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KoMMyHanpHOE TrOCyJapCTBEHHOE TNPEANpPUATHE Ha IIpaBe XO3AWCTBEHHOro BeaeHUA «OOmacTHOM IEepUHATAIBHBIA LEHTP» YIpaBlIeHUS
3IpaBooxpaHeHus obnactu Abaii, Haxosmieecs no aapecy: PK, obmacts Abaii, r. Cemeid, yi. XKamakaesa, a1. 100, Ha ocHoBanuu Ilpukaza M3 PK Ne 110
ot 07.06.2023r. «lIpasuna opeanuzayuu u npogedeHus 3aKynd JAeKApCMEEHHbIX CPeOCm8, MeOUYUHCKUX U30enull U CReyudaiu3uposaHHuIX 1e4eOHbIX
NPOOYKMO8 8 pPAMKAX 2apAHMUPOBAHHO2O0 00beMa OeCniamHOl MeOUYUHCKOU HOMOWU, OONOJIHUMENbHO20 00beMa MeOUYUHCKOU nomowu Ois Juy,
CO0EPHCAWUXCS 8 CIEOCMBEHHBIX UZOJIAMOPAX U YUPEHCOCHUSX Y20I08HO-UCNOTHUMENbHOU (NEeHUMEHYUAPHOU) cucmemvl, 3a cuem OI00MCEMHbIX CPeOCms U
(unu) 6 cucmeme 006A3aMeENbHO20 COYUATLHO2O MEOUYUHCKO20 CMPAXo8anus, gapmayesmudeckux yciye» OOBSBISIET O MPOBEASHHH 3aKylla CIIOCOO0M

3aIpoca HCHOBBIX HpeIUIO)KeHI/Iﬁ «HpnoﬁpeTe}me JICEKAPCTBCHHBIX CPEACTB U MEAUIIMHCKUX U3AeJui» 110 CJICOYIOIIUM JIOTaM:
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MoueBoii anaauzarop H-100

PeareHTHEIE OJIOCKU
DIRUI H13-Cr,
¢acoska 100

Tecr-monocku pans anamuzaropa Moun DIRUI H-100. Onpenpensemsle mno 13-tu
rnapameTpam : ypoOWIHHOTeH, OHIUPYOHH, KETOHBI, KPOBb, OCJIOK, HUTPHTHI, JTICHKOLHTHI,
IIII0K03a, YIeNbHbIA Bec, pH, KpeaTHHHH, MHKpOATbOYMHH, acKOpOHHOBas KHCIOTa. B
ynakoBke 100 TecT-monocok. TecT-NOJ0CKH BBIYCKAOTCS ISl KaueCTBEHHOTO aHaIM3a
MOYH H SIBISIFOTCS PEareHTOM TSl TUATHOCTHKH in Vitro. Pe3ynbTaThl Ha MOIOCKaX MOYKHO
CUMTHIBATh KaK BH3YaJIbHO, TaK W ¢ ToOMoIIbIo npubopa. Kamubparop B Habope. B 3akyn
TOBapa BXOIUT COMYTCTBYIOIIAsl YCITyra: BbIE3J CePTHU(GHIMPOBAHHOIO CIELMATINCTA IS
ajanTaiuu peareHtra. Komumst JoroBopa WIM HHbIE JIOKYMEHTBI, IPEJCTaBIIsEMbIC
INocTaBImIMKOM ¥ MOATBEPXKIAIOIIME €ro CTaTyC INPOU3BOAUTENS, O(QHUIHAIBLHOIO
JMCcTpUOBIOTOpa TMO0 OPUIMATBEHOrO IPEACTABUTEIS] HPOU3BOAUTEIS

Konrpone Moun
(TIONTOXKHUTEITBHBIN)
Urinalysis Control
(Positive), pacoBka
8Mu1/OyThLTKA

KoHTponbHbIe (HO3UTUBHBIN) TECT-TIOJIOCKH Ha MoueBoit aHanu3arop Dirui H-100. Onenka
TOYHOCTH PE3YJbTATOB MO 13 KOHTPOJBHBIM IIapaMeTpaM B METOHE «CYXOH XHMHN»:
IJII0KO3a, OWIMPYOMH, KETOHbI, KPOBb, YHENbHbIH Bec, pH, Oenok, ypoOHIMHOreH,
HUTPHUTHI, JEHKOLUTBI, MUKpOabOyMuH, KpeaTuHuH, kanbimid. CocraB: Phosphate buffer
0,2%,; glucose 1,0%; sodium chloride 0,5%; hemoglobin 0,1%; albumin 0,7%; ethyl
acetoacetate 0,9%; sodium nitrite 0,3%; esterase 0,5%; urea 2%; creatinine 0,2%; Ca 0,1%;
bilirubin substitute 0,1%; urobilinagen substitute 0,1% u apyrue HepeakTHBHbBIC BEIIECTBA
n crabmwmmsaropsl 93,3%, oOecneyMBaIOIIMMH IOJIOKUTENIbHbIE pe3yabrathl. pH B
quamnasone or 5,5 mo 7,5. He comepxar moreHUMaibHO MHGEKIHOHHBIX KOMIIOHEHTOB.
Cpok roxmHocTu: He MeHee 12 mecsueB. Temmeparypa xpanenus: 2-8 °C B cyxoM H
3alIMIIEHHOM OT CBETa MEeCTe B IUIOTHO 3aKphITol (pabpmunoii ymakoBke. dacoBka 8 mir.
EcTb /ONONHUTENbHBIE YCIYrW: BbIE3J CEPTUGUIMPOBAHHOrO CHELMAIKMCTA UL
ajanTaiuu peareHtra. Komust JOroBopa WM HHBIE JIOKYMEHTBI, IPEJICTaBIIseMbIe
IMocTaBIIMKOM ¥ TOATBEPXKIAIOIIME €ro CTaTyC INPOU3BOAUTENS, O(QHULHMAIBHOIO
JMCcTpUOBIOTOpa JTMO0 OPUIMATBEHOrO MPEeACTABUTENS IPOM3BOAUTEIS

Kontpones Moun
(oTpUIaTENbHBIN)
Urinalysis Control
(Negative), pacoska 8
MIT/OYThLIKA

KoHnTponbHbIe (HeraTHBHBIH) TeCT-MOIOCKH Ha ModeBoi ananu3arop Dirui H-100. Onenka
TOYHOCTH PE3YIBTATOB MO 13 KOHTPOJBHBIM MapaMeTpaM B METOAE «CYXOH XHMHH»:
[JII0K03a, OWIMPYOWH, KETOHBI, KpPOBb, YHCNbHBIH Bec, pH, Oenok, ypoOuWinHOreH,
HUTPHUTHI, JICHKOIUTHI, MUKPOaIbOYMuUH, KpearnHuH, kanbiuit. Cocras: urea 2%; sodium
chliride 0,5%; phosphate buffer 0,2% wu pgpyrme HepeakTHBHBIE BeIIECTBA U
crabunmmzatopsl  97,3%., obOecrneumBaOMMMK  OTpPHIATENbHBIE pe3ynbTaTel. pH B
muarnasone ot 6,0 o 7,5. He comep»ar MOTEHIHAIbHO HHGEKIHOHHBIX KOMIIOHEHTOB.
Cpox romnoctu: He MeHee 12 mecsueB.. Temmeparypa xpanenusi: 2-8 °C B cyxoM U
3alIMIIEHHOM OT CBETa MECTe B IUIOTHO 3aKphITON (pabpmunoii ymakoBke. dacoBka 8 mir.
EcTb JONONHUTENBHBIC  YCIIYrd BBIC3/T CEPTHOHUIMPOBAHHOTO CHELHMAINCTA JUIs
amanTaiMu peareHta . Komus J0roBopa WM HMHbIE JOKYMEHTBI, IPEJICTaBIISEMbIC
[locTaBIMKOM ¥ TOATBEPXKIAIONIME €ro CTaTyCc IPOU3BOIUTENS, OQHUIUAIBHOTO
CTPUOBIOTOpa 00 OUIIATIBHOTO PEICTABUTEIS TIPOU3BOTUTEIIS
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8884
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TonbKo it AMATHOCTHKY in vitro. TonbKo A71st PO eCcCHOHATHHOTO HCITOTb30BAHUSL.
KoMnoHeHThI

1. TecToBbIii KApTPUMK 25 TECTOB / KOMILIEKT |

2. Bydep mis nerexrupoBaHus 25 npoGHPoK / HAGOP.

3. SD-kapra 1 mrr. / Kommiekr

4. HCTPYKIKSI 10 IKCIUTYaTanuy | 9K3eMIUTsp / KOMIUTEKT

YCJIOBUS XPAHEHISA 1 CPOK TOAHOCTU

1. Xpanure Oydhep obnapyxenus npu temmeparype 2-30 °C, cpok xpaneHus 24 Mecsia.

2. Xpanure TecToBbI# KapTpumK 1pH Temreparype 2-30 °C, cpok romHocTH 24 Mecsia.

3. TecTOBBI KapTPUK CIEAYeT HCIOJib30BaTh B TedeHHe 30 MHHYT IOCIE OTKPBITHS
MaKkeTa C MOMOIIBI0 ()IyOPECHEHTHOr0 MMMyHoOaHanu3a. Komust JOroBopa WIIM HHBIC
JIOKYMEHTBI, mpencraBiseMble  [IoCTaBUIMKOM M MOATBEPKAAIOLUIME €ro  CTaryc

Jkcmpece TecT Ha aHam3aTope Biotime-YG-I
4 Biotime-YG-I beictpeiif  konmuuecTBeHHBI Tect  €Tn | Biotime-YG-l  mpennasmauen s | Ilo 3asBke YnakoBka 10 63 000 630 000
BeicTphrii KOJIMYECTBEHHOT0 ONpe/eieHns] KOHLUeHTpauud CTn | B LenbHOM KpPOBM HJIM IUIa3Me | 3aKa3dyuka B
KOJIMYECTBEHHBIN YyeJOBE€Ka Ha  aHalIM3aTopax Biotime-YG-l ¢ momompio  ¢uryopeciieHTHOro | TedeHue 10
tect PCT HMMYHOaHaJIN3a. (necsts)
TonbKO /ISl TUArHOCTHKH in vitro. ToJbKo U1s POeCCHOHATBHOTO HCIIOIb30BaHHUSL. KaJICHIAPHBIX
KommnoneHThI JTHEW
1. TecToBbIif KapTpHUmK 25 TECTOB / KOMITIEKT |
2. Bydep s nerexrupoBanus 25 npoOHpok / Habop.
3. SD-kapra 1 mt. / Kommiexr
4. IHCTPYKIMS 110 3KCIUTyaTaluy | 3K3eMIUISIp / KOMILIEKT
YCJIOBUS XPAHEHUS Y CPOK TOAHOCTHU
1. Xpanure Oydep obHapyxeHuns npu Temneparype 2-30 °C, cpok xpaneHus 24 Mecsra.
2. Xpanure TecTOBBII KapTpHUK pu Temrieparype 2-30 °C, cpok romHocTH 24 Mecsia.
3. TecTOBBINi KapTPUK CIEAYeT HCIOJNb30BaTh B TedeHHe 30 MHHYT IMOCIE OTKPBITHS
MakeTa ¢ MOMOIIBI0 ()IyOPECIEHTHOr0 MMMYyHOaHani3a. Komusi JOroBopa WIIM HHBIC
JNOKYMEHTBI, TpeJAcTaBiseMble [IOCTAaBUIMKOM ¥ MOATBEPXKIAIONIME €ro  CTaryc
TIPOM3BOUTEIIS, oumamTsHOr0 JUCTPHOBIOTOpA 60 oumamTsHOrO
MPEICTABUTEIS] IPOU3BOAUTEIIS
5 Biotime-YG-I Beictppiii  komudectBeHHbI Tect  D-dimer  Biotime-YG-I  mpemnasHaven  mwist YnakoBka 10 60 000 600 000
BeicTpbIii KOJIMYECTBEHHOTO OMpE/IeNiCHUs KOHIeHTpalmu D-dimer B 1enbHOH KpOBH HJIM ILIa3Me
KOJIMYECTBEHHBII YeloBeKa Ha  aHAIM3aTopax Biotime-YG-l ¢ momomipio  duryopectieHTHOrO
tect D-dimer HMMYyHOQHAJIN3a.
Tonbko U1 TMarHOCTHKH in vitro. Toabko U1 MpogecCHOHATBHOTO HCIIOIb30BaHUS.
KoMnoHeHTsI
1. TecToBbIii KapTPUIK 25 TECTOB / KOMILICKT |
2. Bydep mis nerexrupoBanus 25 npoGHpok / HAGOP.
3. SD-kapra 1 mrr. / Kommiekr
4. HCTpyKLMS 1O SKCIUTYaTaluy 1 SK3eMIUTsp / KOMIUIEKT
YCJI0BUA XPAHEHUA 1 CPOK TOAHOCTU
1. Xpanure 0ydep obHapyxenus npu temneparype 2-30 °C, cpok xpaneHus 24 Mecsia.
2. Xpanure TecToBbIi KapTpHK npu Temreparype 2-30 °C, cpok romHocTa 24 Mecsia.
3. TecroBblil KapTpuIX CJlelyeT HCIONb30BaTh B TedeHue 30 MUHYT MOcCie OTKPBITHS
IIaKeTa C IOMOIIBIO ()IyOPECHEHTHOro MMMYyHoaHanu3a. Komumst noroBopa WIIM HHbIE
JNOKYMEHTBI, TpejcTaBisieMble [IOCTAaBIIMKOM M INOATBEPXKOAIOLIME €ro  CTaryc
MIPOU3BOAUTEILS, o(uIHaITBEHOTO UCTPUOBIOTOPA 6o o(UIKATBHOrO
PeJICTABUTEIIS] HPOU3BOAUTEIIS
6 Biotime-YG-I beictpeiii  konuuectBeHusiii  tect  HbAlc  Biotime-YG-l  npennassauen  uist VnakoBka 10 41 000 410 000
Brictperit KOJIMYECTBEHHOT0 OmnpesielicHus KoHueHTpaud HDALC B 1enbHOM KPOBH HIIM ILIa3Me
KOJTMYECTBEHHBIH YelnoBeKa Ha  aHalM3aTopax Biotime-YG-l ¢ momompio  uryopeciieHTHOro
tect HbAlc HMMYHOQHAITH3A.




MIPOU3BOAUTEIIS, o(hUIHATEHOTO
[IPEJCTaBUTEIS] TPOU3BOAUTEILS

ICTPHOBIOTOPA 160 o(uIMaITbEHOr0

IopT

aTuBHBII anmapat Easy Touch Simple s onpenenenusi caxapa B KPOBH IKCIPeCC METOIOM

Tect-nomocku

Iopratueueni anmapar Easy Touch Simple s ompeneneHust TiIOKO3bI B KPOBH, B
ymakoBke 50 monocok. Komms moroBopa WM HMHBIE JOKYMEHTEHI, IpEICTaBIseMble
[locTaBIMKOM ¥ TOATBEPXKIAIONIME €ro CTaTyc IPOW3BOAUTENS, OQHINAILHOTO
TUCTPHOBIOTOpA JINOO0 OPHIINATEHOTO IPEICTABUTENS IPON3BOANTENS

I1o 3asBKke
3aKa34ynKa B
Teuenwue 10
(mecsTn)
KaJICHJapHBIX
IHEH

‘YmakoBka

120

7380

885 600

,Hl/l ATHOCTHYCCKHME PeareHThI

JUISI aBTOMATHYECKOro OMoxumMuueckoro anaiausaropa BS-240 Pro Mindray

8

JIMarHoCTHYECKUiA
HA0Op peareHToB JUIs
onpenenenust HDL-C

JIByXKOMITOHEHTHBII HAa0Op PEareHTOB ISl KOJMYECTBEHHOTO ONPEICICHUS JUITHUIHOTO
oOMeHa BBICOKOW KOHIIEHTpAaLlMM METOIOM IpsMoi (oromerpmu 6e3 ocaxnenus. Ha
cnenupuIHOCTh HabOmromaeMoro 3ddekra He BimseT koHueHTpamus HB B mpenenax mo
+10%. O0BeM pabouero pacTBopa He MeHee S54MII, paccyWTaH He MeHee deM Ha 155
TECTOB. PeareHTBI JOIKHBI OBITH pacdacoBaHbl B OJHOPA30BBIC OpPUTHHAIHHBIC
koHTelHepa R1 n R2, s npenoTBpamienyss KOHTAaMHHAIMHY B He TpeOyeTcst epeTnBaHus
B JIOTIOJTHUTENBbHBIC KapTpumku. KoHTelHepa JMOMKHBI OBITh TOJTHOCTHIO aJalTHPOBAHbBI
JUISL peareHTHOM KapycelqW aHalu3aropa M CHA0XEHbI CIIeIMAIBHBIM IITPHX-KOJIOM
MOJTHOCTBIO COBMECTHMMBIM CO BCTPOEGHHBIM CKaHepoM aHanmu3aTopa. IlpoBenenue
Tpolenyp KaauOpOBKM U KOHTPOJS KauecTBa TOJIBKO C IMIOMOIIBI0 MYJIBTHCBIBOPOTOK. He
TpeOyeTcs: MOBTOPHBIX MPOLEAYp MPOrpaMMHUPOBAHHUS METOJUKU B ITaMSTH aHAN3aTOpa U
pa3MelleHHs] KOHTEHHEPOB B CTPOro ONPEeSICHHBIX siueiikax kapycenu pearenroB. Konus
JIOTOBOpa WJIM WHBIE JIOKYMEHTBI, Npe/CcTaBisieMble [10CTaBIIMKOM W TOATBEPIKIAIoINe
€ro CTaryc MpPOHM3BOJAMTENS, O(QHUIHAIFHOTO IUCTPHOBIOTOpa JIMOO OQHIMANTBEHOrO
MIpEICTaBUTEIS] TPOU3BOAUTEIIS

JlnarHoctuyeckui
Ha0Op pearcHToB IS
omnpenenenus LDL-C

JIByXKOMIIOHEHTHBI Ha0Op PearcHTOB Ul KOJIMYECTBEHHOI'O ONPEAESNICHHS JIMITHIHOTO
oOMEeHa HHU3KOH KOHIIEHTPalMM METONOM IIpAMOH Qoromerpun 0Oe3 ocaxnenus. Ha
crienuduuHOcTh Habmonaemoro 3 ¢ekra He BaMsAeT KoHueHTpamys HB B npenenax mo
+10%. O0beM paboyero pacrBopa He MeHee 54Mi, pacCUMTaH HE MeHee 4eM Ha 155
TecToB. PeareHThl JOMKHBI ObITh pacacoBaHbl B OJHOPA30BbIE OpPHI'MHAJIBHBIC
koHTeiiHepa R1 u R2, s npenoTBpaiieHuss KOHTAMUHALIMY U HE TPeOyeTCst epeTuBaHus
B JIONOJIHUTEIbHbIE KapTpumku. KoHTeliHepa NOIDKHBI ObITh MOJHOCTBIO aJalTHPOBAHBI
IUIsL PEareHTHOW Kapycelll aHaJM3aropa W CHA0KEeHbl CHELHAIbHBIM IITPHX-KOIOM
IIOJIHOCTBIO COBMECTHMBIM CO BCTPOCHHBIM CKaHEpOM aHanuzaTopa. IIpoBeneHue
IpoLeayp KaaMOPOBKH M KOHTPOJIS KQUeCTBa TOJIBKO C IIOMOIIBIO MYJIBTHCHIBOPOTOK. He
TpeOyeTcs NOBTOPHBIX IPOLEAYP MPOrpaMMHUPOBAHUS METOIMKHU B [IAMSTH aHAIU3aTOpa U
pa3MeleHns: KOHTEHHEPOB B CTPOrO OMPEENICHHBIX sueiikax Kapycenu peareHroB. Komus
JIOrOBOpa WJIM MHbIE JOKYMEHTBI, TpejcTaBisieMble [T0CTaBIIMKOM M MOATBEPIKIAIONINE
ero Craryc HpOM3BOAUTEINS, O(ULHAIBHOIO JUCTPUObIOTOpa JMOO OdHIMaTBLHOTO
PEJICTABUTEIIS] HPOM3BOAUTEIIS

10

MynbTuKanudpaTop

JIMITHIOB

MynbTHKaIHOPaTOp 171t IBYKXKOMIIOHEHTHBIX TECTOB IIPU KOJIMYECTBEHHOM ONpE/EICHUH
UIHUAOB. JINOGHUIBHO BRICYIICHHAs! CBIBOPOTKA C aTTECTOBAHHBIMH 3HAYCHUSIMH AHAJIUTOB
st kanuOpoBku TectoB: ApoAl, ApoB, HDL-C, LDL-C, ompeznesiseMbIx MeTOIOM
npsiMoii (hotomerpun 6e3 ocaxkaeHus. [Ipu pa3BeneHUH THOGUIBHONW CHIBOPOTKH, 00BEM
rOTOBOro KanmubpaTopa He Meree Smit. Habop MynbTHKanuOpaTopa 10mKeH ObITh CHAOKEeH
CIeNUaIbHBIM IITPHX-KOIOM COBMECTHMBIM CO BCTPOCHHBIM CKAaHEPOM aHalIN3aropa, JUIs
ABTOMATHYECKOrO CUMTHIBAHMS Pe(epPECHTHBIX 3HAUYCHUH TECTOB B MAMATh aHAIU3aTOpA.
Kommsi noroBopa WM HWHBIE JOKYMEHTBI, MpeJCTaBisieMble [lOCTaBLIIMKOM U
MOATBEPIKIAIOIINE €r0 CTATyC MPOU3BOAMTENS, O(UIHAILHOTO IUCTPHOBIOTOpA JIMOO

O(HULIMATBEHOrO PEICTABUTENS] IPOU3BOAUTEIIS

Ilo 3asBKE
3aKa3yrKa B
Teuenune 10
(mecsaTn)
KaJICHJIapHBIX
HEH

Habop

43 980

263 880

Habop

82 675

496 050

Habop

113 900

113 900

WUTOI'O BBIAEJIEHHASI CYMMA

3869578




ToBap nosxen 0bITh 10cTaBieH: PK, o6macts AGaii, r. Cemeit, yn. XXamaxkaesa, a. 100, KI'TI na [TXB «O6nacTHO iepUHATATBHBIN [IEHTPY, CKIAI.

Mecto npenoctaBieHusi (npuema) nokymeHToB: PK, oGmacte AoGaii, r. Cemeii, ya. XKamakaeBa, n1. 100A (xopmyc Ne 2), «Ilpuemmuas».
OxoHYATEJBHBII CPOK MOJAAYM IEHOBBIX NMpeaiaoxenuii: 1o 13 vacoB 00 munyt «02» mas 2024 rona o aapecy: PK, oGmacts AGaii, r. Cemeid, yiI.
XKamaxkaesa, 1. 100A, «IIpuemHas».

KoHBepThI C IeHOBBIMU MpPeAI0:KeHusIMH OyayT BecKpbiBaThes: B 15 gaco 00 munyt «02» mast 2024 rona no ciienyromemy anpecy: PK, o6macteAbaii, T.
Cewmetit, yn. XKamakaea, 1. 100A, npuemHasi tupexTopa.

JIOTIOTHUTENBHYIO HH(OPMAIUIO U CIIPABKY MOKHO TIOJIY4UTh 1O Tenedony: 8/7222/32-47-77
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