IIpunoxenue 1
K 3asBK€ Ha 3aKyIKy
MEIUIMHCKUX U3eIUH

JIOT Nel: PC&I‘CHTBI, KOHTPOJIBHBIC U PACXOIHBIC MaTCPHAJIBI JJI BBITIOJTHCHIS

HMMYHOXCMHIIIOMHHECIIEHTHOI'O aHaIk3a B aBTOMAaTHYIECKOM DEXUME
Ommcanne noTpebHTENbCKIX, QYHKIMOHANEHEIX, TEXHHYECKHX, KAYeCTBEHHBIX H IKCIUTYaTAlHOHHEIX MTOKa3aTeNei
(XapaKTepHCTHK) IpeIMETa rOCYIAPCTBEHHOMN 3aKyTIKH

1. CocTaB (KOMILIEKTAIHS ) MEQUIIMHCKIX H3IEIIHIA:

Ne HaunmeHoBaHHe Ennanna Koa-Bo
n/n H3MepeHHs
1.1 PearenTsl 03BOJAIOMKE IPOBOIUTD
UMMYHOXEMUIIOMHHECIIEHTHEIE HCCIIeIOBAHNUS B
ABTOMAaTHYECKOM peXHUMe I Ka4eCTBEHHOTO U
KOJIM9ECTBEHHOI'0 aHAIHM3a CBIBOPOTKH/ILIA3MEI
KPOBH CIEAYIOUIMX apaMeTpPOB:
1.1.1 | Ompenenenue aHTUreHa BHpyca TremaTura B po6 6000
(HBsAg)
1.1.2 | Onpenenenue aHTUTEN K BHUpYyCy rematuta B npo6 6000
(Anti-HBs)
1.1.3 | OnpeneneHue aHTUTEN K KODKOBOMY AaHTUICHY po6 6000
supyca renarura B (Anti-HBc)
1.1.4 | Onpenenenue anTtuTen K Bupycy remarura C pod 6000
(Anti-HCV)
1.1.5 | OmpeneneHue aHTUIeHa/aHTUTEN K  BHPYCY mpod 6000
uMMmyHozaedunuta genoseka (HIV Ag/Ab Combo)
1.1.6 | Ompenmenenue aHTHTEn Kilacca M K BHpPYCY pod 3000
xpacHyxd (Rubella IgM)
1.1.7 | Onpenenenvie antutren kimacca G K BHpYCY pod 3000
kpacHyx# (Rubella IgG)
1.1.8 | Ompenenenne  amTHTen  Kimacca M K npob 3000
nuroMmeranosupycy (CMV IgM)
1.1.9 | Onpenenenue aHTUTEN KJacca G K mpo0b 3000
nuromerasoBupycy (CMV IgG)
1.1.10 | Onpenenenue anTuTen Kiacca M K BHpPYCY npo® 3000
mpoctoro repreca 1 Tuma (HSV IgM)
1.1.11 | Onpenenenme antutren Kmacca G K BHpPYCY npob 3000
npoctoro repreca 1 tuna (HSV IgG)
1.1.12 | Onpenenesne aHTUTEN KiIacca M K BHpPYCY pod 3000
npoctoro repueca 2 tuna (HSV IgM)
1.1.13 | Onpenenenue antuTen kinacca G K BuUpyCYy pob 3000
npocrtoro reprueca 2 tiuna (HSV IgG)
1.1.14 | Onpenenenue anTUTen Kilacca M K TOKCOIIasMe ipo6 3000
(Toxo IgM)
1.1.15 | Onpenenenne anturen kinacca G K TOKCOILTazMe pod 3000
(Toxo Ig(3)
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1.2,

KoHTpobHEIH MaTepral 11 HHQEKIHOHHBIX
MapKepoB, epeurcienssix B m.i.1.1.1-1.1.15 (me
MeHee 2-X YPOBHel), B Clfydae OTCYTCTBHS HX B
Habope. Micxons u3 paboTsl Ha ONVMH IO A
KOJIMYECTBa 3allpalliBaeMbIX TECTOB, IIPU
YCIIOBHH €XETHEBHOT'O BBIIIOIHEHNYSI BHYTPEHHET O
1200paTOPHOrO KOHTPOJIS Ka4ecTBa.

1.3,

Kanubpatop 155 nepeyrcneHHbIX HHPEKIHOHHBIX
Mapkepos B ILIL 1.1.1-1.1.15 B cimy4ae oTcyTcTBHS
X B Habope. Micxons u3 paboThl Ha OJUH IO U
KOJIMYECTBA 3apalliBaeMbIX TECTOB.

1.4.

Bcenomorarensasie peareHTs (0ydep,
IIPOMBEIBOYHEIH pacTBOp, CyOCTpar ¥ T.4.) |
pacxo[HbIe MaTepUalbl, He0OX0AUMEIe I
obecriedyeHHUs BEIIIOHEHS ICCIIeIOBaHNH,
YKa3aHHBIX B 1.1, Hcxoas U3 paboTel Ha OJJUH roj
U KOJIMYECTBA 3alpalliBaeMbIX TECTOB.

IToxazarenu (XapaKkTepHUCTHKM) IIpeaMeTa TOCYNapCTBEHHOM 3aKyNKH, COpPMHUPOBAHHEIE
corinacHo crtatbe 21 3akona PecmyOmuku benapycs "O rocynapcTBeHHBIX 3aKyIKax
ToBapoB (paboT, ycuyr)".

2.1

Hpeﬂ;naraeMLIe pPearcuThbl, KOHTPOJBHLIE MATCPHAIILI WU NOPYTHUE PAaCXOAHBIC
MaTepHallbl JOJLKHEI OBITH OpeoHa3sHa4YCHEI OJIA IPUMCHCHHA Ha aHaJIHU3aTope,
NMOCTAaBIIAEMOM IIO IOOTOBOPY 6633303M€3,I{H01" 0 IIOJIBE30BaHHUA COBMECTHO C
pearcHTaMi 1 paCXOIHBIMHU MaTCpHalaMi, YKA3aHHBIMH B m.1

2:2

K pearenram momxeH OBITH NOCTaBJIEH KOHTPOJBHBIN MaTepral, B KOIHYECTBE,
ofecrieynBaromeM exeIHEeBHOe IPOBeNeHHe BHYTPUIa0OpPaTOPHOIO KOHTPOJS
KadecTBa.

2.3

K pearentam momkeH OBITH ITOCTABJICH KOMIUIEKT BCIIOMOIATEIbHBIX PEarcHTOB
M pacXONHBIX MAaTEpHaNOB, HEOOXONWMEBIX s O00OeCledeHHs BBITOIHEHHUA
HCCIICHOBAaHUM 110 1. 1 3a5BKM Ha 3aKyIIKY.

2.4. TpeGoBaHus, NpeAbABIAsieMble K 000py10BaHHIO, IOCTABISEMOMY IO JOr0BOPY
0e3B03Me31HOr0 NOJIL30BAHHS:

2.4.1* | JomxeHn obecmeuwBarh pabOTy MIf Ka4ECTBEHHOTO H/WIH KOJIMYECTBEHHOIO
MMMYHOXEMUIIIOMUHECIIEHTHOTO aHajlh3a B aBTOMAaTH4ECKOM DPEXHME C
BO3MOXHOCTBHO COXPaHEHHs INAHHBIX pE3yJNbTaTOB HCCIENOBaHMS Ipod H
KOHTPOJIBHBIX MaTepHaJIoB

2.4.2 ITpousBoguTensHoCTh He MeHee 120 npob B gac

2423 B03MOXHOCTE OIHOBPEMEHHOM 3arpy3ku He MeHee 70 GHONOrHYecKux mpod B
IEepPBUYHBIX IPOOHpKax

2.4.4 OxrnaxeHne peareHTOB Ha OOpTy aHATU3aTOpa C BO3MOXKHOCTBIO IIOCTOSHHOTO
XpaHeHHs peareHToB Ha 60pTy.

245 CoexkTp wuccnemoBaHWii: aHTUreH BHpyca rematura B (HBs), amTaren x

TIOBEPXHOCTHOMY ¥ KOPKOBOMY aHTHUreHy BHpyca renatuta B (anti-HBs u anti-
HBc), aatuten k Bupycy rematura C (anti-HVC), cymmapHoe onpeneneHue
AHTUTEHOB M aHTUTEN K BHPYCY HMMYyHOIeQHIMTAa 4YEIOBEKAa, aHTUTENl K
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BEpYycaM IPOCTOTO repliecd, KpacHyXH, IUTOMETaloBHPYCY, TOKCOTLIA3ME.

2.4.6 Tun uccneayeMsIX 06pasIoB: CEIBOPOTKa/IIa3Ma KPOBH

2.4.7% | Metoxn: XeMUTIOMHAHECIICHTHBIN aHAJIHN3

2.4.8 BO3MOXKHOCTS 03arpy3Ky Mpod ¥ pearcHToB B PONecce paboTEL

2.4.9 ABTOMATHYECKOE IIPENYIPEXIEHME O IaTOJOTHISCKUX Pe3ynbTaTax

2.4.10 | MaTepdeiic Ha PycCKOM SI3BIKE ] o

24.11 | BO3MOXHOCTS IIOAKIOUEHNS K 1a00paTOpHOH MHQOPMAIMOHHON CHCTEME
2.4.12* | Ucro4nuk GecrepeOOMHOrO IMTAHMS B KOMILICKTE

2.4.13* | JlazepHslil yepHO-OIBIi MPUHTED UL BOSMOXKHOCTH PACTISIaTKH PE3YIILTATOR

71a60paTOPHEIX KCCIIENOBAHNH. IIpuHTEp COBMECTHMBIH CO CIIEAYIOIIEMH
tunamu xkaprpumkeii: HP CE285A wiu Canon 725 v TK-1150..

HpHMeanne: He BHIIOIHEHWE IYHKTOB CO 3HAKOM « * » BEIET K OTKIOHCHHIO OpEIIOKCHHA

3. Tpebopanus, IpeAbIBIIEMEIE K KadeCTBY TOBapa, rapaHTHi’any CpoKy (romHOCTH,
CTEPIIBHOCTH).

3.1. CpoK rofHOCTH PEarcHTOB Ha MOMEHT IIOCTABKH COTTACHO aYKIMOHERIM JOKYMEHTAM
3.2. TapapTudHeli Cpok 0OOpYHOBAHWS, IPEAOCTABIIEMOIO "B’ 0€3B0O3ME3NHOE
[OTIB30BaHMe — He MeHee 12 MecsIeB, COrTacHO ayKIIMOHHBIM JOKYMEHTaM




