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PACXOAHMKH Ha 1ab0paTopHio crocobom
Tewjepa
ot «22» 02 2023 roaa Ne 22-e

MEJIEY,

3, BbHH

21040046372 bUK KCIBKZKX MUK KZ928562203126429962 AO "bank Llentp
Kpeaut"
PexkBH3UTHI /LIt BHeceHusi DankoBekoi rapantus MUK KZ168562203128958083
BUK KCIBKZKX AO "bauk Lleutp Kpeaut"
Haumenoeariue u nomep 1oma O npoBeileHUH TEHAEPa HA 3aKy Il

MEeTMIIMHCKHUX M3/IeJIHii Ha pacXOo/HbIH MatepHas j1abopaTopHH

Hauwmenosanue nexapemeenno2o cpeocmea u (Wiu) MEOQUYUHCKO20 U30€1Us, €20

Xapakmepucmura ¢ NPpUuIOXCeHUeM MEXHUYecko u cne quqf) uxkayuu MEOQUYUHCKO U MEeXHUKU, eOunU ya

USMEPDECHUA, KOAUHEeCMEO, 8bloeN1eHHAA yena u oﬂu;aﬂ cymmda

Cymma, evioenennan 0as s3akyna: 39 711 697 (Tpuouames oeeanmb MUuiLiuonos
CEMbCOM OOUHHAOUANMb MBICAY U WLECMbCOM 0e6HOCMO CEMb) MEHE
Cymma,
Ne : BhUIEIEHHAN
En. " i
a07 Haumenosauwe rosapa K-ro A 3aKyna
HiMm.
a cnocobhom
i Tenaepa, TeHre
Pearent nas aHanusaropa Alinity Habop 25 1257242 31431050
1
2 Kompo ’IbeieMdTepHa.’lbl JUIS aHaH ;aropa Almm Habop 8 89511 716088
3 | Kaaubpatop ans anaauszaropa Alinity Habop 3 81168 243504
4 | Uraa acnupaunu npoMbIBOHHOMN 30HbI Habop 5 59547 297735
| 5| SAueiikapeakunonnas ans aHaansaropa Alinity Habop 8 92044 736352




6 | KonuentprupoBanHslii mpoMbIBatonmii 0ydep Habop 39 81911 3194529
7 | PactBopTpurrep 2 ans ananuzatopa Alinity Habop 8 78533 628264
8 | PactBopTpurrep amnst ananuzaropa Alinity Habop 9 35467 319203
9 | Cencop ypoBHS XUAKOCTH B pe3epByape Oydepa Habop 1 186622 186622
10 | CeHcop ypOBHS )KUAKOCTH Habop 3 149496 448488
11 | JenurensHas meperopoaka Habop 1 254177 254177
12 | Tpy6ouka mpo6o3abopHUKa acCIUPAIU OTXOJ/I0B Habop 1 103022 103022
13 | Tpy6ouku npo603abOpHIKA TOMBIBOYHOM 30HBI 3 IIIT. Habop 1 61644 61644
Kppimku 1u1st peareHTHBIX (JIAKOHOB JUIS aHajdu3aropa | Habop 1 28711 28711

14 | Alinity
PacTBOp 1S MTIKOHAUITHOHUPYIONIHIN JIJISI aHAIM3aTopa | Habop 1 28711 28711

15 | Alinity
16 | Urna nunerropa Habop 2 204355 408710
PacTBOp AJ1s1 UTTIKOHIUTIMIOHUPYIOTIMIA JIST Habop 3 177333 531999

17 | ananm3zaropa Alinity
18 | Yameuku 1151 pacKanblBaHHUs 00pa3LoB Habop 2 46444 92888
Hroro
39711 697
Texnuueckasn cneyughurkayus
Ne HaunmeHoBanue Ex. | Koa- Texnuueckas Texumeckan
JOT cnenupuKanus Ha
TOBapa U3M. BO cneurpukanus
a Ka3aXCKOM fI3bIKe€

peareHT s Habop 25| Tect ¢ ucnonmp3oBanuem BUY | AUTB Combo Reagent Test - Gy

anammsaropa Alinity

Kom6o0 Pearenrsr sBisiercs
XEMUTFOMUHECIICHTHBIM
MMMYHOQHAJIM30M Ha
mukpodactunax (CMIA) mis
OJTHOBPEMEHHOTO
Ka4eCTBEHHOTO OIpPE/ICIICHHS
anturena HIV p24 u antuten x

AVB p24 aHTUTEHIH XOHE
aJaMHBIH UIMMYH TaIlIIbUIBIFbI
BUpYCHIHBIH | THiHEe (AVUTB-1)
a"THICHeNepai 6ip Me3rinae
camnajbl aHBIKTayFa apHaJIFaH
XEMWITIOMUHECIIEHTTI
MHUKPOOOJIIIEKTIK UMMYHIBIK
tangay (CMIA).




BUPYCY HIMMYyHOIE(HUIINTA
genoBeka Tama 1 (HIV-1
rpymiel M u O) w/um 2 (HIV-
2) B CBIBOPOTKE WJIH TIJ1a3Me
KpPOBH Y€JIOBEKa Ha
UMMYHOXHUMHUYECKOM
aHanuzarope. CoBMECTHM ¢
UMMYHOXUMHYECKUI
aBTOMATUYECKUI aHAIU3aTOP
Alinity i.

UMMYHOXUMHUSUIBIK
aHAIM3aTOPIAFhl aJjaM
capbICybIH/Ia HeMece IUTa3MachiHIa
M sxone O) xoHe/Hemece 2
(AUTB-2) torrrapsl. Alinity i
aBTOMAaTTaHIbIPBIIFaH
UMMYHOXHUMHSUTBIK
aHAJM3aTOPBIMEH YIIECIM/IL.

KouTponsHbiematepuan
Bl 1T aHAJIM3aTopa
Alinity

Ha6o

KoHTponbHbIe MaTepuabl
MpeIHa3HaYeHbl IS OLEHKH
BOCTIPOM3BOIMMOCTH TECTa JIS
BeLsBIieHYSI BUY-nH(ekinn n
BBISIBJICHUS CHCTEMAaTHIECKUX
AHAJIMTUYECKUX ITOIPEIIHOCTEN
B pabdOYMX XapaKTepHCTUKAX
UMMYHOXHUMHYECKOTO
aHanM3aropa mpu
OTHOBPEMEHHOM Ka4ECTBEHHOM
ompeneneHnu anturesa HIV
P24 u aHTUTEI K BUPYCY
UMMYHOJePHUIINTA YeTIOBEKa
trna 1 w2 (HIVI/HIV-2) B
CBIBOPOTKE WJIH TIJIa3Me KPOBH
yenoeka. CocraB HabOopa: 4
¢makona (8 mu).
OtpunarenbHbiii KOHTPOJIB,
ITomoxkuTenbHBIN KOHTPOIE 1
u IlonoxxuTenbHbIi KOHTPOID 2
MOJITOTOBJICHBI B
PEKAIBLIMHUPOBAHHOM ILJIa3Me
KpPOBH 4eJIOBEKa.
ITomoxkuTenbHbII KOHTPOIIB |
(MHAKTUBUPOBAaHHBIN )
peaktuBeH Ha aHTH-HIV-1.
[TonmoxuTenbpHbIN KOHTPOIIB 2
(MHaKTUBUPOBAHHBIH )
peakTuBeH Ha aHTH-HIV-2,
[TonoxxuTenbHBIA KOHTPOJb 3
SIBJIACTCSI OUUIIIEHHBIM
BHpycHbIM Jm3atoM HIV,
OATOTOBJIEHHBIM B TRIS-
OydhepHOM (HU3HUOIOTHICCKOM
pacTBope ¢ MPOTEHHOBBIM
(OBIYpMM) CTAOMITN3aTOPOM.
KoncepBaHThI 15t

Bakpinay matepnanmapst AVB-
MHQEKINICHIH aHBIKTAayFa
apHaJIFaH CHIHAKTBIH KalTalaHy
MYMKIHZITH Oaranayra )koHe
MMMYHOXUMHSUTBIK
AHAIN3aTOPBIH KYMBICHIHIAFbI
KYHEIi aHATUTHKAIBIK KaTenep i
aHBIKTayFa, COHbIMEH Oipre AIB
P24 aHTUTEHIH XKoHE alaMHBIH |
KoHe/Hemece 2 THITI IMMYH
TaIIIBUIBIFEl BUPYCHIHA
aHTHUJICHENEP/Ii carajbl aHbIKTayFa
apHanras. (AVIB1/AVIB-2) kan
capbICYbIH/Ia HEMece ajgaM
TutazMachkiHa. JKUHaKThIH
Ma3myHbI: 4 KyTHI (8 Mur). Tepic
6akputay Tepic 6akpLIay, OH
Oakputay | xoHE OH OakpLIay 2
KaliTa KaJILIUJIEHT€H aJaM
TUTa3MachlHa AaibIHAANAb. | OH
0akpUIay (AKTUBTEHIPIITEH)
anTu-AlB-1 ymin peaktusTi. OH
6akplnay 2 (aKTHBTEHAIPLITEH)
aaTu-AVIB-2 yIIiH peakTHuBTi.
[NozuTHBTi OaKeLIAy 3 - aKybI3 (ipi
Kapa) TYPaKTaHIBIPFBIIIBI Oap
TRIS 6yctepmi HpU3NOTOTHSIIBIK
epITiHAIe TafbIHIaFaH
Tazapteurad AUTB BupyChIHBIH
nm3atsl. Tepic 6akputayra
apHaJIFaH KOHCEpBaHTTap, OH
Oakbutay 1 xkoHE OH OakpUIay 2:
HaTpHil a3W/]l JKOHE MUKPOOKa
Kapcoel. OH 6aKbUIAyIIBI
KOHCEPBaHT 3: HATpui a3uji.
Alinityi IMMYHOXHUMHUSITBIK
aBTOMATTaH/IBIPBUIFaH
aHAJM3aTOPBIMEH YieciMIi




OTPHLATEJILHOIO KOHTPOJIS,
MOJIOXKUTEIBHOTO KOHTpOJIA 1 1
MOJOKUTEITBHOTO KOHTPOJIS 2:
a3y HaTpus U
MPOTUBOMHKPOOHBIH Ipenapar.
KonceppaHt g
MOJIOKUTEIBHOTO KOHTPOJIS 3:
azuj HaTpusi. COBMECTUM C
MMMYHOXHUMHAYECKUNA
aBTOMAaTUYECKUI aHAIU3aTop
Alinityi

Kanmubparop s Habop Kamubparop. Ucnonsayertcst Kasnmbparop. AUTB p24
anaymzaropa Alinity JUIs KAIMOPOBKH TECT cHCTeMpl | AHTHICHIH 2KOHC aTaMHBIH IMMYH
BI/ILI TanIblIbIFbI BUPDYCBIHBIH 1
AT BBUIBIICHHS i xone/Hemece 2 (AUTB-1/AUB-2)
MH(EKIUY Ha aHTHJICHENEPiH Oip Me3riye
HUMMYHOXHUMHYECKOM carlajiel aHbIKTayMCH
aHaJII/IBaTOpe HpI/I OITHO- HUMMYHOXUMHAJIBIK aHAJIN3aToOpaa
AUTB-uHbeKIMACHIH aHBIKTAYFa
BPCMCHHOM Ka4CCTBCHHOM apHAIIFaH TeCT-KYHeHi Kanmubpiey
onpejeneHun anTuresa HIV YLIiH KOJIJaHBUIaAb. aIaMHBIH
p24 U QHTUTEI K Bprcy CapbICYbl HEMECE TIa3MachI.
HMMYHOZE q)HHHTa T KunaxTeig Ma3myHsl: 1 KyTeiaa (3
i MJI) aKybI3 (ipi Kapa)
trnoB 1 wmmum 2 (HIV-1/HIV- TypaKTAHBIPFBIIB 6ap TRIS
2) B CBIBOPOTKE WJIA TTa3Me Oydepii GpU3MOIOTHAIBIK
KpoBH yesoBeka. Cocra epITIHAI/C NalbIHANFaH
naGopa: 1 daxor (3 M) TazapTelirad AWTB BUpYCHIHBIH
pa: nu3aTel 6ap. KoHcepBaHT: HaTpwii
COACPKUT OYUIICHHBIN asuzi. Alinity i
BUpYcHBIH m3at HIV, aBTOMATTaH/IbIPbLIFaH
MOAroTOBJIEHHBI B TRIS- UMMYHOXUMMAIBIK
6y(1)epH0M (I)I/I?,I/IO_]'[OFI/I'—ICCKOM AHATIN3aTOPBIMCH YUJICCIM/IL.
pacTBope ¢ IPOTEMHOBBIM
(OBIYBMM) CTAOUIU3ATOPOM.
KoncepBanT: azuj Hatpus.
CoBMecTHM ¢
MMMYHOXHUMHAYECKUNA
aBTOMATUYECKUI aHAIU3aTOp
Alinity i.
WUrna acrmparmn Habop Hrna mpoMBIBOYHOM 30HBI laro aiiMaFbIHbIH UHECT (LUBIFBIH).

MIPOMBIBOYHOU 30HBI

(pacxomHBII MaTepHan).
Hcnonb3yeTes s mojavu u
otr0opa nmoMeIBaroIero oydepa
B PEAKIIMOHHYIO SUCHKY BO
BpeMsI TPOBEJICHHS PEAKITUH,
Ha IMMYHOXHMHUYECKOM
aHanusarope. Marepuai -
Metai. CoBMECTHM ¢

O IMMYHOXHMUSUITBIK
aHaNIM3aToOp/a pPeaKiys Ke3iHae
peaknus JKacyIachbiHa XYy
Oydepin Oepy koHE any YIIiH
KoJigaHbL1abl. Marepuai -
Metaiut. Alinity i aBTOMATTHI
aHAJM3aTOPBIMEH YIIIECIM]IL.




ABTOMAaTHYECKUM
aHamm3atopoM Alinity i.

SuelikapeakioHHas | HAOOP 8 | Suiteka peakimoHHas Peakumst ysuubIFe! epiTinaizep,
IS aHAIU3aTOpa npeHa3HayeHa 11 CapeICyJIbl apallacTbipyra,
Alinit (hOTODIIEKTPIIIK OKYABI XKYPTi3yre
ity CMCILMBAHNS PaCTBOPOB, apHaJFaH. Marepuan - MIacTHK.
CBIBOPOTKH, ITPOBEACHU S Ahnlty 1 aBTOMATTBEI
(1)0’1‘03 JIEKTPUUIECKOT' O aHAIIN3aTOPBIMEH YﬁHCCiMHi
cuuThiBaHUsA. Marepuan -
mactuk. COBMECTUM €
aBTOMAaTHYECKIUM
aHanmuzatopoM Alinity i.
KonnentpupoBanueiii | HaOOp 39 | KoHIieHTpHpOBaHHBIH VIMMyHOXUMHSUTBIK aHAIIH3ATOPFa
poMBbIBaroIMii 6yhep poMbIBaroIMii 6yhep apHallral KOHLICHTPJICHICH XKYyy
Oy(QepiHiH IBIFBIC MaTePHATIAPHI.
pacxo/IHbIe MaTepUAIIBI JJIs AHATHIATOITEL
HMMYHOXUMHYCCKOI'O 3aJIAJICBI3AaHABIPYFa apHaIFaH
ananusaropa. Kommiekcupiii | Kypaen pearent. Alinity i
peareHT, peIHa3HauEHHBIM ABTOMATTAH/IbIPBLIFAH
HMMYHOXUMUAIIBIK
AL ICKOHTaMuHallnH aHAJTM3aTOPBIMEH YIJICCiMTI
aHanuszaropa. CoBMECTHM C
MMMYHOXHUMHAYECKHNA
aBTOMATUYECKUI aHAIU3aTOP
Alinity i
PactBopTpurrep 2 mns | Habop 8 | Pactsop Ilpe-Tpurrep NMMYyHOXUMHUSUTBIK aHAITH3aTOPFa
anamisaropa Alinity PacXoHble MATEPUATIBI IS apHallral CpITIH]I all/IbIH ajla 1ICKe
KOCY MaTepualaapbl. 3epTrey
UMMYHOXHMHUHECKOro Ke3iH/Ie CBIHAK YIITICiHIH
ananu3aropa. [Ipeanasnayen JIFOMUHECLICHIIASChIHA apHAaJIFaH.
TS STEOMHHHUCTICHITIH Alinity 1 aBTOMaTTaHIBIPBUTFaH
UMM XUMUSAIIbI
HCCIIeyeMOoro oopasia npu yHo AN
o AHAJIN3aTOPBIMCH YUJICCIM/IL.
MIPOBECHUH UCCIIEA0BAHU.
CoBmecTuMm ¢
MMMYHOXUMHAYECKUN
aBTOMATUYECKUI aHAIU3aTOp
Alinity i.
PactBopTpurrep uist | Habop 9 | PactBop Tpurrepa pacxomaubie | IMMYHOXUMHSUIBIK aHAIIH3aTOPFa

anamuzaropa Alinity

MaTepHrabl AJs
UMMYHOXHUMHUYECKOTO
aHaynu3aropa. [IpenrnaszHaden
JUTSL TFOMUHHUCLIEHITT U
HCCIIeTyeMOoro oopasna mpu
MPOBENCHUH UCCIICIOBAHUM.
CoBmecTum ¢
VMMYHOXHUMHAYECKUNA

apHAIIFaH TPUTTEP ePITIHAICI.
3epTTey Ke3iHae ChIHAK YITiCiHIH
JIOMUHECIIEHIUSIChIHA apHAJIFaH.
Alinity 1 aBTOMaTTaHIBIPHUTFaH
UMMYHOXHUMHSUTBIK
aHATM3aTOPBIMEH YIIIeCiM]IL.




aBTOMATUYECKUI aHAIU3aTOP
Alinity i.

CeHcop ypoBHS Habop CeHCop ypOBHS JKUIKOCTH B bydepnix pesepByapaarel
JKIIKOCTH B pesepByape 6}’(1) epa CYMBIKTBIK JEHTEH1HIH CEHCOPBI
6 . (WIBIFBIH). AHATH3ATOPIAFHI
pesepByape Oydepa (pacxomHBII MaTepHa). Gyhepiix pesepByapIaFsL
Hcnone3yeTcest 111 KOHTPOIIA CYMBIKTBIK JCHTeliH OaKpLIay
YPOBHS KUIKOCTH B YH.IiH KOJJaHbLIIaabl. Alil’lity 1
pesepByape 6y(bepa Ha a]iTOM:aTI‘I.J AHAJIIN3aTOPBIMEH
yYuieciMal
aHanuzarope. CoBMECTHM ¢
aBTOMAaTHYECKIUM
9 aHanmuzatopoM Alinity i.
Cencop ypoBHs Habop CeHcop ypOBHsI )KUAKOCTH B ANqpIH ana TpUITep/TPUITEp
SKUITKOCTH pGBCpByape Hpe- pe3ep1\3’}./ap},1Hz1aFLI CYMBIKTBIK
/ .. | meHreitiniy ceHCOpPHI (IBIFBIH).
TpUrTEpa/Tpurrepa (Pacxo HbIHA AHATH3ATOPAFE! ATTHIH ANa
Mmarepuan). Mcnons3yercs and | rpurrep/tpurrep
KOHTPOJISL YPOBHS XHUJKOCTH B | PE3CPBYaphIHIaFhl CYHBIKTBIK
JICHTeiiH OaKpUIay YIIiH
e3epByape mpe- L
pesepsyape Iip KonmanbLIansl. Alinity i
TpHUrepa/Tpurrepa Ha ABTOMATTHI AHATU3ATOPLIMEH
ananu3arope. COBMECTHM C yinecimi.
aBTOMAaTHYECKUM
10 anam3atopoM Alinity i.
JenurenbHas Habop [Teperoponka nemirenbHast benrim kanka cerHama
neperopoaKa HCTIONb3YETCS JUIs yITydIIeHoi | &1Y/PEAreHT HHENEpiH JKaKcapTy
YLIIH KOJIJaHbLIaabl. Marepuai -
OTMBIBKH HTJT rractuk. Alinity i aBTOMaTThI
Hp0603a60pHOI/I/peaFeHTHOI/I. aHaJIM3aTOPbIMEH YﬁHeCiMHi.
Marepuain - JIaCTHK.
CoBMECTHM C aBTOMaTUYECKUM
11 aHanuzatopoM Alinity i.
Tpy6ouka Habop Tpy6xa pyku ciusa. Ko TyTiriH arbI3bIHbI3.
11po603a6opHUKa Wcnons3yeres Juis cuBa AHamsaTopiia CyiEIK
KaJIABIKTapbl arbl3y YLIIH
acIupaly OTX0/I0B KHUJKIX OTXOJIOB Ha KOMTAHBLTAMEL Martepuar -
aHamu3aTope. MaTepuai - cuukoH. Alinity i aBToMaTThI
crukod. CoBMECTUM C aHaJIn3aTOPbIMEH YﬁHCCiMﬂi.
aBTOMAaTHYECKUM
12 aHam3atopoM Alinity i.
Tpy6ouku Habop TpyOxa At mpokaurBaHUs aro aiimMarbIHbIH, YJITi
npo003abopHUKa JKUJIKOCTEN B SOHJBIHAAFLI CYHBIKTBIKTAP/IBI
. 3 60336 . | alimayra apHaIFaH TYTIK (IIBIFBIH).
TTOMBIBOYHOM 30HBI NMPO003a0OPHIKENPOMBIBOTHOH | (31 auia nysaropsin scymbic
IIIT. 30HHBI (paCXO,Z[HLII/I MaTCpI/IaJ'I). C¥ﬁbIKTLIKTapLIH, KOpILIaybIH, 6epy
Hcronb3yeTest Ui MoIauu, YUIiH Konganbu1aasl. Marepuan -
o uauKOH. Alinity i aBTOMATThI
13 3a6opa, pabounx sxuakocreii | KO ty1aBToMa

a”anu3aropa. Marepuan -

aHaIM3aTOPbIMEH YHIeciM/Il.




cuiimkoH. CoBMeCcTHM ¢
aBTOMAaTHYECKUM
ananuzaropom Alinity i.

Kpbixu muis Habop Kpbiiku 11 peareHTHBIX laro aiiMaFrbIHbIH YIITi
peareHTHHIX ()JIAKOHOB (IaKoHOB, I H£’°6em’mﬂa”’1 CYMIHIIKTEPL
aiiayra apHaJFaH TYTIK (IIBIFBIH).
z[nf{ 2_1Ham/13aTopa MPEIOTBPAIICHHS PO3JTHBA Ot aHATH3IEDiH HyMBIC
Alinity pearenra. Marepuan - IIIACTUK. | cyHiKTiKTepiH, KOpIIAybIH, Ay
COBMECTHM C aBTOMATHYECKUM | YIIIH CalKbIHIak e, Matepuan -
14 ananmsatopom Alinity i. cunukoH. Alinity i automatty .
aHaIM3aTOpIapbIMEH YiIecenl.
PactBop ms Habop PactBop st urin Kamubparopnapasia/6ackapy
UTJIKOH UL OHU PYFOLI| KOHIMIIMOHMPYIOIIMI/KOHTpos | KYPAIaPbIHBIH TOTLIYIH
. N GousapIpMay yIiH
Hil A aHanm3aropa eH, JUIs IpeIOTBPAICHUST KOH/IVIIHOHEPIEY HHECH/GaKEUIAY
Alinity po3iauBa epitinzici. Marepuan - niacTuk.
KaIUOPaTOPOB/KOHTPOIIEH. Alinity i aBTOMaTTBI
MarepHas - IIacTiK aHaNM3aTOphIMEH YitneciM/i
CoBMecCTHM C aBTOMaTHYECKUM
15 aHamm3aropoM Alinity 1.
HWrna nunerropa Habop Hrna 3a6opa obpasiia/ peareHta | YJIri/peareHT uHeCi (IbIFbIH).
(pacXoaHbIii MaTepua). Alinity i aHanH3aTOPBIHIA
" YIIriiepai/pearenTrep i
CIIOJIB3YCTCA VI KETKI3y/)KHHAY YIIH
roaa4n/3abopa naigamaneoIaas!. [nrKi sxkabbIH -
00pa31oB/peareHToB Ha Te(JIOH, MaTepyai - JIAKTHIPbLIbI.
anaymsarope Alinity i. Alinity i aBTOMATTRI
aHaJM3aTOPBIMEH YieciMIi
BHayTpeHeHHee NOKpBITHE -
TedoH, Marepuai - MeTall.
CoBMECTHM C aBTOMaTUYECKUM
16 aHanm3aropoM Alinity 1.
PactBop s Habop PactBop s vrn WneHi KOHAMIMOHEPIIEY epiTiHmici
UTJIKOHIU I OHUPYFOLIL KOHIU LM OHHUPYFOLIIH TEXHUKAJIBIK KbISMET KOpCCTY
. HpOILEypanaphbl Ke3iHe
Wil U1 anamM3aTopa MCITONB3YETCS B XONE MPOUEAYD | o nappinanpr. Kyrannan keifin
A||n|ty TeXOGCHy)I(I/IBaHI/Iﬂ. TTocie Y_]'[ri TaMIIYbIPBIHBIH CHIHAMA a1y
MTPOMBIBKH Hp0603a60pHa;[ WHECI ChIHaMa ally MHECIHJIe
WUrJa OUIeTTopa oopasion TallIaHATLIH 3aTTap/IBIH
creuQuKaIbIK eMec
KOHMIMOHUPYCTCA TAHHBIM OaiiTaHBICYBIH OOJABIPMAY YIIiH
pacTBOPOM C LEIBI0 OCBI epITIHAIMEH
TIpe0TBPALIeHHS KOHJMIOHepIeHenl. Heni
KOHIMIIMOHEPIICY epiTiHmic
HeCTeIM(PUUISCKOTO ) X
pl (ProbeConditioningSolution)
CBSI3bIBAHUS aHAJTUTOB B KYPaMBIHIA KaiiTa KaTblIeH el
npo6o3abopHoif urie. PactBop | mia3sma Gap anam KaHbL
JUISL M1 KOHAMIMOHNpytompii | KOHCEpBaHTTap: Mukpo6Ka Kapchl
s . xoHe ProClin 300. Alinity i
(ProbeConditioningSolution) Y
aBTOMaTTaHAbIPbIJIFaH
17 COZICPIKUT UMM YHOXHUMHSITBIK

PEKAIBLIMHUPOBAHHYIO IIA3MY

aHaIM3aTOPbIMEH YHIeciM/Il.




KPOBH YEJIOBEKa.
KonceppaHThI:
MIPOTUBOMHMKPOOHBIH Iperapar
u ProClin 300. CoBmecTum ¢

MMMYHOXHUMHAYECKHNA
aBTOMATUYECKUIN aHAIU3aTOP
Alinity i.
Yamreuku 1iis Habop 2 | Yameuku uis pacKarbiBaHUs Yarinepai, kanuopneysi xone
pacKarnbIBaHusI 00pasLoB, KAMMOPOBOUHBIX 1 | OAKBLIAY CaphicynapeiH Gepyre
apHaJIFaH IIbIHBIasgKTap. MaTepuan
00pa3IoB KOHTPOJIBHBIX CHIBOPOTOK.

- IutacTuk. Alinity aBTOMAaTThI
Marepuan - 1JIacTuk. aHanM3aTOphIMEH YitneciMai

CoBMecCTHM ¢ aBTOMaTHYECKUM
18 aHanmu3atopom Alinity.

Mecmo nocmaexu

ropoxa Tanneikopran yn MEJIEY 3,

Cpoxu nocmaexu

VYcenoBus ocymectBiueHus noctaBku MU (B coorBerctBun ¢ MHKOTEPMC 2020)
DDP Cpok noctaBku — B TeueHu# 15 (msATHAAUIATD ) KAJICHIAPHBIX THEU CO JTHS 3asBKU
3aKa3uMrKa

Bpema nauana u okonuanus npuema 3as160K ¢ 00pamuvlmM OMCYEmomM 0CMaAeULe2ocs
epemenu

3asBKM Ha ydacTHE€ B TEHJEpE MPECTaBISIIOTCS MOTEHIHAIbHBIMHU IMOCTABIIUKAMHU
MO0 UX YIMOJTHOMOYEHHBIMU MPEICTABUTEISIMUA OPraHU3aTOPY 3aKyIMOK HAPOUYHO WIIH
C HCIIOJIb30BaHNEM 3aKa3HOM OYTOBOM cBsi3u 1o aapecy: 040000, r. Tamgsikopras, yiu
MEJIEY 3, T'KII na [IXB «O6nactHoi#t nieHTp no npoduiaktuke BUY unbekumy,
aIMUHUCTPATUBHBIA KOPMYC, KAaOWMHET TMPEACTaBUTENsl IO TOCYAapCTBEHHBIM
3aKylKaM, OTBETCTBEHHOE JIMIIO 3a MPUEM U PETUCTPALUIO 3asBOK HAa y4acTHE B
TeHJiepe, B cpok A0 09 uacoe 30 munym 02 masa 2023 200a BxmountenbHo. TeHaepHas
KOMUCCHSI BCKPBIBA€T KOHBEPTHI C TEHIACPHBbIMU 3asiBKamu 6 10 uacoe 00 munym 02
masn 2023 200a

Tpebosanus K  J1eKAPCMBEHHbIM — CPEOCm8AM U  MEOUYUHCKUM  U30ETUSIM,
npuobpemaemviM 8 pPAMKAX OKA3AHUS 2aPAHMUPOBAHHO20 00beMa 0OecniamHoll
MEOUYUHCKOU NOMOwU U (UIU) MEOUYUHCKOU NOMOWU 8 cucmeme 0043amenbHO20
COYUATILHO20 MEOUYUHCKO20 Cmpaxoeanus CO2NACHO Ilocmanosénenus
lIpasumenvcmea Pecnyoauxu Kazaxcman om 4 urons 2021 cooa Ne 375.

K 3akymaeMbIM U OTITyCKa€MbIM, B TOM YHCIIE TIPH 3aKyre (papMarieBTUIECKUX YCIyT,
JIEKAPCTBEHHBIM CpPEJICTBAM U MEIUUMHCKUM HW3ACIHSIM, MNPEIHA3HAYEHHBIM IS




OKa3aHUs TapaHTUPOBAHHOTO OOBeMa OECIIaTHOW MEAUITMHCKOW MOMOIU U (WJIHN)
MEIULIMHCKOW TOMOIIM B CHUCTEME OO0A3aTEIbHOIO COLMAIBLHOIO MEIULIHUHCKOTO
CTpaxOBaHUs, IPEIbSBIAIOTCS CIEAYIOUINE TPEOOBAHUS:

1) Hanmmuue rocynapcTBeHHOM peructpauuu B Pecnyonmke Kazaxctan B COOTBETCTBUU
¢ nonoxxeHusimu Kopekca u nopsiake, onpereseHHOM YIOJTHOMOYEHHBIM OpraHOM B
o0jacTH  3/ApaBOOXpPAHEHHUSA, 3a HCKIIOYEHHEM JIEKAPCTBEHHBIX IPENaparos,
U3TOTOBJICHHBIX B alTeKax, OpQaHHBIX MpPEnapaTroB, BKIIOYEHHBIX B IEpPEUCHb
opdaHHBIX MpEnapaToB, YTBEPXKIACHHBIM YIOJIHOMOYEHHBIM OpPraHOM B 00JIaCTH
3/IpaBOOXPAHECHMS], HE3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, MEIUILIMHCKUX
W3JIeNUi, BBE3CHHBIX Ha Tepputoputo Pecnybmuku KazaxctaH Ha OCHOBaHHH
3aKJIFOYEHMS (Pa3pEIIUTEbHOIO JOKYMEHTA), BBIJAHHOI'O YIIOJTHOMOYEHHBIM OPraHOM
B 00JaCTH 3ApaBOOXPAHEHUS, KOMIUIEKTYIOUIUX, BXOJAIIMX B COCTaB W3AEIUS
MEJUIMHCKOIO HAa3HA4YCHMsI M HE MCIOJB3YEMBIX B KadeCTBE CaMOCTOSTEIbHOTO
M3JIeTUsl WM YCTPOMCTBA; B Cllydae 3aKyla MEIMIIMHCKON TEXHHKHU B CIEHUAIbHOM
TPaHCIIOPTHOM CPEJCTBE — FOCYNapCTBEHHAs peructpauus B Pecriyonuke Kazaxcran B
Ka4yeCTBE €MHOI0 IEPEIBUKHOTO MEAUIMHCKOIO KOMILIEKCA.

OTtcyTcTBHE HEOOXOUMOCTH PETUCTPALIMHM KOMIUIEKTYIOIIETO MEAUIIUHCKON TEXHUKHU
(kOoMIUTEKTa TIOCTaBKH) TOATBEP)KAACTCS MUCHBMOM JKCIEPTHON OpraHW3allMy HITH
YIIOJIHOMOYEHHOT'0 OpraHa B 00JIaCTH 3paBOOXPAHEHUS;

2) COOTBETCTBUE XapaKTEPUCTHUKU WM TEXHUYECKOH creuuuKalud YCIOBUIM
OOBSIBJICHUS WJIM TIPUTJIAILICHUS HA 3aKYII.

[Ipu o5TOM, JomycKaeTcs TMpEBbIIEHWE TMpeajaraeéMbiX  (YHKIMOHAIbHBIX,
TEXHUYECKUX, KAYECTBEHHBIX M HKCIUTyaTallMOHHBIX XapaKTEPUCTHUK MEIULIHUHCKOU
TEXHUKH TPEOOBaHUSIM TEXHUYECKON CHELM(PUKALIY;

3) HenpeBbILICHUE YTBEP)KICHHBIX YIOJHOMOYEHHBIM OpPraHOM B 00JacTH
3paBOOXPAHEHMS] TMPEIEIbHBIX I1I€H MO0 MEXKIYHAPOJIHOMY HENAaTEeHTOBAHHOMY
Ha3BaHWIO U (WJIM) TOPrOBOMY HAaWMMEHOBAHMIO (IPH HAIMYMH) C YYETOM HAICHKH
€IMHOTO IUCTPUOBIOTOpA, LIEHBI B OOBSIBICHUM WM IPUIJIALIEHWHM HA 3aKyl, 3a
HCKIIFOUEHHEM HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB M MEIULHUHCKHUX
U3JIeTUi, BBE3EHHBIX Ha TeppuToputo PecnyOnmuku KazaxctaH Ha OCHOBaHHUH
3aKJIFOYEHUS (Pa3peluTeNIbHOTO IOKYMEHTA), BBIAAHHOTO YITOJIHOMOUYEHHBIM OpPraHOM
B 00J1aCTH 37]paBOOXPaHEHHUS;

4) XpaHeHUE U TPAHCIOPTUPOBAHUE B YCIOBHSIX, OOECIEUUBAIOIINX COXPAHEHUE HX
0e3omacHOCTH, 3(PHEKTUBHOCTUA U KaueCTBa, B COOTBETCTBUU ¢ IIpaBuiiamu xpaHeHus
U TPAaHCHOPTUPOBKM  JIEKAPCTBEHHBIX CPEACTB W  MEAMUMHCKUX  M3IENINH,
YTBEPKIAECHHBIMH YIIOJIHOMOYEHHBIM OPraHOM B 00JIaCTH 37 paBOOXPAHEHMUS;



5) COOTBETCTBHE MApKUPOBKH, MOTPEOUTEIBCKOW YMAKOBKA M HMHCTPYKLIHUHU TIO
MPUMEHEHHUIO JIEKAPCTBEHHBIX CPEACTB M MEIUWLMHCKUX W3JeIUil TpeOOBaHUAM
3akoHonatenbcTBa  PecnyOnukum  KazaxctaH W MOpAIKY,  YCTaHOBJICHHOMY
YIIOJIHOMOYEHHBIM OPraHOM B OOJIACTH 3/IpaBOOXPAHEHUS, 32 UCKIIIOUEHUEM CITy4aeB
BBO3a B PecnyOnuky Ka3zaxcran He3aperucTpupOBaHHBIX JIEKAPCTBEHHBIX CPEACTB U
(M) MEIUITMHCKUX W3CITHI;

6) HOBHM3HAa MEIMIIMHCKON TEXHUKH, €€ HEHCIIOJIb30BAaHHOCTh WM IPOU3BOJCTBO B
NEepUOoJ ABAALIATH YEThIPEX MECSIEB, TPEIMIECTBYIOUUX MOMEHTY TTOCTABKY;

7) BHECEHHE METUIIMHCKOW TEXHUKU, OTHOCSIIEICS K CPEICTBAM U3MEPEHUS, B PEECTP
rOCYIapCTBEHHOM CHCTEMBbl eAuHCTBa wu3MepeHuil Pecnyonuku Kaszaxcran B
COOTBETCTBUH C 3aKOHO/aTeIbCTBOM PecnyOnmku Kazaxctan o eiMHCTBE U3MEPEHMUIA.
OtcyrcTBME HEOOXOIMMOCTM BHECEHUS MEAMIMHCKOW TEXHUKH B  PEECTp
rOCyJapCTBEHHON cucTeMbl enuHcTBa u3MepeHuid PecnyOonuku — Kazaxcran
MOATBEPKAAETCSI B COOTBETCTBHM C 3aKOHOJarenbcTBOM Pecnyomuku Kazaxcran o0
o0ecrieueHn eIMHCTBA U3MEPEHMI;

8) coOirofeHHe KOJMYECTBA, KauyecTBa M CPOKOB IIOCTAaBKM WM OKa3aHMs
(dhapmaleBTUYECKON YCIyry YCIOBUSM JIOTOBOPA.

TpebGoBanus, mpeayCMOTPEHHbIE OANMYHKTaMu 4), 5), 6), 7), 8),9), 10), 11), 12) u 13)
nyHkTa 18 Hacrosmmx [IpaBui, MOATBEPKIAOTCS NMOCTABIIMKOM IIPU UCIOJHEHUU
JIOTOBOpA NOCTABKU WJIU 3aKYIIa.

3aKa3yuK, OpraHu3atop 3aKyla, €AMHBIA JUCTPUOBIOTOP HE YCTAaHABIMBAIOT K
JEKapCTBEHHBIM  CPEICTBAM M  MEAMIMHCKUM  HU3JENIUiAM  TpeOOBaHWM, He
IpeyCMOTPEHHBIX HacTosmmmu [TpaBunamu.

Oouwue oo6a3amenvruble mpedOBAHUA KO 6CeEM MOBAPAM:

1. [ToctaBmuk o00si3aH  BMecte ¢ ToBapoM mpenocTaBUTh cepTUDUKAT
COOTBETCTBUS
2. ITocTtaBmuk 00si3aH BMecTe ¢ ToBapoM MpPeNOCTaBUTh  JIOKYMEHT,

MOATBEPKIAFOIIUN PEeTUCTpalNi0 MEAUIIMHCKOTO u3nenus B Pecnyonuke Kazaxcran
WU 3aKiIio4YeHue (pa3peliuTeIbHOrO JOKYMEHTa) VYIOJHOMOYEHHOTO OpraHa B
o0JlacTy 3ApaBOOXpaHEHUs JUIsi BBo3a Ha Teppurtoputo PecnyOnuku Kazaxcran B
ciay4asx, npeaycMoTpeHHbIX Koaekcom

Damunuu, umena, omuecmsa (Mpu Ux HAIUYUL) U OOJIHCHOCIU YIeHOB8 KOMUCCUU

[Ipencenarens koMuccHu:

Kammera A.C. 3aMmecTuTeNb no Jeuconor gactu KI'TI na IIXB I'KII Ha
[IXB «Ob6nactHoii meHTp mo mnpodpunaktuke BUY

Kapunxanosa A.A. UHPEKIAN



3aBenyromas oTHENna AMUIEMHUOJIOTUYECKOT O
monutopunra KI'TI na ITXB I'KII na I[1XB «O6nactHoi
ueHtp no npodunakrtuke BUY nndexkunm»

3aBeyromias oTaejda NpOo(UIAKTHKU 3a00JCBaHUN U
MarembaeBa M.A. CBS3€l ¢ OOIECTBEHHOCTHIO

3aBeqyromias JieueOHO-POoPHIAKTUUECKON paboTol U
AtansikoBa b.P. JUCTIAHCEPHBIM OT/ICJICHUEM

3aenyromas nadbopatopuu ['KIT va TIXB «O6nactHoi
JymOupoa M.M. neHTp o npodriaktuke BUY nndexmmy

(DCIMMJZLUZ, ums, omuyecmeo (l’lpZ/l eco HCUZL!HMU), 00JICHOCMb cekpemapst Komuccuu
EpmexracoB P.JK sxoHOMHCT 1O Troc3akymy

I'KIT na [IXB «O6nactHo# nieHTp no npodunaktuke BUY undexunn»



