IIpoToko. 06 UTOrax 3aKymna u3aejauil MeJUIMHCKOT0 Ha3HAYEHUS U JIeKAPCTBEHHbIX CPEACTB CIOCO00M 3anpoca HEeHOBBIX MpelI0KeHn i
K 00bsiBJeHHI0 0T 06.05.2022 r. B paMKax rapaHTHPOBAaHHOT0 00beMa (ecIJIaTHOH MeIUIMHCKOI moMou Ha 2022r.

1. 3AKA3YUK/OPI'AHU3ATOP: I'KII «O06s1acTHOM LIEHTP KPOBW»

Ha IIXB
r. AkTo6e, yi1. bp.JKy6aHoBsix 253

@®.1.0. yrnosHOMOYEHHOTO MPE/ICTABUTEIIS Jdupexkrop Heramauna I'.2K.

«13» mas 2022 roga B 14 4. 00muH. B Oyxrantepun ['KIT «Ob6nacTHol 1ieHTp KpoBu» Ha [IXB mo aapecy:
r. AxTo0e, yi1. bpatbeB )KyOaHoBbIX 253, MPOBEICHBI UTOTH 3aKYIOK MEIUIIMHCKUX M3JICIHNA U CIICIIUATU3NPOBAHHBIX JICYCOHBIX MPOTYKTOB B
CUCTEME 00s13aTEIILHOTO COLUATHHOTO MEIUIIMHCKOTO CTPaxOBaHUs, (PapMareBTUIECCKUX YCIYT M PACXOJHBIX MaTepHaliax
B PaMKax rapaHTHPOBaHHOTO 00beMa OecIIaTHOM MEIMIIMHCKOM oMoty Ha 2022 T.

2. HaumeHoBaHue " MECTOHAXO0KICHUEC MOTCHIUAIBHBIX MMOCTABINUKOB, IPCACTABUBIINX 3asiBKU:

Ne HanmenoBanue Anpec Bpewms npenocrasienus 3asBok
n/n Opra"u3aluu

1 TOO «OPTONIC» PK, r.Hyp-CynTaH, paitoH Ecunb, yn.Kepeit, aHnbek xaHgap, gom 5 13.05.2022r. 8 08:40

2 | TOO «Eira Med» r.Hyp-Cynran, paiion Anmarsl, ynuna 92, 3nanue 4 13.05.2022r. B 08:40




JIOT
OB
HaumeHnoBaHue TOBapoB Enumsm. | O6bem

IMocTaBmMk

TOO TOO «Eira
«OPTONIC Med» IMo6equTean

»
1 | Habop rucToTMNUpPYHOLLMX CbIBOPOTOK B 72-X IYHOYHOM MaHWeTe A4 onpeaeneHus ynakosk | 8 -
aHTUreHos cucrembl HLA nokycos ABC, Habop paccumTaH Ha TMNMPOBaHUeE 5-x a

obpa3uos. O61acTb HazHayYeHuMA: gnarHocTnyeckmne Habopbl HLA - READY PLATE ABC
144 npegHasHa4yeHbl ana in vitro gnarHoctmkm HLA aHTUreHos B
KOMMJIEMEHT3aBUCUMOM MUKPOAUMPOLUTOTOKCUYECKOM TECTE.

®yHKUMOHaNbHOCTb: Habop NpeaHasHaveH ana onpeaenexHma HLA-peHoTMna no
nokycam HLA-A,B,C natn nccnegyembix ob6pasLLos, Ha 04HY NOCTaHOBKY UCMO/b3yeTcs
2 NAaHWeTbl, Kaxkaaa U3 NaaHLWeT COCTOMT 13 72 pasandHbix sngos HLA ABC
cneunduryecknx CbiIBOPOTOK U MO OAHOMY MOIOKUTENBHOMY M OTPULATENBHOMY
KOHTPOI0. Pe3ynbTatbl TMINUPOBAHUKN MHTEPNPETUPYETCA HA MHBEPTUPOBAHHOM
MWKpPOCKOMe No npuaaraeMomy NpoToKoy K Habopy. Habop paccumTaH Ha
TMNMpPOBaHUeE 5-TM 06pasLoB. TEXHUYECKAA XapaKTePUCTMKA: peareHTbl He A0/IKHbI
6bITb OKpaLLEHbI XEeNTbIM LBETOM, }KeNToe oKpawwmBaHue HLA peareHToB, ocTatoLieecs
nocne pasamoparkKMBaHuA, ykasblBaeT Ha U3meHeHue pH, TakmMe naHenn He AO/TKHbI
MCNosb3oBaTbcA 1A Tecta. OTKPbITbe YNAKOBKU He A0MXKHbl XPAHUTCA COBMECTHO C
CYXVMM JIbAOM.

Ob6nactb npumeHeHus: HLA-peHoTMNMpPOBaAHKE No noKycam HLA ABC

KomnneKkrayma: CoctomT U3 5-Tv HabopoB B MHANBUAYA/IbHOM YNaKOBKe

B cocTtaBe Kaxporo:

1. 2 muKponAaHwWeTbl 72-1YHOYHbIE, CoAeprKallne B YHKax Nog MMHEPanbHbIM
Mac/IOM CbIBOPOTKMU, NONOXUTENbHbBIN N OTPULATENbHbBIN KOHTPO/IbHbLIN 0bpaseL, B




3aMOPOKEHHOM COCTOAHUM.

2.5 ¢nakoHoB No 1 mn KpoAnYbero NMoGUAN3UPOBAHHOTO KOMMIEMEHTA.

3. MpoToKon K Habopam, COOTBETCTBYOLWEN K 10Ty HabopoB (6e3 ynakoBKM).
JKcnayaTaLMOHHAA XapaKTEPUCTMKA: XPAaHUTCA M TPAHCNOPTUPYETCA Npu TeMnepaType
MuHyc 20°C

KomnnemeHT Kponnumi, B ynakoBke 5 pnakoHos no 1 ma, Rabbit complement YyNakoBK | 6
lyophilized 5x1mn. O6nacTb Ha3HavYeHwUs: a

Kponnumin ntnodpmnmsmpoBaHHbIM KOMNIEMEHT U3NONb3YETCA B KAYeTcBe

KoMmnaemeHTa Ana IMMEOOLUNTOTOKCUYECKOTO TeCTa, B KOTOPOM NPUMEHATCA

ammoounTbl nepndeprnyeckon KPoBM YesToBEKa.

PyHKUMOHANbHOCTL: KOMNAeMEHT Kpoanumnii AMopuamsnpoBaHHbIM —MoJIy4eH 13 nyna

CbIBOPOTOK 34,0P0BbIX KPO/IMKOB. KOMMNIEMEHT 40/1KEH BblI3bIBAaTb CNeundruyecKkunii

nnsuc 80-100% nnmadounToB B CTaHAAPTHOM TMMEPOLUTOTOKCUYECKOM TECTE.

TexHM4YecKan xapaKTepucTuka:

Cyxoe nopolKoobpasHoe BeL,ecTBO

O6nactb NpUMeHeHUs: NIMMPOLUTOTOKCUYECKUI TECT

Komnnektauus:

bnakoH cogepKawmin 1 M cyxoro BelLecTsa

YcnoBua xpaHeHua:

XpaHUTbCA M TpaHCNOPTUPYeTCA Npu TemnepaTtype muHyc 20°C.

KoHTeltHep NoAMMeEpPHbI 419 KOMNOHEHTOB KPOBW, NpeacTaBaseT coboi WTYKa 500

NOJIMMeEpPHYI0 NPo3payvHyto emKocTb Ha 300 ma..EMKOCTb nmeeT gBa wTtyuepa u
TPYOKY C NONMMEpPHOI UFON ANA NPUCOEAEHEHMA KOHTEMHEpPA K KOHTEMHepY C
KOHCEPBMPOBAHHOM KPOBbIO M NAa3mon. TpybKa npo3payvHa, 3nacTU4YHa, yCTOMYMBA K
MeXaHMYEeCKON repmeTnsaLmMmn 1 cBapke TOKamm BbICOKOW YacToTbl. LUTyuepbl ana
nepenvBaHNA KPOBM C MOIMMEPHOM UFOM U GUNBTPOM ANA 3a4epPKaHNA
MexaHMYecKknx Yyactul,. C NOMOLLbIO YCTPOMCTBA NepPeMBatoT KOMNAHEHTbI KPOBU U3
KOHTelHepa. [lna noasewmnBaHns nmeetca netnsn. KOHTeMHep CHOOXKeEH 3aXKMMOM..
MaTepuan n3roToBsieHUs KOHTeNHepa: nseHKa MXB.CTepunbHbIN, O4HOKPATHOrO
NPUMeEHEHMUS.

3. Cnncok NMOTEHIUATBbHBIX MOCTABIIMKOB, MOAABIINX IIEHOBOE MPeIJI0KEHHE
=10t Nel,2- TOO «OPTONICx»;
-0t Ne3- TOO «Eira Med»




ITo pe3ynbraTtam paccMOTpEHHUsI KOMUCCHUS MPUHsIIA PELICHUE:

-mo jotam Ne 1,23 — - mpuU3HATh He COCTOSIBIIMMCS, B CBsI3HM C HecooTBeTcTBHEM [loctanoBnenuem [IpaBurenscrBa Peciy6mku Kazaxcran ot 04
utoHa 2021 roga Ne 375 «IIpaBuia opraHu3aniv ¥ TPOBEACHUS 3aKyTa JICKAPCTBEHHBIX CPEACTB, MEIUIIMHCKUX U3JEIUN U CIICIIMATU3UPOBaHH bIX
Je4yeOHBIX TPOAYKTOB B paMKax rapaHTHPOBAHHOTO 00BEMa OecrIaTHOM MEAUIIMHCKOM MOMOIIY | (MJIN) B CUCTEME 00513aTETbHOTO COLUAILHOTO
MEIULUHCKOTO CTpaxoBaHusl, (hapMareBTHUecKuX yciayr» [naBel 4 u n1.7., ctatbu 245 Konekca PecyOnnku Kazaxcran "O 310poBbe Hapona u
CUCTEME 3/IpaBoOXpaHeHus" (He I0IycKaeTcs ONTOBAs U PO3ZHUYHAS pealu3alus JIEKapCTBEHHBIX IPENapaToB, BKIOYEHHbBIX B IEPEUEHb
JIEKapCTBEHHBIX CPEJICTB, MOJIJICKAIINX [IEHOBOMY PEryJIMpPOBaHUIO, 0€3 MpeAebHOM 1IeHbI Ha JIEKapCTBEHHBIE CPEICTBA IO TOPTrOBBIM
HAaUMEHOBAHMSIM.

He nomyckaroTcs 3akyn ¥ cooruiaTa 3aperucTpupoBanHbix B Pecny6nuke KazaxcraH iekapcTBEHHBIX CPEJICTB U MEIULIMHCKUX U3EIHi 6e3
MpeesbHON IIEHBI Ha TOPrOBOE HANMEHOBAHUE JICKAPCTBEHHOTO CPE/ICTBA MIIM METUIIMHCKOTO H3/IENIUs B paMKaxX rapaHTHPOBAHHOTO 00beMa
OecruraTHOW MEeIUIIMHCKON TIOMOIIH U (MJIH) B CHCTEME 0053aTEIBHOTO COIIMAIBHOTO METUIIMHCKOTO CTPAXOBAHU)

1o pe3ynbTaTram CONOCTAaBIEHUS IEHOBBIX MpeAIokeHui Ha npuoOperenne UMH:

- 110 J1oTy Nel,2, 3 mpu3HaTh HE COCTOSBILIMMCS B CBSI3H ¢ HECOOTBETCTBUEM [ 1aBbl 4 «[IpaBuil opranu3anyy 1 NpOBEAEHUS 3aKyIa JEKAPCTBEHHBIX
CPEeACTB, METUIIMHCKUX M3/IEIMNA U CTIeUATN3UPOBAaHHbIX JIeYeOHBIX MPOJYKTOB B paMKaX IapaHTUPOBAHHOTO 00bEMa OeCIIaTHOM MeIUIIMHCKON
MOMOIIY M (MJIN) B CUCTEME 00513aTeIbHOTO COLMAIIBHOTO MEAULIMHCKOTO CTPaXxoBaHMsl, (hapMaleBTUUECKUX YCIYD .

IIpencenaresb KOMUCCHM: Heranuna I'.K.
I'naBHas meacecrpa: Topexanosa 3.A.
I'maBHbIi Oyxraarep: Yaiicoaesa H.K.
Cneuunanuct HJIA naGopaTopuu Koxabepanna K.A.
IKOHOMMCT Yabiknanosa A.T'.

Cexkperapb KOMHUCCHH: CapbaeBa A.T.



