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C19072271/1
Ceprupurar anania

TPEM®EA
Koa npoaykra ; 417151 Jlara npouzeozncTea: nwoas 2019 r
Hosmep cepun | JGS2F.AC JlaTa HCTEHSHHA CPOKa FOAHOCTH: aioHbL 2021 r
ID-cepun; JGS5502 Baka: 0020702773
Hmnoprhpytouias ctpasa  Pocens Komueerso: 299 mir

Henwrtanne Crieundrxainy Pesvasrars

Buetnuit R nepBHYHOR YHAKOBKH CoorpeteTBHe TPeBOBAHHAM K Cootsercrayer
CTAHAAPRTY NEPBHYHON YIAROBKY
Hsetnoctn
Crangapt KOPHYHEBOTO 1BCTA becusernsiit unu <=BS <=B3
CranaapT XeATO-KOPHYHEBOTO LBETA Becusernbiii vnm <=BYS <=BYS
Craupapr mxejToro usera becugernst nin <=Y35 =Y5
pH 54-6,1 5,8
OcMonansHoCTh 320 mOcm/xr - 370 mOcmir 345 mOes/kr
[Mpoapaunocts <= 9,0 NTU (sedeaomerpuycckasn 4,8 NTU
CAMHHLUA MYTHOCTH)
Mexannueckne BRIKOYEHHS
Bummmeie Mexanudeckue BOIOYEHHI He coneput BRANMBIX CootseTcinyer

MEXAHHYECKHX BRIIOYESHHH
Braumsie nomynpospastisie no MDI <= 2,5 vacTHu /M
MEXaHUYECKHE BKITIOYEHHS
Hesunumpie >=10 mrnm

Hesuansmste >=25 Mrm

0,0 yacThit /ma

<= 6000 nacrmiy /daaron
<= 600 uactiu /daakon

54 vacrun /ihnaxon
1 yacTuua /naxon

TonucopBar 80 0.04 % {maccalobves) - 0,06 % 0,05 % {maccalodrem)
(maccalobren)

Hasnekaemubiii 00nem 1LOMa - 11 s 1.0 s
Crioco0HOCTb K CKOABKEHHIO

Yeuane Casura nopuiHs <=6,0H 42 H

Yeisme xona nopims <=150H 79H
HoamusocTs ¢ noMoso 401-6i0T HoarsepaaeHue HOATHHHOCTH CoorBercTByer
aHanHia npenapara ['yeeankymab
Haodiopatbt

Kamunnaproe usoanektpuyeckoe 21 % - 34 % 29%

hoxycnposanue (KUID) ~cymma
KHCITOTHBIX TIHKOB

O — s —
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kM@ - rnasewii nuk
kU3 - cymma ocHOBHBIX NHKOB
kKH2® — orcyTeTBHE HOBBIX THKOD

63% - 753%
<=5,0%
Hoebie nugw > = 2,0% no
CPaBHEHHIO CO CTAHAAPTHBIM
0bpaIUOM OTCYTCTRYIOT
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C19072271/1
__Ceprudrrary anaansa
T TPEM®ES!
Koa npoaykra : 417151 Jlata nponisoacrsa: nioae 2019 ¢
Howmep cepun JGS2F.AC Jlata weTeqaeHus CpoKa roaHOCTH: itionk 2021 r
1D-cepun: JGS5502 3akas: 0020702773
Hmnoprupyiomas ctpasa Pocenn Konuueerso: 299
Kanunaspssiit anextpodopes B
Aoaeumncynpdare HaTpus
(BOCCTAHABAMBAIOILHE YCITORHS)
Yucrora % =97,0% 97.9%
Hogste nuxy Hossie nuku >0,4% no cparpenino Cooteercrayer
€O CTAHAAPTHBIM 00pasLiom
OTCYTCTBYIOT
Kanusnspusiit anexrpodopes » '
AoneuuncynngaTe HATPHA
{HeBoCcTAHABNUBAIOILHE YCAOBHA)
Yucrora % >=95,5% 97.0%
OtcyTeTBHE HOBBIX BHKOB Hossie mugy >0,4% no cpasmenino Coorsercryver
CO CTAHZAPTHEIM 00PAZLIOM
OTCVTCTBYVIOT
/lByBoHOBAs KRCKMO3HONHAs BDX
Mouomep % >=98,1 % 98,9 %
Arperatsl % <=1.5% L1%
O6umit Genok ¢ nomowsio A280 90 amr/va - 110 mr/sia 99 mr/aa
AKTHBHOCTb

U208 cneunduvieckas akTHsHOCTS 80 % -123 % 106 %
{AKTHBHOCTD 110 CPABHEHUIY CO
CTAHAAPTHBIM 00pa3UOM)
IHAOTOKCHHEL <=0,29 ED/ur Geaxa 0,01 ED/wr

Oesnka

MHKpoGHOAOrHYECKaT YHCTOTA
CrepiinHocTs

OreyTeraue pocra

Busyansusie gedextol / PyHKUHOHATLHOCTD

Hronbuatutit KoXyX BBIXOAWT 32 pensist
HIJIbT W (PUKCHPYETCH NOCAE HCNOLI0BAHNS

3atuTa Hrabl pacluMpena n
3a810KHpOBaHa

Coorserciayer

Cooreetcraver

TPEM®EH 1X100MI" USAFEPL..
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Ceprudurar avannia
TPEMOES] T T o
Kog npoaykra : 417151 Hara npoussogcrsa: utons 2019 ¢
Homep cepin ; JGS2F.AC Jara ucreuenns cpoKa roaocTH: wionnh 2021 ¢
ID-cepuu: JGS5502 3akaz: 0020702773
Humnoprupyionas erpana  Pocenst Koauueereo: 299 wrr
Hudopmanus

3akmonenne: Coorpercrayer Tpebopanuum

Oryer cneundmranmn: DS-SPE-33261 (1.0)
Oruet cneundrrauun: DS-SPE-23782 (4.0)

Tun ynakosks: wmnpuig

Homep perncrpaunonsoro yaocrosepemis: JIT1-005686

Homep sHueH3MM Ha IPOM3BOACTEO 1 CepTHOUKAT COOTBETCTRAA TpefopanHam HateKaweH
MpoHIBOACTRCHHON npaktiks Ne 504517 u 19-0195

Onucansue gopmyast: rycenskymal; L-ructimmu-HCl vonoruapar, L-ruetiams; caxapoza; noancopbar
80; mona 1A HIbeRIM

Mecto aonoanuTensHbix uenbrranni: « Tu-TTu-Ju Jesesonsenr Aitpaans JITI», 3aanue C,
Iappukactit Buanec & Teknonomkn [apk, Araon, Ko. Yacrvir, Hpaanaus., osep muuenaun: LO32

HacToawum moaraepikaacy, 4To npyBeaesHas sbite HHOOPMALHS TBIRETCA NOCTOBEPHOMN M TOMHOH,

Jlanxas cepus NPOAYKUMH MIrOTOR/EHA, BKITIIOUAR YIIAKOBKY/ MRPKHPOBKY H KOHTPOb KAYECTRA HA
BBILUEYTIOMAHYTHIX NPOHIBOICTBEHHBIX YHACTKAX B MONHOM COOTBETCTBHH ¢ TPeBOBAHHAMIE HA UICHH el
MPOHIBO/ICTBEHRON NPAKTHKY MECTHOTO PEryHPYIONLErO OPraHa i CNeUHGHKAUHAMH B
PErHCTPAMOHHOM YIOCTOBEPEHUH CTPAHLI-HMITOPTEDA.

[Nporokonnt o npou3BOACTBE, YNAKOBKS H AHAMIIE cepuii ObiH PACCMOTPEHBE H NIPH3HAKBI
COOTBETCTBYOWMME TPEOOBAHMAM HALTRAALISH NPOHIROACTBEHHON NPAKTHKH.

Hactosuuii ceprudurar anamna Gun cosnan 24 cenrabpa 2019 roaa, 8 15:28 (Lenrpainsio-
Esponelickoe Bpems)  moAnMcan ynoaHoMoueHHsIM A1uoM Bonsdranrom Do ¢ NOMOUIBIY
eKTPOHHOK noamack 24 certadpa 2019 roaa. Januuiit cepruusar coszan ¢ noMotsto
Ba/MAMpPOBaHHOH cHETeMbL ynpaanetna nabopatopuofi uH(popMaumeii 4 noyromy He Tpebyer
cobeTReHHOPYHOH NOAMHCH.
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