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AEKJIAPALIUSI O COOTBETCTBHUH

AEKJIAPAHT, IPRHUMAIOOIAN AEKJIAPAITHIO O COOTBETCTBHH

Q00 "McCx Dapmaceromyxang”

Csedenun o Pezucmpayuu opzanwsayuy: Mesicpaiionnan urcnexyur Pedepanvioii naro20a0 cmwiclur A 46 no
2 Mockee 20.11,2008, OTpH 3087746440843, dama Apuceoenus OFPH 20.11.2008.

Adpee: 119049, 2 Mocxea, yalllabonosxa, .10, Kopn. 2. Tenecpon:8 (495) 916-71-00

B auye: Ienepansno Oupeimop Axap Mapaan

Hosepennoe quyo: Cmansnodi 7.8, dosepennocime No 77/659-n/7 7-2019-4-873 om 16.04.2019 2,

Aexapemeennoe cpedcmao, 3epbarca®, nopowok dar npuzomoenenun ROHlfeHmpama 018 npuzomoeneius
pacmeopa dns undbysui 1000 ma+500 M2, (haakomnw (10), navwu xapmounsie, PY Ne JIIT-005085 om 28.09. 2018
(Qama samenw PY 06,1 2.2018) ewdano OO0 "MCH Papmacviomuranc “, cepusn 5023306, napmus 470 ynarosox,
20den oo 14,07,202], npoussodcmen Cmepu-Dapma JIUTC, CLiA, Steri-Pharma LLC, 429 8. West Street,
Syracuse, NY 13202, US4,/ JNaopamaopuy Mepx Llapn u Joym-Liu6pe, Ppanyus, Laboratoives Merck Sharp &
Dohme-Chibret, Route ce Marsat, Riom, 63963 Clermonr-Ferrand Cedex 9, France, ko OKIIO2 21.20.10.1 91,
xod TH B3 3004200002, Kxoxmpaxm Ne 001772011 om 15.04.201 !, unaoiic No 90429248 (F8) om 11.09.2019

COOTBETCTBYET TPEBOBAHUSIM
JIT-005085-280918 wsm. No]

JAEKJIAPAIUST PHHATA HA OCHOBAHUU
RpomoKon ucnvimanuii Ne 16025 om 25. 10.2019 HII 000 HI "®APMOBOPOHA ", ammecmam
axxpedumeayuy POCC RU.0001.2] DJI40, Cepmughuxam POC C FRDMI5.C88820 om 28,1 0.2019

AATA IPHEATHS AEKJIAPAITHHU 28.10.2019
HEK ALAL AEACTBUTEL 072021

Cranenol /1.B.
TOATTHC O.HO

CBEJIEHMS O PEI UCTPALIN

OPTAH 110 CEPTHOMKALIHHY, SAPETUCTPUPOBABIIHH JEKIAPAITHIO
POCC RU.0001.119M15 OPTAR IT0 CEPTHOHKALIHH IPOLYKIIHH OFLECTBO C
ONPAHHYERHON OTBETCTBEHHOCTS10 "OKPYIKHON LIEHTP KOHTPOJIA KAYECTBA",

b s

aopec opzanuzayuy; 115280, 2 Mockea, yi. Maemeproea, 9. 4 am. I, nom. I kam, 1., adpec opzana no
cepmuurayuu: 143581, Mocxoacran obnacms, Hempunexuti patiow, dep. Jlewroso, o, 248, emp. |, mep.;
(493)640-96-69, (493)787-92-78 seb-caiim: OYKK.pep.

A RA 10 COOTBETCTBHH 3APETUCTPHPO BAHA M POCC RU J-FR, BMI5.A.26164/19
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CUCTEMA CEPTHOUKAILMH rocT P
 OEIEPAIBHOE ATEHTCTBO [0 TEXHHYECKOMY Pﬁmupomrmm " ME’I‘POJIOI‘IIPI

- CEPTUDUKAT COOTBETCTBW}I

N2 POGC FR.OM15.C88520

Cpok AefiCTBHS € 28102019 HE: e

~-OPFAH 1O CEPTHOUKALIMY

POGC RU 0001.1FPMIS OPFAH ITO CEPT HOHKA UHH TTPOLYKLHH OEII.{EC‘T BOC OFPAHPI‘IEHHOFT
OTBETCTBEHHOCTBIO "OKPYKHON LIEHTP KOHTPOIIA KAYECTBA", adpec opeanusayuu: 115280, 2.
‘Mocxed, yn. Macmepkosa, 0. 4, om. 5, nom, 1, xam. 1., adpec opaana no cepmucpusayuu: 143581, Mockoacras otn.,
Hempuicxudi pation, dep. Jeuixoeo, 3. 248, conp, 1, men.: (495)640-96-69, (495)787-92-78

.HPOAVKHI’ISI.

Hampcmmuoa cpedeneo: Jepbaxca®, Nopowiox AiA NPUOMOGAERUR KOHYENMPama ons KOA dK 0342014
HPUZOMOBHENUR PACMEOPA QIR UKy H?OO Mz+300 Mz, q‘maxmm (10}, navxu Kapmounsie, (KITEC 2008) (OKTII2):
; @apuacwmmmc '

cepin 8023306, napmun 470 yraxoaok, zoden J0.14.07,2021,
xormpaxm Ne 001772011 om 15.04. 2011, wnaotic Ne 00429248 (F8) om 11,09.2019

COOTBE’ICTBYET TPEBOBAHHUSM HOPMATHBHBIX AOKYMEHTOB
LJTT-005085-280918 uam. Nel koA TH B3A
V 3004200002

_I’l;:il' OTOBUTEAD
Cmepw@ap&m JUIC, Steri-Pharma LLC, 429 S, West Street, Syracuse, NY 13202, USA, CLUA / TaGapamopvn Mepx Lilapn u
Haym-LliuGpe, Laboratoires Merck Sharp & Dohme-Chibrer, Rouw de Marsat, Riom, 3963 Clermont-Ferrand C'edex B

© France, @pawyun ;
CEPTUDUKAT BBIAAH
‘OOG MO Papmdcsomuraic”, HHH: 77067015 93, adpec: 119049, & Mocrea. yn.[llaBonosxa, 0.10, kepn. 2. Teaedhon:8
(495) 916-71-00 '

HA OCHOBAHHUHU
© cepmudhuxam awanusa npoussodumenn om 01.08.201 9 npomoxan ucnvimanic No 16024 om 25.10.2019 HT 000 Bl
- "PAPMOEOPOHA", ammecmam axxpedumayuy POCC RU.0001.21DJT40
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CEPTUD®UKAT CEPUMN

CEPTUOUKAT AHANKUIAI/COOTBETCTBUA

NaBoparopuu Mepk LLapn u Joym-LUnGpe

Route de Marsat Riem 83963
Clermont-Ferrand cedex 8, dpantus

PacTEOpe HATPHUA XA0pHAa
{ceryHab!)

Homep cepuu: 8023308 YraepxneHo
Homep npogykra Gank  SP1538 Opotpeno
Marepuan: 1039830 WMan-MuweneBuaans 0l-asrycra-2019 09:10:00 EST
-Homep-npogysra 4291
Haseauwe npenapata:  3epGakca 1r/0.5r 10X20Mn | InexTpornan noanKch
o ‘ thnakoHsl Poccua
Aara npeussogerea 14-aHBapn-2019
Togen 14-07-2021 YTBepIeHo oS PYKOBOACTROM HCIOMHHTETBHOTD
IMpexTopa onepaiiid KauecTsa/ KB HQHMIHPOBAIIOIO
cnetmanieta Neprant Xapacor, HB Opraton, Oce,
Hisnepnartast
NMpowen/
XapakTepucTHKa Crneundukayns Pesynetat He
npowen
Onvcanve Ot Benoro A0 WeATOBaTOrO NOPOLKa, Cootsetcreyer powen
CoAepalleroea B rpospadHoOM CTEKNRHHOM
dnakore, meTanimueckoi niombe u cepoit
npobke ¢ GUoNeTOBON OTKUAHON KDBILLIKOH,
OpnHopogrocTs copepikanuna  CoortaeTcTayer CooTeetctayer Mpowen
NoannnHocTe: Lledronosata Bpems yaepwusanua nuka LledranosaHa s Coorsetctayer [Mpowen
(B3IXX) Xpomatorpammax obpasua cooTBaTCTRYET
CTaHAAPTHOMY NHUKY Ha XpaomaTorpamme,
MoanuuHocTe: ledronosana  Yd-cnexTp nuka obpasua lledronosara CooTsercrayer lpowen
(Y®-cnexrp) COQTBRTCTBYET CTaHAaPTHOMY MKy
Ledronosana
MoganHHocTh: TasoBakrama  Bpema yaepwusaHua nuxa TasoBakrama 8 Coorserctayer Mpowen
{BIHKX) Xpomarorpammax obpasua ccotsercrayeT
CTaHAAPTHOMY MMKY Ha XpomaTorpamme,
MoanmrHocTs: Tazobaktama  YP-cnekTp nuka obpasya Liedronosana CocTsercrayet [lpouwen
(Yb-crekrp) COOTBETCTBYET CTaHAAPTHOMY MUKY
Uedronosana
pH 5.0 807.0 55 Mpowen
HomyecTeaHHoe 92.0 % po 105.0% 3aneneHHoe KOAUYECTEO = 103.2% Mpoten
TS ARe AeneRnes Ledr onosan TO0 T S R T
KonuuecrsenHoe 92.0 % no 105.0% 3assneHHOe KONMHECTBO = 98.1 % Mpowen
onpenenenme: TasoBakram 500 mr
User pacrsopa Makeumym, cebtixa Y2 CooTreercrayer lMpowen
Copepianne pacteopa 8 0,9% Cootsercrayer CooTaercrayer [Mpowen
pPacTBOPE HAaTPUA XADPUAa
Cogepmarne pacTeopa 8 Boge CoOTBETCTBYET Mpowen
Sucrora (% Maowaam) Murumym 95.5% Maowagu Mpowen
Cosepanne pacteopa 8 0,9% Makcumym 120 CEKRYHD, Mpoiwen
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CEPTUDUKAT AH

CEPTUOUKAT CEPUM

AHM3A/COOTBETCTBHH

NaGoparopuu Mepk Wapn un Aoym-lLkGoe

Route de Marsat Riom 63963
Clermont-Ferrand cedex 9, dpanyus
HoMep cepuu: 8023306 Yreepwgeno
Homep npoayxra Gank SP1538 Opo6peno
Marepuan; 1038830 Han-MuwensBugans Ol-asrycra-2019 09:10:00 EST
Homep npoaykra 4291

3epbakca 1r/0.5r 10%20mn
thnakons Poceus

14-ausapa-2019

Hassauue fnpenapara:;

Oara Npoussoacrea

Fo HeH 14-07-2021 Yrvepucieno 1O PYKOBOACTROM HCTIOJIHHT IR HoT0

AHpeKTODa oneparnt kavecrna/ KBTHGHUMPODaIHOTD

crerptueta lepran Xapneor, HB Oprazoy, Oce,

Huzepnamn
Cogepmanne pacTeopa B Boge Mawxcumym 120 CeKYHA 54 ¢ MNpowen
(cexyrani)
Mpumecs; CB-607,341 (Mux 1) Makenmym 1.4 % 0.5% Mpowen
Mprumecs: CB-607,256 (Muk 2c) Markcumym 0.25 9% 0.07% Mpowen
Mpumecs: CB-607,355 (Muk 5) Makcumym 0.55 9 0.16 % Mpowen
Mpumecs: CB-604,629 (Muxk 7) Makcumym 2.1 % 0.5% Mpowen
Mpumecs: CB-604,235 ([uk 9} Makeumym 0.65 % 0.11% Mpowen
Mpumecs: A TasoBoKTama Makcrmym 1.0 % 0.1% Mpowen
Mprmece: Eaunmunan Makcumym 0.10% 0.06 % Mpowen
HeUneHTUdUUMpoBaHHag
pumMecs
Mpumecs: Cymma scex Makcumym 4,5% 1.8% Mpowen
npumeced
Boga Makeumym 3,5% 15% Mpowean
bakTepuansuble IHAOCTOKCHHMBI Makeumym 0,05 EU/mr Coorsercrayer Mpowen
MexaHudeckue srnioyan ua Hactiups: 2 10 mrm 1775 vactuy Mpowen
{PPV 2 10 mkm) - HIAC Makcumym 6000 (Crawg,

Amep.Q)apM./Esp.QJapM.)

Mexanuyeckue BKAOYEHMA Hacruuer 2 25 mrm 113 yacruya Mpowen

(PPV 225 MKM) - HIAC

AnekTpouHas neanucs

Makeumym 600 {Crana,

Amep.Papm,/E Bp.®apm.)

CrepunbHoceTs Hukakux npusHakos MmpoESHg’r,Q;Qgg;g‘a}' Coorsercrayer nPf?}f‘_‘?f‘,,,
m%mm&mumwzm i m NL“\:’ T -f‘j po ey

Kayecrsa &

Bpemsa sHe XONnogmMasHo M Cootsercrayer ! MNpowen

Kamepsi .
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CEPTUOUKAT CEPUHU

CEPTMOUKAT AHANM3IA/COOTBETCTBUS
Naboparopu Mepk Wapn n Loym-Wubps
Route de Marsat Riom 63963
Clermont-Ferrand cedex 9, ®paHyua

Homep cepuu: $023308
Homep npoaykra 6ank  SP1538
Marepuan: 1039930
- Homep npoaykra 4201 -+ e

Hassanue npenapara: Jepbarca 1r/0.5r 10x20
chnakon Poccun

Aara nponasogcrea 14-ansapa-2019

Yreepwgero
Onobpero
Han-MuwensBugans 0l-asrycra-2019 09:10:00 EST

INeKTPOHHAR NoAnKCL

lonen 14-07-2021 YTBCpHGIEHA 110 PYKOBOAGTBOM HENIOITTeTLHOTO
AHMPEKTODR Oepatyh KavcoTs KBamiLypoRaroro
cnewpanieta Peprs Xapicor, HB Opraror, Occ,
Hupepnan /st
Flomep npossponcraessof Homep
NMHNeH3HH cepridixaTa
Ynakosinux MCJ InGpMupatens, Clermont 2019/HPF/FRA76
Ferrand, ®panms
Meeto nepeitnolt ynaxosin Crepn ®apma, Syracuse, AMepitra
Brmyegaonyit KOHTPOJL MCA MuGpMupabes, Clermont 2019/HPFFR/176
KA4ecTRa Ferrand, ®panmn
Tectupylommas miommanka JlaGoparopui Mepx [apn 1 oym-

[Hubpe Route de Marsat Riom 63963

CTpaHa HasHaveHun: Poccuiickan degepayua

Cepuu koMnoHenTos

TR376116 TR378734 TR436465 TR439557 TR439570 TR439592 TR439599 TRA39829 TR443499 TR461540 TR4TO1 78

Mepesog Bepe;
Cranshoi [1.B. 11.08.2019

Hata nevaru; 02-anryera-2019 63:11:48 EST




