence interval: 91.4% -

10.3. Diagnostic Sensitivity

The diagnostic sen:

100.0% (95% confidence

ity is defined as the proba
terval: 39,7

ty of the assay of scoring negative in the absence of the specific analyte

100.0%).

ty of the assay of scoring positive in the presence of the specific analyte

6% - 100.0%).

10.4. Interferences

Interferences with hemolytic, lipemic or icteric samples are not observed up to a concentration of 10 mg/ml hemoglobin, 5 mg/ml
triglycerides and 0.5 ma/ml bilirubin.

10.5. Cross Reactivity

Investigation of a sample panel with antibody activities to uoﬁm::w__v\ cross-reacting parameters did not reveal evidence of false-
positive resuits due to cross- qmms_ozw.

11. LIMITATIONS OF THE PROCEDURE

Bacterial contamination or repeated freeze-thaw cycles of the sample may affect the absorbance values.
12.PRECAUTIONS AND WARNINGS

*  In compliance with article 1 paragraph 2b European directive S8/T9/EC the use of the in vitrp diagnostic medical devices is
intended by the manufacturer to secure suitabllity, performances and safely of the product. Therefore the test procedure,
the infermation, the precautions and ima_amm in the instructions for use have to be strictly followed. The test procedure,
the information, the precaulions and wamings in the instructions for use have to be strictly followed. The use of the testkits
with analyzers and similar equipment has (o be validated. Any change in design, composition and test procedure as well as
for any use in combination with other products not approved by the manufacturer is nat authorized; the user himself is
responsible for such changes. The manufacturer is not liable for false results and incidents for these reasons. The
manufacturer is not liable for any results by visual analysis of the patient samples.

= Only for in-vitro diagnostic use.

= Allmaterials of human or animal origin should be regarded and handled as potentially infectious.

- Al components of human origin used for the udn_c.u._o_._ of Swwm —mmmo:_m have been tested for anti-HIV m::coa_mm _anti-

= No reagents of other manufacturers should be used along wi
= Do not use reagents after expiry date stated on the label.
Use only clean pipette tips, dispensers. and lab ware.

Da not interchange screw caps of reagent vials to avoid cross-contamination.

R

After first opening and subsequent storage check conjugate and standard/control vials for microbial contamination prior to

further use.

= To avoid cross-contamination and falsely elevated results pipette patient samples and dispense reagents without splashing
accurately into the wells.

= The ELISA is cnly designed for qualified personnel who are familiar with good laboralory practice.

12.1. Disposal Considerations

Residues of chemicals and preparations are generally considered as hazardous waste. The disposal of this kind of waste is
regulated through national and regional laws and regulations. Contact your local autharities or waste management cormpanies
which will give advice on how to dispose hazardous waste.

13. ORDERING INFORMATION

Close-reagent vials tightly-immediately after use to avoid evaporation and-microbial-contamination~ -~ - - - —=— == - ——-————

Prod. No.: COX2G0600 Coxi

a burnetii (Q-Fever) Phase 2 IgG ELISA (96 Determinations)
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EC Declaration of Conformity Annex

Nehig Description Product Code
1. Hemolytic
2, Mucolysin
reagent for sputum preliminary treatment
3. RNA-medium
4,

{ Transport Medium for Storage and
Transportation of Respiratory Swabs

|
5. Transport Medium with Mucolytic Agent _
6. | Transport medium TM-EDEM ~ isa:cE 1
| Citolizin = e I
& nucleic acid extraction kit $Ki-910eLE
AmpliSens® DNA-sorb-D nucieic acid |
B Etraction kit _ K&-2331-100-CE
AmpliSens® MAGNO-sorb-URO nucleic acid |
9. extraction kit . K4-2181-100-CE
B A Ko
1 DNA-sorb-B | K1-2-50-CE
nucleic acid extraction kit K1-2-100-CE
DNA-sorb-C
2| nucieic acid extraction kit WHOSOICE
3. EDEM
reagents kit for extraction of DNA by express 2-17-100-CE
method g i
14 _MAGNQ:-sorb K2-16-200-CE |
ik Nucleic Acid Extraction Kit K2-18-1000-CE
15 RIBO-prep | K2-8-Et-50-CE
: nucleic acid extraction kit . K2-8-E1-100-CE —F
16 RIBO-sorb K2-1-E+-50-CE
: nucleic acid extraction kit K2-1-Et-100-CE
17 RiBO-zol-B | K2-3-50-CE
: riucleic acid extraction kit | K2-3-100-CE
15 RiBO-zol-C i K2-13-50-CE
= nucleic acid extraction kit | K2-13-100-CE =
15 | REVERTA-L K3-4-50-GE
" | RT reagents kit _K3-4-100-CE
5-200-CE
20 EPh . K5-300-CE
detection agarose kit | K6-200-CE
K6-300-CE -
| " & y ; tmw 50-R0.2-CE
21, | AmpliSens® Adenovirus-EPh PCR kit I e Rl B i
| AmpliSens® All-screen-FEP PCR kit ' B45-FEP-CE

! AmpliSens® All-screen-FRT PCR kit R-B45(RG,I0)-CE

R-V57-100-F(RG.IQ.L
c: §-50-RO 2-CE
19-50-R0.5-CE

" AmpliSens® ARVI-screen-FRT PCR kit

AmpliSens® Astrovirus-EPh PCR kit

| 23_o__um:m > Baciiius m:%:mo.m FRT PCR & A_

AmpliSens® moamum.:m multi-FRT PCR

- Am, v..mw:m@ Borrelia c:ﬁo&ol.ml sensu
' fato-EPh PCR kit
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AmpliSens® Borrelia burgdorferi sensu fate- | __ _ 50, _ AmpliSens® FiloA-screen-FRT PCR kit ‘| H-2781-1-4-CE
CFEPPCRKt HoTFERCE — — T AmpiSens® ; :
e 61 | AmpliSens® Florocenosis / Aerobes-FRT - R-BEE-100-FT-C
AmpiiSens® Borrelia burgdorferi sensu Jato- = ; © | PCR kit -B88-100-FT-CE
FRT PCR kit R-BSHRGYCE _ ¥ : -
3 _ |go | AmpliSens® Florocenosis / Bacterial ReE74-100-F TISGICE
31 M%a pliSens” Bosrelia miyamotoi-FRT PCR M'mem .._”Mnlmm | B <mm=.5mmm..”m._. PCR kit | R-B74-100-FT(RG)-C
i 782-1 I AmpiiSens” Fiorocenosis / Candida-FRT | 2
—7] . 1050 B0 3 FEPCE 183 |oeiu | R-F5-100-FT(RG,CFX}-C
32. AmpiiSens® Bruceiia spp.-FEP PCR kit B10-50-R0 5-FEP_CE _ : AmpliSens® Florocenosia | i
= Sen® : , m 84. R Eea s, YCOPISSME" | R-BT5-100-FT(RG.IO,Mx)-CE
x >32_Mm3m Brucella spp.-FRT PCR kit R-B10{(RG)-CE | FRT PCR kit e
” AmpliSens” C.albicans | C.glabrata/ R-F3-F[RG Q)-CE . 5 AmpliSens® Gardnerella vaginalis-EPh B7-100-RC.2-CE
' C.krusei-MULTIPRIME-FRT PCR kit R-F3{RG)-CE _ | PCR kit B7-100-R0.5-CE
35 AmpliSens® Campylobacter spp.-EPh PCR | B35-50-R0,2-CE 1 56 AmpliSens® Gardnereiia vaginaiis-FEP B7-100-R0,2-FEP-CE
1o kit B35-50-R0,5-CE . PCR kit = B7-10C-RO,5-FEP-CE
i i i l - AmpliSens” Gardnerella vaginalis-FRT R-B7-F(RG.IQ)-CE
3. | AmpliSens® Candida aibicans-EPh PCR it | E1-100R0.2CE ! o7 | pcRki i REMROCE
A TO0R0 % X . 5 Ampli 3d -IL28B-F ~05-100-F(RG,iQ, Dt CFX)-
|37, | AmpliSens® Candida afbicans-FEP PCR kit ﬂﬂ_.w_mmrmwm.wmw.mm . 8. |t i RF208 MmOm 0-F(RG,IQ,DLCFX)
_ ; RGO T . ; ) 50-R0.2-CE
(38, | AmpliSens® Candida afbicans-FRT PCR kit | Kr| ﬁmmmw,mv o 89. | AmpliSens® Hantavirus-EPh PCR kit Heistingeis
159 | AmpliSens® CCHFV-FRT PCR Kit R-V22-50-F(RG,IQ,Mx,Dt)-CE 70. | AmpliSens® HAV.EPh PCR kit “M%mm.wumm
| 40 AmpliSens” Corynebacterium dightherize- | B8-50-R0,2-CE ] s : ® 3 =
L EPh PCR kit B5-50-R0,5-CE i ,u..h_ll AmpliSens™ HAV-FEP PCR kit V4-FEP-CE ]
| 41 AmpliSens® Corynebacterium diphtheriae | H-2842-1-CE T2. AmpliSens® HAV-FRT PCR kit R-V4(RG,iQ-CE
| tox-genes-FRT PCR kit H-2843-1-4-CE AmpliSens® Helicobacter pylori-EPh PCR. | B9-50-R0.2-CE
_ 73 P
42, AmpliSens® Cov-Bat-FRT PCR kit R-WB5-F-CE | : kit . B9-50-R0 5-CE |
43 | AmpliSens® Coxielia burnetii-FRT PCR kit | R-B85-50-F(RG,IQ,Mx Dt)- cE | 74. H_._u__mm_._m Helicobacter pylori-FEP PCR | BO-FEP-C "
| AmpliSens® Cronobacter sakazakii-FEP T .
44, PCR kit B38-FEP-CE 75. M”ﬁu_mmmzm Helicobacter pylori-FRT PCR _ R-BS(RGiQ)-CE
AmpliSens” Cronobacter sakazakii-FRT P e e R = i =
45 | PCR kit RESENEEES 76. »au_mm%wa HGV-EPh PCR ki a3 “mwmﬂm o
i ¥ Crvotococcus neoformans- | | | s ST S S L3, e e e
46, WMA_W_WWM-M; Cryptococcus necformans- R-FA-F(RG,iQ)-CE " 77 RAV2-50. ﬂﬁm@pm Z.x..OM On.. .
&7, m_“:u:wmnms Dengue virus typeFRTPCR | o\ oy (RG,CFX)-CE | 78, AmpliSens® HHVE-EPh nox Kit «“m “mw-mM M mw
= | H-2391-1- - 7 iSens® HHV6- -titre-FRT PCR kit | TRGIAMCE |
Ty AmpliSens® Dengue virus-FRT BCR kit H-2381-1-CE 9. " AmpliSens® HHV6-screen-titre .mm._. PCR kit m V10-T(RGiQ,Mx) 0 -
" H-2362-1-4-CE 5o, AmpliSens® HHV7-screen/monitorFRT |4 540y 4 4 o
143 | AmpliSens® EBOV Zaire-FRT PCR kit R-V69-50-F-CE " PCR kit e e )
= . V8-100-R0,2-CE [ V12-100-R0.2-CE
mm . AmpliSens® EBV-EPh PCR kit | V8-100-R0.5-CE m | B1. i b_._._ﬂrmm_._m x__uﬂ._mxm.m_ux PCR kit i Mﬂw “mﬂwu Mumm.rm
i A = onitor- [ FW2-F
51 M__qu_«mmsw EBV-screenfmonitor-FRT PCR | RVS-100-S(RG iQ.Mx)-CE i .
- ! — — BZ. AmpliSens” HPV 168/18-FEP PCR kit V12-100-R0 3-FEP-OE
52, AmpliSens® EHEC-FEP PCR kit | BSS-FEP-CE <-M.Znn. hmvuﬂm =
: 12 Mod-FEP-
53, _Pa_u:mm:mmw EHEC-FRT PCR kit | mlmmwﬂ.mo,mowAUm - B W.<._M~.mm;o<?axwlom
84, AmpliSens® Enterovirus 71-FRT PCR kit | R-V64-F-CE 53 AmpliSens® HPV 16/18-FRT PCR ki M.ﬂ_w.wmmﬁmﬁnww e
V16-50-CE _ . NATRNGMEINCE
| AmpliSens?® Enterovirus-EPh PCR kit | V16-50-RD,2-CE _ S W.M_wmm__%wrmwm_zxrrm E
- _ 1 V18-50-R0.5-CE o !4, | AmpliSens® HPV 31/33-EPh PCR kit V131000 5.0F
AmpliSens® Enteravirus-FEP PCR kit (Ml RUEHE Be = _ . T 15-100 P2, CF =
e V16-50-R0,5-FEP-CE | V14-100-R0,2-CE

i o —— e . =" | 85, AmpliSens® HPV 35/45-EPh PCR kit

R-V15(RG)-GE | V14-100-R0 5-CE

_

) o 15{RC] A T - pv caad —

57 AmpliSens® Enterovirus-FRT PCR kit R-/18-F{RG}-CE 1 88, >_.:_u__mm:m IE\ a\.: -EPh PCR it | V11-50F-CE |

| | .|M.mvr\40 F Om | ,. . , /\._; MnﬂU )m |
| i fated . {11-100-RC 5-FER.CE
| AmpliSens® mmo:mﬂ_o:_owmm FEP WOWK' BB2-FEP-CE 4 a7 AmpliSens® HPV 6/11-FEP PCR Kk V11 u M wm_u mw

b:._n__mmzm mmosm:n:_om,mm _u_ﬂ n(t r

-BEZ{RG,IQ-CE
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B T RVARGiQMR)-CE 4 AmpliSens® .\0<mx<mn_.mm:.3028_. FRT | B
3 e L RVAEEIOORGRCE —— M eRT +H-2441-1-1-CE
88 AmpliSens® HPVET1FRT BOR kit VI=TO0(RG): : S , ]
i A i 1-100(Q, Mx,Dt}-CE 114 AmpliSens” Legionelia pneumophila-FEP | B50-R5,2-FEP-CE
—— R-V11-Med(RG,iQ Mx)}-CE Y| PCR kit B50-50-R05-FEP-CE
89, W_H:u_.wm:m HPV HCR genotype-EPh PCR BB BE 115, wmﬁ_ﬁwm:ma Legionella pneumophila-FRT R-B50(RG)-CE
s0. | M:u_._mm:mn HPV HCR genotype-FRT PCR | R-VZ5(RG,iQ.Mx)-CE 118, | AmpliSens® Leptospira-FRT PCR kil R-B43(RG,iQ)-C
: i ! & : et T T i
o1 AmpliSens® HPVHCR genotype-titreFRT | R-VG7-F-CE 197, | el ens”Levcods Quantom MBS FRT (10 01(RG . MxA)-CE
- {BNIEROE AmpliSens” Leucosis Quantum M-ber-
82. | AmpliSens® HPV HCR screen-EPh PCR kit | V31-100F-CE 11B. mmwg POR it 8K3-3651-1-1-CE
3. | AmpliSens® HPV HCR screen-FEP PCR kit | «M-mmumm%m.nm 119, wmm. .%m:ma Usteriamonecytoganes P MMMWMW,M-MW
¢ - = i s
AmpliSens® HPV HCR screen-titre-14-FRT N - P e - = e
194 |oom ki H-2311-1-13-CE 120. wmzh._w__m.ﬂwm.%wm.mm%mﬁﬂa?xoﬁﬁm R-B14-100-FT{RG,iQ}-CE
AmpliSens® HPV HCR screen-titre-FRT | V3 1-T-2(RG.IQ,SC)-CE ” AmpiiSens” Listeria monocytogenes- 2161-1-1-
195 no% it muﬁmuwwovmmon_o_gé.om iz screen/monitorFRT PCR kit . < R SI=GE
”. , VB-100R02CE ] 122, | ppliSens” Mgenitalium-screen-titte-FRT | ¢ g4-100-FT(RG,iQ Mx)-CE
196, | AmpliSens® HSV |, lI-EPh PCR kit o 2 FERME — —
L V8-100-R0,5-CE 125 | AmpliSens® M.hominis { G.vaginalis- B48-100-R0,2-FEP-CE
P . VE-100-R0,2-Mod-CE 4% | MULTIPRIME-FEP PCR kit B48-100-R0,5-FEP-CE
197, AmpliSens® HSV 1, II-EPh-M PCR kit
| b VE-100-R0,5-Mod-CE . | AmpliSens® M.hominis-screen-titre.FRT ———
2 R-VB8-F(RG.IQ}-CE 124 & R-B3-10C-FT(RG,IQ,Mx)-CE
g8. AmpliSens™ HSV ], li-FRT PCR kit E-Cmﬂmww;mum FCR kit SO RS SCE
5 -100- _FEP- 125, AmpliSens® MBT-EPh PCR kit | . i
& . : V38-100-R0.2-FEP-CE | | B15-100-R0O.5-CE
o8 ' AmpliSens™ HSV-typing-FEP PCR kit V38-100-R0.5-FEP-CE PR — :
mtc_.wm.u_u _Nﬁ“ .m.uw OWO 128. >5v=m.m:m 'MDR KPC/OXA-48-FRT PCR kit R-C2(RG,CFXi-CE
100. | AmpliSens® HSV-typing-FRT PCR kit Ay Axﬁmv A..“_m & 127, | AmpliSens® MDR MBL-FRT PCR kit R-C1(RG,CFX)-CE
% o | liSens™ M - -titre-FRT PCR e
101, | AmPpliSens® Human enterovirus-FEP PCR ohgacs [1op | PeReSne" MRSI-RcHon R-B78-100-FT(RG.iQ)-CE
s H-2773-2-CE 129, AmpliSens® MTC-diff-FRT PCR kit | R-BBO{RG, QD SC-CE
402 Mﬂsn:wm:m Human enterovirus-FRT PCR HHMWWWH“HWM_‘M 130, | b:_._—..._mmm...ma MTC-FEP PCR kit B57-FEP-CE
i 1ga | AmpliSens” influenza virus AIB-EPh PCR | V36-50-R0,2-CE 131. | AmpliSens® MTC-FRT PCR kit . R-B57(RG,iQ,SC, DH)-CE
| kit V36-50-R0,5-CE | 132 AmpliSens® Mycoplasma genitalium-EPh | B4-100-R0.2-CE
{104 AmpliSens” Influenza virus AlH1-swine- V55-50-R0,5-FEP-CE = PCR kit . B4-100-R0.5-CE !
: """ | FEP PCR kit V55-50-R0,2-FEP-CE _ 53 AmpliSens®™ Mycoplasma genitalium-FEP | B4-100-R0,2-FEP-CE
[ ‘Sans® . R-V55(RG)-CE * | PCR kit B4-100-ROSFEP-CE |
105, | RYpREns InfiGenre vius NIV-SWHIS: | pues PR in isoyE v2s | AmpliSens® Mycoplasma genitaliumFRY  R-B4-F(RG,iQ)-CE
—— - s e b RBARG) OB o
s T AmptiSens” Influenza virus A-type-FEP V54-50-R0 5-FEP-CE | - AmpiiSens® Mycoplasma hominis-EPh B3-100-R0,2-CE
| 108 | 135 e P
[ "7 | PCRkit R \/54-50-R0.2-FEP-CE . |7 I PCRKit o 83-100-R0,5-CE
| s £ : R-VE4(RG}-CE | : AmpliSens” Mycoplasma hominis-FEP | B3-100-R0 2-FEP-CE
m 107 WW %_"Mwm:m Infiuenza virus Astype-FRT R-V54(1Q,Dt)-CE _ 1 um PCR Kit B3-1 8,xc_m_.mmt.u0m
L R-V54-100-F{RG.IQ DLSC-CE | 137 AmpliSens® Mycoplasma hominis-FRT R-B3-F(RG,iQ)-CE
10s | AmpliSens” Influenza virus A-type-H5, H7, | R ERE i U IPCRKE R-B3{RG}-CE
o A H-FRTPCR Kt 1 = ‘..r.u W iz | AmpliSens® Mycoplasma preumoniae-EPh | B40-50-R0,2-CE
<09 AmpliSens® infiuenza virus A HSN1-FEP "\V/33-50-R0.2-FEP- CE” i | R PCR Kit | B40-50-R0,5-CE
| PCRKit L V33-50-R0.5-FEP-CE '1ag | AmpliSens® N.meningitidis | H.influenzael | oo oo e
<10 AmpliSens® /nfluenza virus A HGN1-FRT R-V33(RG)-CE | ! . S.pneumonia-FEP PCR kit i oy
il PCR it R-V33(SC)-CE _ | _ G | AmpliSens” N.meningitidis [ H.influenzae R-B25{RG.iQ)-CE !
.11 | AmpliSens® influenza virus AB-FEP PCR  V36-Mod-50-R0 2-FEP-CE | 1% s pneumonia-FRT PCR ki g [ TVEeSIISRe e |
T kit v36-Mad-50-R0,5-FEP-CE 7 } mu;oa.mo.m.mm m
e =i R-V36-50-Mcd-CE ¢ .. . AmpliSens” Neisseria gonorrhiceae-EPh . B5-100-R0.5-CE !
12 .“M:urmmmm influenza virus AJB-FRT PCR | R-V36-100-F- LAT Uo%xn | B24-100-RD 2-CE
............. L= Mod(RGIQ DLCFX.SC! | B24-100-RQ 5-C8 —
______ i AmpliSens® Neisseriz gororrhoeze- B51-100-R0,2-FEP-C

_screen-FEP PCR kit B51-100-RO.5-FER-CF

()]
o
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2 screen-FRTPCR kit

AmpliSens™ Neisseria muauﬁ:ammm{

R-B51-F(RG,IQ)-CE

TRBSHRGRCE | —

AmpliSens® Neisseriz gonorrhoeas-test- B856-100-R0,2-FEP-CE
FEP PCR kit BE6-100-RO,5-FEP-CE
145. | AmpliSens® Neisseria gonorrhoeae-test- R-B56(RG)-CE
L FRT PCR kit R-B58-F(RG,iQ)-CE
148 hsum_wazm. Neisseriz meningitidis A, B, C- | B26-50-R(0,2-CE
EPh PCR kit B26-50-R0,5-CE
147 - AmpliSens® Neisseria spp., Haemophilus EZ5-50-R0,2-CE
spp., Streptococcus spp.-EPh PCR kit | B25-50-R0,5-CE -
148, | AmpiiSens® Norovirus Gl / GII-FRT PCR kit | H-2751-1-3-CE
148, | AmpliSens® Norovirus genotypes 1, 2-EPh | V27-50-R0,2-CE
PCR kit W27-50-R0,5-CE
150. | AmpliSens® Parvovirus ml_m FRT PCR w:. R-V49(RG.iQ.Mx)-CE
151, AmpliSens® Pneumocystis jirovecii R-F2(RG.iQ,Mx}-CE
{carinii}-FRT PCR kit R-F2-Mod({RG,i0 Mx}.-CE
152, AmpliSens® Poliovirus-FEP PCR kit V38-FEP-CE
153. | AmpliSens® Pofiovirus-FRT PCR kit R-V58(RG.iQ)-CE ]
AmpliSens® Pseudomonas aeruginosa-
154, mn%ms.ﬁa.qu SCRE g R-B75-50-FT(RG,/Q)-CE
185, | AmpliSens® Rickettsia conorii-FRT PCR kit nwmwmwwm.wm
AmpliSens” Rotavirus { Norovirus {
156. hm%oiam._umv PCR kit M EERCE

AmpliSens” Rotavirus | Norovirus |
Astrovirus-FRT PCR kit

R-V40(RG1Q)-CE

AmpliSens® Rotavirus-EPh PCR kit

V15-50-R0,2-CE
V15-50-R0,5-CE

>_.=_u:mm=me Salmonella spp.-EPh PCR kit

B11-50-R0,2-CE
B511-50-R0,5-CE

160.

AmpliSens® Saimonellz spp.-FEP PCR kit

I B11-FEP-CE 1

161,

AmpliSens” Salmonelfa spp.-FRT PCR kit

R-B11(RG,iQ)-CE

182,

AmpliSens? Salmonsila typhi-FEP PCR kit

B63-FEP-CE

163.

AmpliSens® Salmoneifa typhi-FRT PCR kit

184

AmpliSens” Shigelfa spp. and EIEC |
Salmonella spp. ! Campylobacter spp.-FRT
PCR kit

| AmpliSens® Shigella spp. and E/EC]

| PCR kit

1

R-B63(RG,iQ)-CE |

R-B44(RG iQ)-C

! Salmonella spp. | Campylobacter spp.-FEP | B44-FEP-CE

AmpliSens” Shigeifa spp. and EIEC-EPh
PCR kit

H
H
H

B12-50-R0,2-C

' B12-50-R0,5-CE

AmpliSens” Shigells spp. and EIEC-FEP
PCR kit

- B12-FEP-CE

AmpliSens® Shigelia spp. and EIEC-FRT
PCR kit L

R-B12(RG,iQ})-CE

AmpliSens”™ Streptococcus agalactiae-
screen-titre-FRTPCR kit
Am pliSens” Strepfococcus hﬁcmm:mm.
screen-titre-FRT PCR Kk
| AmpliSens :‘mb,ororccm n\omgmm.

] screen/monitor- P POR

' Satind b

m B77-100-FT(RG

>:._n_,_m,.m:m .m?mEonono:m wvn EPh PCR
Kit
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AmpliSens”® T.vaginalis | N.gonorrhioeae-

s73 BB85-100-R0,5-FEP-CE
——— .__.E_...:_um“gm.mm?row kit = TBE5-100-RO2-FER-CE—
174 AmpliSens® T.vaginalis | N.gonorrhoeae- R-B&5{RG)-CE
" _| MULTIPRIME-FRT PCR kit R-BB65-F(RG,iQ)-CE |
175. | AmpliSens® TBE-FRT PCR kit R-V52(RG)-CE |
AmpiiSens” TBEV, B.burgdorferi si, !
178 A phagocytophi ’ 1, E.chaffegnsic | R ,/\mmﬁmo Q. Mx,Dt)-CE q -
E.muris-ERT PCR kit m V58-30-F{RG,iQ,Mx.Dt}-CE
177 AmpliSens® Treponema pallidum-FEP PCR | B20-100-R0,2-FEP-CE
B kit : B23-100-RC,5-FEP-CE
178 AmpliSens™ Treponema pallidum-FRT PCR | R-B20-F(RG,iQ}-CE
) kit : R-B20(RG)-CE
173 AmpliSens® Trichomonas vaginalis-EPh : B6-100-R0,2-CE
'™ PCREKit | BB-100-R0,5-CE |
180 AmpliSens” Trichomonas vaginalis FEP | B6-100-R0,2-FEP-CE
* | PCR kit | B8-100-R0O.5-FEP-CE
181 AmpliSens” Trichomanas vaginalis-FRT | R-B6-F(RG,IQ)-CE
" | PCRKit | R-BB(RG)-CE
182 AmpliSens® U.parvum | Uurealyticum-EPh | B19-100-R0,2-CE
* | PCREit | B18-100-R0O,5-CE
183 AmpliSens” U.parvum | U.ureaiyticum-FEP | B19-100-R0,2-FEP-CE
© | PCRKit _ | B18-100-R0,5-FEP-CE
184 AmpliSens” U.parvum | Uurealyticum-FRT | R-B18-F(RG,iQ}-CE
" | PCREkit | R-B19(RG)-CE
= AmpliSens® Ctm:\:S\ u. nwmchSE.:. - =
185, screen-itre-FRT PCR kit N B15-100- _n._AmO 1Q,Wix) Om
186. | AmpliSens® Ureaplasma spp.-EPh PCR kit | ww-u MWMM_M.MM
187. | AmpliSens® Ureapiasma spp.-FEP PCR kit | MWHHWW”MWMHMMW”MM |
188. AmpliSens® Ureaplasma spp.-FRT PCR kit M,Mw%ﬁmo_m =
. AmpliSens® Ureaplasma spp. “screen-titre- | BRI A00FTIRG § s
189, FRT PCR kit R-B2-100-FT(RG,iQ.Mx}-CE |
180. AmpliSens® Vibric cholerae-FRT PCR kit R-B53(RG)-CE |
181, | AmpliSens® VZV-FRT PCR kit R-¥61-50-F{RG}-CE m

AmpliSens® WNV-FRT PCR kit

| R-VB3{RG.iG Mx}-CE

AmpliSens? Yellow fever virus-FRT PCR kit

| H-2461-1-CE
| H-2462-14-C

AmpliSens® Yersinia enterocofitica !
Y.pseudotuberculosis-FEP PCR kit

BE4-FEP-CE

AmpliSens” Yersinia enterocolitica |
| Y.pseudotuberculosis-FRT PCR kit

| R-B84{RG iQ)-CE

| AmpliSens® Yersinia pestis-FRT PCR kit

: R-B79{RG.IQ.DY-CE

~ | preparation

AmpliSens™ Zika virus-FRT PCR kit | H-2411-1-CE
BRCA-screen kit \S-16186CE
PEERO-prep reagent kit for sample | K15-1811-40.0F
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