IIporoxos Ne9

O NMpOBEACHUH 3aKyrna U3JENUHA MEOUUMHCKOrO Ha3HAYEHUS

crnocobom u3 OAHOI'0 CTOYHHKA.

r. KocraHaii
Komwucens B cnenyroiiem cocrase:
Kysembaes M.C. —n.0.rnaBHoro Bpaua, npeacenaress KOMHCCHH;
YnxkoB A.I'.-3amecTuTeNb r1aBHOrO Bpaua 1o feveGHoit paGoTe, 3aMecTHTENb npeacenaress KOMUCCHM,
Banuesa Y. E. — n.0. rnaBHoro Gyxranrepa, uieH KOMHCCHH,

Xaitbynnuna E.B. — u.0. 3aBenyrowmii 1uarHocTuueckoi nabopaTtopueit, UleH KOMUCCHH;

HypmaramberoBa T'. V. — 10pHCKOHCYJIBT, WlIeH KOMUCCHMU;
Bopoukosa XK. [I. — Gyxrantep, cekpeTapb TeHIepHOI KOMHUCCHH.
[MocTanoBuna:

B cBssu ¢ HecocToABIMMCS TeHAepOM MO 3akyny M3AENMi MEAMLMHCKORO HasHauyeHMs oT 28
despans 2019 r. (Ilporokon Ne3) u cornacho nn.2 n. 84 naparpaga 4 Iocranosnenus [IpaButenscTpa
PK Ne719 or 08.11.2017 roma «O BHeceHMM W3MEHEHHH B MOCTAHOBJEHME Ipasutensctea PK or

30.10.2009 rona Nel729» 0CyLUeCTBHTD 3aKyM M3 ORHOrO HCTOUHMKA.

1.3aKynuTh TOBAp COrNACHO MpPUJIaraemMoi TabIuLbI:

27 mapra 2019 .
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Ne Ea. | Koa- | Cymm Cpox MecTo
(;”T HaumeHoBanue Xapakrepucruka H3M. BO a focTaBru ﬂOC;aBK
a
BrytpunaGopar | BuytpunaGoparopubiii  koHTpons HBsAg,
OpHbIH cogepxawuii  HBs-anturen nna  oueHku
KOHTpPOJIb CXOAMMOCTH " BOCNPOM3BOANMOCTH
HBsAg, UCCNeNOBaHUIA O BbiABICHUIO HBs-auTurexa.
conepxawmuit Kommnekr Habopa He menee 24 (nakoHoB
HBs-anTuren AMOPUNbHO BbICYLUEHHOM CbIBOPOTKH,
ISt oueHkH | comepxaweiiHBsAg. O6beM BoccTaHOBNEHUS
10 | BOCTIPOM3BOAMM | CbIBOPOTKM He MeHee 0,5 mn. Jlonyckaercs | JKuH. 2 52 790
OCTH BBISIBIEHUS | TPAHCMOPTUPOBKA MpH TemI. 1025°C e Gonee | /Hab.
HBs- 10cyT.Cpok rOAHOCTH Sner.
anTurena.BJIK Boccranosnennniit  BJIK-HBsAg  xpanutcs
HBs Ag mpu Temn. (2-8)°C B Teuenue 24 u, mpu
Temr.muHyc (20+2)°C no t4cyr. Jonyckaercs
OJHOKpaTHOE  3aMOpaXHUBAHHE/OTTaMBaHUe
BOCCTAHOBNIEHHBIX  00pa3LOB. Hannuue
PerucTpaurnoHHOro ya0CTOBEPEHHS.
BuyrpunaGopar | Habop "BJIK anTtu-BI'C" npennasHauen ans | MuH.
OpHBbIii OLCHKH CXONMMOCTH W BOCTPOW3BORHMOCTH | /uaf.
KOHTPOJIb @HTH- | PE3yJIbTATOB HCCAEAOBAHHMN [0 BbISBACHUIO
BI'C. antu-BI'C B nabGoparopusx. Komnaexr
CriBopoTka, Habopa He meHee 24 ¢iakona AHODHIIBHO
coepxaiias BBICYLIEHHON CBIBOPOTKH, colepXallei aHTH-
aHTuTensa k | BI'C. O6bem BoccTaHOBNIEHHS CHIBOPOTKH He
IT | renaruty C, ns | Menee0.5M1.Bo3MOXKHOCTE TpaHcn-Hus npw 2 52790
OLIEHKH Temneparype no 25°C He 6onee 10cyr. Cpok
BOCMIPOM3BOAMM | rogHOCTH 8neT. Boccranosnenusiii  BJIK
OCTH BbIABJICHUA | XpaHUTCs NpH Temn. (2-8)°C B Teuenue 14cyT.
aHTUTEN K | Unn npu-(20+2)°Cs TeYeHHe2MecC.
renarury HonyckaeTcs OOHOKpaTHOE 3aMOpaXKMBaHUE
C.BJIK  anTu | /oTTamBaHMe BOCCTAHOBMNEHHbIX O0OpPA3LOB.
BI'C Hann4ne perncTpauvoHHOro yaocTosepenus
BrytpunaGopar | Komnnekt Habopa e meHee 18 (nakoHOB | MuH.
OpPHbIH TMOPUAH3HPOBAHHON ChIBOPOTKH, | /Haf,
KOHTPO/Ib aHTH- | codepkawielt anTu-BMY-1. Pacrsopa mns
BHY-1 AN | TIPEABApUTENLHOIO pas3sBEeNcHUs HE MeHee 6
BHyTpunabopar | ¢nakoHoB no 3w Bo3MoxHOCTB
16 | opHoro TPAHCTIOPTHPOBAHMA TMpH  TeMreparype Ao 4 107
KOHTpONS 25°C ne 6onee 10cyt. Cpok rogHocTH 3roza. 740
kauectsa MDA | Boccranosnennbiit BJIK xpanutcs npu temmn.
ans OueHkH | 2-8°C B TeueHHe 2-X Heelb MK B TeueHUe 2
BOCMPOM3BOAMM | MeC. mnpW MuHyc (20+2)°C. [onyckaercs
OCTH BbISIBJICHHS | TPEXKpaTHOE 3aMOpaKHBaHHe/OTTanBaHHE
anTuTen Xk BUYl | obpastios.
Komnnexr Habop npennasaueH a1 oaHOBpeMeHHOTo TE€4YEeHHUE
|7 | pearexTos W | BbIABJCHUA aHTHreHa p24 BUY-1 u auruten | XuH. 221 15 r.
KOHTPOJIbHBIX K BUY-1,2.«Cannsuu»-apuant UDA | /uab. 5 000 kanenaap | Kocrana
marepuanos ans | [naHwer  cTpunupoBaHHbI. O6p43MHOC HbIX HeH, | i, fyn. 1 X
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AUArHOCTHKH
BHY-undexunii
BUY 2 ATLAT
96

onpeneNeHnH

PaBEHCTBO xoHTpONe#H ¥ obpa3uos.
BuisBieHHEe CYMMAapHBIXATHTUTEN U aHTUIeHa
p24. Hannuue: muieHKW WIS 3aKN€UWBaHUA
nJaHiieTa, naketa Ans rJaHuera Tuna «3um-

JI0KY, BaHHOYEK Ans peareHToB,
HaKOHEUHHKOB s NUMNETOK,
YHU(PHLMPOBAHHBIX HecrieHe(HUECKHX

xomnonentos ®CB-T, CBP, xoHueHTpara
TMB, cron-peareHta. MeTOL BbISBJICHHUA
ocHOBaH Ha TBepaodaszHOM HWMMYHObE-HOM
aHanM3e C TMPUMEHEHHEM DPeKOMOWHAHTHBIX
aHTHFEHOB BHUY-1u BHY-2 "
MOHOKJIOHA/IbHBIX AHTHTE]l K aHTUreHy p24
BUU-1. Kon-tBO omp.: 96 (24x8), BKawovas
KoHTponH, (no 4 JIyHKH B KaXIOH
NOCTaHOBKE), BO3MOXHbl 24 HE3aBUCHMBIX
MOCTAHOBOK M0 8 aHanu30B B KaXOOHW B
py4Hom. OGbeM aHanuzupyemoro obpasua: He
Gonee 70 Mkn; HyBCTBUTENBHOCTD HAOOpPa MpH
onpeneneHun anturena p24 BUY-1 —ne xyxe
10 nr/mn. YyBCcTBUTEALHOCTb O @HTUTENAM K
BHU-1 —ne menee 100 %. UyBCTBUTENBHOCTD
no aurtutenam k BUY-2 — ne menee 100 %.:
Creunpr4HOCTE MO AHTUTENAM K BHY-1,
BHY-2 u antureny p24 BHY-1 — He meHee
100 %. JInutenbHOCTL aHann3a: He Gonee 95
MHHYT. Bo3MoxHa mpoueaypa MOCTaHOBKH
0e3 MCMOAb30BaHWA TepMollelkepa W C
MCHONb30BAHHEM TepMmouieikepa.
ITposenenue UCCIIel0BaHUA 6e3
npeaBapuTeNIbHOM  NPOMBIBKK  TUIAHLUETA.
PeructpauMs M OLEHKa  pe3Y/bTaTOB!
Pesynbtatst  WDA  perucrpupyrores €
MOMOILBIK  CrekTpodoTOoMETpa,  HU3MEpss
ONTHUYECKYIO NJIOTHOCTh (on B
JIBYXBOJIHOBOM PEKHME: OCHOBHOM GHIBTD-
450 uMm, pedepeHc-GpunbTp B 1Manasoxe 620-
650 HM. Honyckaercs perucTpauys
pe3ynbTaToB TONbKO € (uabTpom 450 HM.
BoiBeneHue cnekrpodoToMeTpa Ha HYNEBO
ypoBeHb(«01aHK» JOCYLECTBIATE 110 BO3AYXY.
Komnnekrauus Habopa: [MnaHwer ¢
UMMOGHUIH30BAHHBIMU  PEKOMOMHAHTHBIMH
anturedamu BUY-1, BMY-2 u anTuTenamu K
auturedy  p24  BHU-I - 2 um,
MONIOKUTENbHBIH KOHTPONbHBIH 06paseu Ne 1,
coAepxailuni aHTHTeNa K BHUY-1,
uHakTuBupoBaHHbii  (KI1+ ) - 1 dn,
NONOXUTENbHBIA KOHTPONbHbIA o6pasew Ne 2,
conepxawni pexoMOuHanTHb p24 BHUY-1,
wHakTMBMpOBaHHLI (K2+ ) - 1 ¢én,
OTpHLATENbHbI  KOHTpONbHBIH  obpasel,
vHakTusMpoBaHHbii (K- ) - 2 ., KoHblorat
Nel (GMOTHHMNMpOBaHHbIC aHTUTeNna Kk p24
BUYI1)- 1¢a.,konbtorat Ne2 (crpentaBruiHH-
nepokcuoasa M pekoMOWHaHTHbie  Oenku
BWUU-1 u BHY-2, MeueHHbie NEpOKCHAA30H
xpena) - ldn. wan 2¢a., pacTsop A1
npensaputenbHoro passeaetus (PIIP) - 1¢n.
8 M, pacTBOp AJs pa3BedeHHs KOHbIOraTa
Nel (PK Net) - 2 ¢, no 9w, pacteop s
pasBeneHns koHbiorata No 2 (PK Ne2)-2 da.
no 13 My, koHUeHTpaT GocdaTHO-CONEBOrO
6ydepHroro pacrsopa ¢ TeuHoM (OCB-Tx25) -
3 ¢a. no 28 wmn, cyberpatHbid OydepHbik
pactop (CBP) - 2 ¢n. mo 13 ma, (TMB),
KOHUEHTpaT - | ¢a1. 1.5 M, cTon-peareHT - 1
¢n. 21 M, BaHHOYKA LJISl PEAreHTOB - 4T,
HaKOHEUHWKH AJs NMUMEeTKH - 32 WT., nieHka
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(akoH C peareHTamMu HMMEeT LBETOBYIO
paeHTUdGuKaUMo.  YCIoBHA  XpaHeHus M
TPAaHCMOPTUPOBKH: XPAHUTb MPH TEMNEpAType
2 — 8 °C. JlonyckaeTcs TpaHCMNOPTUPOBKA MpH
temneparype 10 25 °C He Gosee 10 cyTok.
3amopakuBaHue He jaomyckaercs. Cpok
rogHocTH: 12 mec. B HabOp BXOIHMT TaK ke :
BUY-1 p24-anturen (+)craHmapTHas naHesb
ceiBopoToK. HaGop ~ 00pasuoB ChIBOPOTOK
KpOBM, COLEPXKALINX aHTHreH p24 BUY-1 B
pasnuyHbIX KOHUeHTpaumnsax. Cocras Habopa:
He MeHee 6 THODUIN3UPOBAHHBIX ChIBOPOTOK
KpOBM 4eslOBEKa, [OJy4eHHbIX OT BUY-
MHQUUMPOBAHHBIX  JIIOAEH,  COIEpI)KALLMX
HATUBHBIM P24 aHTWIeH W HEe COAEpIKaLIMX
anturen k BUY-2, anturen k BI'C, HBsAg.
O6beM BOCCTAHOBJICHHUS CHIBOPOTKH HE MEHEE
400 mki1. Bo3MOKHOCTb TPaHCMOPTUPOBAHUS
npu Temneparype no 25°C He Gonee 9 cyT,
Cpok TOAHOCTH He MeHee 5 jeT. XpaHenue
BOCCTAHOBJEHHbIX 00pa3uos He Oonee | mec.
npu Temn. 2-8°C unu He Gonee 6 mec. npw
munyc (18-60°C). Jlonyckaetcs OLHOKpaTHO®
3aMOpaKMBaHNE/OTTaBaHHE BOCCTa-HbIX
oOpa3uoB.  Hanuunme  perncTpalloHHOTO
ynocroepeHus. [lpenocranserca  no 1
HabOpy Ha Kakaylo cepuio HabopoB s
BuIsiBAEHUST aHTuTen k BUY-1,2 u aHTureHa

p24 BUY1. [ins py4HOi NOCTaHOBKHAaHAIN3a.

2. Bakmountb aoropop ¢ TOO «IlenTa natoc» HaXOAAWMMYCS MO aapecy: yi. TemupGaesa, 14-10
(nocne  MpEeAOCTaBJEHMs  BCEX  JOKYMEHTOB  COIIACHO KBaNTM(QHUKALMOHHBIM  TPeOOBaHMAM
HOTEHLHATLHOTO MOCTABIIMKA B COOTBETCTBUHM ¢ TpeOOBAaHHUAMH, MPEAYCMOTPEHHBIMU [IaBaMH 3-4
IMocranoenenus [lpasutenscta PK ot 8 woabps 2017 roaa No719 «O BHeCEHWH W3MEHEHHH B
nocranoenenue IlpasurenscrBa PecnyOnuku KasaxcraHn or 30 okrsGps 2009 roma Ne 1729 "O6
yrBeprcaeHnn [IpaBui OpraHu3aluy 1 NPOBE/ICHHS 3aKyTa JICKapCTBEHHBIX CPE/ICTB, npoQHIaAKTHIECKHX
(MMMYHOOHOIOTHUECKHMX, AHArHOCTHYECKHX, Ae31HGUUUPYIOLLXX) MPENapaToB, H3ACANH MEAULIMHCKOrO
HA3HAUCHMS W MEAMLMHCKON TEXHWKH, (apMaLEeBTHUECKMX YCIyr MO OKA3aHWIO rapaHTUpOBAHHOTO
oGbema GecraaTHON MEAMLMHCKONH MOMOLIM M MEIMUMHCKOWH TMOMOLIM B CHCTEME 00513aTeIbHOrO
COLMATBHOrO0 MEAMLIMHCKOro CTpaxoBaHus...", Ha o0uLyfo CymMMy 434 320,00 (uernipecTa
TPHALATD me?w%qn Tpucra aBaauars) Tenre 00 THbIH.
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