ITporokos uroros Tengepa Ned3 k 00bsiBaennI0 Ne18 1o 3aKyny MeAHUHHCKHX H3Ae/Hii (pearenThbl Ha
xoaryJyiomerp HTI TS-4000) na 2020 roa.

r. [lerponasnoBck 11 mas 2020 rona
1. TenaepHas KOMHCCHS B COCTaBE:
Miocenos A.K. — 3amecTuTe b NIABHOTO Bpaya M0 SKOHOMHYECKMM BOIPOCAM, MPEJICEaaTe b TeHAEPHOH KO-
MHCCHH;
Unensl komuccHu:
Mepeneaxnn IL.B. — ropuct
Mauikos O.A. — 06nacTHOH KOOPAMHATOP MO JIEKAPCTBEHHOMY 00€CTeUeHHIO
Cekperapb KOMHCCHHU:
CamamberoBa A.Y. — CrieLIHAITUCT MO rOCYAaPCTBEHHBIM 3aKyTKaM.
Cymma, BeiaenenHas s 3akyna — 859 020,0 renre.
2. TennepHyio 3a8BKy Ha y4acTHe B TEH/EpPE MPEACTABUIH CIIEAYIOLINE MOTEHLMATbHbIE MOCTABLLMKH:

Ne HaumeHoBaHue nocrapiuka Anpec Jara u Bpems
n/n NIPEACTABIICHUS
| | TOO «Med-M» r. [lerponasnosck, yi1.Y. Banuxanosa,7 05.05.2020 r.

oduc 34. 11:35 mun

3. Tabnuua LueHOBbIX npenﬂomeHuﬁ NMOTCHUHAJIBHBIX TTOCTABLIMKOB I10 JIOTY MNpHJIaracTes.

Ne 3anB-

TOO «Med-
HanmeHoBaHue nMocTaBIMKA JIeHHas
Ja0Ta s M

Habop pearenTos mis onpeneseHus NpoTpoMOHMHOBOTO BpEMEHH SX2MII. [JIsI KOaryJio-
merpa HTI TS-4000. PeareHt ucrione3yercs mist onpeaeneHus IpoTpoOMOHHOBOIO Bpe-
menu (IT1B) n nns onpenenenus akrusHoctH aktopos II, V, VII u X. Cocras:I1B pea-
PEHT: peKOMOMHAHTHBIMH YeoBeYeCcKuit TpOMOOILTACTHH, OBIYHIA CHIBOPOTOUYHbIH TPOM-
Gorractun 0.5%, kanbuus xaopun 0.015 M, asun Hatpus 0.2%. Xpanenue u Ctabusib-
1 HOCTh. B 3aKkpbiTOoM (urakoHe XpaHUTh NpH Temneparype ot + 2 10 + 8°C. CrabunbHocTs | 21 160 21160
10 BCKpBITHS (iakoHa: 2 rofa npu Temnepatype ot + 2 10 + 8°C. CTabuibHOCTE mociie
BCKpbITHA: 30 aHel npu Temneparype ot + 2 g0 +8°C. PesysbTaThl BpeMeHuH 00pa3oBa-
HHUsl CTYCTKA MPEACTABJIAIOTCS Ul KaX0H npoObl ¢ TouHoCThio 10 0,1 cekyHmbl. Pe-
3yJIbTAThl TECTA TAK K€ MOTYT ObITh MPEACTABICHBI B % OT HOPMBI, B IPOTPOMOHHOBOM
orHoweHun (ITO) unn B MexayHapoaHOM HopMasibHOM oTHowmenud (MHO).

Habop pearenToB s onpesieneHns akTHBUPOBAHHOTO YaCTHYHOTO TPOMOOIIACTHHHO-
ro BPEMEHH SX2MJL..+ KanbLus Xjaopuna SX2mi. st koarysnomerpa HTI TS-4000. Pea-
FeHT NpeAHa3HaueH /IS ONPEACICHNS aKTUBUPOBAHHOIO YaCTUYHOTO TPOMOOIIACTHHO-
BOTI'O BPEMEHHM, & TakKe [uls nposenaeHus apyrux AUTB-TecToB ¢ HCMONB30BAHHEM aK-
0 TUBATOPa 3/11aroBoi kucnotel. Coctas: AUTB pearent: 0.1% 351aroBoit KUCJI0THI,
0.1% GOblumit ceiBOpOTOUHBIH anbOyMuH, 0.1% asuzx Hatpust 1 0.2% dochomunumsl.
Kanbuus xaopua (0,025M). Xpanenue u CtaGuIIbHOCTD. 3aKpbIThIE (JIaKOHBI CTAGUITb-
Hbl B TCUCHHUE 2 JIET NPy Temrepartype XxpaHeHus ot +2 1o +8°C. ITocie BCkpbITHs pea-
reHT crabuieH B TeueHue 30 aHelt npu Temneparype ot +2 10 +8°C. PesysbTaThl TECTA
BbIPAXKAIOTCA B CEKYHAAX ¢ TouHOCThIO 0,1 c.

22 500 22500

HaGop pearenTtos ans onpeseneHus TpoMOHHOBOrO BPEMEHH SX2MIL. TSl KOAryJioMeTpa
HTI TS-4000. Pearent npeaHasHaveH JUist onpeeieHus TpOMOHHOBOTO BpEMEHH B
nyiasme uesoseka. CoctaB: TpoMOUH peareHT CONEPKUT CBUHOM TpoMGuH (Mpubn3u-
TejibHoe conepkanne 10 NIH en/mon), Gbiumii ceiBopoTodHbIN anbbymuH 0.5%, a3uj Ha-
tpus 0.2%. XpaneHue u CTabuibHOCTb. 3aKpbIThIe (IAKOHBI CTAOUIIBHBI B TEYEHHE 2
JIeT npu Temneparype xpaneHus ot +2 10 +8°C. [Tociie BCKpbITHS peareHT cTabuiieH B
teyenne 30 anelt npu Temnepatype ot +2 10 +8°C. Pesynbrarthl TeCTa BhIPakKaroTCs B
CeKyHaax ¢ TouHocTbio 0,1 c.

HaGop pearenTos juis onpeneneHus coneprxanus puodpurorena TpomMGHH 6X2Mt., pe-
(epenchas nnasma 1x1mi., 6ydep nMunazonossiit 2x75mi. st koarysiomerpa HTI TS-
4000. HaGop peareHTOB npeaHa3HaueH JUIsl KOJIMUECTBEHHOTO ONPE/IENICH s COepIKa-
Hus pubpunorena B nnazme. COAEPXKAHME. TpomGun peareHt (s onpeaesieHus
(ubpunorena): cBuHoit TpoMGHH (MpubsusuTenbHoe coneprxkanne 100 NIH ex./mn),

< Obluuii coiBopoTOUHBIH anbOymun 0.5%, asun Hatpust 0.2%. Pedepencras miasma (s 78 400 78400
onpeneneHus pudpunorena): JinopunusnpoBarHas yesoBeyeckas LUTPATHAs MJ1a3Ma ¢
nobasneHuem Oydepos 1 crabunnzaropos (< 1%). Umuuasosossiit 6Gydep (IBS): Pac-
TBOp umKaasonosoro Oydepa, pH 7.35 £ 0.2, coneprxut 0.1% azuma HaTpusi. XpaHeHue
n CtabuabHOCTE. 3aKphIThie (DIAKOHBI CTAOMIIBHBI B TeUEHHE 2 JIET PH TeMIIeparype
Xpauenust ot +2 1o +8°C. Tlocsie BCKpbITHs peareHT crabusieH B Teuenne 30 aHeit npu
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temnepatype oT +2 10 +8°C. Pe3yabTaThl TeCTa BhIPaXKalOTCsl B M/ (1/i).

Kontponb | HaGop pearentoB 1x1mi. ans koarynomerpa HTI TS-4000. KonrposbHbie
niasMel pa3paboTaHbl JUisl IPOBEAEHHUs KOHTPOJIBHBIX TECTOB C LEJIbI0O MOHUTOPUHIA
Ka4yecTBa BBIMOJIHEHHs PyTHHHBIX KOAryJoJoruueckux uccienoBanunii Konrposs |

S NpeaHa3Ha4YeH Ui OLICHKHM TOUHOCTH ONpeeNIeHUsl TakuX napameTpos, kak 1B, AUTB, 17 600 17600
TT u pubpuHoreHa.. XpaHeHHe U CTaOUILHOCTb. 3aKpbITbie (PIAKOHBI CTAOUIILHBI B Te-
ueHue 2 JieT npu Temmnepatype xpaHenus ot +2 no +8°C. Ilocne passenenus riasma
crabusibHa B TeueHue 4 yacoB npu temnepatype 2 - 8°C.

KownTposnb 2 Habop pearentoB 1x1mi. s koarynomerpa HTI TS-4000. KonrponbHeie
nyia3Mbl pa3paboTaHbl Ui POBEAEHHUs KOHTPOJIbHBIX TECTOB C LEJIbI0 MOHUTOPHHIA
KauyecTBa BbIMOJIHEHHS PyTHHHBIX KOAryJI0J0rHueckux ucciaenoBanui Konrposn 2

6 NpeHa3HaueH /Ul OLEHKH TOYHOCTHU ONpeesIeHHs TakuX napamerpos, kak [1B, AUTB 17 600 17600
1 GpubpuHoreHa.. XpaHeHHe 1 CTAOMILHOCTb. 3aKpbIThIe (DIAKOHBI CTAOMUIILHLI B TEYE-
Hue 2 JIET Mpu Temneparype xpaHenust ot +2 no +8°C. [ociie pa3seneHus njiasma cra-
GuabHa B TeueHue 4 yacoB npu Temmnepatype 2 - 8°C.

[Tnaszma kannbpartop Habop pearentoB 1x1mu. ans koaryiaomerpa HTI TS-
4000.KannGposouHas ryiazma npeaHazHaueHa i MoCTPOeHUs KaTMOpPOBOYHBIX KPHBBIX
B KoaryJojoruieckux recrax. CocraB: Matepuai nojiy4ueH U3 4eJI0BEYECKOH M/1a3Mbl,

7 cojepxkauleit antukoaryssiut uutpara Hatpus (0,4%). PeareHT Takike conepKUT cTabu- 17 600 17600
nuzaropsl u 0ydepsl, robaieHHsle nepen nnodunusanmeit (<1,0%). Xpanenue u cra-
OWIILHOCTD. 3aKpBIThIN (h1aKOH XpaHUTh MPH TemmepaType oT + 2 10 + 8. [Tocse passe-
JieHust ny1a3ma ctabuiibHa B TeueHue 8 yacos mpu temneparype ot +2 o + 8°C.

8 Ilapuku cranbHble 1s koarynomerpa HTI TS-4000.ynakoske no 700 wr. 63 300 63300

9 Kiosera ans koarynomerpa HTI TS-4000. 1 ynakoska- 700 wr 132 000 132000

4, TeunaepHas KOMUCCHs OLHWIA U corocTaBuia TenjaepHsle 3asBku: TOO «Med-M» u npusHana cooTser-
cTByIOLIEH TpeOOBAHMSIM TEHAEPHON TOKYMEHTALUH;

5. Ha ocHoBanuu noamnynkra 2 nynkra 84 IlpaBui TeHaepHas KOMUCCHS, peluuia IIPU3HATh TEHJIEp 110 3a-
Kyry MeAMLMHCKON TeXHUKHM 10 Jiotam Nel, 2,3, 4, 5,6, 7, 8,9 He cOCTOSBIIMMCS (IIPEJICTABIEHO MEHEE [ABYX
TEH/ICPHBIX 3asBOK);

6. Cornacuo nyukra 124 [IpaBui mopsiika OCyIIECTBICHHUS 3aKyIIOK C10COOOM U3 OJJHOI0 UCTOYHH-
Ka HAIpaBUTh MPUIJIALLIEHUE B YCTAHOBJICHHBIH CPOK:

- TOO «Med-M» - ot Nel, 2, 3 6,7,8,9
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[Ipencenarenb KOMUCCHH Hiocenos A.K.

YneHbl KOMUCCHH [Tepenenxun A.K.

Masnkos O.A.

Cekperapb KOMUCCHU: /% CamamberoBa A.Y.



