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Houwanos K.K. - Gyxrantep no rocyaapeTBeHHbIM 3aKyIKaM, CeKpeTaph TeHAEPHOI KOMUCCHH
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HaumenoBanue

Xapakrepucruxa

En.
U3M.

Kou-
BO

Boiaenen
HAasl lleHa

Obwas cymma
(Tenre)

Habop pearentos ans
BBISBIICHUST aHTHTEN K
BUY 1 uBHUY2 u
anturena BUY 1 (p24) B
ChIBOPOTKE WJIM IJ1a3Me
KPOBH 4eloBeKa Jis
HMMYHO(GEPMEHTHOTO
ananusa Ha 480
onpeaeneHni

Tecr-cucrema in vitro mnarHocTudecKas NS BBABICHHS aHTHTCH K
BUY 1 n BUY 2 n anturena BUY 1 (p24) B ChIBOPOTKE MJIU IIa3Me
KpOBH 4e/I0BeKa B MUKPOIIAHIIETHOM (hopmare (5 MUKPONIAHILET Ha
96 TecToB, CTPUIOBaHHIH 110 8 NyHOK). MUHIMaNbHAS onpezensemMas
KOHUEHTpauusa p-24 anturena He Xyxe 4,2 nr/mn CrienmuasocTs
Ha JOHOPCKOM KOHTMHIEGHTC He Himke 99,95%. Koadduuuent
BapHaluK (Mexxcepuiinas BOCNPOU3BOAUMOCTE) He Goiiee 8,5%. O6peM
uccnenyemoro  obpasua, He Gomee 80 mxi1. CymmapHoe BpeMs
uHKyOauuu e Oonee 2u. Kowmpiorat-1 pomxeH 6bITH TOTOB K
OpUMEHCHMIO. L[BETOBas KOAMPOBKA peareHTOB. Bu3lyaipHas M
CHEKTPO(YOTOMETPHYECKAT REPUDUKALIAA BCEX 3TANOB IPOBEACHHS
aHaiM3a Ha BeeM cnektpe pH  obpasua. Cpok  rogHoctH
TIPUrOTOBNICHHBIX PEArcHTOB: NPM HATMYMM KOHbIOTaTa-2, CpOK
roaHoCTH  mpu  Temmeparype 2-8°C  He MeHee 4-X  Hemens;
TIPUTOTOBJIEHHOTO PACTBOpa CyGCTpaTa NpM KOMHATHON TeMIepaType
18 —30° C ne menee 6 yacos. Cpok FOAHOCTH PEAreHTOB HA MOMEHT
MOCTaBKM, He MeHee 9 Mecsues. Hanuuue wmHCTpykumn mno
NPUMEHEHUIO HA KA3aXCKOM U PYCCKOM s3bIKax. Hanmuue peructpauu
B Pecry6inke Kazaxcrau.

Habop

70

195 000,00

13 650 000,00

Tecr-cucrema
UMMYHO(EPMEHTHAS 115
OJJHOBPEMEHHOIO
BBIABJICHHS aHTHTEN K
BUpYCcam
uMMyHozeduLuTa
yenoseka 1 u 2 Tunos
(BHY-1 u BUY-2),
BHY-1 rpynmst O u
anturena p24 BUY-1,
Habop
JarHocTuyeckuii, (480
TECTOB)

®opmar Tecta — He Menee 480 ompenenemii (96x5, miaHmIeT
TOJIMCTHPOJIOBBIH pasGopublii 10 CTPUNOB M 0  JIYHOK).
OnHoctamitnelii Gopmar TecTa (0AHOBpEMeHHAs HHKYGALWS obpasuos
C pacTBOpamMu KOHBIOIATOB 0€3 CTaJMM NPOMBIBKM). OJMH LMKI
NPOMBIBOK IJIaHIIETAa B XOJE MNOCTAHOBKHM aHanu3a. Wukybauus c
TMB-cy6CcTpaTHbIM PacTBOPOM IPH KOMHATHOI Temneparype. O6bem
BHCCCHHUA CTOM-peareHTa B JIYHKY pabouero muaHmera He MeHee 150
M. Koodduument mis pacuera OIT xputnueckoro 0,25. Konuuectso
aHam3HpyemMoro obpasua: He 6onee 70MKi1. BO3MOKHOCTB pyuHOI
ABTOMAaTHYECKON IMOCTAHOBKH HA aHAIM3aTOpax OTKPBITOrO THIIA.
YyscreurensHocets 100%. Cnemmpuunocts Ha citydaiHoOH BBIOOpKE
JOHOPOB (He MeHee 5000 10HOPOB) - Bhime 99,9%. UyBCTBUTENBHOCTS
Habopa mnpu ompexeneHnmu anturena (p24) BHUU-1 — 10mr/wo.
Bosmorxnocts  nposemenns 480 (nmATh  pa3GopHbIx IITAHIIETOB)
ONpEJIENICHNH, BKIIOYAS KOHTPONBHBIC, MpPEAHA3HAYEH JUIA PYUHOI
TIOCTAHOBKM C BO3MOXKHOCTBIO APOOHOro (1O OAHOMY CTPHILY M IO
O/IHOH JIYHKH) HCIIONb30BaHUA HAbOpa WM Ul OJHOBPEMEHHOMN
nocraHoBkd 480  (96x5) ompeneneHuii Ha  aBTOMATHUYECKUX
aHAM3ATOpaxX sl HMMYHO(EPMEHTHOIO aHaIM3a OTKPBITOro THIIA.
HnutensHocTs anannsa He Gomee 85 muH. Yuer pesynbTaToB npu
450/620-680 nm. [lomycTum y4eT pe3yjbTAaTOB NPH ONHOH JUIMHE
BOJHBL  — 450 HM. BHyTpucepuiiHas BOCIPOM3BOMMMOCTH -
koopuuuent  Bapuauum  He  Gomee  8%. MesxcepuiiHas
BOCIIPOM3BOMUMOCTh - KOd(duuueHT Bapuauuu He 6Gonee 10%.
CTabuibHOCTh IPUTOTOBIIGHHOTO PAGOYEro MPOMBIBOMHOTO PACTBOPA
HE MeHee 28 JiHel npu XpaHenuu npu temneparype ot +2C g0 +8C,
npu  Temneparype ot +18C po +25C me wmenee 14 cyTok.
CTabuibHOCTh IPUIOTOBIIGHHOTO Pabouero pacTBOpa KOHBIOraTa-1
T0C/IC BCKPBITHA NPH XPAHEHUH B 3AIUMIIEHHOM OT CBETA MECTE MpH
Temneparype ot +2C o +8C - ne menee 30 cyTok, mpu TemmepaType
or +18C gmo +25C mHe wMmemee 12 wacoB. CTaGMIBHOCT
MPUTOTOBIICHHOTO Pabo4Ero pacTBOpa KOHBIOraTa-2 Mocie BCKPBITHS
[pHd XpaHCHWH B 3AUMIICHHOM OT CBETA MECTE NPH TeMIEparype OT
+2C no +8C - ne mence 14 cyTok, npyu temnepatrype ot +18C 10 +25C
He Menee 12 wacos. CTabuIBHOCTH NPUIOTOBIEHHOTO PAGOMEro
pactBopa cyGerpatHoi emecu npu Temnepatype ot +18C xo +25C ue
menee 10 yacos. TpancrnopTuposasie HaGOPOB HOHKHO NPOM3BOIUTCS
npu Temnepatype ot +2C no +8C. Hamuuue cknaga Al XpaHeHus
TECT-HAbOPOB, HAIMYME TOBAPA He MeHee 50 HAGOPOB 1 BO3MOKHOCTH
TECT-HA0OPbl ~ OCTABJIAT  HA  OTBETCTBEHHOM  XPAHGHHH [0
BOCTpeOOBAHMSA, JIOCTaBKA C COOMOAEHHEM «XONONOBOH LEmmy,
HQJIMYMC  PErucTpalMOHHOrO  yjnocToBepeHus  PK,  Hanmuuue
ceprudpuxara  CE.  Hamaume —yTBEpICICHHOM —HMHCTPYKLMM 10
NPYMEHEHUIO.

Habop

35

157 000,00

5495 000,00

Habop «BuuDA-HIV-
Ar/AT-CKPUH-O» ¢
YYBCTBUTENLHOCTEIO 10
Tr/MI1.

JUIsL
UMMYHO(EPMEHTHOTO
a”ayiu3a Ha 480
OTPEeAEIICHUH,

Hatop «Buu®A-HIV-Ar/At-CKPUH-O» ¢ qyBCTBHTENBHOCTBIO 10
Or/mi.

Ani  UMMyHO(pEpMEHTHOTO aHanusa Ha 480  ompesencHil.
Onpenenser anturena (BKOUas IPyMIy O H OCHOBHDIC CyYOTHIIBI
rpynnel - M)up24 B CBIBOPOTKC, IUIa3ME  KpPOBM U B
npenaparax (MMMYHOTJIOOYIIHH, anpOyMuH, JICHKOLIMTapHBILI
UHTEP(EPOH), IPUTOTOBNCHHBIX M3 KPOBU UEIOBEKA. AHATUTUYECKAs
YYBCTBHTENBHOCTh Habopa «Buul®A-HIV-Ar/At-CKPUH-O»: no
aHTureHy p24 10 nkr/mi; Boicokas koppensuus ¢ UXJIA. Koporkoe

Habop

35

170 000,00

5950 000,00
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BpeMa  mHKyOauui: 40+20 (I wac) 500-800 o6/mun npu 37°C.
AnpTepHaTuBHbIC UHKYGaUHH Ge3 weiiknposanns: 70+20 MUHYT npu
37°C. 1lBeToBas MHAMKALMSA BHECEHUS obpasua. ocynapcTBenHas
peructpauusa B PK. Ilpenen oGHapys;xeHUs aHTHreHa BHY-1p24 no
«WHOInternationalStandardHIV-1 p24 antigen» (NIBSC), ME 0,5
ME/mn, Bpems nnky6auun (500-80006/Muu) /Ge3 wreiikepa, Mun
40+20 / 70+20. Ipenen o6uapysxenns anturena BUY-1 p24 «HIV-1
AntigenStandard» BioRad, nr/mi 10.

Yamedxu s
packansiBaHus 06pasLOB

Yaureukd Juisi  pacKansiBaHus 00pasloB, KaIMOPOBOUHBIX K
KOHTpPOJIbHBIX  CBIBOPOTOK. Matepuan - muactuk. COBMECTHM ¢
MMMYHOXUMHYECKUH aBTOMATHYECKHM aHanu3atopoM Alinity

Ha6op

52250,00

104 500,00

Probe Conditioning
Solution/Pactsop ans
Hri1
KOHUIMOHUPYIOLIMIA

Pacteop ana urn xonmnuponupyiomumii (Probe Conditioning Solution)
MCTONB3YETCS B X0 MPoLeAyp Texo6cnyxuBanus. [Toce mpoMbIBKy
npo6o3abopHas uria MUMEeTTOpa 00pasios
KOHMUMOHMPYETCA NIAHHBIM PACTBOPOM C LENBIO NPEOTBPALICHIS
HCCTICUM(HYECKOrO CBA3BIBAHMSA AHANMTOB B NPoGO3aGOpHOH Mrne.
Pacteop s urn xonmuuponnpyromuit (Probe Conditioning Solution)
CONCPXKMT  PEKANBLMHUPOBAHHYIO — IUIa3My  KPOBM  HENOBEKA.
Koncepeants:  npotuomuxpobusiii  npemapar u ProClin - 300.
COBMECTHM ¢ HMMYHOXUMMYECKHI aBTOMATHYECKHM AHATN3aTOPOM
Alinity

Habop

199 500,00

598 500,00

Wrna nunerropa (2 w.)

Urna  3abopa  obpasua/ pearenra (pacxonublii  marepuan).
Henonesyeres i nogaum/3abopa 00pa3uoB/peareHTos  Ha
ananusatope Alinity i. BuyTpeneHHee nokpeiTie - Tediio, Matepuai -
metan.  COBMECTMM ¢ HMMYHOXMMHYECKHH  aBTOMATHUECKHM
ananuzaTopom Alinity

Habop

229 900,00

459 800,00

Trigger Solution
(REACH)/PactBop
Tpurrep

Pacteop Tpurrepa pacxonubie MaTepuansi /is MMMyHOXHMUYECKOrO
aHanusatopa. IlpenHasHauen Ui MIOMMHHCLEHUMH HCCIIEAYEMOro
obpasua  Npu  NPOBEACHMM  WcClENOBaHMi.  COBMeCTHM ¢
MMMYHOXMMHUECKHI aBTOMATHYECKUM aHanu3aTOpoM Alinity

Habop

39900,00

359 100,00

Pre-Trigger Solution
(REACH)/Pactop
Tpurrep

PactBop [pe-Tpurrep pacxo/iHeie MaTepuabl st
UMMYHOXMMHYECKOTO aHanM3aTopa. I[Ipeanasuaven Juist
JIOMHHHCLCHIMY  HCCIEAyeMoro  obpasia Npu  MpOBEASHHH
uccnesoBannil. COBMECTHM ¢ HMMYHOXHUMMYECKMH aBTOMATHYECKHM
anamzatopom Alinity

Habop

88 350,00

706 800,00

Concentrated Wash
Buffer/Konuentpuposan
HBI TTPOMBIBAIOLIHIH
Oydep

KoHuentpuposanublii npomsisaowyit 6yQep pacxoHbie Marepuabl
A1 IMMYHOXMMHYECKOro aHanu3atopa. KomniekcHslii peareHt,
[pCHA3HAYECHHBIN A/15 JeKOHTAMUHALMH aHanu3aTopa. COBMECTUM C
MMMYHOXUMUHYECKU aBTOMATHYECKMM aHanu3artopom Alinity

Habop

39

92 150,00

3593 850,00

10

Reaction
Vessels/Sueiika
peaKkiUoHHAsL

Sluifeka peakuMOHHAs NMpeIHA3HAYCHA U1 CMEIIMBAHMA DACTBOPOE,
CBIBOPOTKH,  NpPOBEAECHHS  (OTODNEKTPUUECKOTO  CUHTHIBAHUS.
Marepuan - nnactnk.  COBMECTHM ¢ MMMYHOXMMHYECKMI
ABTOMATUYECKUM aHanu3aTopom Alinity

Habop

103 550,00

1242 600,00

11

HIV Ag/Ab Combo
Calibrator
Kit/Kanmu6parop

KanuOparop. Mcrons3yercs mns KanuGpOBKH TECT CHCTEMBl IS
BhIsiBIIeHHs BUY-nndexunn Ha uMMyHOXMMUYECKOM a”anu3aTope npu
OMHO-BPEMECHHOM KaYECTBEHHOM ornpejenenuu anturesa HIV p24 u
AHTUTEN K BUPYCY nMMyHOAeuUImMTa YenoBeka THIIoB 1 w/umu 2 (HIV-
1/HIV-2) B CBIBOPOTKE MM I1a3ME KPOBH uenoseka. CocTan Habopa: 1
(nakon (3 MI) COECPIKMT OUMINEHHBIA BHPYCHbI JM3aT HIV,
noxrotosneHHsid B TRIS-OyepHoM (usuonoruueckom pactsope ¢
NpOTEMHOBBIM  (OblubuM)  crabuimmsatopom. KoscepBaut:  asup
Hatpus.  COBMECTUM € HMMMYHOXUMMYECKHII — ABTOMATHYECKHM
ananuzatopom Alinity

Habop

91 314,00

273 942,00

12

HIV Ag/Ab Combo
Control Kit/
KonTtponsHsie
MaTepuansl

Kontponenple — MaTepuansl — npeaHasHaueHsl Wit OLEHKM
BOCIIPOM3BOAMMOCTH ~ TeCTa JUld  BhiABicHUA BHY-undexuuyu u
BBISBJICHUS  CHCTEMATMYECKMX — AHAIMTHYECKUX  MOrPEIHOCTEl
B paGOme XapaKTCPpHUCTHKAX UMMYHOXHMHYECCKOIO aHaausaTtopa npu
OZIHOBPEMEHHOM KaUECTBEHHOM oOInpeneaeHud aunturena HIV p24 u
aHTUTENl K BUPYCY UMMYyHOAehMUMTa wyenoseka Tuna | w/umm 2
(HIVI/HIV-2) B cpBOpOTKe MM niasMe KpoBu uenoseka. CocTas
Habopa: 4  dQmakoma (8 mn).  OTpULATEABHBII KOHTPOJIb,
Honoxurensneiit  xoutpons 1 1 TlonoskuTeNbHBIA  KOHTPOID 2
TIOZIrOTOBJICHEl B PEKAIBLIMHAPOBAHHOH II1a3ME KPOBM YENOBEKA.
Honoxurensuptit KOHTpons 1 (MHAKTUBUPOBAHHBI) pEaKTHBEH Ha
antu-HIV-1.  TTonoxureNnsHeil  KOHTpOnp 2 (MHAKTUBHPOBAHHBII)
peakTuBeH Ha auTu-HIV-2. IIoJ0KUTENBHBIN KOHTPONh 3 SIBIAETCA
OUHMIUEHHBIM BUPYCHBIM Jm3atom HIV, noarorosnennsiM B TRIS-
OyepHom (DU3HONOTHYECKOM pPacTBOpe ¢ NPOTCHHOBBIM (6b1461M)
CTabunu3atopoM. KOHCEpBAHTH /18  OTPHLATEIHHOTO KOHTPOJIS,
TOJIOXKUTENBHOrO KOHTPONSt | M MONOMKHTEIBHOrO0 KOHTPOJA 2: a3up
HaTpus W NPOTHBOMHKPOOHBIH  mnperapaT. KowcepBanT — juis
NOJIOKUTENIEHOrO  KOHTPOJa  3:  asux  wsatpus. CoBMecTHM ¢
MMMYHOXMMHMHYECKUH aBTOMaTHieckuM ananusaropom Alinity

Habop

100 700,00

805 600,00

HIV Ag/Ab Combo
Reagent/pearent

Tecr ¢ ucnonszosannem BUY Ar/At Kom6o PeareHTs sBnseTcs
XEMUITIOMHHECUCHTHBIM HMMYHOAHAIM30M Ha MUKPOYaCTHIIAX
(CMIA) ans 0AHOBPEMEHHOTO KAYECTBEHHOIO ONpeIeNeHUs aHTUIeHa
HIV p24 u aututen k BUpycy nMmyHoehuLMTa YeI0BeKa TUMa 1
(HIV-1 rpynnet M u O) w/umi 2 (HIV-2) B chIBOpOTKE MM 1L1a3Me
KPOBHU 4€/I0BEKA HA IMMYHOXUMHYECKOM aHaiiu3aTope. COBMECTHM C
MMMYHOXHMUYECKUH aBTOMaTHYeCkuM ananu3atopoM Alinity

Habop

30

1414 397,0

42 431 910,00

2. Cymma, BIaeneHHas 1 3akyna 75 671 602,00 tewre (CeMBIECAT II5ITh MUJLIMOHOB ECTHLCOT CEMBCCAT OAHA THICAYA IECTHCOT nse) TeHre 00 TUbIH.
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3. Crefyiouiue 3asBKY Ha yuacTue B TeHjepe GbUIH NpENCTABICHBL:

Bpems u pata

Ne Haumenosanue nocraBuuka, aapec BUH (M1H)
PerucTpaMu KOHBepTa

I | TOO (BUTEHA», r. Anvamst, yn. Heacsa, 159 080340019868 & fEanpanuliad o
12 yacos 18 MunyT
2 TOO «Halyk Medical Companyy, r. Anmartsl, yi. l'ypunesa, nom 106A 170340032567 09 (espass 2024 r.
10 1acoB 05 MunyT
3 TOO «CBAP3, Yers-Kamenoropek, np. A6ast, 3nauue 181/41 120640014471 19 Gerpans 2024 r.
09 yacoB 35 MuUHYT
4 I «Jlabamarnoctukay r. Actana, yi. [locce Kopramxkoiu 4/1, kabuser 6 861124301767 13 Genpans 2024 r.
12 yacoB 31 muHyTa
5 TOO «Takurray, Yere-Kamenoropek, np. Ayssosa, gom 14/1. 181040017577 19 despars 2024 r.
13 yacoB 43 MuHyT
6 UIT «Invitroy, r.Kocranait, yn.Maskogsckoro 35 900922350027 19 denpans 2024 r.

12 yacoB 16 MuHyT

4. TIpenoKeHHbIe OTeHUMATBHEIMH [TOCTABIIHKAMH LEHOBBIE NPE/IOMKEHYS.
4.1. TOO «BUTEHAW, r. AaMaThl, ya. Mcaesa, 159

Ne HaumenoBanue
—. ToBapa KparTkas xapakrepucruka cymMma
HaGop pearentos s Bhistenenus awruten k BUY | u BUY 2 u anturena BUAY 1 (p24) B CBIBOPOTKE WM TLIA3Me
KpOBH 4€JIOBeKa JUII MMMYHO(DEpMEHTHOr0 aHaiu3a Ha 480 onpezenenuii. Topropoe Haspauue: JluarHocTHueckas
ummyHopepmenTHas Tect-cuctema Genscreen ULTRA HIV Ag-Ab (IxenckpuH Yistpa BUY Ar-At) Ha 480
Ofnpenenenuii B kommiekre. [IpoussoauTens, crpana: «Bio-Rady, ®panuus. Pernctpamponsoe ynocrosepenue: PK-
MT-5N2003853 ot 26.09.2017r. Konuuectso: 20 nadopos. COIEPXKUMOE HABOPA. Bce peareHtst MOTYT OBITh
HCIIONIB30BAHBI TOJIBKO AN AUATHOCTHKHY In Vitro
MapxupoBKa Ha 3TUKeTKe Onucanue 72388
Microplate (Mukpormtasuwer): 12 strips of 8 wells
coated with monoclonal antibodies to p24 HIV-1
M (mouse) and purified HIV-1 and HIV-2 antigens S MnaHIeToB
R1 FPOTLIAHIICT Specific ID number = 53 (12 ctpunos 1o 8 1yHoK [oTOBBI K
(Microplate) P " p YHOK,
COpGMPOBAHHBI CMECHI0 MOHOKIIOHANBHEIX AHTUTEN K | HCTIONB30BAHHIO
p24 BUYI (MblwnHBIME) 1 ouniueHHbIX BUU1 u
BUWY2 anTurenos
Konuenrpuposanubiii
[POMBIBOYHBIH PacTBOp Concentrated washing solution (20X) 1 dnakon
R2 (20X) (KoHUeHTpHpOBAHHEIIT IPOMBIBOUHBIi pacTBop (20X)); 235 mn
(Concentrated Tpuc NaCl 6ydepnsiii p-p, pH 7,4 Tpebyer
washing solution Koncepsant: ProClin™ 300 0,04% pasBescHus
(20X))
Negative control (oTpHLaTebHBIH KOHTPOIBHBI
o obpaser (K-); [Tnasma kposu 4enosexa, 1 dnakon
OtpuuarensHslii 25 M
®3 wonmenm ghlmen HMHAKTUBHPOBAHHAS NPOrPEBAHUEM, HE COLEpIKALIAsd :
(Negative control) HBs anturenst, BUY anrurenst, antu-BUY1, autu- T'otoB k
BHY2 u ant-HCV antutena HCIONIB30BAHUIO
Amarnocriieckas Koncepsanrt: azua Harpus <0,1%
UMMYHO(pEpMEHT HIV Ab positive control (ITonoxxurensusiii na BUU
Has TeCT-chcTeMa TTONOMKHTENBHBIN HA aHTUTENIa KOHTPOIbHBIHA 00pa3eLy);
Genscreen BUY anTurena ITnasma kpoBy uenoBeka, MHAKTHBUPOBAHHAS 1. gtk
> 1 mn
1 ULTRA HIV Ag- R4 KOHTpOJIbHBII 0Opasely HarpesaHuem, cozaepaamas antu-BUY1 anturena v He I 11 550 000
Ab ([ixenckpun (HIV Ab positive couepxkamas BUY u HBs anrurenos u antu-BI'C IO 2
Yastpa BUY Ar- control) AHTUTEIIA, PA3BEACHUE B CUHTETHYECKOM PACTBOPUTENE VRTIEEEE
At) Ha 480 Kowucepgant: ProClin™ 300 <0,1%
ONpEIENCHHH B ) Lo HIV Ag positive control (TTonosxutensHeiit na BUU
ROMLICIIE Hononfm SREEL TS, AHTUIEHBI KOHTPOJIBHBIH 0GpaseL); 1 dnaxon
Bl ”:'Fem’l Ounmennpiit BUY1 antures, 06paboTaHHbIii 1 Mn
RS KOHTPOJBHBIN 06pasey, I
[T g pasiiive AICTCPICHTOM B CHHTETHYECKOM PACTBOPHTENE 1 OTOB K
Abi] WHAKTMBMPOBAHHBIN XAOTPOIHBIM areHTOM HCHOJIB30BAHUIO
control) Koncepsan: ProClinTM 300 <0,1%
Conjugate 1 (Koustorar 1):
biotinylated polyclonal antibodies to p24 HIV 1 (sheep) | 2 ‘1’“1%'“’”3
Komnstorar 1 coloured yellow - green (OUOTUHMIMPOBAHHDIE kg
R6 ; I'otoB k
(Conjugate 1) NOJIMKJIOHATIbHBIE aHTHTENa K p24 BUY 1 (oBeubn)
o T UCIIONB30BAHHIO
xento-3enieHoro usera. Koncepsaur: ProClin™ 300
(0.5%))
Conjugate 2 (Koustorar 2)
Lyophilised peroxidase labelled Streptavidin and 2 (nakona
o — purified HIV 1 and HIV 2 antigens (ounimeHssic u 1o 30 ma
R7a (Conjugate 2) THo(GuIK3MpoBanHbIe aHTHreHsl BUY-1 u BHY-2, Tpebyer
KOHBIOTUPOBAHHBIE C IEPOKCHIA30M 1 pasBeaeHus
CTPENTABUANHOM,
Koncepsant: ProClin™ 300 < 0,1%)
Conjugate 2 Diluent (pactBop jyist pa3seseHus 2
. (naxona
Pacteop ana passenenus | koHbtorata 2); OGE3KHPEHHOE MOJOKO Ha (pocdarHom 10 30 M
R7b KOHBIOrara 2 OydepHom Tpe6yer
(Conjugate 2 diluent) PacTBOpE ¢ KpaCUTENIeM KPacHOro LiBeTa, 'p 4
Koncepeant: ProClin™ 300 (0.5%) besssreana
Cy6erparmsiit Substrate buffer (cyGcrparHpiii pacmcl)}l))i‘ . 2 q)n6a01<01-1a
RS Gy(epHti pacTrop PactBop LATpaTa U aueTaTa HATPHA p 0, o 60 mi
(Substrate buffer) coaepkatuii nepexkucs soaopoaa H,O, (0,015%) u Tpebyer
mumeruicynsdokens (AMCO) (4%) pa3BeiCHUA
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XpomoreH: pactsop Chromogen: TMB solution (11x) (xpomoren pacteop % Ko
R9 | TMB (Chromogen: TMB TMB); pactsop, cosepiammii 3.3, ,IFTO %M”
solution (11X)) 5.5 rerpameruntensumns (TMB); pebyer

pasBeenus

. y 3 ¢nakona
R10 Cron-pearest IN sul Sltoppmgsolultl?p (CTIOIS'p CArEHT) o 1o 28 Mi
(Stopping solution) sulphuric acid solution (1N pactBop cepHoii Toros K

KHCJIOTBI)
HCTIONb30BAHHUIO

Hasnauenne TECTA: Genscreen ULTRA HIV Ag-Ab — HaGop Ay Ka4ueCTBEHHOTrO MMMYHO(EPMEHTHOTO aHanu3a
Ans BeiaBieHus BUY anrurena p-24 u anturen k BUY-1 (Bxrouas rpynnet M u O) u BUY-2 B uenopeueckoit
CBIBOPOTKE MM I1a3Me. Habop Moxer GBITh MCTIONB30BAH KaK s ckpununra no BUY anrureny, taxk u antu-BUY
AHTHTENaM M B AUArHOCTHHECKUX LENAX. AHAINTUYECKAs YYBCTBHTEIBHOCTD: AHATHTHYCCKAS YyBCTBUTEIHEHOCTh HA
nauemn BBI 801 (crammapr [lionona npu ONpEeNCNCHNH KOHLEHTpaunn Al'), MUHHMaIbHas onpaenieMas
KOHUCHTPALKs p24 aHTUIreHA NPH SKCTPANONALMH Pe3y/IbTATOB Ha ITOM MAHEH COCTABMIA 4,2 nir/mn. HesaBucumple
HMCCINEI0BANMA C HCMOJB30BAHMEM METOAA JIMHEHHOM PErpeccnH pe3y/bTaToB TeCTHPOBAHMA Habopa CTaHAAPTOB U3
Kommepueckoit nanein “Ag HIV SFTS 1998” (opuumansnas BUY AT manens (paniysckoro ob6mecTna
TPaHC)Y3UONOroB) MPOAEMOHCTPUPOBAIH pesynprar 13,6 nr/mn. Tlpepen 4yBCTBHTENBHOCTH —TecTa npu
MHTEPTIONALMM  KPHBOH PE3YNLTATOB, MOJNYHCHHBIX HA IOCTEIO0BATENBHO PA3BEACHHBIX obpasuax cranaaprta
AFFSAPS  (navanshas xouuentpamms 100 nr/mi).  BenuuuHa npemensHodl  KOHLEHTpaupd <25  mr/wm
YyscteutensHocts Ha BUY AT' HONOKUTEIBHBIX obpasuax: GbUI0 HCCIEAOBAHO 56 06pasLoB, 13 KOTOpPBIX 53
00pasLa ConepiKani aHTHICH B KOHLGHTPALMM He MeHee 25 mr/Mi u ONpeNeNsINCh KaK MOJ0NKUTENbHbIE, B 3-x
OCTaBIUMX 00pa3lax aHTUICH IPUCYTCTBOBAJ B KoHuenTpauun 13, 16 1 19 nr/mn coorsercreento. Koadduument
PCAKTMBHOCTH U1 9THX 06pasuos (OI/On kpur.) Haxommacs B npegenax 0,9 - 1,00. YyscreuTensHOCTH Ha
CYNepHATaHTe KICTOYHBIX KYNbTYp: OBUIO MCCNENOBAHO 83 00pasua CYyNepHATAHTA KIETOUHBIX KYJIBTYp BHpPYCOB,
CIIEAYIOLHX CYOTHIIOB: 76 OTHOCHIIUCH K rpynme M (BUY1) - cy6runsr 16 A, 16 B, 11 C, 7D, 13 E, 4 F,4G,3H,2
I, 4 kyneTypsl coxepsxanu Bupycsl BUY1 rpynnst O, oxna KynsTypa - Bupye BUUI rpynmst N u zse KYJIbTYpbl
Bupyca BMY2. Bee uccnenosannsie o6pasupl Gbiu ONpPEACIICHb! KaK IMOJIOKUTEIIbHBIE 38 MCKIKOUYSHHEM OIHOIO
00pasua rpynnst 0 ¢ coaepyKaHeM aHTHIreHa 29 Tr/MIl. Koapduunent peaktunnoctu (OIT/On kpuT.) B 3TOM Ciyuae
b1 pasen 0,6. Ipunuun metona: Genscreen ULTRA HIV Ag-Ab  — KaueCTBEHHBIN HUMMYHO(EPMEHTHBIH HAOOD,
OCHOBAHHBIH Ha NMPUHLMIIE «COHABUY) METOAA, AUIs BhIsBIcHHs BUY auTirena u Pa3NUYHBIX AHTUTEN, CBA3AHHBIX C
BUY-1 w/wnu BUY-2 Bupycamu B uenosedeckoit ChIBOPOTKE MM Iuiasme. Teepaas ¢asza Genscreen ULTRA HIV
Ag-Ab TOKpBITA: * MOHOK/IOHANLHBIME AHTHTENAMK npotus p-24 BUY-1 aHTHreHa; - OYMIEHHBIMH aHTHICHAMU:
gp160 pekOMOUHAHTHBIM GEKOM, CHHTETHHECKHM TIENTHAOM IOTHOCTBIO HCKYCCTBEHHOM HMUTaALMEH
(T.€.CHHTE3MPOBAHHBIA HECYIIECTBYIOMUM Bupycom) O-cnemmguyeckoro snurona supyca rpynnsi BUY-1 u
[CNTH/A, BOCHPOM3BOAIIEIO HMMYHOAOMMHAHTHBIE SMUTONBI GenkoB o6onouky BUY-2. Koustoratel Genscreen
ULTRA HIV Ag-Ab 0CHOBaHbI Ha HCIIONB30BAHUY® - BUOTHHMNMPOBAHHBIX MONKUKIOHANBHEIX aHTuTen k Al BUU
(xonptorar 1); - Crpenrtasuaun u BUY auturems: — NepoKcuasHple KOHbtoratel (gp4l u gp36 mentuisl,
BOCTIPOM3BOAAIIME  MMMYHOJOMMHAHTHBIC SIMTONBI  IMMKONPOTEHAoB obonouku BHUY-1 1 BUU-2, u Toro sxe
Camoro CHMHTETHYECKOro NenTuaa, nmurupyiomero O- cnemuduunslii snuron BWY-1,  koTopsiit HCIIOJB3YETCs
s TBEPIOH (asel) (konetorr 2); Ipoueaypa aHamu3a BKIIOYAET cnenyromue maru: 1. Kowbprorar 1
(GMOTMHMNMPOBAHHBIC TIOJUKIOHANBHBIC AHTHTENA K p-24 BHY-1 AI') BHOCHTCS B JIYHKM IUTaHLIETHL 2.
Vcenenyemsle ChIBOPOTKM 1 KOHTPONBHbIE 06PA3LIBI PACKANBIBAIOTCS B nydku. - [Ipu nammunn  BUY anturena B
HMCCIIC/eMOH  CBIBOPOTKE HPOMCXOJUT CBA3BIBAHHE ©€[O0 C AHTUTENAMH, COPOMPOBAHHBIMM HA [UIAHIIETE W
NPUCYTCTBYIOIMMHU B KOHBIOrare 1. - Ilpuy  wammuum BUY-1 wunn BUY-2  awTuTen B HCcCIeLyeMoit
CBIBOPOTKE NMPOHCXOMMT CBA3bIBAHME WX C aHTHreHamu BUY-1, BUY-1 rpymmst 0, BUY-2, cop6upoBanHbIMU Ha
nnaniiere. - CBA3BIBAHME KOHBIOTaTd | M aHTHIEHA/aHTHTEN B KMCCIIELYEMOI CBIBOPOTKE OIPENEISIETCs vepes
VSMEHCHUC LBCTA, OT XKENTO-3€1eHOro 10 cunero. 3. Ilocne unky6amu npu 37°C u nociemyroueit MIPOMBIBKH
N00aBNAOT KOHbtOrar 2: - CTpenTaBuany pearupyer ¢ OMOTHHUIMpPOBaHHBIMM Kommnekcamua AT-AT-AT
Meuennsle nepoxcniasoii, ounmennsie BUY-1 u BUU-2 Al" cBA3BIBAIOTCS 11O ouepeau ¢ AT IgG, IgM wm IgA,
copOuposanHbIMU Ha Mianmere. 4. [Tocne uHKyGarn npy 18-30 °C necrs3anubie hpaxkuum KOHBIOraTa 2 yIAaNAIOTCs
nyTeM npoMeiBKH. Tlocie HKyGalmu B IpUCYTCTBMM Cy6CTpaTa NP KOMHATHOI Temneparype (18-30C) Hanuuue
KOMIIIEKCA KOHBIOraTa ¢ aHTHIEH/aHTHTENaMH OMNpPEAENETCs N0 M3MEHEHMIO LBETA. 5. Peaklds OCTAHABIMBACTCS
CTON-PCAreHTOM, M ONTHYCCKAS INIOTHOCTh M3MEPACTCA Ha CHIEKTPO(GOTOMETpE Mpy AnuHe BOJHBI 450/620 - 700 HM.
Onruueckas MI0THOCTS, U3MepseMas B obpasle, onpeesnser HanuuMe WM orcyretsue Al BUY, win auturen k
BUYI u / unu BUY2. YCIIOBUST XPAHEHU:. CPOK I'OJJTHOCTU. Habop cnenyer xpanuts npu +2-8C. ITpu
COOIONEHNH JAHHOIO TeMIIEPaTypHOro peKmuMa Jo60it peareHt, coaepkamuiica B Habope Genscreen ULTRA HIV
Ag-Ab MOXKET ObITH HCTIONB30BAH JI0 AAThI, YKA3AHHOM Ha ynakoBKe (IPU YCIOBUM, €CIU He ykaszaHo unoe). Ilocne
BCKPBITUA M B CTyHae OTCYTCTBHA 3arpsAsHenus, peareutsl R2, R3, R4, R6, R7, RS, R9 u R10, XpaHMBILMECS TIPU
Temnepatype +2-8C, MOIYT ObITb HCNIONB30BAHBI 10 AATbI, YKa3aHHOM Ha yrnakoske. He NpUMeHSTS ocie HeTeueHHs
CpoKa rojHoctu!

4.2. TOO «Halyk Medical Company», r. AniMaTsi, y.1. I'ypunesa, nom 106A
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JIC-UdA-BUY-
ATAT-CKPUH

Dopmar TecTa — He MeHee 480 onpenenenuit (96x5, muaHmer HOJIMCTUPONOBBIIA Pa3GOPHBIi 10 CTPHUIIOB U O JIYHOK).
Onuocrauiteeli Gopmar Tecta (0AHOBPEMEHHAS MHKyOalus 00pasLoB ¢ pacTBOpaMu KOHBIOraTOB 6€3 CTaauu
npomeiBkH). OAMH UMK NPOMBIBOK [UIAHIIETa B XONE NOCTAHOBKM aHanuza. OGLiee KOMHUeCTBO MIPOMBIBOK
nnanmera ue 6onee 4. Muxybaums ¢ TMB-cyGerpaTHbiM pacTBOPOM Mpr KOMHATHO# Temneparype. O0beM BHECECHUSI
CTOI-peareuTa B JIyHKY pabouero nianiera He menee 150 mxn. Kosdduuuent mis pacuera OI1 KpuTuyeckoro 0,25.
Konuuectpo amamusupyemoro obpasua: ne Gonee 70mki1. Bo3MoskKHOCT PY4YHOI ¥ aBTOMATHUECKOH MOCTAHOBKU HA
AHaNTH3ATOpax OTKphITOro THna. YyscrsutensHocts 100%. CrieumpuuHOCTs HA CoydaiiHOM BBIOOPKE IOHOPOB (He
menee 5000 xonopos) - souue 99,9%. UyscTBuTensHOCTS HaGopa npu onpeaeneHuyn auturena (p24) BUY-1 —
10nr/mn. BosmoxHocTs nposenenus 480 (nate pa3GOpHBIX IIAHINETOB) ONPEACICHHH, BKIIOUAS KOHTPOJIBHBIE,
TpEAHASHANCH A4 Py4HOH NOCTAHOBKH C BO3MOXKHOCTbIO JPOGHOrO (MO OAHOMY CTpHNY M TIO OZHOH JIyHKM)
UCTONB30BAHUS HaboOpa MM I OJAHOBPEMEHHOH mocTaHoBku 480 (96x5) onpejesieHM HA ABTOMATHHECKHX
AHANK3ATOPAX Ul MIMMYHO(DCPMEHTHOrO aHaNKM3a OTKPBITOro TUNA. JIIUTENPHOCTE aHanu3a He 6omee 85 MUH, YueT
pesynpTatop npu 450/620-680 wum. JlomycTM yueT pesynbTAaTOB IpH OAHON JUIHHE BONHBI — 450 HM.
BHyTpucepuitnas BocnponsBoAnMOocTs - ko3 uimeHT Bapuanun He Gonee 8%. Meacepuiinas BOCIPOU3BOAMMOCT
- K03 uuuent sapuaunu He 6onee 10%. CTabUIbHOCTS NPUrOTOBIEHHONO paboyero NpOMEIBOYHOrO PacTBOpa He
meHee 28 nueii npu Xpasenuu npu Temnepatype ot +2C go +8C, npu temneparype o1 +18C o +25C He menee 14
cyToK. CTabUIbHOCTh MPUIOTOBICHHOr0 Pabouero pacTBOpa KoHbIOrara-1 mocsie BCKPBITHA IPH XPAaHCHHH B
SalMICHHOM OT CBEeTa MECTE 11pu Temneparype ot +2C 10 +8C - ne menee 30 cyTok, pu Temmnepatype oT +18C 1o
+25C ne menee 12 yacos. CTaGUNILHOCTS NPUTOTOBICHHOIO pabouero pacTBOpa KOHBIOraTa-2 Mocie BCKPHITHS NpH
XPAHCHIH B SAMMIICHHOM OT CBETA MeCTe Npy Temneparype ot +2C 1o +8C - He MeHee 14 cyTok, npu Temneparype

5460 000
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ot +18C 10 +25C He menee 12 yacos. CTaGUIBHOCTS TIPUrOTOBICHHOrO pabo4ero pacTBOpa cy6CTPaTHOMN cMecH pu
Temneparype ot +18C no +25C me menee 10 wacos. CpoK TOMHOCTH TeCT-CHCTEMBI He MeHee 24 MECSLIEB.
TpancnopTuposarue HaGOPOB AOMKHO POUBOAUTCA 1pu Temneparype ot +2C no +8C. npu Temneparype ot 9 1o
2501C ne menee 10 cyrox npu Temneparype ot 26 1o 3011C e meHee 5 cyTok. JononHuTeNbHbIE MIPUHAUIEHHOCTH,
BXOAALIME B COCTaB HAGOPA: 6) KPBIWKH K [IOJUCTHPOIOBLIM 96-TyHOUHBIM ITAHIIETAM He MeHee 5 WTYK. 7) MIEHKK
samyTHbIe st MOA-nnaumeros He mexee 10 mryk. 8) HakoHeUHUKH OZIHOpa3oBbIC HEe MeHEe 80 WTYK. 9) BAHHOUKH
ITACTHKOBBIC VIS JKUIKUX PEAreHToB He MeHee 10 wtyk. 10) nakeTs MONMMITUIEHOBEIE C 3aMKOM Zip-Lock ne menee
3 wryx. Hanmuuue cknaga ans xpasenus TecT-Habopos. Hanuune Tosapa He menee 50 HaOOPOB M BO3MOIKHOCTH TECT
— Ha®Opbl OCTABIATh HA OTBETCTBEHHOM XpAHEHHUH JO BoCTpeOoBanus. JloctaBka ¢ cobmomeHuem «X0n0m0Bok
L uenuy. Hanuume perucrpanuonnoro yaocrosepennst PK. Hammume ceprudukara CE. Hamuuue YTBEPIKACHHOM
HHCTPYKLMH 10 NPUMEHEHUIO
4.3. UII «Invitroy, r.Kocranaii, yr.MasikoBekoro 35
W_) HaumenoBanue
i ToBapa KpaTtkas xapakrepueruka cymMa
Habop Habop «BuuUDA-HIV-Ar/AT-CKPUH-O» ¢ HYBCTBUTEJILHOCTBIO 10 TIr/MIL. AN MMMYHO(EPMEHTHOTO aHANM3a Ha
«BualIQA-HIV- | 480 onpezenenuit. Onpeaenser antutena (BKIIOYS IPYNITY O M OCHOBHBIE CYOTHIIBI TPYIIIbI M) u p24 B chiBOpOTKE,
Ar/At-CKPUH- | mnasme Kposu u B npenaparax (MMMyHOTIO6YMH, albOyMuH, JEHKOLUTAPHbIH UHTEP(DEPOH), TIPUrOTOBJIEHHBIX
O»c U3 KPOBU MCNOBEKA. AHAIMTHYCCKAS YYBCTBHTENBHOCTS Ha60pa «BuuMdA-HIV-Ar/AT-CKPUH-Ox: 1o AHTHIEHY
3 HYBCTBUTENILHOCT | p24 10 mKkr/mit; Bhicokas koppensums ¢ UXJIA. Kopotkoe Bpems uHKyOaumit: 40+20 (1 yac) 500-800 o6/Mun mpu 5880 000
p10 10 nr/mu. 37°C. AnpTepHaTHBHbIE MHKYOALMK Oe3 weiiknposanus: 70+20 mMunyT npu 37°C. LlBeToBas HHAUKALMA BHECCHHS
U obpasua. Tocynapcrsennas pernctpams B PK.  Ilpenen oOHapyxenus anturena BUY-1 p24 1o
ummyHotepment | « WHOInternationalStandardHIV-1 p24 antigen» (NIBSC), ME 0,5 ME/m, Bpems nuxy6aumu (5 00-80006/mun) /Ge3
HOro aHanusa Ha | mekkepa, mud 40420 / 70+20. Ilpenen oGuapysxenns anturena BUY-1 p24 «HIV-1 AntigenStandard» BioRad,
480 onpenenennii. | nr/mn 10.
4.4. U «JTabauarnocruxay r. Acraua, ya. Mocce Kopramxsid 4/1, kabuner 6
Ne Haumenosanue i
o ToBapa Kpartkas xapakrepucruka cymMma
Yameuku s Yameuxs mis packansiauns 06pa3stoB, KaaMOPOBOUHBIX I KOHTPOJIBHBIX CBIBOPOTOK. Marepuan - IUIacTHK.
4 packarnbiBaHusi COBMECTHUM € IMMYHOXUMMUECKHI aBTOMATHUYECKUM aHay3aTopoM Alinity 104 500
00pasuos
Probe Pactop s wrn kommuumonupytommii  (Probe Conditioning  Solution) wucnone3yercs B xoze npoLueayp
Conditioning TEX00CTY)KUBAHUS. [Tocne MPOMBIBKH npo6o3adopHast uria nuneTropa 06pasiios
Solution/PacTBOp | KOHAMLHMOHMPYETCS JAaHHBIM PACTBOPOM C LENBIO NPEIOTBPAICHHUS HECTIELM(UIECKOr0 CBA3BIBAHUS AHAIMTOB B
5 JUTSL UTTT npo6o3abopHoit urme.  PacTtBOop s ura KoHmumonnpytoumii  (Probe Conditioning  Solution) conepxur 598 500
KOHAMLIMOHHUPYIO PEKAILLIMHUPOBAHHYIO TUIa3MY KPOBM wenoBexa. KOHCEpBaHTHI: NMPOTHBOMUKPOOHBIH npemapaT u ProClin 300.
it COBMECTHM ¢ HMMYHOXUMHUYECKUI1 aBTOMATHYECKIM aHanu3zaTopoM Alinity
Mrna nunerropa Hria 3a0opa o6pasiia/ pearcura (pacxoaublit MaTepHa). UcnonesyeTes ang noaaqn/3a6opa 06pasLios/peareHToB Ha
6 (2 wt.) aHanusarope Alinity i. BuyTpenensee nokpeitue - Tedio, Marepuan - metal. COBMECTHM ¢ HMMYHOXMMHYECKHIA 459 800,00
ABTOMATHYECKUM aHanmu3aTopom Alinity
Trigger Solution Pacrsop Tpurrepa pacxoiHsle Martepuansl L HMMYHOXMMMYECKOr0 aHainuszaropa. IlpenHasHaueH uist
7 (REACH)/PactBo | IIOMHHHCUEHLMH HCCIIELYEMOro obpasua NpH NpOBeNeHMM HCCleaoBaHHN. COBMECTHM ¢ MMMYHOXHMHYECKHIA 359100
p Tpurrep ABTOMATHYECKMM aHamu3aTopoM Alinity
Pre-Trigger Pacrsop Ilpe-Tpurrep pacxoamble Marepuansl s HMMYHOXHMHYECKOro aHanusaropa. Ilpeanassaued s
g Solution JUOMMHHCLCHUMH HCCElyeMOro 06pasua Ipu NPOBEACHMM HCCTeIoBannil. COBMECTUM ¢ HMMYHOXHUMUYECKHI 706 800
(REACH)/PactBo | aBTOMaTHueckuM aHamusatopom Alinity
p Tpurrep
Concentrated Kouuenrpupopantptit npomeisaiomuii 6ydep pacxoHbie MaTepuaisl A MMMYHOXMMHUYECKOIO aHANN3aTopa.
Wash KomriiekcHbIH pearent, npeHasHayeH blit 115 IEKOHTAMUHALIAN aHATH3aTopa. COBMECTHM C HUMMYHOXUMHYECKUIH
9 Buffer/Koxiuemp ABTOMATHYECKUM aHanu3aTopom Alinity 3503 8500
MPOBAHHBIH
MIPOMBIBAIOLIHI
Gydep
Reaction Suiiexa peaKLOHHas IPCAHA3HAYEHA 1T CMEILUBAHMS PAacTBOPOB, CHIBOPOTKH, IIPOBEACHHUS (HOTOINEKTPUUECKOTO
10 Vessels/SIueiika CUMTBIBAHUS. Matepuan - nnacTux. COBMECTUM ¢ UMMYHOXUMUYECKHIT aBTOMATHYECKHM a”anusaropom Alinity 1242 600
peakLHoHHas
HIV Ag/Ab Kamubparop. HMcnons3yercs [is  KanubpoBKH TECT CHCTEMbl JUTA  BBISBICHMS BUY-undexupn  Ha
Combo Calibrator | ©MMYHOXHMHYECKOM aHAIM3aTOPEe NIPH OJIHO-BPEMEHHOM Ka4eCTBEHHOM Onpese/ieHuH anturena HIV p24 u antuten
11 Kit/Kanubparop K BUpYCY MMMyHOAeduuyTa Yenoreka THnoB 1 u/mm 2 (HIV-1/HIV-2) B ChIBOPOTKE MM MIa3mMe KpPOBH YeJI0BEKa. 273 942
Coctas nabopa: 1 ¢uakon (3 M11) COAEPIKUT OUMICHHBIH BUpYCHbI nusat HIV, noarotosnennsiit 8 TRIS-6ydeprom
(husnonOrecKoM pacTrope ¢ NPOTEHHOBEIM (GEIYBUM) CTAGHIU3ATOPOM. Kownceppant: asua-tarpus. CoBMecTHM ¢
MMMYHOXMMMUCCKUIA ABTOMATHYECKMM aHanu3aTopoM Alinity
HIV Ag/Ab KoHTpospHBIe MaTepuaisl IpeIHA3HAYEHB] 1S OLEHKH BOCIPOM3BOMMMOCTH TeCTa AN BhisBneHus BIIY-unpexunn
Combo Control " BBISIBJICHUS CHCTEMATHYECKUX AHATITHYECKHX TMOrPEITHOCTEH
Kit/ B pabounx XapakTepHCTHKAX HMMYHOXHMHYECKOTO a”anu3aropa npu
KoHTponsHsie O/IHOBPEMEHHOM KAUCCTBEHHOM ONpeaeneHnn anturena HIV p24 u anturen k BUpYyCy MMMyHOAE(UIMTA YenoBeka
MaTepuarbl tuna 1 wmm 2 (HIVI/HIV-2) B CEIBOPOTKE WM Mia3sMe KpoBH wueioBexa, COCTaB Habopa: 4 ¢uakona (8 ).
OTpUuATeNEHbIi KOHTPOJTb, ITonoxxutensHbli
12 KOHTPONs 1 11 TTONOXKUTENBHBIA KOHTPONL 2 MOATOTOBNEHB! B PEKANbUHHUPOBAHHON MNa3Me KPOBU UENOBEKa. 805 600
[onoxurensHsiil KORTPOAS 1 (MHAKTUBMpPOBAHHBI) peaktuBen Ha antu-HIV-1. Tonokurensabiii KOHTpONb 2
(MHAKTMBHPOBAHHBIH) peakTHBeH Ha aHTH-HIV-2. TTONOKHTENbHBIA KOHTPOIL 3 ABJAETCA OUMICHHBIM BUPYCHBIM
masatom HIV, noarotosnienusiM B TRIS-GydepHoM dusuooriueckom pacTBope ¢ MPOTEMHOBBIM (OBIYBHM)
CTaOMIIU3aTOPOM. KoncepBanTsl JUISt OTPULIATEILHOIO KOHTPOJIS, TI0JI0XKUTEIIEHOTO
KOHTPO/A 1 M MONOKHTENBHOrO KOHTPOIA 2! a3ui HATPUS M NPOTMBOMMKPOGHENH mpenapar, Koncepant ang
TONIOKUTENLHONO KOHTPOJIA 3. a3ui HaTpys. COBMECTHM C MMMYHOXMMMHCCKHUT aBTOMATHUUECKUM aHAIM3aTOPOM
Alinity
HIV Ag/Ab Tect ¢ ucronb3osannem BUY Ar/At Kom60 PearcHTbI ABISAETCA XeMHTIOMUHECLEHTHEIM UMMYHOAHAIIU30M Ha
Combo MukpouacTaiax (CMIA) Ui 0THOBPEMEHHOIO KaueCTBEHHOTO ONpeeNe s anTirena HIV p24 ¥ aHTHTEN K BHPYCY
13 Reagent/pearent uMMyHozeQuLMTa Yenosexa Tuna 1 (HIV-1 rpynnst M u O) w/unu 2 (HIV-2) B ChIBOPOTKE MIIH MIa3Me KPOBH 42 431910
HC/I0BCKA HA MMMYHOXUMHYECKOM aHanisatope. COBMECTHM ¢ HMMYHOXMMMUECKMHA ABTOMATHYECKMM aHATH3aTOPOM
Alinity

4 P Wy iy




4.5. TOO «Takurray, Yerp-Kamenoropex, np., Ayd3oBa, gom 14/1.

0
nj(j;a HaumenoBauue ToBapa KpaTkas xapakrepucruka cymma
Probe Conditioning PactBop nns urn koumnuuonupyromuit (Probe Conditioning Solution) ucronesyercs B xoze NpoLeayp
Solution/Pacteop mts urn TEX00CITyKUBAHMA. Tocne MIPOMBIBKH npo6o3abopHas urna NHIeTTOpa obpasLos
5 KOHJMIMOHUPYIOIHIA KOHIMUMORMPYETCA  JAHHBIM PAacTBOPOM € LENBIO MPEIOTBPALIECHHA HECHELMBHICCKOrO CBA3BIBAHI 450 000
aHaTMTOB B 1po0603abopHOii urite. Pactsop wis uri Konauuonnpyromwmit (Probe Conditioning Solution)
COLEPKHT peKalbLMHHPOBAHHYIO I1a3MYy KPOBH uenoBexa. Koncepsantsi: NPOTUBOMUKPOOHBIi TIpenapar u
ProClin 300. CoBMeCTUM C MMMYHOXHMUUECKHH ABTOMATHYECKIM aHanu3atopoM Alinity
Pre-Trigger Solution Pacteop Ipe-Tpurrep pacxoausie Matepuatsl s MMMYHOXHMHYECKOro ananusaropa. [IpeanasHaden s
8 (REACH)/Pactsop JIOMUHMCLHCHIMM  UCCNEAYeMOro  o0pasia INpH  NPOBEAEHUM  MCCIIe0BaHUM, COBMECTHM ¢ 636 000
Tpurrep MMMYHOXMMUYECKHUIT aBTOMATHYECKHM aHau3aTopoM Alinity
Concentrated Wash KonuentpuposaHbiit IpoMbIBatomumii Oydep pacxonHsle MaTEPUANIBL TSI MMMYHOXHMHHYECKOrO
9 Buffer/KoHuentpuposauu aHanusaropa. KommniekcHsIi pearent, npeasasHadeH b juis JIEKOHTaMHHaUMU aHanu3atopa. COBMECTUM C 2925000
blii NpoMbIBAIOIMH Oydep | MMMYHOXMMHYECKHIA aBTOMATHYECKIM aganusaropom Alinity
Reaction Vessels/Sueiika Sluifexa peakLuOHHAs NPeHA3HAYCHA TS CMEIINBAHMS PacTBOPOB, CHIBOPOTKH, [IPOBEAEHHS
10 peaKkuroHHasA (oroanexTpuueckoro cuuTsiBanus. Marepuan - mwiactux. CoBMECTHM ¢ HMMYHOXUMHYECKHH 1188 000
ABTOMATHYECKUM aHanuzatopom Alinity
HIV Ag/Ab Combo KonTponereie Matepuansl npeHa3sHAuCHb! 1S OLEHKH BOCIPOU3BOJIMMOCTH TECTa A/t BblsABIeHHs BUY-
Control Kit/ Kontponshsie | undexmuu u BBISIBIICHUS CHCTEMATHYCCKUX AHATUTHYECKUX MOTPEIHOCTEH
MaTepuarsl B pabouunx XapaKTepHCTHKAX HMMYHOXUMHYECKOTO aHanM3aTopa npu
OAHOBPEMCHHOM KAuCCTBEHHOM onpene/ieHun anturena HIV p24 u amturen x Bupycy uMMyHoze(uiuTa
uenosexa tuna 1 w/umm 2 (HIVI/HIV-2) B chiBOpoTKE Mimu rmasme kpoBu uenobeka. CocraB HabGopa: 4
(nakona @8 MJT). OtpuuarensHaiii KOHTpOIIb, TonoxuTensHpli
12 KOHTPONIb | M TlonoKMUTeIbHBI KOHTPONs 2 MOArOTOBJIEHB B peKanbLUMHUPOBAHHOA I1a3Me KpOBH 560 000
uesoseka. [To10KMTeNbHBIN KOHTPONb | (MHAKTHBMPOBAHHBI) peakTHBeH Ha aHTU-HIV-1. [T0/I0MKUTe B b
KOHTpONIb 2 (MHAKTMBHUPOBAHHBIN) peakTuseH Ha auTu-HIV-2. TTonourensHblii KOHTPOJIb 3 ABJIAETCA
OHHIICHHBIM BHPYCHBIM jiu3aToM HIV, noarorosnenssiv B TRIS-GydepHom pusmonoruyeckom pactBope ¢
TNIPOTEMHOBBIM (ObIMbHM) CTAOHIH3ATOPOM. KOHCEPBAHTEI VI OTPHLEATENBHOMO KOHTPOJIS, TIOJI0XKUTENBHOTO
KOHTPOII 1 1 NONOXKMTENBHOrO KOHTPONS 2: a3uj HATPUS U NPOTUBOMUKPOOHBIA npenapar. Koncepsant
AUl NOJOMKUTENLHOTO KOHTPons 3: asun Hatpus. COBMECTHM C MMMYHOXUMHHYECKMIl aBTOMATMUECKHM
aHanusatopoM Alinity
HIV Ag/Ab Combo Tect ¢ ncnonesopannem BUY Ar/At Kom60 PeareHThI SBIAETCA XeMUTIOMHHECLICH THEIM HMMYHOAHAIU30M
Reagent/pearent Ha Mukpouactiuax (CMIA) 1 0IHOBPEMEHHOr0 KaueCTBEHHOTO ONpeaeeHns anturena HIV p24 u
13 AHTUTEI K BUPYCY MMMyHOAe(uuuTa YenoBeka tina 1 (HIV-1 rpynnst M u O) w/uu 2 (HIV-2) B 25560 000
CBIBOPOTKE M [J1a3ME KPOBH 4EJIOBEKA HA HMMYHOXHMHYECKOM aHanusatope. COBMECTHM ¢
MMMYHOXMMUYECKHH aBTOMATHYECKUM aHamm3artopoM Alinity
4.6 TOO «CBAP3», Ycern-Kamenoropek, np.A6as, saanue 181/41
Ne
i HaumenoBanue Toapa Kpartkas xapakrepucruka cyMMa
Tecr-cucrema in vitro amarHocruueckas ans eeiapaenus anturen k BUU 1 u BUY 2 i agturena BAU 1
Flaliop pesresTns: (p24) B ceiBOpOTKE WL [U1a3ME KPOBU ENOBEKA B MUKPOILIAHILIECTHOM (dopmare (5 Mukpomnanmer Ha 96
) TECTOB, CTPUIIOBAHHBIA 110 8 MyHOK). MUHUMANbHASL ONpe/iensemas KOHUEHTPALUs P-24 aHTHIeHa He Xyske
P SR BHTHTON K 4,2 nr/mn. CreuuuYHOCTE HA JOHOPCKOM KOHTHHIEHTE He Hinke 99,95%. Koadduument sapuaumn
BUY 1 uBHUY 2 u g . >
arturena BUY 1 (p24) B (Mexxcepuiitas BOCIPOM3BOAMMOCTL) He Golee 8,5%. OBbeM MCCICAYEMOro obpasua, He 6onee 80 Mk
CymmapHoe Bpemst HHKyOawmu He Gonee 2u. KoHbiorar-1 KommkeH ObITh FOTOB K npuMeHeHuio. L{peToBas
1 CBIBOPOTKE HIIH ILTa3Me 7700 000
I ————— KOJHPOBKA peareHToB. BusyanbHas u cnektpodoToMeTpuyeckas BepuPUKALUA BCEX STANIOB IPOBEACHMS
o A Sa—— aHanu3a Ha Bcem cnexktpe pH o6pasua. Cpok TOZHOCTH MPMIOTOBNCHHEIX PEArCHTOB: NPU HATHMMM
AHATTSA 554 480 KOHBIOrara-2, Cpok TOIHOCTH ripu Temnepatype 2-8°C He MeHee 4-X Heleslb; NPUIOTOBIEHHOrO PACcTBOpa
onpeeneHui cyOcTpara npu KOMHATHOH Temrepartype 18 — 30° C He MeHee 6 4acos. Cpok roJHOCTH peareHTOB Ha
MOMEHT NOCTABKU; HE MeHee 9 mecsles. Hanuune HHCTPYKUMH [0 TIPUMEHEHMIO HA KA3aXCKOM M PYCCKOM
s3bikax. Hanuuue peructpauud B Pecny6nuke Kasaxcra.
Dopmar tecta — He Menee 480 onpenenenuii (96x5, nnaHuer HOJNMCTUPONIOBBIH  pa3bOPHBI IO CTPUIIOB U
Ao ynok). Oanocrapuiineiii gopmar Tecta (OAHOBPEMEHHAx WHKYGaLys 00pa3LoB C pacTBOpaMu
KOHBIOraToB 0e3 cTajuy mpombiBkH). OAMH LMK/ NPOMBIBOK IIIAHIIETA B XOJE [OCTAHOBKM AHAN3A.
HMuxybamus ¢ TMB-cyGcTpaTHbIM PAacTBOPOM NpH KOMHATHOM Temneparype. O6beM BHECEHMS CTOMN-
pearenta B iyHKy pabouero nianmera He meree 150 mxi. Kosdduuuent ans pacuera OIT KPUTHUUECKOTO
0,25. KonnuecTBo aHanu3npyemoro obpasua: He Gonee 70Mi1. BO3MOMKHOCTH PY4HOH M aBTOMATHUYECKOMH
TNI0CTaHOBKM HA aHAIM3ATOpPax OTKpbITOro thna. Yyscteurensnocts 100%. Creuu(uuHocTs Ha cydaiiHoM
T —— BBIOOpKE 10HOPOB (He Menee 5000 10HOPOB) - Boime 99,9%. YyBCTBUTENLHOCTS Habopa MpH OmpeeeHuH
Y S aHTHUIreHa (}124) BHY-1 — 10nr/mn. Bo3moskHOCTH npoge}leﬂvm 480 (nate pa3GOPHEIX MJIAHIIETOB)
L — ONpE/CNIEHHH, BKIIKOYas KOHTPOJILHAIC, IPEAHASHAYCH UL PYUHOR [OCTAHOBKH C BOSMOXHOCTBIO JpoGHOro
P (o oxHOMY CTPHUIY U 11O OO} JIYHKH) HCHOJTb30BAHMA HAG0pa WM [U1sl OJIHOBPEMEHHON IIOCTAHOBKH 480
—— (96x5) onpeneneHuii Ha AaBTOMATMHMECKMX AHANM3ATOPAX UL UMMYHO(EPMEHTHOTO aHANM3a OTKPBITOrO
THna. JInmuTensHOCTs anannsa He Gonee 85 MuH. Yuer pesynbTatos mpu 450/620-680 Hw. Jomnyctum yyer
2 q;j:ggz:;lﬁ(}); LTH:;ZB PE3YJIBTATOB NPK OJHOH JUTMHE BOAHBI — 450 HM. BuyTpucepuiinas BOCIPOM3BOAMMOCTE - KOD(GHLUHMEHT 3850 000
(BUY-1 n BUY-2), BUY-1 Bapualmy He Gonee 8%. Mewxcepuiinas BOCIPOU3SBOAMMOCTb - KO3(QUIMEHT Bapuauun He Oonee 10%.
) CTa0RIbHOCTD MPUTOTOBICHHOTO PafOuEro NPOMBIBOUHOIO PACTBOPA HE MeHee 28 et NpH XpaHEHHH TIpH
rpynns! O 1 anTurena p24
BHY-1, natop temneparype ot +2C no +8C, npun temmeparype ot +18C a0 +25C ne menee 14 cyToK. CTabuNnbHOCTE
A IPHUIOTOBNEHHOr0 Pa0oHero pacTBOpa KOHBIOraTa-1 rocie BCKPHITHS NMPH XPAHCHHH B 3aLUMIIEHHOM OT
auarHocTudeckuit, (480
T60TOR) oBeTa MecTe npu Temneparype o +2C 10 +8C - ne menee 30 cyTok, npu Temnepatype ot +18C 10 +25C He
MeHee 12 uacos. CTabuIBHOCTH NPUTOTOBNIHHOTO PAaGOuero pacTBOPa KOHBIOraTa-2 MoC/e BCKPBITHS npu
XPaHCHHK B 3AUIMIICHHOM OT CBeTa MecTe mpu Temneparype ot +2C no +8C - He MeHee 14 cyTok, npu
temneparype ot +18C g0 +25C ne menee 12 yacos. CTaGUIBHOCTE NPUIOTOBJIEHHOTO pabouero pactsopa
cyberparnoit cmecu npu Temneparype ot +18C 1o +25C ne menee 10 4acos. Tpancnoptuposanne HaGopoBs
AOJBKHO NPOU3BOANTCA Npu Temneparype ot +2C a0 +8C. Hamiume ckiaga 1 XpaHeHus TecT-HabopoB,
Hajune ToBapa He MeHee 50 HabOPOB M BO3MOMHOCTH TECT-HAOOPHI OCTABIATE HA OTBETCTBEHHOM
XPaHEHUH JI0 BOCTPEOOBAHKS, 10CTABKA C COOMOAEHMEM «XOM0A0BOM LMk, HANMYHE PErucTpaLHOHHOTO
ynocrosepennst PK, nannune ceprudmxara CE. Hannuue yTBepkaeHHON HHCTPYKLHH 10 NPHUMEHEHHUIO.
3 Habop «BuuldDA-HIV- Habop «BuuHM®A-HIV-Ar/At-CKPHMH-O» ¢ uysctBuTensHoctsio 10 nr/mm. s UMMYHO(EPMEHTHOTO 3 850 000

Ar/AT-CKPUH-O» ¢

aHanusa Ha 480 onpenenennit. Onpejienser aHTuTesa (BKII0Yas FPYINyY O U OCHOBHBIE CyOTHIBI IpyIsl
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9yBCTBUTENBHOCTHIO 10 M) 1 p24 B CHIBOPOTKE, IUIa3ME KPOBU M B npenaparax (MMMYHOITIOOYIIHH, anb6yMuH, JICHKOLIMTapHBIA

Ir/MJL. st MHTEP(EPOH), NPUrOTOBNCHHBIX U3 KpOBM  4eJOBEKA. AHAIUTHYECKAS 4YYBCTBHTEIbHOCTH Habopa
UMMYHO(EPMEHTHOTO «BuaHDA-HIV-Ar/AT-CKPMH-O»: no autdreny p24 10 nkr/mm; Beicokas koppenauus ¢ HXJIA.
aHanu3a Ha 480 Kopotkoe spemsa mukyGauwmii: 40+20 (1 yac) 500-800 o6/mun npu 37°C. AnbTepHATHBHBIE HHKyOaLuu 6e3
OIIpEENICHHIA. mekupoBanus: 70+20 muHyr npu 37°C. 1{BeToBas MHAMKALMS BHECEHHS obpasna. [ocynapcrsennas

peructpauus B PK. IIpenen o6Hapysxenns anturena BUY-1 p24 no « WHOInternationalStandardHIV-1 p24
antigen» (NIBSC), ME 0,5 ME/mun, Bpems uHKybatmu (500-80006/Mun) /Ge3 weiikepa, mun 40+20 / 70+20.
Ipegen obuapyenns anrurena BUY-1 p24 «HIV-1 AntigenStandard» BioRad, nr/mn 10.

5. Ha ocnopauuu Ilpasun, yTeepicieHHbIX [pukasom Munmctpa 3apasooxpanenus PecriyGmukn Kasaxcran ot 7 mions 2023 roga Ne 110 xomuccust pemmna
AONYCTHTE CICAYIOUINE TEHACPHBIC 3aBKHU JIsl YUACTHS B TEHAEPE:

>  TOO «BUTEHA, r. Anmatsl, yJ1. Ucaesa, 159

»  TOO «Halyk Medical Companyy, r. Anmatsl, yo1. Cypunesa, gom 106A

> UI «Invitroy, r.Kocranai, yn.Maskosckoro 35

» M «JIabauarnocTuray r. Acrana, yn. lllocce Kopramkbin 4/1, kauner 6

5.1. TOO «BUTEHAY, r. Animatsl, ya. Ucaesa, 159

AHANM3 TEHAEPHOH 3asfBKM IOKA3al, YTO MOTCHUMANBHBIN [OCTABILMK NPEOCTaBH/I TIOJHBIA YIaKET JOKYMEHTOB, NOATBEPHIAIOIIUX €ro COOTBETCTBHE
KBanpukauuonnsiM Tpedosanusam: TOO «BUTEHA» o6nanaer NPaBOCMOCOGHOCTEIO, HMEET OIBIT PAGOTHl Ha (hapMALEBTHYECKOM poinke Kasaxctana 6onee 1 roaa,
ABIACTCA MIATEKECIOCOGHBIM, He HMECT HAIOTOBOH 3a0DKEHHOCTH, 3aI0MKEHHOCTH 110 00S3aTEbHBIM [1eHCHORHEIM B3HOCaM, 003aTeIbHEIM MPOQeCCHOHATBHBIM
TICHCHOHHBIM B3HOCAM, COLMANLHBIM OTYMCICHMSIM M OTYMCICHHAM M/MIH B3HOCAM Ha OOA3aTENBHOE COLHMANBHOS MCIMLMHCKOE CTPAXOBAHHE, HE IIOIEIKHT
npoueaype GankporcTsa u mksuaauud. TOO «BUTEHAY umeer Pa3peIICHKUE BTOPOH KaTeropuy yBeJOMICHHE O Hauase OCYLIECTBICHHMS AeATeIbHOCTH 110 ONTOBOM
peali3alii MEIMUMHCKUX U3Jenuid. Meanmubckue usaenus, npemtaraemsie TOO «BUTEHA COOTBETCTBYIOT TpeOoBaHuAM NYHKTY 11 [IpaBui, yTBepKACHHBIX
Ilpukazom MuHHCTpa 3APaBOOXPAHEHHS PecnyGnuxu Kasaxcran ot 7 mons 2023 roga Ne 110 u TCHAEPHOM JOKYMEHTALIH.

Texumueckas —cnenu(ukauus, npeanaraemMoro Topapa COOTBETCTBYET CrieUMUKALMH, yKasaHHOM B TCHAGPHOH HokymenTauuu. Ilpeiaraemlit TOBap
3aperucTpuposad B Pecnybnuke Kazaxcrau.

CroumoCTh IpeuIaraemMbIX TOBAPOB He NPEBHIIAET CYMMY, BLIJICIEHHYIO [UIs 3aKyna (B pa3pe3e HaHMEHOBAHUI).

lapanTniiHoe obecrieueH e BHECEHO B COOTBETCTBHM C TPEGOBAHUAMH Tennepuoit JJokymenTauuu.

5.2. TOO «Halyk Medical Company», r. AimaTbl, yi. Iypuaesa, nom 106A

AHaIM3 TEHAEPHOM 3ajIBKH IIOKA3al, YTO MNOTEHUMAIBHBIH MOCTABIIMK NpEJOCTABMII MOJHbIA IaKeT JOKYMEHTOB, MOATBEPIKNAIONMX €r0 COOTBETCTBUE
KkBanupuxanuonnsivM tpedosanmsim: TOO «Halyk Medical Company» 06;1a1a€T PABOCIIOCOGHOCTHIO, UMEET OMIBIT PAGOTH! HA (bapmauepTuieckoM peinke Kasaxcrauna
Oonee 1 rona, ABISETCS INIATEXKECTIOCOOHBIM, HE HMEET HANOrOBOI 3a/10JDKEHHOCTH, 3aJI0JDKCHHOCTH M0 00513aTebHBIM IEHCHOHHBIM B3HOCAM, 00S3aTeNbHBIM
TPOECCHOHANLHBIM NIEHCHOHHBIM B3HOCAM, COLMANBHBIM OTHMCIICHUAM 1 OTUMCICHIIM i/UIH B3HOCAM HA 00513aTeNbHOE COLMANTEHOE MEANLMHCKOE CTPAXOBAHNE, HE
NOMISKUT npoueaype GankpoteTsa i uksrauun. TOO «Halyk Medical Company» nmeeT paspeleHye BTOpoii KaTeropuy yBEAOMICHHE 0 Hauane OCYILECTBIIECHUS
ACATENILHOCTH 110 ONTOBOH peanu3aliil MEIMUMHCKHX M3fenuil. Meaunuuckue u3mens, npeanaraemsie TOO «Halyk Medical Company» cootsetctByroT
TpeboBauuaM TyHKTy 11 IlpaBus, yTBepsicaeHHBIX [Ipuxasom Munuctpa 3apasooxpanenus PecnyGnuku Kasaxcran ot 7 miona 2023 roga Ne 110 u Tennepuoit
JIOKYMEHTaLMH.

Texunueckas cneunukauus, mpeaIaraeMoro Toapa COOTBETCTBYET ~CHCUHM(pUKALMK, YKa3aHHOH B TEHACPHOH aokymeHTamuu. Ilpeanaraempiii TOBap
3aperucTpupoBaH B Pecryonuke Kazaxcran.

CTouMOCTb Npe/IaraeMpIX TOBAPOB HE IPEBILIACT CYMMY, BELACTCHHYIO /18 3aKyna (B pa3pe3e HauMEHOBaHMIA).

I"apantniinoe oGecreueHne BHECEHO B COOTBETCTBUM C TPEGOBAHMAMK Tenneproit Jlokymenranuu.

5.3. A1 «Invitro», r.Kocranaii, yn1.MasikoBckoro 35

AHAM3 TCHACPHOH 3aiBKM MOKAa3al, YTO MOTCHLUANLHBIA MOCTABLIMK MPENOCTABMI TONHBIA MAKET JIOKyMEHTOB, TIOATBEPXIAIOIMX €ro COOTBETCTBHE
KBaIM(puKaLMOHHEIM Tpebosarusam: UIT «Invitroy o6nagaer TPABOCIIOCOBHOCTBIO, UMEET OMBIT PaboThl Ha (apMaleBTHYeCKOM phiHke Kasaxcrana Gonee 1 roza,
ABIIACTCA MTATEKECIIOCOOHBIM, HE UMEET HATOTOBOW 3a/I0JDKEHHOCTH, 3a0JDKEHHOCTH 110 00S3aTe/bHbIM TICHCHOHHBIM B3HOCAM, 0043aTeNbHBIM IPOPECCUOHANBHBIM
ICHCHOHHBIM B3HOCAM, COLMAILHBIM OTHMCICHHSIM U OTYMCNEHMAM W/HIM B3HOCAM Ha OOA3aTENBHOC COLMATBHOE MEIHMIMHCKOE CTPaxoBaHUE, HE MOAJICKUT
npoueaype 6ankporctsa u suksusaudn. UIT «Invitro» nMeer paspelctne BTOPOJi KATEropuu yBeAOMIICHUE O HAYajle OCYLIECTBIEHMS AEATENHHOCTH 110 ONTOBOK
peanusalid MEAMLMHCKUX H3nenuii. MeuuuHckue wsmenmus, npemtaraemeie WIT «Invitro» cooTBETCTBYIOT TpeboBanusaM myHkTy 11 Ilpasun, yTBepiKAEHHBIX
IIpukasom Munuctpa 3apaBooxpanenus Pecny6muku Kasaxcran ot 7 mons 2023 roga Ne 110 1 TeHAEPHOI TOKYMEHTALUM.

Texumueckas cneuuukauus, mpeaaraeMoro ToBapa COOTBETCTBYET crielnduKaumy, YKasaHHOW B TEHACPHOM AoKymenTtauun. Ilpemnaraemsiif TOBap
3aperucTpuposa B Pecnybnuke Kazaxcran.

CToMMOCTb Mpe/uTaraeMbIX TOBAPOB He IIPEBBILLAET CYMMY, BELICICHHYIO /15 3aKyna (B pa3pe3e HAMMCHOBAHHMIA).

lapanruitoe oGecnieuenye BHECEHO B COOTBETCTBHN ¢ TpeGoBanmamMu TeHaepHoit JlokymeHTalmy.

5.4. M1 «/Iabauarnocruxa» r. Acrana, yia. llocce Kopramxsin 4/1, kaGuuer 6

AHQIM3  TEH/EPHON 3asBKM II0KA3aN, YTO MNOTCHUMANbHBIH MOCTABIIMK NpPEAOCTABMI MOJHBIH NaKeT JIOKYMEHTOB, TIOATBEPIKAAIOIIMX €ro COOTBETCTBHE
kBanuurauonHsim Tpedosanusam: U1 «JlabauarHocTukay o6nanaer TPaBOCMOCOGHOCTBIO, UMEET ONBIT paboThl Ha (hapMaLEBTHUECKOM phiHke Kasaxcrana Gosee 1
rOA3, ABIIAETCS IIIATEKECIIOCOOHBIM, HE HMeeT HAJIOTOBOM 3a/OKEHHOCTH, 3afODKEHHOCTH M0 OOS3aTCIbHBIM IeHCHOHHBIM B3HOCAM, 003aTe/IbHBIM
NPO(ECCHOHATBHBIM IEHCHOHHBIM B3HOCAM, COLMANLHBIM OTUHCICHUSM H OTUHCIEHNAM H/HITH B3HOCAM HA 0GA3aTENEHOE COLMANIEHOE MEMLIMHCKOE CTPAXOBAHUE, He
TO/VISKUT TIpOLE/lype GAaHKPOTCTBA M JukBHmatwd. MIT «Jlabamarnoctika» uMeeT paspelucHie BTOPOH KaTeropuu yBEJOMIEHHE O Hayale OCYLIECTBICHHS
ACATENLHOCTH 10 ONTOBOH peanu3aliy MEJMIMHCKIX H3e/ 1. MeanuuHckne usnenus, npeuiaracmbie VI «J1a6auarHocTukay COOTBETCTBYIOT TPEOOBAHUSM MYHKTY
11 Ilpaeun, yreepicnenusix Ipukasom MUHHCTpa 3ApaBOOXpAHEHHA Pecny6nnxu Kasaxcran ot 7 mons 2023 roga Ne 110 u Tenaepuoit JIOKYMEHTALIHH,
Texuuueckas cneuupukalys, MPEeIaraeMoro TOBapa COOTBETCTBYET ceuMuKaUny, yKasaHHOM B TewiepHOWl JoKymenTaumu. [Ipemnaraembiii  Tosap
3aperucTpupoBaH B Pecrybnuxke Kaszaxcran.

CToMMOCTB IIpeIaraeMbiX TOBAPOB HE IPEBEILIAET CyMMY, BEIICTCHHYIO LIS 3aKyIa (B pa3pe3e HaUMEHOBaHMIA).

lapaunTuiitoe obecrieueHne BHECEHO B COOTBETCTBUM C TPEGOBAHUAMMU Tennepnoii lokymenranuu.

5.5. TOO «Takurray, Yers-Kamenoropek, np. Ayssosa, gom 14/1.

Auanu3 TeHIEPHOH 3asBKM [MOKA3Ql, uTO MOTCHUMAIbHBIH MOCTABIIK NPENOCTaBU TOJHBIA MaKeT JOKYMEHTOB, TOATBEPXKIAIOMIUX €r0 COOTBETCTBHE
KBanipuKauMoHHbIM TpeGosanuam: TOO «Takurray o6namaer IPaBOCIOCOGHOCTRIO, MMEET OIBIT paGOThl Ha (HapMALIEBTHYECKOM peinke Kasaxcrana 6onee 1 rona,
ABJIACTCA NIATESKECTIOCOOHBIM, HE HMECT HANOrOBOM 3a/I0/KEHHOCTH, 3a40JKCHHOCTH 110 00A3aTeNbHbIM TEHCHOHHBIM B3HOCAM, 0053aTeIbHBIM IPO(ECCHOHANEHBIM
TICHCHOHHBIM B3HOCAM, COLMAILHBIM OTYHMCICHHAM W OTYHCIEHHAM M/MIIM B3HOCAM Ha 00S3aTeNbHOE COLUANBHOE MEIULIMHCKOE CTpaxoOBaHUE, HE IOMICKUT
npoueaype Gankporersa i xBuganun. TOO «Takurray nMeer paspemenie BTopoii KaTEeropuu yBeOMJICHHE O Hayaje OCYLUESCTBICHHUS ACATENLHOCTH N0 ONTOBOM
peanusauuy MEAMUMHCKUX u3aenud. MeauunHckue usznenus, npemtaraemsie TOO «Takurray me COOTBETCTBYIOT TPeOOBAHUAM IIYHKTY 11 IIpaBui, yTBEpIKACHHBIX
Ilpuxasom MunKCTpa 3apaBooxpanenus Pecry6nukn Kasaxcran ot 7 mious 2023 roaa Ne 110 u TeHaepHON OKYMEHTALMH.

Texunyeckas cneuuduxanysa, npeararaeMoro ToBapa He COOTBETCTBYCT CreLM(UKALM, YKA3aHHOH B TEHIEPHON JoKyMenTauuu. I[Ipemnaraemslii ToBap
3aperucTpupoBan B Pecnybnuke Kaszaxcran.

CTOMMOCTE NPEJUIaraeMbIX TOBApOB HE MPEBIIACT CyMMY, BbIAETEHHYIO LS 3aKyna (B pa3pese HAMMEHOBAHMIA).

["apanTHitHOE 0GecreyeH e BHECEHO B COOTBETCTBHH C TpeboBanmsamu TenaepHoi JokyMeHTaLuy.
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5.6. TOO «CBAP3», Yers-Kamenoropek, np.A6as, 3panue 181/41

AHANM3 TEHJEPHOH 3ajBKM NOKA3al, YTO MOTEHLHALDHDI TOCTABINMK  [PENOCTABMI MONHBIA MAKET JOKYMEHTOB, MOMATBEPKAAIOWIMX EIO0 COOTBETCTBUE
KBATH(UKALWMOHKBIM TpeGoBanusm: TOO «CBAP3y» o6naxaer TIPaBOCIIOCOOHOCTBIO, HMEET OINBIT PAaGOThl Ha (apMAaLEBTHYECKOM pbiHke Kaszaxcrana Gonee 1 roaa,
ABMIACTCS NIATEKECTIOCOOHBIM, HE MMEET HAJIOTOBOM 3a10KCHHOCTH, 3a10IKEHHOCTH 110 00513aTeNBEHEIM [IEHCHOHHBIM B3HOCAM, 0GA3aTeNbHbIM npo(ecCHOHANBHBIM
TICHCUOHHBIM B3HOCaM, COLWMANHBIM OTUMCICHHSM M OTUMCIEHHMAM M/WIH B3HOCAM HA OGA3ATENBHOE COLMANBHOE MCIMUMHCKOE CTPAXOBAHUE, HE MOUIEIUT
npoueaype 6aHKpoTCTBa 1 JMkBuauun. TOO «CBAP3» umeer paspeiieHne BTOPOH KaTeropuy yBeJOMIIEHHE O Hayase OCYIIECTBJICHHS AEATEIBHOCTH 110 ONTOBOM
peau3atun MEMUMHCKUX u3enuil. Meauumuackue usnenus, npepiaraemoie TOO «CBAP3y e COOTBETCTBYIOT TpeGoBanuAM nyHKTy 11 IlpaBusi, yTBepiaeHHBIX
[Ipuxasom Munucrpa 31paBooxpaneHis Pecny6mixu Kasaxcran ot 7 wons 2023 ropa Ne 110 TEHJEPHOH JOKyMEHTaLUN.

Texnuveckas cnenudukauus, npeanaraeMoro TOBapa HE COOTBETCTBYCT CNCLM(UKALMM, YKA3AHHOH B TEHAEPHOM IOKYMEHTALWH. Ipennaraemsiit ToBap
3aperucTpuposa B Pecriybnuke Kazaxcran.

CTONMOCTH NpejuIaraeMsIX TOBAPOB He MPEBbIIAET CyMMY, BBIICTICHHYIO JUIs 3aKyna (B pa3pe3e HAUMEHOBAHMIA).

["apanTniinoe obecrieuenre BHECEHO B COOTBETCTBIY C TpeboBanuamu Tenaeproit JIokyMeHTammy.

6. Tenaepuas KOMHCCHS PAaCCMOTpENa LIEHB! i APYTHE YCIOBHS TCHACPHBIX 3a8BOK, Ha COOTBETCTBHE MX TCHIACPHOM JOKYMEHTALHH:

CymMMa NOTeHUHAIBHBIX OCTABIIMKOB M0 JI0TAM
Brinenenna
Ne H s TOO Il
o AHUMCHOBAHME TOBAPA CyMMa 1o TOO «Halyk UIl I — TOO TOO
oty «ButeHay Medical «Invitro» i «Takurra» «CBAP3»
Company»
HaGop peareHToB JUIsl BBIABICHHMS aHTUTEN
kK BUY 1 u BUY 2 u anturena BUY 1 (p24)
1 B CBIBOPOTKE WIIM MIIa3Me KPOBM 4vemoseka | 13 650 000 11550000 7 700 000
UL UMMYHO(EPMEHTHOro aHamusa Ha 480
OnpeIeeHn i
Tecr-cuctema  mmmyHoQepmentHas s
OZHOBPEMCHHOIO  BBIABJICHUS AHTUTEN K
BHpycaM MMMyHoAe(hHLMTa YenoBeka 1 u 2
2| Tunos (BUY-1 u BUY-2), BUY-1 rpynms 0 | 5 495 000  Halliuon 3 830 000
u  adtarena  p24  BHY-1,  uaGop
AnarHoctuyeckuti, (480 tecton)
Habop «BuaMPA-HIV-Ar/AT-CKPHH-
3 O» ¢ 4yBCTBUTENBHOCTHIO 10 HF/M,H' 5950 000 5 880 000 3850 000
MUl MMMYHO(EPMEHTHOrO aHanusa Ha 480
ONpeICICHHH.
4 Hawe4xu 15 packarsiBanus 00pasLos 104 500 104 500
Probe Conditioning Solution/Pactsop mns
5 UTJ1 KOHAMLHOHUPYIOLIUI 598 500 598 500 450 000
6 Hrna nunerropa (2 wr.) 459 800 459 800
Trigger Solution (REACH)/Pactrop
7 Tpurrep 359 100 359 100
Pre-Trigger Solution (REACH)/Pactsop ‘
8 Tpurrep 706 800 706 800 636 000
Concentrated Wash
9 Buffer/KonueHTpuposanuslit 3593 850 3593 850 2925000
npombiBarouii Oydep
10 Reaction Vessels/Sueiika peakuuoHHas 1242 600 1242 600 1188 000
HIV Ag/Ab Combo Calibrator
11 Kit/KanuGparop 273 942 273 942
12 HIV Ag/Ab Combo Control Kit/ 805 600 805 600 560 000
KOHTpo/IbHbIE MaTepUaIb
1y | B SEOhietion Reagentiprancy 42431910 42431910 | 25560000

Ha ocHoanum paspena 2 rmasbl 2 naparpada 4 nyukra 62 noanynkra 7) Ilpasun, yrsepriaeHusix [Ipukasom MHUHUCTpA 31paBOOXpaHEHMs Pecny6nuku
Kazaxcran ot 7 mons 2023 roga Ne 110 TeHgepHas KOMUCCHS OTKIIOHSET TEHJEPHYIO 3a5IBKY B LIEJIOM:

> BUH 120640014471 TOO «CBAP3», VYers-Kamenoropek, np.A6as, 3nanue 181/41

> BUH 181040017577 TOO «Takurray, Yers-Kamenoropek, np. Ays3oBa, oM 14/1.

Ne HaumenoBanue OGocHOBAHUE OTK/IOHEHMS 3a5IBKH
JoTa NOTeHLHAJBHOTO I0CTABLIUKA
1 TOO «CBAP3» B rennepuoii joxymMenTauun yxazamo:

1. cpOK rOAHOCTH NPUTrOTOBIEHHOTO PACTBOPA NP KOMHATHO TEMMEpaType He MeHee 6 4acos.
2. MunnmanbHas onpeaenseMas KOHUCHTIpALWs p-24 aHTHreHa He Xyxe 4,2 mr/mn

3. Koapduuent Bapuauun ue 6onee 8,5%

4. CrieunuIHOCTS HA JOHOPCKOM KOHTHHIGHTE He Huke 99,95%

B rexHnveckoif crenupuKa i NOTEHIHATLHOT0 NOCTABIMKA YKAAHO:

1. CpOK rOAHOCTH NPUTOTOBIEHHOTO PACTBOPA NPH KOMHATHOM TEMIIEPATYPE [0 3 4acoB.

2. MuHMManpHas onpeessemMas KOHUEHTpauus p-24 aHTureHa e soiwe 10 or/mi

3. OTCYTCTBYET

4. oTcyTCTBYET

2 TOO «CBAP3» B Tenaepuoii noxymenTauun ykazauo:

1. JlnutensHOCTh aHanusa e 6osee 85 MUH.

2. CTabuibHOCTH NPUIOTOBJICHHOrO pabouero KOHLIOraTa He MeHee 12 4acos
3. Koadduuenr Bapuaiuu ue 6onee 8%

4. Crieun(pruHOCTH HA IOHOPCKOM KOHTHHIEHTE He Huke 99,9%

B Texuuueckoii eneunpuKaLMN NOTEHUHANLHOTO OCTABLIMKA YKABAHO:
1. MunumanbHas Bpems aHaiusa He 6ojee 95 MUH

2. CTabusnbsHOCTE NPUIOTOBICHHOTO PaboUYero KOHpIOraTa 0 3 4acos

3. OTCYTCTBYET

) ()



[ 4. otcyrerByer

3 TOO «CBAP3» B Tenpepuoii nokymenTauuun yxazauo:
1. Kopotkas Bpems unky6anuii He 6onee 60 M.
2. Tlpepen obuapyscenns anturesa BUY -1 p24 no «WHO InternationalStandartHIV-1 p24 antigen» ME
0.5 ME/mn
3. AnbTepHATHBHBIE MHKYOALMK Ge3 WEHKMPOBaHUS
B Texnueckoit cnenndukannu noTeHuuaIbHONo N0CTABINKA YKa3aHO:
1. MunumansHas Bpems ananusa He 6onee 95 Mun
2. OTCYTCTBYET
3. OTCYTCTBYET

3 TOO «Takurrax B Tenaepnoii JOKyMeHTAIMM yKa3aHO:
1. PacTBop A5t MMl KOHANUMOHMPYIOMIMIT MCTIONB3YETCS B XOJE NPOLIEAYP TEXOOCIY>KUBAHUS
2. PacTBOp AN1s MIJ1 KOHAULHORMPYIOWHI COACPIKHT PeKaNb LIMHUPOBAHHYIO TUIa3y KPOBH YeOBEKa
3. KOHLEPBAHTEI POTUBOMMKPOGHBIH nipenapat u ProClin 300
B rexnuueckoi cnennduranuy noTeHUHANLHOrO M0CTABIIHKA YKa3aHO:
1. TIpombiBouHEI Gydep B 6 KapTpupKax mo 60 mu.
2. OTCYTCTBYET
3. oTCyTCTBYET

8 TOO «Takurray B Tenaepnoii fokymenTaumu ykazauno:
1. npenHasHaven s MOMUHECLEHIMH UCCIEAYEMOrO obpasua
B TexHuueckoii cneunpuranun noTeHIMAILHOr0 MOCTABIMKA YKA3aHO:
1. npenasnayen Jis HCIIONB3OBAHUA IOCIE POMBIBKY 1 MHKyGaLHy.

9 TOO «Takurra» B rennepnoit nokymenraunu yxasano:
1. KoMnutekcHplii peareHt, npeauasHaueH bl s eKOHTAMUHALIIM aHanM3aTopa
B Texnueckoif cneunpuKkanuu NOTEHUMAILHOIO M0CTABIIMKA YKa3aHo:
1. Mlenonb3yeTes i pOMBIBKU 30HTOB M TPYGOK B IpoLecce OOHApy KEHHUSL.

10 TOO «Takurray B renpepnoit fokymenTaunu yxaszano:
1. Tlpeanastaena ans CMEMHBAHIS PACTBOPOB, CHIBOPOTKH [IPOBEICHHA (porosexTpuyeckoro
CUNTHIBAHUS
B Texnmueckoii cnenngukauumn noTeHUHANLHON0 MOCTABIMKA YKA3AHO: 1. Hcnons3yercs as
TI0CTaHOBKH aHa/IK3a

12 TOO «Takurray B Tenxepnoii noxymentanuu yxazauno:
1. Cocras natopa 4 drakona (8 mi), OTpHUATENBHBINA KOHTPOIB, MOI0KUTEBHbII KOHTPOJb 1 1
TIONOMNTENBLHBLH KOHTPONIb 2 MOATOTOBEHB! B PEKaIbLIHNPOBAHHON Ta3Me KPOBH YeNoeka
2. T1on0KUTENBHBI KOHTPOTH 1 (MHAKTUBMPOBAHHEIN) peakTUBU Ha aHTH-HIV-1.
3. Tlonoxurensuplii KoHTpos 2 (MHaKTMBMPOBAHHbII) peakTUBU Ha aHTH-HIV-2.
4. TTonoyxuTebHbI KOHTPOIIb 3 SABJISETCS OUULICHHBIM BupycHbiM su3aroM HIV, noarorosnennsiv B
TRIS-6yeprom pusuonornueckom pacTBope ¢ MPOTCHHOBBIM CTabHIM3aTOPOM
B Texuuveckoi cnenuduKanmi n0TeHUHaILHOr0 M0CTABUIHKA YKA3AHO:
1. Cocrout u3 uetsipex npobupok mo 2 (1*2) M Kazapli. KonTposis npe/iHasHaueH s uerons30BaHms
B KQYECTBE 0OBEKTHBHOIO KOHTPOJIS KAYECTBA
2. OTCYTCTBYET
3. OTCYTCTBYET
4. oTcyrerByeT

13 TOO «Takurra» B TenepHoii J0KYMEHTAUNH yKA3AHO:
1. Tect ¢ ucnonpzobanrem BUY ar/atr Kom6o peareHTsb! ABNseTCA XCMHUJIIOMUHECLICHTHBIM
MMMYHOAHAIN30M Ha MuKpouacTiuax (CMIA) ast ONHOBPEMEHHOTO KaYeCTBEHHOTO OMPEACCHMS
anturena HIV p 24 u antuten x supycy umysoaeduuuta uenosexa trna 1 (HIV-1 M u O)u2 (HIV-2)B
CBIBOPOTKE MM IIJIa3Me KPOBHU.
B Texundeckoil cnennpuKaunn NOTEHUHAILHOTO MOCTABIHKA YKA3AHO:
1. Haop ana poissnenns antuten k BUU-1/2 u anturena p24 BUY (HIV Ag/Ab COMBO) B cbiBopoTKe
WK TJ1a3Me KPOBH YEJIOBEKA.

Ha ocnosanuu pasaena 2 rnaesi 2 naparpada 1 nyHkra 66 Hpasun, yreeprcaennsix [Tprkasom MUHHCTpa 31paBoOXpaHEHHs Pecry6nuku Kasaxcran ot 7 uions
2023 rona Ne 110 TeniepHast KOMUCCUS PENIANA IPU3HATE N0GEAUTEIEM TCHJEPA I10 3aKYNy MEAULMHCKUX H3ASINH U PEareHTOB:

>
>
>
>

1

2)

Jlor Nel — BITH 080340019868 TOO «BUTEHA», r. AnmaTsi, ya. Ucaesa, 159.

Jlot Ne2 — BUH 170340032567 TOO «Halyk Medical Company», r. Anmarsl, yi1. lypunesa, xom 106A.

Jlor Ne3 — BUH 900922350027 I «Invitro», r.Kocranai, yn.MasikoBekoro 35.

Jlor Ne 4,5,6,7,8,9,10,11,12,13 - BIH 861124301767 UII «Ia6xuaraocrua r. Acrana, ya. Iocce Kopramxein 4/1, kaGuner 6.

Opranusatopy rocynapereernsix 3akynok KITI «Kocramaiickuii 061acTHOMN ueHTp no npodunaxruke u GopsGe co CIIUJ» Y3aKo B TeueHun 5
KaICHIAPHBIX JHEH CO AHS NOABEJEHHA WTOrOB TEHAEPA HANPABUTH [O/NMCAHHbIC norosopa: BUH 080340019868 TOO «BUTEHA», BUH
170340032567 TOO «Halyk Medical Company», BIUH 900922350027 WII «Invitro», GUH 861124301767 WIT «/Ia6anarnocTuray.

Opranusatopy rocymapersennsix 3akynok KITI «Kocramaiicknii 061acTHOMN ueHtp no npodunaktuke u Gopsde co CIIUI» Y3aKo pasmecTuts
MHOPMALHMIO 06 HTOTaX NPOBEEHHBIX [OCYAAPCTBEHHBIX 3aKYIIOK CIOCOGOM TeH/Iepa Ha HHTEPHET — pecypee 3aKa3uuka.

3a laHHOE pelleH e NPOroa0CoBAIY:
3A -3 ronoca (Ilessipea M.B., YKapac6aes P.2K., KoiubiManos T.T.);
ITporus — 0 ronocos

YJ1eH KOMUCCHU

Ilpeacenarens TenaepHoii KOMUCCHH : /yvnlesblpeaa M.B.
3amecTHTeMb NpPEACEAATES TEHAEPHON KOMHCCHH W © Y. IKapacoaes P.JK.

& Koiimsivanos T.T.

Cekperapnb TeHJepHON KOMHCCHU (D ‘9"*% & Jlomanos K.JK.
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