IIporokox utoros tenaepa Ne 38 k 06bsiBIeHMIO Ne 8 110 3aKyITy MeUIIUHCKUX
u3zienui (peareHTsl Ha koarynometp HTI TS-4000) ra 2021 rox
crioco0oM IpOBeIeHUsI TEHIEpa.

r. [lerponasnoBck

1. TennepHast KOMHUCCHS B COCTaBe:

05.04. 2021 rona

Miocenos A.K. — 3amecTHTeNb TIIABHOTO Bpaya 10 SKOHOMHUYECKHM BOIIpOCaM, IIpeJceaareilb TeH-
JIEPHOM KOMHUCCHH;

YneHbl KOMHCCHU:
Iepeneaxun I1.B. — ropucr

Mauikos O.A. — 06:1acTHO# KOOPMHATOP M0 JIEKAPCTBEHHOMY 00ECIICUEHHIO
AxmeroBa P.T. - crapiuuii 1abopaHr, 4wieH TeHAEPHOK KOMHUCCHH
AbapaxueBa A.A. - pyKOBOJHUTENb OT/IENA TOCYIAPCTBEHHBIX 3aKyIIOK

Cexperapb KOMHCCHH:
®omuuena A.H. — crermanuct 1o rocyjapcTBeHHBIM

Cymwma, BbIenenHas st 3akyna — 3 073 100,00 Tenre.

3aKynKaMm.

2. TeH,uepHy}o 3asBKY Ha y4acTHUE B TCHACPE NMpeACTaBUIU CJIEAYIOUIHE MOTCHIHAIbHBIC MMOCTABIIMKHU:

Ne HaumeHoBaHuKe mocTaBiyka Anpec Jata u Bpems
n/n [IPeACTaBJICHHS
1 | TOO «Med-My 24 [Terponasnosck, yi. U.Banuxanosa, 7 opuc 301()13391 r.

3.Tabnuua UeHOBBIX MPE/IOKEHHH OTEHIHATIBHBIX [IOCTABIIMKOB 110 JIOTY NPH/IATaeTes:
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TOO «Med-M»

HaGop pearenToB s onpeaenenus npoTpoMOKHOBOTO BpeMEHHU
5x2mu. st koarynomerpa HT1 TS-4000. Pearent ucnons3yeres 1is
onpezeneHus npoTpoMOuHOBOro BpeMeHu (I1B) u a1s onpeneneHus
aktuBHOCTH (aktopos II, V, VII u X. Cocras:I1B pearent: pekom6u-
HAHTHBIH 4YeI0BEYECKU TpoMOOIIACTHH, GBIYHI CHIBOPOTOYHBIH
tpomGonnactuu 0.5%, kanbims xiaopua 0.015 M, asux uatpus 0.2%.
Xpanenue u CrabuIbHOCTb. B 3akpbIToM (iiakoHe XpaHHTB PH TeM-
nepatype ot + 2 110 + 8°C. CTaGuIbHOCTB 10 BCKPBITHS (hiakoHa: 2
roja npu remneparype ot + 2 10 + 8°C. CTaGuIbHOCTB 110C/IE BCKPbI-
tist: 30 qHedt npu Temnepatype ot + 2 10 +8°C. Pe3ynbTaThl BpeMeHH
00pa3oBaHus CryCTKa MPEACTABISIOTCS 1Isl KaKI0H MPOBHI ¢ TOUHO-
crbi0 210 0,1 cexynmpl. Pe3ynbTarsl Tecta Tak xe MOryT GbITh Npe/-
CTaBJICHbI B % OT HOPMBI, B IPOTPOMOIHOBOM oTHOeHuu (I10) 1w
B MeskayHapoaHom HopmanbHoM otHowennu (MHO). Tlocse mpose-
JIeHHS aHAIM3a HEOOXOAMMbIE HAOOPEI PEareHTOB KOHTPOJIS B TOM
unciie: Konrposs 1 na6op pearentos 1x1mi1.,Konrposns 2 HaGop pea-
FeHTOB IX1MJI. KOTOpBIE NOJKHEI GBITH OIHOTO NPOM3BOIHTEIIS.

18 900

18 900

HaGop peareHToB Ju1st onpeznesnenus akTHBUPOBAHHOTO YaCTHYHOTO
TPOMOOTIIACTHHHOTO BPEMEHH SX2MIL.+ KaJlbUKs XJIOPHA SX2MJL. Jist
koarynomerpa HTI TS-4000. Pearent npeanaszuauen ais onpeaencHus
AKTHBMPOBAHHOI'O YaCTHYHOIO TPOMOOIIACTHHOBOIO BPEMEHH, a TaK-
e Juist npoBeAeHHs Apyrux AUTB-TecToB ¢ HCHo/Ib30BaHHEM aKTHBA-
Topa 3u1aroBoii kuciotel. Cocras: AUTB pearent: 0.1% smnaroBoi
Kkucn0Tel, 0.1% Obrauit coiBopoTounbii ansGymu, 0.1% asun HaTpus u
0.2% pocdonununsr. Kanbuus xnopuz (0,025M). Xpanenue u Cra-
OHMIBHOCTD. 3aKphIThIe (1AKOHEI CTAGUIIBHBI B TeYeHHe 2 JIET IPH TeM-
neparype xpaHenus ot +2 10 +8°C. ITociie BCKpBITHS peareHT cTabu-
neH B Teyenne 30 aueit npu remneparype ot +2 10 +8°C. PesynbraTsi
TECTa BLIPAXKAIOTCS B CEKYHIaX ¢ ToYHOCTHIO 0,1 ¢. [Tocre nposeneHus
aHaJn3a He0OX0AMMBbIE HAGOPHI PEAreHTOB KOHTPOJIS B TOM YHCIIE:
Koutposs 1 nabop pearentos 1x1mi1.,Koutposs 2 HaGop peareHTos
IXIMJI. KOTOPBIE JOJDKHBI GBITH OJHOTO IPOM3BOLHUTEIS.

20300

20300

HaGop peareHToB st onpesneneHus TpoMGMHOBOrO BPEMEHU SX2MII.
A koarynomerpa HTI TS-4000. Pearent npeanasHaden as onpee-
JICHHs TPOMOMHOBOTO BpeMeHH B ruiasme uesnoseka. Cocras: TpomOuH
PEAareHT COACPKMUT CBUHOM TPOMOUMH (MPUOIN3HUTEIIBHOE COAEPKAHUE

28 700

10 NIH ea/mn), Gbiumii chiBoporounbiii ansGymun 0.5%, a3un Hatpus

e



0.2%. Xpanenne u CTaGHILHOCTD. 3aKpEIThIE ()IIAKOHBI CTAGHIIBHEL B
TeueHHe 2 JIeT NPH TeMIepaType XpaHeHus ot +2 10 +8°C. oce
BCKPEITHS peareHT cTabuien B Teuenue 30 aneit npu TEMIIEpaType oT
+2 10 +8°C. Pe3ynbTarhl TecTa BRIpaX)aroTCs B CEKYH/IaX C TOYHOCTBIO
0,1 c. IMocne mpoBenenus ananu3a Heo6XoTUMBIE HabopBI peareHToB
KOHTpOJIA B ToM uncite: Kontposs 1 HaGop pearentos
Ix1m.,Konrposis 2 HaGop pearenros 1x1mi. KOTOpEIE J0JKHBI OBITH
OJIHOTO POU3BOAUTENS.

Habop pearentos as onpenenenns cozxeprkanus GpuGpunorena Tpom-
OuH 6x2m11., pedepencras miasma 1x1mo., Oydep nmuazonosIit
2x75mn. anst koarynomerpa HTI TS-4000. HaGop pearenros npeaua-
SHA"CH 21t KOJIMYECTBEHHOTO ONPE/ENEHHs CoiepkaHKs GUOPHHOTe-
Ha B iasme. COJIEPXKAHME. Tpom6un pearent (s OIIpeeNICHHs
(uGpunorena): ceunol TpOMGHH (npubnusurensHoe conepxanne 100
NIH ex./mi), Gbruuit CBIBOPOTOYHBII ansOymun 0.5%, a3uz Harpus
0.2%. Pepepencras nnasma (mis onpenenenus GpudprHorena): Jino-
4 (uM3HpOBaHHas YesoBeYecKas HTPATHAS M1a3Ma ¢ 0GaBICHHeM
Oydepos u craGuimzaropos (< 1%). UMU1a3010BBbI Oydep (IBS):
PacrBop nmunasonosoro Gydepa, pH 7.35 + 0.2, cozepxkut 0.1% asu-
Aa narpust. Xpanenne u CTaGHIBHOCTB. 3aKphIThIE (iakoHEI cTabuib-
Hbl B TEUCHUE 2 JIET NIPU TEMIIEPAType XpaHeHus ot +2 110 +8°C. [To-
CJIE BCKPBITHA peareHT cTaGuiieH B Teyenue 30 aHeit npu Temmeparype
ot +2 110 +8°C. Pe3yJibTaTsl TecTa BHIPAKAIOTCS B MI/IUT (r/n). TTocne
TpOBE/ICHHS aHANN3a HEOOXOAMMBIE HAGOPHI PEAreHTOB KOHTPOJIS B
ToM uncie: Konrposs 1 HaGop peareHToB 1x1mi.,Konrposns 2 na6op
PeareHToB 1X1MJ1. KOTOpbIE J0/KHBI GbITh OJHOTO NIPOU3BOAMTE]S.

71100 71 100

Kontposs 1 HaGop pearentos 1x1mi. ais koarynomerpa HTI TS-
4000. KonTposbHbie M1a3smbl paspaGoTansl s NIPOBEJICHUSI KOH-~
TPOJILHBIX TECTOB C LEBI0 MOHUTOPHHIA KaY€CTBA BHILIOJHEHHS Y-
THHHBIX KOAryJ10JI0ru4eckux uccienosannit Konrposs 1 npeanasta-
5 HCH LISl OLCHKH TOYHOCTH ONPEACTIEHHUs TaKUX 1apameTpoB, Kak 1B, 16 700 16 700
AUTB, TT u ¢puGpuHorena.. XpaHeHHE U CTAGHILHOCTD. 3aKkpbIThIE
(pr1akoHbI CTaGHIIBHEI B TeYeHUe 2 NeT NpH TEMIIEPaType XpaHEHHS OT
+2 110 +8°C. Tlocne pa3Besenus nasma craGuibHA B TeUeHue 4 4acos
npu Temneparype 2 - 8°C.

Kowntposis 2 Habop pearentos 1x1mii. ais koarynomerpa HTI TS-
4000. KoHTposbHbIe M1a3mMbl paspaGoTaHbl s [IPOBEICHHUS KOH-
TPOJIBHBIX TECTOB € LE/bI0 MOHUTOPHHIA KAY€CTBA BBIIONHEHHS Y-
THHHBIX KOAryJ0JIOru4eckux uccnenosanuit Kourposs 2 npeanasua-
6 HCH JUI OLICHKH TOYHOCTH ONPE/E/ICHUS TAKHX IapameTpoB, Kak [1B, 16 700 16 700
AYTB u Qubpunorena.. XpaHeHue 1 crabuILHOCTD, 3axpsIThIe (ia-
KOHBI CTaGHIBHbI B TEYEHHE 2 JIET IPH TEMIEPAType XPAHEHUS OT +2
1o +8°C. ITocne pasBenenus nnasma craGuibHa B TeueHue 4 yacop
npu Temneparype 2 - 8°C.

[Tnasma kanubparop naGop pearentos 1x1mi1. s koarynomerpa HTI
TS-4000.KamiGposounas nmiasma NpeAHA3HAYEHa [/ TOCTPOCHHUS
KaTMOPOBOYHBIX KPUBBIX B KOAr'YJI0JIOrHYecKHX TecTax. Coctas: Ma-
TCpHAI NOJIYHeH U3 Y€I0BEHECKOH I/1a3MBI, CONEpIKALIEH aHTHKOAry-
AHT uMtpara Harpust (0,4%). PeareHT Takke COnepKHT CTaGHIM3ATO-
7 puI 1 Gydepsi, noGaBneHHbIe nepes MHopHIM3ALKEH (<1,0%). Xpane-
HHE 1 CTaOUIILHOCTD. 3aKPHITIH ()JIAKOH XPAHHTB TpH TeMIeparype ot
+2 z10 + 8. Tlocse passenenus rnasma craGuIbHA B TeUeHMe 8 4acoB
npu Temniepatype ot +2 1o + 8°C. [Nocne npoBeaeHns ananu3a Heo6-
XOJMMbI€ HAGOPBI PEAreHTOB KOHTPOJIS B TOM YHCIIE: Konrposs 1
Habop pearentos 1x1mi1.,Konrposs 2 Habop peareHTOB 1x1Mmi1. KOTO-
PBIE MO0JIKHbI ObIT OTHOTO POU3BOIUTENS.

15 800 15800

IIapuku cranbHble 18 koarynomerpa HTI TS-4000.ynakosxke o 700
wrr. lapuku ns pukcauuu Bpemenu olGpa3oBaHus crycrka. Hasnaue-
8 Hue: Merons3yrores 1ist Onpeiesiennst CBepThIBAEMOCTH KPOBH B aHa-
Jmu3arope. Marepuan usrorossenus: meraun. Bec mapuka: 55 mr.
Pasmep mapuk (muamerp): 0,24 cm. Konuyectso LITYK B YIAKOBKE:
700 .

52 000 52 000

Kiosera a1s koarynomerpa HTI TS-4000. Hasnauenue: EMKOCTE st
M3MCPCHHUSI CBEPTBIBAEGMOCTH KPOBH. Marepual U3rOTOBICHHS: T1/1a-

9 cruk. Bec kioBetsl: 2,94 r. By KIOBET: coeMHeHs! 110 4 WTYKH
Pasmepel G1oka kioBer (Bbicota * qinHa * mwuprHa): 30 * 65 * 16 mm.
JlvneiiHble pasMepsl TYEHKH KIOBETHI (mHa * wmpuna): 12 *¥12 mm.
Konmnuecto wryk B ynakoske: 700 .

120 000 120 000

4. TenepHast KOMHCCHS OLIEHHJIA M COMOCTABHIIA TCHACPHBIC 3asBKH: TOO «Med-M» 1 npusHaia
COOTBETCTBYIONIEH TPEOOBaHMSIM TeHAEPHOM JOKYMEHTALIMH;
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5. Ha ocHoBanuu noamysxra 2 nyHkTa 84 IlpaBui TenmepHas KOMHCCHS, peIIUiIa IPU3HATh TeHep
110 3aKyITy MEAUIUHCKUX U3IeIUi 1o toTam No 1,2,3,4,5,6,7,8,9 He cocTogBIIMMCS (mpeacrasieHo mMeHee
ABYX TEHJIEPHBIX 3asIBOK);
- TOO «Med-M»;
6. CornacHo mynkra 124 IIpaBun mopsinka ocymectsiaenms 3aKyIOK CII0COO0M M3 OJHOTO HCTOY-
HHKa HallpaBUTh NPHUTJIAIICHUE B YCTAHOBJIEHHbIH CpOK:
- TOO «Med-M» - ot Ne 1,2,3,4,5,6,7,8,9.

IIpencenarens komuccuu Mrocernos A K.

YneHs! koMuceuu I[Tepenenkun A K.
Masnkos O.A.
Abnpaxuesa A.A.
Axmerosa P.T.

Cekperapb KOMHCCHH: ®omuyesa A H.




