[Ipunoxenue 1

K 3asiBK€ Ha 3aKyIIKy
MEIHUIMHCKHX U3AeINH

JIOT Nel: PeareHTsl, KOHTPOJIBHEIE U PaCXOJHbIE MAaTepUaJIbL I BBIIIOJIHEHUS

HMMYHOXECMHUITIOMHHECICHTHOT'O dHaJIM3d B aBTOMAaTHYECKOM PEXNME
Onucanre TOTpeBUTENLCKIX, OYHKIHOHATBHEIX, TEXHHYECKUX, KA4eCTBEHHBIX | SKCILTyaTaLMOHHEIX NoKasarenel
(XapaKTepucTHK) NpeIMETa rOCYIAPCTBEHHOM 3aKyIKH

1. CocraB (koMIIEKTa¥s) METUIIMHCKHAX U3EIIHM:

Ne
n/m

HaumenoBanue

Ennanna
H3MepeHus

Koa-Bo

1.1

Pearents: u pacxomHBIC MaTCPHAJIEI,
ITO3BOJIAOMIUE IIPOBOIUTE
HMMYHOXEMUIIOMHPHECIIEHTHRIE UCCIIENOBAHKA B
ABTOMAaTHYCCKOM PEXHUMCE AT Ka9€CTBECHHOI'O H
KOJIHYECTBEHHOI'O aHATM3a CBIBOpOTKH/HJIaSMbI
KpPOBH CIEAYHOIIUX NapaMETpOB:

Ipob

125000

1.1.2

OmnpeneneHnne aHTUIeHa BHpyca Tremarura B

(HBsAg)

mpob

6000

1.1.2:1

Kommuexkt xamuOpaTtopoB i  OIpPEIEICHHA

anTHreHa Bupyca renatura B (HBSAgE), B ciygae
OTCYTCTBHS KanubpaTopa B cocTaBe Habopa
i.1.1.2

Habop

1.1.3

Omnpenenenne aHTUTEN K BHUpyCy remarura B
(Anti-HBs)

po0d

6000

1131

Komnnekr xamubpaTopoB O  OUpPEAENEeHHS
aTUTEl K BUpycy remaruta B (Anti-HBs), B
cllyyae OTCYTCTBHS Kaimubparopa B COCTaBe
Habopam.l.1.3

Habop

1.14

Omnpenenenne aHTUTET K KOPKOBOMY AaHTHUICHY
pupyca renatuta B (Anti-HBc)

mpob

6000

1.14.1

KoMIuiekT KamuOpaTOpoB [N OIpEHeNeHHs
aHTUTE] K KOPKOBOMY aHTUI€HY BHpYyca renaTtura
B (Anti-HBc), B ciIygae OTCYTCTBYSI KaTuOpaTopa
B cocTaBe Habopa 11.1.1.4

Habop

1.1.5

Omnpenenenne antuTel K BHpycy remarura C
(Anti-HCV)

po0d

6000

1.1:5.1

KomriekT xamubpaTopoB Uii  ONpeleeHHS
anTtTen Kk Bupycy rematurta C (Anti-HCV), B
cllyyae OTCYTCTBHS KanubpaTtopa B COCTaBe
Habopam.1.1.5

Habop

1.1.6

Omnpenenexue aHTUI€Ha/aHTHTEI K  BHPYCY
ummyHoeduimta yenoseka (HIV Ag/Ab Combo)

po0d

6000

1.1.6.1

Kommiekt xammubpaTopos I  OIpedeieHHUs
aHTUTeHa/aHTUTEN K BHPYCY MMMyHonedHIHUTa
genoseka (HIV Ag/Ab Combo), B ciydae
OTCYTCTBHS Kanubparopa B cocraBe Habopa

Habop

~
2




m.1.1.6

1.1.7

OmnpeneneHue aHTUTEN Kiacca M K BHpPYCYy
kpacHyxu (Rubella IgM)

mpob

3000

1.1.:7.1

Kommnekr xamubpaTopoB I  ONpenereHUs
aHTUTEeN Kiacca M kx Bupycy kpacHyxu (Rubella
IgM), B cmydae OTCYTCTBHS KanuOparopa B
cocTaBe Habopa n1.1.1.7

Habop

1.1.8

Ompenenenue anTHTen Kitacca G K BHpYCY
kpacHyxH# (Rubella IgG)

3000

1.1.8.1

Kommnekr xamuOpaTopoB MO  OIpeeeHus
agTuTen Kinacca G x Bupycy kpacHyxu (Rubella
IgG), B cimydae OTCYTCTBHSA KaiauOparopa B
cocTase Habopa 11.1.1.8

Habop

1.1.9

Onpenenenue aHTUTEN Kjlacca M K
nuroMeranosupycy (CMV IgM)

po6

3000

1:0.:9.1

Kommext xanubparopoB O ONpeleneHUs
aHTHTeN Kiacca M k murtoMeranosupycy (CMV
IgM), B ciygae OTCyTCTBHS Kammbparopa B
cocTtase Habopa n1.1.1.9

Habop

1.1.10

Omnpenenesue  amturen  kmacca G K
ruToMeranosupycy (CMV IgG)

npod

3000

1.1.10.1

Kommiekr xanuOpaTopoB [  OIpeleNeHHs
agTuTen Kiacca G Kk muromeramoupycy (CMV
IgG), B ciaydae OTCYTCTBHS KamwOparopa B
coctase Habopa m.1.1.10

Habop

1.1.11

Omnpenenenue anTHUTen Kiacca M K BHpPYCY
mpocroro repueca 1 Tuna (HSV IgM)

npob

3000

1.1.11.1

Kommexr kanubpaTopoB [ OmpeneleHHs
aHTHTEI Kiacca M Kk BHpycCy mpocToro repueca 1
tuna (HSV IgM), B ciydae OTCYTCTBHS
Kanubpartopa B cocTaBe Habopa m.1.1.11

Habop

1.1.12

Omnpenenenue anturen kinacca G k BupyCy
npocroro repreca 1 Tuna (HSV IgG)

po6

3000

11,121

KoMmuiekr xamubpaTopoB [Ond  OIpeesieHHus
aHTUTeN Kiacca G K BHPYCY IpOCTOro repreca 1
tuna (HSV  IgG), B cmydae oOTCyTCTBHA
Kamubpartopa B coctaBe Habopa n.1.1.12

Habop

1113

Omnpenenenue asTHTEN Kilacca M K BHPYCY
rpocroro repreca 2 tauna (HSV IgM)

pod

3000

1.1.13.1

Kommiekr xanubpaTopoB [  OIpeneNeHus
aHTHTEI Ki1acca M k BHpyCy NpoCTOro repeca 2
tuma (HSV IgM), B cinyyae otcyTcTBHS
Kanubparopa B coctaBe Habopa n.1.1.13

Habop

1.1.14

Omnpenenenue anTHTen xiacca G X BHPYCY
npoctoro repreca 2 tuna (HSV IgG)

po6

3000

1.1.14.1

Kommnexr xanubpaTopoB i1 OIpeNc/IeHUs
agTUTen KIacca G K BUpPYCY HIpocToro repreca 2

Habop
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tama (HSV 1gG), B ciydae oOTCyTCTBHA
Kanmubparopa B cocTare Habopa n1.1.1.14

1115

Omnpenenenue anTATEN K1acca M K TokcoIlmasme npo6 3000
(Toxo IgM)

1.1.15.1

KoMmuiekr kanmuOpaTOpOB MO  ONpeleNeHus Habop 1
anTHTen Kiaacca M k Toxcortasme (Toxo IgM), B
cIydae OTCYTCTBHS KajiubOpaTopa B COCTaBe
Habopa m.1.1.15

1.1.16

Omnpenenenue antuten Kiacca G X TOKcCoOIIasMe pod 3000
(Toxo IgG) ’

1.1.16.1

Kommiekt xamuOpaTopoB Ui  ONpeeNeHus Habop 1
antuten kiacca G x toxcomnasme (Toxo IgG), B :

Clydae OTCYTCTBHS KanmuOpaTopa B COCTaBe
Habopamn.l.1.16

1.1.17

KoHTponsHBIH MaTepua 111 HHPEKIHOHHBIX KOMILIEKT 4
MapKepoB (He MeHee 2-X YPOBHeH) '

1.1.18

BcmomorarenpHEIe peareHTH (Oydep, KOMILJIEKT s
IIPOMBIBOYHBIN pacTBOp, CyOCTpar ¥ T.4.) U , 125000 ipo6
pacxomHbIe MaTepUallbl, He00OXO0AUMBIE IILT
obecrieueHus BBIIIOTHEHUS UCCIIEIOBaHuUH,
YKa3aHHBIX B I1.1

1.1:19

Hcrounuk HecnepeboiiHOrO IIUTaHU B . 1
KOMILIEKTE

[TokazaTenu (XapaKTepHCTHKH) IOpeaMeTa FOCYAapCTBEHHON 3aKyNKH, c(OpMHpPOBaHHEBIE
cornmacHo ctarbe 21 3axona PecnyOmuku Bemapycs "O rocymapcTBEHHBIX 3aKylKax
ToBapoB (pabort, ycyr)".

2.1

[Ipennaraemsle peareHTH, KOHTPOJIBHBIE MAaTEpHalbl H APYTHE PacXOJHEBIE
MaTepHalbl JOJDKHEI OBITH NpeqHa3HadeHsl AN NIPUMEHEHH Ha aHATU3aTope,
IIOCTaBIIEMOM II0 JOTOBOPY O€3BO3ME3NHOr0 IOJIb30BaHHA COBMECTHO C
peareHTaMy U pacXOJHBIMM MaTepHalaMH, YKa3aHHBIMH B I1.1

2.2

K pearentaM mo/mkeH OBITH IIOCTaBIECH KOHTPOJIBHBIM MaTepuall, B KOJIHYECTBE,
oBecIeurBaioIeEM €XeIHEBHOE MPOBENEHHE BHYTpHIab0paTOpHOIO KOHTPOJIS
Ka4yecTBa.

2.3

K pearenTam moipkeH OBITH IOCTaBIEH KOMIUIEKT BCIIOMOTATENbHEIX PEar¢HTOB
M PpacXOIHBIX MAaTEepHallOB, HEOOXOMUMBIX M O00eCIeYEHHs BBIIIOIHEHMS
VICCIIEIOBaHMM 110 I1. | 3asBKU Ha 3aKyIKY.

2.4. TpeOoBaHus, NpelbaB/IsieMble K 000PYA0BaHHIO, IOCTABJAAEMOMY IO AOTOBOPY
0e3B03MEe3THOr0 MOJb30BAHHS:

2.4.1*% | lomkeH obecrmeuuBark pabOTy MUIS KadeCTBEHHOIO W/WIM KOJMYECTBEHHOTO
AMMYHOXEMHIIOMHHECIIEHTHOI'O aHalu3a B AaBTOMATHYECKOM DEXHME C
BO3MOXXHOCTBIO COXPAaHEHHS MNaHHBIX pPE3yJBTaTOB WCCIENOBaHUI IIpod M
KOHTPOJILHEIX MaTepHaJIOB

2.4.2 ITpou3BoaKUTENbHOCTE He MeHee 120 npob B yac

243 B03MOXHOCTh OJHOBPEMEHHOM 3arpy3ku He MeHee 90 GHOIOrHYecKuX Ipod B

NEPBUYHBIX NPOOHpKax




IIEPBHYHEIX IpoOHpKax

244 Oxnaxknenwe peareHTOB Ha OOPTY aHANM3aTOPa, BO3MOXXHOCTE IIOCTOSHHOTO
XPaHEHMS PeareHToB Ha OOpTy.
2.4.5 Crextp wuccnenosanmil: aHTHreH BHpyca rematura B (HBs), amtuTen x

TIOBEPXHOCTHOMY M KOPKOBOMY aHTHMI€HY BHpyca renatura B (anti-HBs u anti-
HBc), auturen x supycy rematura C (anti-HVC), cymmapHOe ompenernerue
AHTUTEHOB ¥ AHTUTEI K BHDYCY HMMYHOJEQOHUINTA YeJIOBEKa, AHTHUTEI K
BHPYCaM IPOCTOTO Ieplieca, KpaCHyXH, IITOMETATOBHPYCY, TOKCOILIA3ME.

2.4.6 Twn vicenemyeMex 06pa3loB: CHIBOPOTKa/IIa3Ma KPOBH

2.4.7* | MeToX: XeMIIIOMAHECIICHTHEIN aHalli3

24.8 B03MOXHOCTE 103arpy3Ky Ipob U peareHTOB B Ipolecce paboTEL

24.9 ABTOMATHYECKOE IIPENYIIPERKTCHHE O NATONOTMIECKHX Pe3yIbTaTax

2.4.10 | MaTepdeiic Ha pycCKOM SI3EIKE

2.4.11 | BO3MOXHOCTE DOOKIFOYEHHS K JIa00PaTOPHOM HHGOPMAIMOHHOMN CHCTEME

HpHMﬁ‘I&HHeZ HE BRIIOIHEHHE IIYHKTOB CO 3HAKOM «*» BENET K OTKIIOHCHHIO IPCIIOXKEHHI ST

3. TpeboBaHus, NpeNbABIAEMEIE K Ka4eCTBY TOBapa, TapaHTUMHOMY CPOKY (TOZHOCTH,
CTEPUIIBHOCTH).

3.1. Cpox rogHOCTH peareHTOB Ha MOMEHT IIOCTABKH COINIACHO ayKIMOHHBIM JOKYMEHTAM
3.2. TapamTuiHEII CcpOK OOOpYHOBaHHS, IMPENOCTABIAEMOTO B OE3BO3ME3IHOE
II0JIb30BaHKe — He MeHee 12 MecsleB, COrnacHO ayKIHOHHEIM JOKYMEHTAM




