r. Cemeit

1. Kommuccus B cocrase:
BAMMYXAMETOB E.C.- 3amecTureib JUPEKTOpa o MeAUMHCKOM yacTu — [Ipencenarens komuccuu;
BEI'ETAPOBA K.T. (r. akyuiepka) — 3aMeCTUTENb MIPEACEAATENs] KOMUCCUU;
BJIOBHMHA 10.B. — (apmarieBT — 4JieH KOMUCCHU;

CTEINAHEHKO TI'.1O. (topuct) — cekperapb KOMUCCHUH.

23 okTsi6ps 2023 roma B 15 wacoB 00 munyT 10 aapecy: PK, obmacte AGaii, T. Cemeid, yi. XKamakaesa, 1. 100, KI'TI va [TXB «O6macTHOW nepruHATATBHBIN
LEeHTp» YmpaBieHus 3apaBooxpaHeHus obOnactu AOal, kaOuner «KoH(epeHI-3am» mpou3Bena NPOLENYypy PacCMOTPEHUs (BCKPBITHS) KOHBEPTOB C

IIpoTokoa 00 urorax 3akyna Ne 43
«MeauuuHcKkue usgeaus Ha anaauzarop mouu DIRUI»
(OBBABJIEHUE Ne 43 ot 13 oxTs16ps 2023r.)

3asiBKaMM Ha ydactue B 3aKyne «MeauuuHckue usaeaus Ha anaauzarop mouu DIRUI»:

«30» oxkTsi0ps 2023r.

Ne | MexnyHaponHoe | XapakTepUCTHKa IpenapaTa ¢ yKa3aHHeM JT03MPOBKH, KOHILIEHTPAIH U ITocTaBka Enunnna Komnue | Ilena Cymma,
JIOT HEIIAaTCHTOBAHHOC J'IeKapCTBeHHOﬁ (bOprI U3MEPCHUA CTBO BBIJICJICHHAs
a Ha3BaHUE WU JUTSL 3aKyTia,
COCTaB TEHTe
1 Peareurnnie Tect-nmonocku mist ananuzatopa moun DIRUI H-100. Omnpenensiembie mo | Ilo 3asBke
nostocku DIRUI 13-t mapamerpam : ypoOWJIMHOTeH, OWIMpYOHWH, KETOHBI, KpPOBb, OENOK, | 3aKa3uhKa B
H13-Cr HUTPHUTHL, JIEWKOLMTHI, TJIOKO3a, YAeNbHbIM Bec, pH, kpeatunuH, | Tedenue 10
MHUKpOAIBOYMHH, ackopOuHOBasi kuciora. B ynakoBke 100 TecT-monocok. | (aecsth)
TecT-1mos0CKH BITYCKAIOTCS JIJIsi KAYeCTBEHHOI O aHAIM3a MOYH U SIBJISIIOTCS | KaJICHIAPHBIX THeH | YTakoBKa 20 12 870 257 400
peareHToOM Uil IMarHOCTHKH in Vvitro. Pe3ynbTaThl Ha TONOCKaX MOXKHO
CUMTHIBAaTh KaK BHU3yalbHO, TaK M C MoMomipio mpudopa. Kammubpatop B
Habope. B 3akynm TOBapa BXOIUT CONYTCTBYIOIIAsh YCIIyra: BbIE3[
CepTU(UIMPOBAHHOTO CHELUAIUCTA [UIs aJIANTAllMU PearcHTa.
2 Kontpons moun Tect-nonocku mma ananuzatopa Moy DIRUI H-100. Omenka To4HOCTH
(TTONMOXXUTENBHBIN | pe3yabTaTOB MO 13 KOHTPONBHBIM IapaMeTpaM B METOIE «CYXOH XUMHI»:
) (Urinalysis [JIFOKO3a, OWIMPYOWH, KETOHBI, KpOBb, YmembHBIA Bec, pH, Oenok,
Control YPOOWJIMHOT€H, HUTPHUTHI, JICHKOIMTBHI, MHKPOAJIBOYMUH, KPEaTHHUH,
(Positive)) kanpuuit. CoctaB: 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% wu aOpyrue HepeaKTHBHBIC dnakon 1 3168 3168
BemecTBa U crabmmu3aTopsl 93,3%, obecriednBarOIIMME TTOMOKUTENBHBIE
pe3ynbratel. pH B amanazone ot 5,5 po 7,5. He coxepkaT moTeHLMAIbHO
WHQPEKIIMOHHBIX KOMITOHEHTOB. CpOK TONHOCTH: HE MeHee |2 MecsiIies.
Temmnepatypa xpanetus: 2-8 °C B CyXOM U 3alIUIIEHHOM OT CBETa MECTe B
IUIOTHO 3aKphITOi (haOpuaHoit ymakoBke. @acoBka 8 mi. B 3akyn ToBapa
BXOJHT COITyTCTBYIOIIAs YCIIyTa: BBIC3]T CEPTHHOUITUPOBAHHOTO CIICIIHAJIIICTa
JUTS AJaNTalliy peareHTa. 8 Mur/OyThUIKa
3 Kontpons moun Tecr-monocku amnst ananuzatopa Moun DIRUI H-100. Ouenka TouHoCcTH
(oTpunarensHbIA) | pe3yabpTaToB 1O 13 KOHTPOIBHBIM ITapaMeTpaM B METOMIE «CYXOM XUMHUI»:
(Urinalysis TIIFOK03a, OMITUPYOUH, KETOHBI, KPOB, yIeNbHBIH Bec, pH, Oemnok, Drakon 1 3168 3168
Control YpOOMIIMHOT €H, HUTPHUTHI, TCUKOIUTHI, MUKPOAILOYMIH, KPEaTHHHH,
(Negative)) kanpumit. Cocras: urea 2%; sodium chliride 0,5%; phosphate buffer 0,2% u
Jpyrue HepeakTHBHBIE BellecTBa u crabunuzatopst 97,3%.,




00eCTIeUNBAONINMHY OTPHUIIATEIIFHBIC pe3yabTaThl. pH B nuamazone ot 6,0 1o
7,5. He comepxat moTeHIMaIbHO HHOEKIIMOHHBIX KOMIOHEHTOB. CpoK
rogHocTy: He MeHee 12 MecsueB.. TemnepaTtypa xpanenus: 2-8 °C B cyxom
¥ 3alUIIICHHOM OT CBETa MECTE B IUIOTHO 3aKPBITON (haOpHIHOHN yIIaKoBKe.
®dacoska 8 M. B 3akymn ToBapa BXOJUT COMYTCTBYIOMIAS YCIIyTa: BbIE3]T
CepTH(UIMPOBAHHOTO CIICITUAIIUCTA IS aIalTAlli| peareHTa. 8 Mi1/OyThiTKa
HUTOI'O BBIJIEJIEHHASI CYMMA 263 736

2. 3asBKM Ha y4yacTHe B 3akyle «MeauunHckue uzgeaus Ha anaausatop mouu DIRUI» cnoco6oMm 3ampoca 1EHOBBIX HPEUI0KEHUH MTPeICTaBUIN
CJIEIYIOIMENIOTEHIHAJIBHBIE TOCTABIIMKH:

Ne HanmMeHoBaHNe MOTEHIMAJIBHOIO MOCTABIINKA AJipec NOTEHIIUATBLHOT 0 MOCTABIIMKA Bpems
n/n
1 TOO «ONTUSTIK MEDICAL» PK, r. HIemMkenT, yn. Maiinsl Koxa, 203 20.10.2023
11:21

3. LleHoBOe TpeTOKEHHE CIETYIONETO MOTEHIIMATBHOTO TIOCTABIIMKA OCTaBJIEHO 0e3 paccMoTpeHusi, Ha ocHoBannu 1.80 mpukaza M3 PK ot 7 mtons 2023
rona Ne 110 «/lpasuna opeanuzayuu u nposedenus 3aKyna J1eKapcmeeHHblX cpeocms, MeOUYUHCKUX U30eIUll U CReYUualu3upos8anHulx 1e4ebHblX NPOOYKmMos 6
PAMKax 2apanmuposaHHoco 0b6vema Oecniamuol MeOUYUHCKOU NOMOWU, OONOJIHUMENLHO20 00beMd MeOUYUHCKOU NOMOWU ONs JIUY, COOePHCAUJUXCS 6
CNe0CMBEHHBIX U30NAMOPAX U YUPEHCOCHUSX Y2O0N08HO-UCNOHUMENbHOU (NeHUMEHYUAPHOU) cucmembl, 3a cuem OH0XHCemHublX cpeocme u (unu) 8 cucmeme
0053aMeNbHO20 COYUATLHOZO MEOUYUHCKO20 CMpaxoeanus, apmayeemudeckux ycaye» (nanee — IlpaBui), T.K. TOTEHIMAIBHBIN MOCTABIIMK MPEIOCTABUI
LIEHOBOE IPEIIOKEHUE MOCIIE UCTEUEHHS] OKOHYATEIBHOTO CPOKA MPEACTaBICHUS EHOBBIX Npemioxkenui: HET

4. OcHOBaHHS OTKJIIOHEHUS IIEHOBBIX MPEI0KEHUHN MOTEHITUATBHBIX TTocTaBIHKOB: HET

5. TloreHumanbHble MOCTAaBIIMKYU MPEACTABUIIN CIEAYIONINE LIEHOBbIE MPEII0KEHHS:

Ne  [MexmyHapoaHOe HETaTEHTOBAHHOE HA3BaHKE MIIH COCTaB CymMma, BBIJICNICHHAS TOO «ONTUSTIK
JioTa JUIS 3aKyTia, TeHre MEDICAL>»

1 |Pearentnsie nosocku DIRUI H13-Cr 257 400 257 400

2 [Kourpons moun (nonoxkurenbubiii) (Urinalysis Control (Positive)) 3168 3168

3 [Kourpons moun (orpuatensubiii) (Urinalysis Control (Negative)) 3168 3168

6. KoMuccus 1o pe3yibTaTaM OLIEHKU U COMTOCTaBIICHUS TeHAepHbIX 3asBoK, PEIIIWJIA:
6.1. Ha ocuoBanuu n1.78 [lpaBun (B ciyuae, koeda 8 3aKyne cnocobom 3anpoca yeHosblx NPediodCeHull NPUHUMaem yiacmue 0OUH NOMEHYUATbHbIN NOCMABUUK,
yenoesoe npec)ﬂoofceﬂue u ()OKyMeHn’Ibl Komopozo npedcmaeﬂeﬂbl 6 coomeemcmeuu ¢ NYyHKmom 80 HACmMoAwuUx Hpaewz, 3aKA34uK uiu opearuzamop 3s3axyna npuHumarom
peuterue 0 npusHaHuu maxKozco nomeHyudilbHo2o nocmasujuka nobeoumenem 3CleI’lCl).

Ne jioTa IMoGenuTenn 3akyna
1-3 TOO «ONTUSTIK MEDICAL»
6.2. PazmecTuTh JaHHBIN MPOTOKOJ Ha HHTEPHET - pecypce Pcsemey.kz HanpaBuTh mobenuTensM yBeIOMIICHHs 00 UTOrax 3aKyra.
6.3. IIpu BCKpBITHU KOHBEPTOB MPUCYTCTBOBAJ MPECTABUTENb NOTEHIIMANBHOTO nocTapimka: HET

IIpencenaresib KOMUCCUU BAUMYXAMETOB E.C.
3amecTuTeIb peAceaaTeIst BEI'ETAPOBA K.T.
YieHbl KOMHCCUU BJIOBHHA 10.B.
Cekperapb KOMHCCHH CTEIMNAHEHKO TI'.10.
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