potoxoa Ne 35

00 UTOrax rocyapcTBeHHbIX 3aKYIOK M0 MPHOOPETEeHNI0 MeJUIIMHCKUX M3/IeJIMii C10COO0M 3anpoca HEeHOBbIX NMpeaIoKeHHil
«18» oxmsabps 2024 200a
Kambwvinckas obaacmyv, Kopoatickuii paiion,
c.Kopoaii, yn.Tone 6u 54

3aka3unk (Opranmzarop): 'KII na [IXB «Kopmaiickas nenTpanbpHas paiioHHas OOJNBHMIA YIPaBICHUS 3paBooxpaHeHus akumara XKamObuickoit obmactuy», XKamOsiickast oonmacts, Kopnaticknit paiion, c.Kopnait,
yi.Toxe 6u 54 mpoBern rocytapCTBEHHBIE 3aKYIIKH CIIOCOOOM 3aIpoca IEHOBBIX NpeioxkeHni (mpunoxenne Ne 1 k o0bsiBiaeHnto Ne 35 ot 02.10.2024r.) B cooTBeTcTBHM [IpaBHil opraHn3anuy ¥ MpoBEACHHMS 3aKyTa
JIEKapCTBEHHBIX CPEJICTB, MEIUIMHCKUX H3/IENNI ¥ CHeHaTn3UPOBAHHBIX JICYeOHBIX IPOIYKTOB B paMKaX TapaHTHPOBAaHHOTO 00beMa OecriaTHO W MEeANIIMHCKON TTOMOIIH, JIOMOJHUTEIBHOTO 00beMa MEIUIIMHCKOH
TIOMOII IS JTML], COIEPIKAIIMXCS B CIICICTBEHHBIX H30JIITOPaxX U YUPEKICHHUAX yroJIOBHO-HCIOIHUTEIHHON (IEHUTEHIINAPHON) CHCTEMBI, 32 CUeT OIODKETHBIX CPEICTB U (MJIM) B CHCTEME 0053aTeNbHOTO COI[HAIBHOTO
MEIUIIMHCKOTO CTpaxoBaHus, papMaleBTHIecKuX ycuyr (nanee [IpaBuina).

1. Tlepeuens 3aKymaeMbIX TOBApOB, BBIICICHHAS CyMMa ISl 3aKYIIKH MEAMLMHCKOTO U3IEIHil:

Ne HanmenoBanmue TexHu4yeckoe onucanne En. | Koa- Hena, Cymma, Cpok nocTaBku
U3M. | BO TeHre TeHre
ABTOoMaTH4eckuii UMMYyHoxeMuJroMuHecueHTHbI (UXJI) anaauzarop iFlash 1800
iFlash Pearent mist konmdectBenHoro onpeneneHus HBsAg (2*50T/Kit/Ym) 100 TecToB amst
iFlash-HBsAg (Tect Habop manst | ananm3zaropa iFlash 1800. B TCUCHHH T0/1a 110
onpenencaus HBsAg) Habop Brimrouaet 2 ynakoBku TecT-Habopa mo 50 TeCTOB 1 Kanudparop. MMMCHbMEHHOM 3asBKe
1 (ITpousBoautens: Shenzhen Juanazon mmepenus iFlash-HBsAg Tect mabopa 0-250 mexxayHapoaubix equauty/mi (ME/mi) Hab 50 64350 | 3217 500 3aka3umnka B Te4YeHUH 16-
YHLO BIOTECH CO. LTD, Enunuup uzmeperus: ME/mn ’ TH KaJeHJapHBIX JAHEH C
Kurait, PK-MT-5N2021034 ot Amnamutrndeckas crienuduaaocts: 100% MOMEHTA IOJIy4eHHs
15.09.2020r.) OtHOCHTENbHAST TyBCTBUTENBHOCTE: 100% 3asBKU
OTHOCHTENbHAS CIePUIHOCTE: 99,46%
iFlash-Anti-HCV (Tecr na6op iFlash PearenT nust konmmdaectBenHoro onpenenenns Anti-HCV (2*50T/Kit/Ym) 100 tectoB st B TEUCHUU rojia 1o
st onipezenenns Anti-HCV) anammsaropa iFlash 1800. HaGop BkirodaeT 2 ymakoBKH TecT-Habopa 1o 50 TecToB U KaaubpaTop. MMUCEMCHHOM 3asBKe
(ITpowsBomurens: Shenzhen Enunune! nsmepenus: COI 3axa3uyka B TedeHu! 16-
2 YHLO BIOTECH CO. LTD, Anammtraeckas crienuuaaocTs: 100% ad. 50 92950 | 4647500 THU KaJleHJApHBIX JHEH ¢
Kurait, PK-MT-5N2021034 ot OTHOCHTENBHAST TyBCTBUTENHEHOCTE: 99% MOMEHTA IOJIy4eHHUs
15.09.2020r.) OtHocuTenbHast cerupuIHOCTh: 98,9% 3asBKH
iFlash-Anti-TP (Tect na6op mnst | iFlash Pearent aust konuuectBenHoro onpeaenaeHus Anti-TP (2*50T/Kit/Ym) 100 tectoB mis B TEYCHUH rojia Mo
onpenenenus Anti-TP) ananmmsaropa iFlash 1800. HaGop BkitouaeT 2 ynmakoBku TecT-Habopa 1o 50 TecToB U KamubpaTop. MUCBMEHHOM 3asBKe
(ITpousBomurens: Shenzhen Enunune! nsmepenus: COI 3aka3uyka B TedyeHuu 16-
8 YHLO BIOTECH CO. LTD, Amnamutndeckas creruduanocts: 100% Hab. 5 143000 715000 TH KaJICHJJAPHBIX JHEH C
Kurait, PK-MT-5N2021034 ot OTHOCHTENBHAST TyBCTBUTENHHOCTE: 99,04% MOMEHTA IOJIy4eHHUs
15.09.2020r.) OtHocurenbHast cneruuIHOCTh: 98,28% 3asBKH
iFlash Pearent mmst konudectBenHoro onpeneneaus Toxo [gG (2*50T/Kit/Ym) 100 TectoB mis
iFlash-Toxo IgG (Tect HaGop anaym3aropa iFlash 1800. B TEYECHHH Tr0/1a 110
st onpenenenus Toxo IgG) Habop Brimouaer 2 ynakoBku TecT-Habopa 1mo 50 TecToB u Kanudparop. MMUCEMEHHOM 3as1BKe
4 (ITpomsBomurens: Shenzhen Juamazon m3mepenus iFlash-Toxo IgG Tect Habopa 0.6-400 mexxyHapoaubix equauy/miI (ME/vor) Hat 2 118 690 237 380 3aka3unka B Te4eHHH 16-
YHLO BIOTECH CO. LTD, Ennanner usmepernus: ME/mn ’ TH KaJleHJapHBIX JHEH ¢
Kuraii, PK-MT-5Ne021034 ot Amnammtrdeckas crienuguaaocTs: 100% MOMEHTA IOJyYEHHS
15.09.2020r.) OTHOCHUTENbHAs YYBCTBUTENBHOCTH: 97,12% 3asBKU
OTHOCHTeNbHAs crielpUIHOCTE: 96,85%




iFlash-CMV IgG (Tect na6op
st onpeneneaus CMV IgG)
(TIpousBoxuress: Shenzhen

iFlash PearenT nust komraectBennoro onpenenerns CMV IgG (2*50T/Kit/Y) 100 TectoB amst
ananm3aropa iFlash 1800.

HaGop Bxmouaer 2 ymakoBku TecT-Habopa 1o 50 TecToB u Kanubparop.

Jnanazon m3mepenust iFlash-CMV IgG tect Habopa 0.5-180 ex/mn

B TCUCHHUH roja 0
MMMCHMEHHOM 3asIBKE
3aka3unKa B TCUCHHH 16-

5 YHLO BIOTECH CO. LTD, EnuHULBI U3MepeHust: e1/MIt uad. 2 144430 288 860 TH KaJIeHJapHBIX JAHEH C
Kwuraii, PK-MT-5Ne021034 ot AmnanuTtndeckas crenuuanocts: 100% MOMEHTA I10JIy4EeHUs
15.09.2020r.) OTHOCHTENBHAST YyBCTBUTENBHOCTE: 93,70% 3a5BKH

OtHocuTenbHas cnelupuaHocTh: 93,16%
- = -
iFlash-CMV IgM (Tecrt nagop ;il:;ﬁiizreaﬁﬁ: )11;155}{1 Kl()SJBI/(I)‘{eCTBeHHOFO onpenenernst CMV IgM (2*50T/Kit/Ym) 100 TectoB ms B TeUCHHH FOJA 110
s onpenenenust CMV IgM) p : MIUCbMEHHOM 3as1BKe
. HaGop Bxmodaer 2 yrmakoBku TecT-Habopa 1o 50 TecToB U Kaluoparop.
6 (ITpousBomurens: Shenzhen F JIMHILIbL H3MCDOHIS: Ca/M Hat 4 144 430 577 720 3aka3unKa B Te4YeHUH 16-
YHLO BIOTECH CO. LTD, JUTHHLIB M3MCPCHUA: /L ’ TH KaJIeHJapHBIX JHEH C
N AmnanuTndeckas crnenuguanocts: 100%
Kuraii, PK-MT-5Ne021034 ot . o MOMEHTA IOJIyYEHUS
15.09.2020r.) OTHOCHTENBHAST YyBCTBUTENBHOCTE: 96,73% sasBKH
o ) OtHocurenbHast cnertpbuaHocTh: 99,42%
IFlash-HSV-1 IgM (Tecr naGop iFlash Pearent ms konunuectBenHoro onpenenenus HSV-1 IgM (2*50T/Kit/Vm) 100 TectoB must B TCHCHIH TO/1a 1o
st onipenenernst HSV-1 IgM) anamsatona iFlash 1800 MMMCHbMEHHOM 3asBKe

7 (Ipoussourenn: Shenzhen Ha6o BKJII})OqaeT 2 HaK(;BKI/I TecT-Habopa o 50 TecToB U KarubpaTo Hab 4 168 740 674 960 3axazumka B Teqcumi 16-
YHLO BIOTECH CO. LTD, E HHE oL H3MC eHI/I};I‘ Col P PATOP- ’ THU KaJleHJapHbIX JHeH ¢
Kurait, PK-MT-5Ne021034 ot Aiann?nqecxafcne 14 duanocts: 100% MOMEHTA OTy4eHHS
15.09.2020r.) B : 3asBKH
IFlash-HSV-2 IgG (Tecr HaGop iFlash PearenT nust konmmyectBenHoro onpenenenns HSV-2 IgG (2*50T/Kit/Ym) 100 tectoB mist B TCHCHMI TON1A 10
1uist onpenenenns HSV-2 1gG) anammsatona iFlash 1800 MHUCHMEHHO 3asiBKe

8 (Ipoussourenn: Shenzhen Hab6op BKJII})O‘{aeT 2 yHaK(;BKI/I Tect-Habopa no 50 TecToB u Kamubparop Hab 1 168 740 168 740 3axazumka B Teqcumi 16-
YHLO BIOTECH CO. LTD, E . COl ’ ’ THU KaJIeHJapHbIX JHeH ¢
Kuraii, PK-MT-5N2021034 ot Aiﬁﬁ?;;gzrsfiigﬂﬁ buanocs: 100% MOMEHTA IOJIYYEHUS
15.09.2020r.) ! : 3a5BKH
IFlash-HSV-2 [gM (Tecr naGop iFlash PearenT nust konmmdectBeHHoro onpenenenus HSV-2 IgM (2*50T/Kit/Ym) 100 tectoB mist B TCHCHMI TON1A 10
st onpenenennst HSV-2 1gM) asamsatopa iFlash 1800 MMUCEMEHHOM 3as1BKe

9 (Ipoussomurenn: Shenzhen Ha6o BKJ'[I:O‘IaeT 2 l'laK(;BKI/I TecT-Habopa 1o 50 TecToB M KaIUOpaTo Hab 4 168 740 674 960 3axasauia B TedeHui 16-
YHLO BIOTECH CO. LTD, E P aMEDe y' Col P patop. ’ TH KaJICHJAPHBIX JHEH C
Kwuraii, PK-MT-5Ne021034 ot Aiiiﬁf;:cra:;?ﬁ duanocts: 100% MOMEHTA I10JIyYEeHUs
15.09.2020r.) ! v 3asBKH
Anti-TP Control (KoHTpoJbHBI# B TEUCHUH rojia Mo
1&?“:)%22]; I?II;EJ;IPSEEEL?;L KonTponeHsiii matepuan Anti-TP Control nuist ananu3zaropa iFlash1800 BrirodaeT monoxuTenbHbIH 3al?£i$f<?:2?;?;§i 6-

10 P A ) YPOBEHB.: 2X2 MJI, OTPULATEIbHBIN YPOBEHB: 2X2 MII yIIL 1 143 000 143 000 N
YHLOBIOTECH CO. L TD, ITpunaraercs xapra ¢ QR xogamu [yis BHECEHHUS JaHHBIX B aHAJIN3aTO T KAJICHIAPHBIX JHCH ¢
Kurait, PK-MT-5Ne021034 ot p P A A a p- MOMEHTA TOTy4eHHS
15.09.2020r.) 3asIBKH
Wash Buffer (ITpombIBOUHBII . - " B TEUEHHUU ro/ia 1o
Gy(hep KOHLEHTPHPOBaHHbIi) TIpombiBouHEI Oy dep (koHueHTpHpoBaHHEI) 4*1 1 (Wash Buffer (concentrated, 10%*)) mms HCHMCHHOM 3asiBKe
(1% ousBomTens: Shenzhen aHammsaropa iFlash 1800 4 KOHIEHTPUPOBAHHBIX OYTHUIS IS TIOCIEAYIOLIETO Pa3BEICHUS Saxasuuka B Tedennn 16-

11 P A ) JMUCTUIUTUPOBAHHOM BOIOW B mMponopuu# 1:9 st kaxaoro OyTeuis. XMMHUYECKHIH COCTAB C TOMYCKOM OT yIL. 20 78650 | 1573000 N
YHLO BIOTECH CO. LTD, ipoussomrrens YHLO TH KaJleHJapHBIX JHEH ¢
Kurait, PK-MT-58:021034 ot Hp I/IJ'laFaZ;TCﬂ KapTa ¢ QR KOJlaMU JUIs BHECEHHs TaHHBIX B aHAIIU3aTO MOMEHTA MOTYHEHHA
15.09.2020r.) p P a1 a1 p- 3asBKH
Pre_TnggervSOIUtlon (Ipe- IIperpurrepusiii pearent 220 mL*4 / yn (Pre-Trigger Solution 220 mL*4 / ym) must ananmmuzaTtopa B TCHCHHM rO/1a 1o
TPHITEPHBI PACTBOp) iFlash1800 cocrout u3 4 OyThuIeit Mo 220 MIT KaXkaas. PeareHT ¢ yHHKaIbHBIM COCTABOM HEOOXOIUM IS MHCHMCHHOM 3aABKE
(TIpousBoaurens: Shenzhen yr ) y 3aka3unKa B TCUYCHUH 16-

12 noarotoBku K peakiu MXJI u mocnemyroniero nodasieHust TpUrrepHOTro peareHTa B peakHOHHYIO VIL 4 21450 85 800

YHLO BIOTECH CO. LTD,
Kwurait, PK-MT-5Ne021034 ot
15.09.2020r.)

CMECh.
IIpunaraercs kapta ¢ QR xomamu 1711 BHECEHUS TaHHBIX B aHAJIM3ATOP.

TH KaJICHJAPHBIX JHEH C
MOMEHTA TIOTy4eHHS
3asBKH




B TCUCHUU roja 0
MMMCHbMEHHOM 3asIBKE
3aka3unKa B TCUCHHH 16-

Trigger Solution (Tpurrepusrit
pacTBop)
(ITpomsBomurens: Shenzhen

Tpurrepnsiii pearent 220 mL*4 / yi (Trigger Solution 220 mL*4) nns ananu3saropa iFlash1800 cocrout
u3 4 GyTeuieit mo 220 mi kaxnas. PeareHT ¢ yHUKaJIbHBIM COCTaBOM HEOOXOIUM JUIS 3aITycKa peakIun

YHLO BIOTECH CO. LTD, NXIJI va anammuzarope iFlash 1800. yi 6 35750 214 500 TH KaJICHJApHBIX JHEH C
Kuraii, PK-MT-5Ne021034 ot [Ipunaraercs kapra ¢ QR xomamu 111 BHECEHHUS JaHHBIX B aHAJIU3AaTOP. MOMEHTA MOTyYEeHUS]
15.09.2020r.) 3asIBKU
Reaction Vessel (PeakiimonHbie B TEYCHUH ro/ia 1o
Kl}_lo BeT! iFlash) - Shenzh Peakimonnas kroBera 2000 mt (kopoOka cocTouT U3 2x nakeToB KioBeT 1o 1000 mur). [Tpo3paunsie [THChMEHHOM 333BK616
(Ipoussourenn: Shenzhen YHUKaIbHOU (OpMBI CrielHanbHbIe KIoBeThI it aHanu3aropa iFlash 1800 co crierpanbHbIMU BBICTYTAMH yII. 8 114 400 915 200 3axazumka B Teqcumi 16-

THU KaJICHAapHBIX JTHEH ¢
MOMCECHTA IOJIy4YCHUA
3asBKH

YHLO BIOTECH CO. LTD,
Kuraii, PK-MT-5Ne021034 ot
15.09.2020r.)

JUTsl BHYTPEHHETO BopTekca Ha 6opTy ananuzaropa iFlash 1800.

2. CHHMCOK MOTEHUHMANbHBIX [IOCTABIIUKOB, PEACTABUBLINX JOKYMEHTALHMIO B YCTAHOBIICHHBIC CPOKH, IO MCTEUCHHUS OKOHYATEILHOTO CPOKaA IIPEACTABICHUS 3asBOK Ha yUacTHE B KOHKYPCE CIIOCOOOM LIEHOBBIX
MPENIOKEHUM]:

JlaTa u BpeMs mpeAoCTABJIEHUS
3asiBKH Ha YYaCTHs B 3aKyle

Ne nora

HaumeHoBaHHMe NOTEHIIHAJBHOT0 MOCTABIIUKA DdakTHYecKui aJpec NOTEHUHAJBbHOI'0 MMOCTaBLINKA

1 TOO «SAPA MEDICAL» I'.Anmartsl, Ay330BCKHii paiiloH MKpH. 9, ntom Ne28.16 07.10.2024r. 10 yacos 57 mum. 1,2,3,45,6,7,8,9,10,11,12,13,14

08.10.2024r. 15 gacoB 57 muH.

2 TOO «Takurra» I'.Ycrp-Kamenoropcek, mpocnekt Aya3osa, 1om 14/1 1,2,3,4,5,6,7,8,9,10,11,12,13,14

3. IlpucyrcTBOBaBLIKE [IPH BCKPHITHH KOHBEPTOB MOTEHIHATIBHBIE IOCTABIMKH -
4. Kparkoe onucaHue, lileHa, TOPrOBOE HAMMEHOBAHHE MPECTABIIEMBIX TOBAPOB MOTEHIUAILHOIO IOCTABLIMKA:

TOO «<SAPA MEDICAL»
Ne HaumenoBanme Jjiota Toprosoe HauMeHOBaHHe Kpatkoe onucanue ToBapoB penaaraem
J10 asl leHa 3a
Ta e/1.13M.,
TeHre
iFlash Pearent mnst konmudectBenHoro onpenencHus HBsAg (2*50T/Kit/Ym) 100 TectoB amst 64350
aHammsaropa iFlash 1800.
HaGop BrumrogaeT 2 yrmakoBKH TecT-Habopa mo 50 TecToB U Kamudparop.
iFlash-HBsAg (Tect Habop mist onpenenenuss HBsAg) | iFlash-HBsAg (Tect nabop ms Juamnazon u3mepenust iFlash-HBsAg tect nabopa 0-250 MexayHapOIHBIX €ANHUALYMIT
1 | (IlpomsBogurens: Shenzhen YHLO BIOTECH CO. ompeneneans HBsAg) (ME/mm)
LTD, Kwuraii, PK-MT-5Ne021034 ot 15.09.2020r.) Ennuauner usmepenus: ME/mn
Amnanmutndeckas crerduanocts: 100%
OTHOCUTENIbHAs YyBCTBUTENBHOCTH: 100%
OTHOCHTENbHAS CIeUPUIHOCTE: 99,46%
iFlash Pearent mns konmuuectBenHoro onpenenenns Anti-HCV (2*50T/Kit/Ym) 100 tecto 92950
. . . qutst ananm3atopa iFlash 1800. Habop Bkmrowaer 2 ymakoBku TecT-Habopa 1o 50 TecToB
iFlash-Anti-HCV (Tect naGop st onpezenerus Anti- iFlash-Anti-HCV (Tect HaGop s camGpaTop. p P yn P
2 HCV) onpenenenus Anti-HCV) E 3mepenusi: COI
(ITpomzBomutens: Shenzhen YHLO BIOTECH CO. MpEACHCHIA ANl AHHHHHH HBMEpCHIT: - 100°
LTD, Kurait, PK-MT-5Ne021034 ot 15.09.2020r.) HaJMTHeCKas cneunuarocts: 100%
OTHOCHTENBbHAS YyBCTBUTENBHOCTB: 99%
OTHOCHTENbHAS CIeUPUIHOCTD: 98,9%
iFlash Pearent s konuuectBeHHOro onpenenenus Anti-TP (2*50T/Kit/Ym) 100 Tectos 143000
iFlash-Anti-TP (Tecrt Habop st onpesenerus Anti- iFlash-Anti-TP (Tecr HaGop su st ananuzatopa iFlash 1800. HaGop Bkirouaer 2 ynmakoBKH TecT-Habopa 1mo 50 TecToB 1
3 TP) Anti-TP) Kanubparop.
(ITpomzBomutens: Shenzhen YHLO BIOTECH CO. orpeAeeHuA Antl Ennanner nusmepenns: COI
LTD, Kuraii, PK-MT-5Ne021034 ot 15.09.2020r.) Ananurudeckas cnennpuaHocTs: 100%
OTHOCHTENBbHAsT YyBCTBUTENBHOCTB: 99,04%




OTtHOCHTENBHAS crienupuIHOCTE: 98,28%

iFlash Pearent mnst konmdectBenHoro onpeneneHus Toxo [gG (2*50T/Kit/Ym) 100 TecToB 118690
qutst aHaim3aropa iFlash 1800.
. R Ha6op Brmovaer 2 yrmakoBku TecT-Habopa 1o 50 TecToB u Kanubparop.
:;g; h-Toxo IgG (Tect naGop ans onpenenenus Toxo iFlash-Toxo IgG (Tect HaGop st Juanason usmepenust iFlash-Toxo IgG Tect HaGopa 0.6-400 Mex TyHAPOAHBIX €MHHLY/MIT
4 | (Tpomssommrens: Shenzhen YHLO BIOTECH CO. onpeaenerni Toxo IgG) gfé“;ﬁ; wsviepess: MEhut
LTD, Kurait, PK-MT-5N2021034 ot 15.09.2020r.) AHaTHTHYeCKas cneu;d (uarocTs: 100%
OTHOCUTENIbHAs YyBCTBUTENBHOCTH: 97,12%
OTHOCHTENbHAS criepUIHOCTE: 96,85%
iFlash Pearent st konmdectBenHoro onpenencauss CMV IgG (2*S0T/Kit/Ym) 100 tecto 144430
1t ananuzatopa iFlash 1800.
iFlash-CMV IgG (Tect Habop anst onpeaeneruss CMV | . HaGop Biittouaer 2 ynmakoBKd TecT-Habopa 1mo 50 TeCTOB U KaIuOpaTop.
5 IgG) Li:azheiﬁzﬂ%i/lgelcg){a%p e Juanazon usmepenus iFlash-CMV IgG rect Habopa 0.5-180 en/mn
(ITpousBoxurens: Shenzhen YHLO BIOTECH CO. e g EnuHULBI U3MEpeHuUs: e1/MIT
LTD, Kuraii, PK-MT-5Ne021034 o1 15.09.2020r.) Amnanutndeckas crerduanocts: 100%
OTHOCUTENbHAs YyBCTBUTENBHOCTH: 93,70%
OTtHOocHTeNbHAs criepuIHOCTh: 93,16%
iFlash Pearent anst konudectBeHHoro onpenencHus CMV IgM  (2*50T/Kit/Ym) 100 TectoB 144430
. i 1ot ananuzatopa iFlash 1800.
:g:&s)h CMV IgM (Tecr naGop s onpenenenus CMV iFlash-CMV IgM (Tect Habop st HaGop BKifouaeT 2 ynakoBKH TecT-Habopa 1o 50 TeCTOB U KaIuopaTop.
6 | (Mpoussomuress: Shenzhen YHLO BIOTECH CO. onpeaenerm CMV [gM) iiﬁﬁf;ggf;f ﬁgﬁnﬁﬁom 100%
LTD, Kuraii, PK-MT-5N2021034 ot 15.09.2020r.) OTHOCHTEIbHAs TyBCTBHTEIBHOCTS: 96,73%
OTHOCHTENbHAS cieUPUIHOCTE: 99,42%
. ) : iFlash PearenT mst konmmuectBeHnoro onpeneienus HSV-1 IgM (2*50T/Kit/Yr) 100 tectos 168740
:—Téiitllﬂgltﬂ/)l IgM (Tecr maGop anx onpexencnus iFlash-HSV-1 IgM (Tect nabop st qutst aHanm3aropa iFlash 1800.
7 (Ipomssomresy: Shenzhen YHLO BIOTECH CO. onpenenenus HSV-1 IgM) I];I;ggi ;;ng;z;z i;?%%ﬁm TecT-Habopa 1o 50 TecToB U Kamuoparop.
LTD, Kuraii, PK-MT-5N2021034 ot 15.09.2020r.) AHATTHeCKas CHCI_Ii/I uarocTs: 100%
. i : iFlash Pearent anst konuuectBenHoro onpenenetus HSV-2 1gG (2*50T/Kit/Ym) 100 TectoB 168740
:—Téiir-]Zn';(\B/) 2 IgG (Tecr maGop as onpeenenus iFlash-HSV-2 1gG (Tecr naGop st qutst aHanm3atopa iFlash 1800.
8 (Ipoussouress: Shenzhen YHLO BIOTECH CO. onpenenenust HSV-2 1gG) gaggi B;H;z;iel;: in}:‘.laé%l;m TecT-Habopa 1o 50 TecToB U KaIuopaTop.
LTD, Kuraii, PK-MT-5Ne021034 ot 15.09.2020r.) Ai amfmmafcneuh dmocTs: 1003
. 0
. i i iFlash Pearent mnst konmmdectBenHoro onpenenenns HSV-2 IgM (2*50T/Kit/Ym) 100 TectoB 168740
LTEZT;\\Z)Z IgM (Tecr naGop ans onpenerncus iFlash-HSV-2 IgM (Tect HaGop mwist qutst aHanm3aropa iFlash 1800.
9 (Tpoussouresy: Shenzhen YHLO BIOTECH CO. onpenenenus HSV-2 IgM) I]::Iai(;f[ B;n:l(;;aeel“e in};l?aé(glleI/I TecT-Habopa 1o 50 TecToB U KamuoparTop.
LTD, Kuraii, PK-MT-5Ne021034 ot 15.09.2020r.) o amfmemfcneuh drocTs: 100%
. 0
égg{;llb) Control (Kourpossbii marepua Anti-TP Anti-TP Control (KoHTpobHBI# KonTponensiii matepuan Anti-TP Control quist anann3zaropa iFlash1800 Bxmouaer 64350
10 . matepuan Anti-TP Control) MOJIOXKUTEIIbHBIM yPOBEHb.: 2X2 MII, OTpULIATENIbHBII YPOBEHB: 2X2 Ml
(Ip OH3BOIITEID: Shenzhen YHLO BIOTECH CO. [punaraercs kapta ¢ QR komamu 1711 BHECEHUS TaHHBIX B aHAJIM3ATOP.
LTD, Kuraii, PK-MT-5Ne021034 ot 15.09.2020r.)
. [TpombiBouHsblii Oy dep (konueHTpuposanusiii) 4*1 1 (Wash Buffer (concentrated, 10%)) 78650
Kwoilsl?e}]?;l;)fflepfoggi (})11:1;;3 oumbIii 6yep Wash Buffer (ITpombiBounstii 0ydep | st ananmuzaropa iFlash 1800 4 KoHIIEHTPHUPOBAHHBIX OYTHUIS LIS TOCIIEYIOIIETO
11 . KOHLIEHTPUPOBAHHBIN) pa3BeAeHHs TUCTHUTMPOBAHHO BOO# B mpornopiuu 1:9 11t Kakaoro OyThuls.
g%); I/Ii?OJII/INT e;;_ﬁl;{lsz ;\II'S(I)IZSI{(I){;ZO B{(S)"l(;];g(l;IZOCO) XuMHYeCKUil cocTaB ¢ A0MycKoM oT npousBoaurens Y HLO.
» BT, B oT 1297 T Ilpunaraercs kapta ¢ QR Komamu 1711 BHECEHUs TaHHBIX B aHAJIM3ATOP.
12 Pre-Trigger Solution (IIpe-TpurrepHsiii pacTBOp) Pre-Trigger Solution (ITpe- IMperpurrepnsrit pearent 220 mL*4 / yn (Pre-Trigger Solution 220 mL*4 / ym) st 21450

(powmssoaurens: Shenzhen YHLO BIOTECH CO.

TPHULTEPHBIil pacTBOp)

aHamm3aropa iFlash1800 cocrout u3 4 GyTsuteit mo 220 Mt kaxxaas. PeareHT ¢ yHHUKaIbHBIM




LTD, Kurait, PK-MT-5N2021034 ot 15.09.2020r.)

COCTaBOM HEOOXOJIMM JUIs ITOAr0TOBKH K peakunu MXJI u nocnexyromero go6aBieHus
TpurrepHoro peareHTa B peakLIMOHHYIO CMECh.
IIpunaraercs xapra ¢ QR kogaMu 1y1st BHECEHUSI JAHHBIX B aHAJIM3aTOP.

. . N . . . Tpurrepusiii pearent 220 mL*4 / yn (Trigger Solution 220 mL*4) nnst aHanu3aropa 35750
Trigger Solution (Tpurrepusiii pactTBop) Trigger Solution (Tpurrepusrit . .
iFlash1800 cocrout u3 4 Oytbuieii o 220 M kaxaas. PeareHt ¢ yHUKaJIbHBIM COCTABOM
13 g_"ll%) H?gf:;e;;ﬁl;{lsz ;SSZT(I)EZ%E{?EES(I;IZOCS pactsop) HeoOxoauM [yt 3amycka peakunu VXJI na ananusarope iFlash 1800.
’ ’ B T ) [Tpunaraercs kapra ¢ QR xogamu 1 BHECEHHUS JaHHBIX B aHAJIN3ATOP.
Reaction Vessel (Peakmmonnsie kroBets iFlash) Reaction Vessel (Peakuuonnsie Peaxnmonnas ktoBera 2000 mT (KopoOKka COCTOHT M3 2X makeroB KioBeT 1o 1000 mt). 114400
14 | (TIpoussomurens: Shenzhen YHLO BIOTECH CO. ktoBeTsI iFlash) TIpo3paunsie yHrKaIBHON (GOPMBI CIIEIHANBHEIE KIOBETH I aHanmu3aTopa iFlash 1800 co
LTD, Kuraii, PK-MT-5Ne021034 ot 15.09.2020r.) CHeUATFHBIME BBICTYIIAMU JIJIsl BHYTPEHHET0 BOpTeKca Ha 6opTty aHanmm3aropa iFlash 1800.
TOO «Takurra»
Ne HaumeHoBaHue J10Ta Toprosoe HauMeHOBaHUe Kparkoe onucanue ToBapos IIpensaraem
J10 asl LleHa 3a
Ta e1.H3M.,
TeHre
HBsAg (Tect nabop s onpesenerms HBSAG) HaGop 1u1st BBISIBJICHHUSI M KOJI-TO Habop 1151 BBISBICHHS M KOJIMYECTBEHHOTO ONPE/ICICHUS KOHIICHTPALMU [TOBEPXHOCTHOTO 55000
1 | (Npowssomurens TOO «Takurray Pecry6mia OIIpe/IeNICHNs] KOHLICHTPauH anturena supyca renarura B ( HBsAQ) (MXJI) B chIBOpOTKe MM IUTa3Me KPOBH YeIOBEKa
Kasaxcran PK MU (in vitro) -0Ne025652) MOBEPXHOCTHOT'O aHTUT€HA BUpYca merogoMm UXJIA Ha aBToMaTnueckioM anain3arope « TARURRAY» T1000. Kaptpumk
3 rematuta B ( HBsAg) (MXJD) pacuntad Ha npoBeaeHne 100 aHamn30B.
Anti-HCV (Tect nabop mist onpexneneruss Anti-HCV) Habon 115 BLSBICHIS renatita C Ha6op nust BeisiBiienus renarura C (HCV COMBO) (MXJI) B CBIBOPOTKE MM [LIA3ME 63000
2 | (Tipomssogurens TOO «Takurray Pecny6iuka (H C\}) gOMBO) (UXJT) KpoBH denoBeka Meto oM NXJIA Ha aBTomMaTrueckiioM aHanuzatope « TARURRA» T1000.
Kazaxcran PK MU (in vitro) -ONe025652) Kaptpumk pacuutan Ha nposeaenue 100 aHanmu3os.
Anti-TP (HaGop s onpenenerust Anti-TP) Habop nmst BBISBICHUS aHTHTEIN HaGop miis BeisiBnenus antures Treponema pallidum (Anti-TP) (MXJI) ) B cbIBOPOTKE WK 63000
3 | (IlpousBomutens TOO «Takurray PecryGinka Treponema pallidum ( Anti-TP) miasMe KpoBu uenoBeka Metogom UXJIA Ha aBToMatndeckiom anamuzarope « TARURRA»
Kasaxcran PK MU (in vitro) -ONe025652) MXJD) T1000. Kaptpumx pacuntan Ha npoBenenue 100 aHann30B.
Toxo I1gG (Tecr s onpesenenns Toxo IgG) Ha6op a71st KOJIMYIEeCTBEHHOTO Hab6op mst konmudaecTBeHHOTO onpeaenenus antuten 1gG k Tokcoruazme rouauu ( TOX0 110000
onpenenenns antuten 1gG 1gG) ( UXJI) B CHIBOPOTKE MM IIa3Me KPOBH desioBeka MetogoM MXJTA Ha
4 gg;)r:f:}?g(eﬁ; (Cl)r?v(l(t-lr- s;( ljgﬁ:agggngnma Tokcoriasme rouann ( Toxo 1gG) ( aBromatu4eckiioMm ananuzarope « TARURRA» T1000. Kaprpumk pacuntan Ha MpoBeIeHHE
B NXJI) 100 aHann30B.
CMV IgG (Tecr Habop mis onpenenenuss CMV 1gG) ?;6:]3;22;;2::;2?7}{8? Habop ms kommaectBeHHoro onpexnenenus anturen 1gG k muromeranosupycy ( CMV 1gG 130000
5 IMTpouseoautens TOO «Takurray Pecryonuka el g UXJI) B cHIBOPOTKE WITH ITa3Me KpOBH denoseka Meto oM MXJIA Ha aBTOMaTHIECKIOM
P S 4 muromeraioBupycy ( CMV 1gG ) P p
Kasaxcran PK MU (in vitro) -ONe025652) (UXJT) anamm3arope «TARURRA» T1000. Kaprpumxk pacunran Ha nposeaeHue 100 anaiu3oB.
CMV IgM (Tect nabop ams onpeneneaus CMV Ha6op fins komraecTBeHHOTO HaGop mis komnuecTBEHHOTO onpeaencHus anturen IgM k nuromeranosupycy ( CMV IgM 130000
ompenenenus anturen IgM k
6 | IgM) (TTpoussoautens TOO «Takurra» Pecry6muka wromeranosmpycy ( CMV 1gM ) ) (MXJI) B cHIBOPOTKE WIIH ITa3Me KpOBH denoBeka MetogoM XJIA Ha aBTOMaTHYECKIOM
Kasaxcran PK MU (in vitro) -0Ne025652) ?I/IX i) pyey g ananmzarope « TARURRA» T1000. Kaprpumk pacuntas Ha nposeneHue 100 aHaIH30B.
HSV-1 IgM (Tect nabop ams onpenenenus HSV-1 HaGop ms BeisiBinenus anturen |gM | HaGop miis BeisiBinenus anturen |gM Bupyca npocroro repreca 1 tuma ( HSV-1 IgM) 140000
7 | 1gM) (TTpoussoautens TOO «Takurra» Pecry6muka BUpYca mpocToro repreca 1 Tumna ( (UXJI) B cHIBOPOTKE WM TUIa3Me KPOBHU denoBeka MetoqoM MXJIA Ha aBTOMaTHIECKIOM
Kazaxcran PK MU (in vitro) -0Ne025652) HSV-1 IgM) (UXJT) anann3arope «TARURRA» T1000. Kaprpumk pacunran Ha nposegerue 100 aHain3oB.
HSV-2 19G (Tect Habop s onpeaenenuss HSV-2 Ha6op nns Beisienenus anturen 1gG | HaGop ans BersiBnenus anturen 1gG Bupyca mpocroro repreca 2 tana ( HSV-2 1gG) (UXJT) 140000
8 | 19G) (ITpoussoautens TOO «Takurray PecryOmuka BHpYcCa IPOCTOTO Trepreca 2 Tama ( B CBIBOPOTKE WJIM TIa3Me KPOBH 4yenoBeka MeToqoM MXJIA Ha aBTOMaTHYECKIOM
Kazaxcran PK MU (in vitro) -0Ne025652) HSV-2 1gG) (MXJ) ananusarope «TARURRA» T1000. Kaprpumk pacunran Ha nposeaeHue 100 ananu3os.
HSV-2 IgM (Tect nabop st onpeneneruss HSV-2 Ha6op st BeisiBneHus auturen 1gM | Habop ais BeisiBnenus anturen |gM Bupyca npocroro repreca 2 tuna ( HSV-2 IgM) 140000
9 | IgM) (ITpoussoaurens TOO «Takurray PecryGuuka BHpYCa IPOCTOro repreca 2 Tuma ( (UXJI) B chIBOpOTKE WM IUIa3Me KPOBHU uesnoBeka MeroaoM MXJIA Ha aBTOMAaTHYECKIOM
Kasaxcran PK MU (in vitro) -0Ne025652) HSV-2 IgM) (UXJI) anamm3arope «TARURRA» T1000. Kaprpumk pacunras Ha nposeaeHue 100 anami3os.
10 Anti-TP Control (KoutponbHsiit Mmatepuan Anti-TP Konrpons anturen Treponema Kontposns anturen Treponema pallidum ( Anti-TP) cocrout u3 npo6upox 2,0 mit. Kontposns 50000

Control) (ITpoussoaurens TOO «Takurra»

pallidum (Anti-TP)

MpeaHa3Ha4YCH AJId MCIIO0JIb30BAHU B Ka4Y€CTBE MaTepuajia 00BEKTHBHOI'O KOHTPOJIA




Pecny6uika Kazaxcran PK MU (in vitro) -0Ne025652) Ka4yeCTBa Ul MOHUTOPUHIA IPELU3UOHHOCTH KOJIMYECTBEHHOT'O PEAreHTa JJIsl ONpEIEICHUs
Treponema pallidum Ha aBromaruyeckiom anauzarope «TARURRA» T1000

Wash Buffer (ITpombiBouHsIil 6ydep 70000
11 koHUeHTpupoBaHHbIH) (IIpousBogutens TOO [TpombiBouHBI Oydep ms ITpomsiBouHbI Oydep npeacrapisier co00it KOHIEHTPAT, IpeJHa3HAYCHHBIN IS

«Takurra» Pecny6snka Kasaxcran PK MU (in vitro) - XEMHUITFOMHHECIIEHTHOTO aHAIM3aTopa | MCIOJIb30BaHUS Ha aBToMartHdeckioM aHaiusarope « TARURRA T1000

0Ne025652)

Pre-Trigger Solution (IIpe-TpurrepHsiii pacTBop) IIpomeBounsri 6ydep WS pasmur B kapTpupku B 00beMe 60 Mir*2, npeqHazHadeH st 18000
12 | (Tlpoussomurens TOO «Takurra» Pecry6imka IIpomeiBounEIt Oydep WS HMPOMBIBKH U MOIIEPKaHUs B pabodeM COCTOSIHUH UIJIBI JUISl peaKTHBOB Ha

Kasaxcran PK MU (in vitro) -0Ne025652) aBToMaTnuecksioM anammzarope « TARURRA» T1000

Trigger Solution (TpurrepHsIii pacTBOp) . Cyb6crpathbiii 6ydep cocrout uz Cyoerpar A 500 mi. Cy6erpar B 500 mut.. On 30000
13 | (TIpoussomurens TOO «Takurra» Pecrny0imnka CyGerpatueiii Gydep as MpeaHa3HaueH U1 HCIOIb30BaHUS MOC/IE MHKYOAlUU U IPOMBIBKH, AJISI HCIIOJIB30BAHUS C

Kazaxcran PK MU (in vitro) -ONe025652) XCMITIOMHIHCCHCHTHOTO aHATH3TOPa HabopoM Ha aBromarnyeckioM anamuszarope « TARURRAy» T1000

Reaction Vessel (PeakMOHHBIE KIOBETHI) PeakinoHHBIE KIOBETHI [UISl XEMIJIFOMHHECLEHTHOTO aHai3aTopa. [[1acTHKOBbIe KIOBETHI B 100000
14 | (Tlpoussomurens TOO «Takurra» Pecry6imka Pearuuonbie kioBeTs 411 IUTaHIIIETaX JUIsl YCTAaHOBKU B aHAJIN3aTOp, IS HCIIOJB30BaHKs ¢ HAGOpOM Ha

Kasaxcran PK MU (in vitro) -0Ne025652) XCMHITIOMHHCCHCHTHOTO aHATM3ATOPA | b1 o\ ratyyeckioM anamm3arope «TARURRA» T1000

5. Opranusarop: ['KII na ITXB «Kopnaiickas neHTpanbHas paiiHHas 60JIbHULA YIPABICHHUS 30PaBOOXPAaHEH s akuMara JKaMOBbLICKOH 06macTu.

PEIINJI:

mo noram Ne 1,2,3,4,5,6,7,8,9,10,11,12,13,14 orknonuts 3assBky TOO «Takurra» (I'.Ycre-Kamenoropcek, npocriekt Ays3osa, qom 14/1). Cornacuo Pasnena 1. OcHoBHble nonoxkenust. [nasa 1. O0mue

nonoxeHus myHkTa 11 K 3akymaeMpIM U OTITyCKaeMBIM, B TOM YHCIIE IPH 3aKyIe (apManeBTHUECKUX YCIIYT, IEKapCTBEHHBIM CPEACTBAM U MEAUIUHCKUM H3ETHAM NMPEAbIBISIOTCS CISAYIONINE YCIOBHS: I.11.2
COOTBETCTBUE XapaKTEPUCTHKU MM TEXHUIECKOH CIIeNM(HKAIMN YCIOBHAM OOBSBICHUS WIH MpUIaieHus Ha 3aKym. [Tynkr 75 Ipasun: IToTeHIHaIbHBIH MOCTABIIUK IO HCTEYEHNSI OKOHIATEIFHOTO CPOKa
TIPE/ICTABICHUS [IEHOBBIX IPENIOKSHUH IPEICTABILIET TOIBKO OJJHO [IEHOBOE NPE/IOKEHHE B 3alleyaTaHHOM Bujie. KOHBEpPT COlep)KUT IIEHOBOE MPEIUIOKEHHE 10 (opMe, CONIACHO NPHIIOKEHUIO 2 K HACTOSIIUM
[MpaBwiam, paspemenue, MoATBEpKAAIOINIEe IpaBa HU3MIESCKOTO MIIH IOPUIMYECKOTO JINIA HA OCYLIECTBICHHE JASSITEIbHOCTH WM JIeHCTBHI (OIeparyii), OCyIIeCTBIIEMOE Pa3peIlUTeIbHEIMI OpraHaMy
TIOCPEICTBOM JIMIIEH3UPOBAHNS WIIM Pa3pelINTeNbHOI NpOoLeyphl, B CPOKH, YCTaHOBJICHHBIE 3aKa34MKOM WIIH OPTaHU3aTOPOM 3aKyla, a TakKe JOKYMEHTHI, TOATBEPIKAAIONIHE COOTBETCTBHE IIPEIaraeMbIX
JIEKapCTBEHHBIX CPEJICTB M (WJIM) MEANIMHCKUX H3JEINH YCIOBHAM, IPEyCMOTPEHHBIM yHKTOM 11 HacTosumx IIpaBui, a Taroke omcanne n o0beM (apmaneBTudeckux yciyr. [TyHkr 76 Ipasnm:
[pencraBnenne TOTEHINATBHBIM [TOCTABIIMKOM IIEHOBOTO TPEIIOKEHUS ABISIETCS (JOPMOI BBIPAXKEHHUS €r0 COINIACHSI OCYINE CTBUTH TOCTABKY JIEKAPCTBEHHBIX CPEACTB U (MIIM) MEIUIIMHCKIX MU3/ASIUH MK
OKa3aTh (papMareBTHYECKHE YCIYyTH ¢ COOMIOIEHUEM YCIOBHI 3apoca M TUIIOBOTO JOTOBOPa 3aKyIa WM JOTOBOPA Ha OKa3aHUe (hapMaleBTUIECKUX YCIYT 10 (popMe, COMIaCHO MPHUIIOKEHUIO 5 U (W) 6
Hactosmux IpaBun

2. o noram Ne 1,2,3/456,7,8,9,10,11,12,13,14 npusnars nodeautenem TOO «ATOH —{uarnocruka» (I" Tapas, yi Mcaras,5B) (IpemocTaBieHbl JOKYMEHTBI B COOTBETCTBHH C ITYHKTOM 80 HACTOSILINX
IMpaBwi,) U 3aKITIOYUTH TOTOBOP Ha 061ryio cymmy 14 055 470-00 (4eThipHAANATS MUJLTHOHOB IISITBACCAT ISITh THICSY YeThIpecTa ceMbaecst) Tenre 00 TUBIH.

3. Opranmsaropy I'KII Ha IIXB «IPb Kopnaiickoro paiioHa ynpaBieHus 3ApaBOOXpaHeHus aknuMmara JKaMObUICKO# 001acTi», pa3MeCTUTh TEKCT JaHHOTO MPOTOKOJIa 00 MTOrax 3aKyHoK CIocoOoM Ha BeO-caiite
www.crbkorday.kz.

IIporoxon noanucanu:

IIpencenarens komuccuu: baiidexos A.O.
UsieHbl KOMUCCHUU:

3aypbaeBa A.A.
Pazakoga 3.C.
Cekpetapb komuccuu: 3akapbsiHoBa A.K.




