IIpoToKo.J1 06 HTOTaX TeHAePa N0 3aKYNMy MeAHIHHCKHX H31euii Ne 4

r. Kocranai

TeHaepuasi KOMHCCHA B COCTABE:
Ipeiaceaarenb TEHAEPHOH KOMUCCHU:

- Naymenos M.J1. — H.0. aupekTopa.
YieHbl TeHIePHOH KOMHCCHHU:

«28» cenradps 2022 roaa

- Jluxanosa JI. XK. — cneumanuct nabopatopuu MHGEKUHOHHOH GE30MACHOCTH W TeCTHPOBaHHs KPOBH (Irpyrnna HHYEKUHOHHON Oe30macHOCTH);
- AtambOy30Ba A.A. — H. 0. pyKOBOJUTENS OT/IE)Ia JOHOPCKOrO pecypea, 3aroTOBKH KPOBH U €€ KOMINOHEHTOB.
CeKperapb TeHAEPHO KOMHCCHH:

- Bepbosas M.B. — Oyxrairep mo ¢uHaHCOBOMY YYETY.
w_hn:mﬁ._.-—m-m- KOMHCCHS HE IIPHBJEKAIACH.

:—UQWG.:M OLCHKY H COMOCTABJICHHE TEHACPHLIX 3AABOK N0 CJe/lyolemMy Om.-um?—% 3aKyNaeMbIX TOBAPOB H CYMMBI, BhLIIEJIEHHOH sl HX 3aKyna no KaxaoMy JioTy:

No E Iena 3a Cymma, Cpok
& HaumenoBanue u XapaKTepHCTHRA AV Oo6bem CAHHHIY BbLJACJICHHAA /1JIf MOCTABKH
JIoTa HIMEPEHHH .
E H3MepeHHs 3aKyna, TeHre TOBApoB
HIV ¢ (pearent BUY Kom0bo x aBTOMaTHYECKOMY 1887730 OKTsI0pB-17
1. | ummyHommarsoctudeckomy anammsatopy VITROS 3600) yIIaKOBKa 33 117810 i |
| B |  Hos0pB-16
5 HIV Combo Calibrator (kamu6patop BUY Kombo k aBTOMaTiHaecKomy — 1 99792 99792 -l
* | ummyHoamMarHoctHueckomy anaimuzatopy VITROS 3600) y
| vITROS Immunodiagnostic Poducts Anti-HIV Controls (mabop 6053
KoHTpoJeh wis Boisienerus anturen (HIV1 pos u HIV2 pos) x 517540 s
3. YIIaKOBKa 3 103508
ABTOMATHYECKOMY UMMYHOIMarnocTuyeckomy adanmusaropy VITROS fip,
3600) HOSAOPEL-
OKTsOpb-2
4. LIAISON XI. Control HIV Ab/Ag (1abop KOHTpoJIeH i BBISABJICHHS yIIaKOBKa 4 230000 920000 HOSOphb-2
antuten K BUU1 u anmurena BUY1 k apromarnueckomMy
UMMyHOIHarnoctTudeckomy ananusaropy VITROS 3600) .
HBs Ag (pearent HBs Ag Jjuis onpenesnenus oBepXHOCTHOTO 2012472 OKTs0ps-17
5. | onpenenenus renarara B Kk asToMaTHYECKOMY yl1aKOBKa 33 60984
|| nmmynomarnocTyeckomy anamusaropy VITROS 3600) | HOs0pE-16
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OKTA0PD-1

3600)

HBsAg ES (kanmabparop k pearenty HBs Ag k aBromarnueckomy 86266
A ¢ 2
: MMMYHOJAHardoctuueckomy anainuzaropy VITROS 3600) e H 5600
| VITROS Immunodiagnostic Poducts HBsAg ES Controls o OKTS6D5-3
(neg.pos)(nabop KoHTposIeit /uis onpenenenns HBs Ag k 517540 P
% - yIaKoBKa 5 103508
aBTOMAaTHYeCKOMY HMMYHOIHArHocTu4eckomy anamsaropy VITROS HOSOPH-2
3600) .
Anti-HCV (peareHT 115 onIpe/ie/ieHHst anTUTeN K BUpycy renatuta C K 3613302 OKTs10pB-17
8. | aBTOMaTH4eCKOMY HMMYHOIMArHOCTHYECKOMY aHauzaropy VITROS yI1aKoBKa 33 109494 .
| 3600) HOSI0pB-16
9 Anti-HCV (kamu6patop k pearenty Anti-HCV k aBToMaTHueckoMy —— 1 86266 86266 R
" | iMMyHOIarEOCTHYeCKOMY anamuzatopy VITROS 3600) y
VITROS Immunodiagnostic Poducts Anti-HCV Controls (neg, pos) OKTsI0p5-3
& p 517540
10. | (Habop xoHTpoJIeH s onpenesenus Anti-HCV k aBToMaTHdecKoMy yIIaKOBKa 5 103508
o MMMYHOJIHarHocTHYeckoMy aHanusaropy VITROS 3600) HOsI0pp-2
Treponema pallidum — Syphilis TPA (pearenT /15 onpesielieHus: aHTHTEI 2381494 OKTsI0pB-17
11. | Cuduinca K aBTOMATHIECKOMY HMMYHO/IMAIHOCTHYECKOMY aHATH3aTOPY | YIIAKOBKA 33 87318 -
VITROS 3600) HOSIOpB-16
Treponema pallidum (xamuGpatop Juist Olpe/ieieHEs] AHTHTEN CHUIHCA 24844 OKTs0pB-1
12. | K aBTOMaTHYECKOMY HMMYHOJHArHOCTHYeCKOMY aHanmm3aTopy VITROS yIaxkoBKa | 74844
600)
Treponema pallidum - Syphilis TPA (konTposbHBIif 06pazer s 897447 OKTS0pb-2
13. | ompeliesieHHs: aHTHTEN CHUIIECA K aBTOMATHYECKOMY YIIaKOBKa 3 275814 =
| mMMyHOamarHoctudeckomy aHasizaropy VITROS 3600) HOsI0pB-1
OKTsI0p3-1
1 i ] )
14, Microsample Cup (MEKpOKOHTEHHEPDI F.E o@cmw:om K aBTOMaTHYECKOMY ) 1 264644 264644
HMMYHOJIHarHoctudeckomy anamuzaropy VITROS 3600)
Vapor Absorption Cartridge (kapTpuuk juist IIOTJIONIEHHAS TAPOB K 434712 ——
15. | aBTOMaTHYeCKOMY HMMYHOAHArHocTuyeckomy anaimuzaropy VITROS yIIaKOBKa 2 217356 p
| 13600) B )
Maintenance Pack (Habop st nposejienus o6¢/IyKUBaHHS 389304 OKTAOPE-2
16. | aBTOMaTH4eCKOIr0 HMMYHOHArHOCTHYECKOTo anam3aropa VITROS YITaKOBKa 2 194652 .
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Universal Wash Reagent (ynuBepcaibHbli 1IpOMbIBAIOIIHMIT peareHT K 459048 _ OKTsI0pB-3
17. | aBTOMATHYECKOMY HMMYHO/IMArHOCTHYeCKOMY aHanusatopy VITROS yIIaKOBKa 6 76508
3600) HOsIOpBb-3
Signal Reagent Pack (ynakoeka ¢ curnaibHbIM peareHTOM K , 1366596 OKTs10Ops-17
18. | aBTOMaTH4eCKOMY MMMYHO/IHArHOCTHYeCKOMY aHaimm3atopy VITROS YHaKoBKa 34 40194
3600) HOs10pp-17
Disposable Versa Tip (HakoneuHHKH 0/HOPa30BBIE IIACTHKOBEIE K oxTs6p5-20
1607760
19. | aBTOMATHYECKOMY MMMYHO/IMarHOCTHYECKOMY aHaymm3atopy VITROS yIlaKoBKa 40 40194 20
3600) HOs1I0pB-
20 Desiccant for storage box (ocymurens k aBToMaTHuecKOMY — 1 86268 86268 e
" | mMMyHOHArHocTHYeCKOMY ananmsatopy VITROS 3600) Y
21 Pierceable Caps (11poThIKaeMble KPBIIIKH K aBTOMATHHECKOMY n— 1 77148 77148 e
" | uMMyHOIHAarHOCTHYECKOMY anaiusatopy VITROS 3600) y
OKTSI0pE-32
22, Cuérunk Ha 500 criaex I CTEPHIILHOTO COSIUHCHUS KOMIIOHEHTOB mrryKa 32 820000 26240000
kpoeu Ha Compodock
Hroro (Tenre): 46 967 708
JanuBKH Ha Y4YacCTHe B 3aKyIe IpelocTaBJIeHbI:
.H.”. HaumenoBauue I0puanuecknii agpec BHUH JlaTta u BpemMsl HoJa9H 3asiBOK
1. TOO «Dupma Azua-Meay - r. Aamarel, yn. Caypanbaesa, 6 990340000440 19.09.2022 ropa 09 yacoe 20 MunyT

..—Jﬂﬂﬁwm:-»:- KOMHCCHS pACCMOTPENIA HEeHBI H APYrue YCIOBHA TEHACPHLIX 3asBOK, HA COOTBETCTBHE HX .Hmmrﬂﬂ—u—mcm.— AOKYMEHTAUMHK

Januble, ykazaHHbIe B 00bABICHAN 32Ky A

Ne
JoTa

En. TOO «®Pupma
HanmenoBanue P — Kou-Bo Iena Aaten-Nexs
HIV ¢ (pearent BUY Kom6o k aBTOMATHYCCKOMY HMMYHOIUAIHOCTHYECKOMY _
: _ 1
anamsatopy VITROS 3600) YIIaKOBKA 33 117810 117800
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HIV Combo Calibrator ?\mu‘:ﬂwﬁov BUY Kom60 x mw.woZM.Eamczozu\
MMMYHOJHArHOCTHYECKOMY aHATU3aToOpy VITROS 3600)

yIIaKOBKa

VITROS Immunodiagnostic Poducts Anti-HIV Controls (1abop KoHTpoJIeit s
srisipnieHns antutes (HIV1 pos 1 HIV2 pos) K aBTOMaTH4ECKOMY
MMMYHOIMArHOCTHYECKOMY aHAJI3aTOPy VITROS 3600)

yI1aKOBKa

99792

103508

103500

LIAISON XL Control HIV Ab/Ag (1aG0p KOHTPOIIEH JUIs BbISBJICHUS aHTHTE K
BUU1 u agrurena BUY1 x aBTOMaTHueckoMy HMMYHO/IHArHOCTHHECKOMY
ananuzaropy VITROS 3600)

VIIaKOBKa

230000

230000

HBs Ag (pearent HBs Ag muist onpeyiesieHus HOBEPXHOCTHOIO OIPE/ICTICHIA
rerratuTa B K aBTOMATH4ecKOMY HMMYHOIHArHOCTHYECKOMY aHAIN3aToOPY VITROS
3600)

VIaKoOBKa

HBsAg ES (xambparop k peareaty HBs Ag K aBTOMaTHuECKOMY
IMMyHOmarsocTHaeckoMy asamusatopy VITROS 3600)

yIaKoBKa

60984

60980

86266

86260

VITROS Immunodiagnostic Poducts HBsAg ES Controls (neg.pos)(nabop
KouTponei s onpenesichus HBs Ag K aBTOMATHYECKOMY
HMMYHOIMArHOCTHY€CKOMY aHAIH3aTOPy VITROS 3600)

yIaKoBKa

103508

103500

Anti-HCV (peareHT /Ul OlIpe/Ie/ICHHs] aHTHTENl K BUPYCY IelaTiTa Ck
ABTOMATHYECKOMY W MMYHOIHArHOCTHYECKOMY aHaIM3aTopy VITROS 3600)

yIaKoBKa

33

Anti-HCV (xaim6parop x pearenTy Anti-HCV K apTOMaTHYECKOMY
MMMYHO/IHArHOCTHYCCKOMY aHAI3aTOPY VITROS 3600)

YIIaKOBKa

109494

109490

86266

86260

10.

VITROS Immunodiagnostic Poducts Anti-HCV Controls (neg, pos) (1adop
koHTpoeil juis onpenenenns Anti-HCV x aBromMariyeckoMy
HMMYHOMAarHOCTHYECKOMY aHAIN3aTOPy VITROS 3600)

yIIaKOBKa

103508

103500

11.

Treponema _um_:a:mq — Syphilis TPA (peareHT Juls OTIpe/ICIICHIS aHTUTC]I Cudumica
K aBTOMATHYECKOMY HMMYHOIMArHOCTHYECKOMY aHAJIM3aTopy VITROS 3600)

yIIaKOBKa

2
L

87318

87300

12.

Treponema pallidum (xanuGparop Uist OIPE/ICIICHAS aHTHTEL cudumnca K
ABTOMATHYECKOMY MMMYHOTHArHOcTHYecKkomy aHamusatopy VITROS 3600)

yIakoBKa

13.

Treponema _um_:mm:g — Syphilis TPA (xoHTpoJIBbHBIH ODpasell I ONPEACIICHHS
anTUTeN CHHINCA K aBTOMATHYECKOMY HMMYHOIHArHOCTHYECKOMY aHaJIH3aTOpY
VITROS 3600)

yIaKoBKa

74844

74830

275814

275810

14.

Microsample Cup (MUKPOKOHTEHHEPBI JUlsl 00PA3IOB K ABTOMATHUECKOMY
uMMyHOIHArHOCTHUeckomy ananmmsaropy VITROS 3600)

yIIaKOBKa

15.

Vapor Absorption Cartridge (KapTpuIx /17151 TIOIJIOMCHAS N1aPOB K ABTOMATHYECKOMY
MMMYHOJIHAr HOCTHHCCKOMY aHAIIM3aTOopy VITROS 3600)

_ yIlaKkoBKa

264644

264640

217356

I

217350
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T Riamtaiduns VARE I T e i . T ] L o e
16, 4 zm_sﬁon%rr._ nr._f :Emov, JUISI TIpOBE/ICHHS 00CTy ,xm:wn::m ABTOMATHYECKOIO _ — 5 194652 194650
|| MMMYHOJHArHOCTHYECKOr0 aHAIN3aTOpa VITROS 3600) ) i T oy o o -
Universal Wash Reagent (yHHBepcaibHbIH ITPOMBIBAIOIINH PEAreHT K
i ABTOMATHYCCKOMY HMMYHOAMArHOCTHISCKOMY aHAJIM3aTOpy VITROS 3600) %:mzommw 1 » aiie wowco
18, Signal Reagent Pack (ynakoBKa ¢ CHIHAJIEHBIM PEarcHTOM K aBTOMATHIECKOMY yIIaKOBKA 34 40194 40190
uMMyHOIMarHocTiyeckomy anamsaropy VITROS  3600) i
1 A g ..— .
19. Disposable Versa Tip (HakOHEYHHKH 0JJHOPA30BbIC [1JIACTHKOBLIC K JIAROBRE 40 40194 40190
ABTOMATHYECKOMY MMMYHO/IMArHOCTHYCCKOMY aHaIM3aTopy VITROS 3600) i
Desiccant for storage box (ocymHTelb K ABTOMATHHYECKOMY
2. MMMYHO/IMarHOCTHIECKOMY aHAIM3aTOPY VITROS 3600) IR i : BA20S S
Pierceable Caps (IIpOThIKaeMBbIE KPBIIIKH K aBTOMATHUCCKOMY
Al pMMyHOWarnocTHyeckomy ananmusatopy VITROS 3600) VIS : Ui HLE
2. mm:od:\_z na 500 criaex s CTEPHILHOTO COEJMHEHHS KOMIIOHEHTOB KPOBH Ha —— 32 220000 819990
Compodock

TenaepHasi KOMHCCH# [POBEJIA AHAIH3 TeH/IePHOil 3a8BKH CJIAYI0UIEro MOCTABIIHKA: TOO «@upma Aszus-Me».

AHaJIM3 TeHICPHOMN 3asBKH N0Ka3aI, YTO NOTCHIHANbHBIH MOCTABLUHK NPCI0CTABUI MOJHBIA MaKeT JJOKYMEHTOB:

a) rapaHTHiiHoe obecrneteHHe BHECEHO B COOTBETCTBHU C Tpebosanuamu TenaepHoit JlokyMeHTalHK;

©) JOKYMEHTBI, MOATBEPIKIAIOILHE kBanuduKanMoHHble TpeOosanus (rnasa 3 [IpaBus opraHu3auny U NpoBEACHHS 3aKyna):

- TOO «®upma Asus-Me» 3aperucTPHPOBAHO B KAYECTBE cybbekTa NpeANPHHAMATENBLCTBA, COMIACHO 3aKOHOATE/ILCTRY PecnyGnnkn Kazaxcras;

- ofn1aiaeT NparocnocodOHOCTHIO (CNpaBKa o rOCY/IApCTBEHHON PErvCTPalliH, YCTaB);

- obmajaeT NpaBocnocoOHOCTHIO HA OCYLIECTBIICHHE COOTBETCTBYIOLICH (papMaLeBTHUECKOH AEATENLHOCTH (MMEET paspeliieHHe BTOpOil KATErOpHHU YBEJIOMICHHE O Hauae
OCYUIECTBACHHS AEATCABHOCTH MO ONTOBOH PeaU3alMi MEJHIIMHCKUX W3/ICTHA);

- He aPUAMPOBAH C WICHAMH H CEKPETapeM TeHJepHOH KOMMCCHH, a TAIOKE NPE/ICTABMTENAMA 3aKa34MKa, KOTOPbIC KOCBCHHO HMEIOT MPABO NPAMO U/HIJIM KOCBEHHO NPUHHMATD
pelICHHs W/HIIH OKA3bIBaTh BJIMSHHE HA MPHHUMACMBIC PELICHNS TEH/IepHOH KOMMCCHH,

- HE WMEeT HAIOFOBO# 3a/10/KE HHOCTH, 33/I0JDKEHHOCTH 110 0053aTe/IbHbIM MEHCHOHHBIM B3HOCAM, o6szaTebHbIM NPOeCCHOHANTBHBIM EHCHOHHBIM B3HOCAM, COLUHAIBHBIM
OTUHCIICHHAM M OTUMCICHHAM H/HIIA B3HOCAM Ha 0043aTeJIbHOE COLHAILHOC MEMLMHCKOC CTPAXOBAHHC,

- HE MOJICHKUT npoueaype OaHKPOTCTBA U JIMKBU/IALIMH.

- HE SIBJIIETCSA YHACTHUKOM TEeH/IEpa MO OJTHOMY JIOTY €O CBOMM ahPUIMPOBAHHBIM JIHLIOM.

B) NPEI0CTAB/ICHbI J0KYMEHTbI, MOATBEPIKAAIOLIHE COOTBETCTBUE npe/araeMoro ToBapa no jpotam Ne 1,2,3,4,5.6,7,8,9,10,11,12,13,14,15,16,17, 18,19,20,21,22 (rnasa 4
IpaBun OpraHu3allii 1 NPOBEACHUA 3aKymna):

- ToBap 3aperucrpuposat B Pecnybmike Kazaxcran;

- TexHHueckas cretuduKalus, MpeIaraeMoro Toeapa COOTBETCTBYET XapaKTCPHCTHKAM, YKA3AHHBIM B TEHJIEPHOH IOKY MEHTALHH;

- CTOMMOCTb NPETaraeMbiX TOBAPOB HE MPEBBILIACT CYMMY, BLIACICHHYIO 1A 3aKyna (B paspe3e HAMMEHOBAHHIA);

- XpaHeHUe W TPaHCIOPTHPOBKA TOBApa, 00SCNEUHBAIOIIHX COXPAHCHHE HX He3onacHoCTH, S EKTHBHOCTH M KAYECTBA, B COOTBETCTBUM C IIpaBHIaMH XpaHeHus U
TPAHCTIOPTHPOBKH ICKAPCTBEHHBIX CPEJICTB, MEAHLIMHCKHX H3/1C] Wil. YTBEP/K/ICHHBIMH YIIOJIHOMOYEHHBIM OPraHOM B 00J1aCTH 3/PABOOXPAHCHHS.

- MAPKHPOBKA, OTPEOUTEILCKAS YIIAKOBKA, HHCTPYKIMS 110 MPUMCHEHHIO COOTBETCTEYIOT TpeGoBaHuAM 3aKkoHoAaTesbeTBa Pecnybankn Kaszaxcrai v nopsiky.

%nﬂm:_o_wbnw::c_sua %:C;.—:OZO;&I:Z?_ O—V_JN:O_S B O@;._&o._,_\_ .wbﬁﬂmoa./.mum:m::m“
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- CPOK FOJHOCTH HA MOMEHT IOCTABKH TaK K€ COOTBETCTBYCT TPEOOBAHUAM TCHACPHOH JIOKYMCHTALMH 1 NPABH OPraHH3aLiiK 3aKyTIa;

- YCJIOBHS NIOCTABKH COOTBETCTBYIOT TPEOOBAHMAM TEH/ICPHOH JIOKYMEHTALIMH.

TenepHas KOMUCCH 110 PE3yJITATAM PACCMOTPEHHS TCHICPHOH 3asIBKH, MyTeM OTKPLITOTO roJ10CoBaHus PEIIWJIA:

na ocrosanum nyHkra 130-41 naparpada 4 rnaspi 9-1 Ilpagun opranusaiium 3aKkyna, 3akyn 1o joram Ne12.3.4.5.6,7,89,10,11,12,13,14,15,16,17,18,19,20,21,22
OCYUIECTBAACTCS CIIOCOGOM H3 OIHOTO HCTOYHHMKA Y NMOTEHLHANILHOTO NIOCTABUIMKA TO/ABLUET0 O/HY 3aiBKY TOO «®upma Azus-Mea» (TeHaepHas 3asBKa COOTBETCTBYET
TEHAEPHOMN JOKYMCHTALIMH);

Hanpaeurs noanucanubiii goroeop TOO «®upma Asua-Meay». B cpok 10 «06» oxTs6pa 2022 rona.

TOO «®upma A3usi-Me] noANKUCaTh MOJTYHEHHbIH JOrOBOP B CPOK HE NO3/IHEE NECATH paboumrx JHelH ¢ MOMEHTA NOJTy4eHH s MOANUCAHHOTO IOFOBOPA O 3aKyne.
Tennepuasi KOMHCCHS B COCTaBe:

[Ipeaceaaresib TEHACPHON KOMHCCHH: AN L

- JlTaymexos M.JI. — u. 0. iupekTopa. 4 \\N L=

Y leHBI TEHIEPHOH KOMHCCHH:

- Juxanosa J1.)K. — cneumanucr naboparopuu HHQEKIMOHHOH G€30/1aCHOCTH H TECTHPOBAHHS KPOBH (Tpynna HHGEKUPOHHOH Oe3onacHocTH); @. —

- AtamGy30Ba A.A. — H. 0. PYKOBOJIUTE/IA OT/Ie/1a JOHOPCKOrO PECypea, 3ar0TOBKH KPOBH H €& KOMIIOHEHTOB. \\
Cekperapb TeH/IePHO KOMHCCHH: ,
- Bepbosas M.B. — 6yxranrep no ¢uHaHCOBOMY YHETY.
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