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AEKJIAPAITVISI O COOTBETCTBHM

AEKJIAPAHT, IPHHAUMAFOMIHIA TEKJIAPAITIIO O COOTBETCTBHU

000 "MCJ] Papmacsiomuxanc”

Ceedenusn o peeucmpayuu opeanusayuu: Mexcpaiionnan uncnexyun Pedepansnoii narozoeoii cayaicbvr Ne 46 no
2. Mocwee 20.11.2008, Or'PH 5087746440843, dama npuceoenus OI'PH 20.11.2008.

Adpec: 119049, 2. Mockea. yalllabonosxa, 0.10, xopn. 2. Teneghon:8 (493) 916-71-00

B auye: I'enepanvuoi Oupexmop Axap Mapean

Loeepeinoe auyo: Cmanvnod J.B., dosepennocmy No 77/659-u/77-201 9-4-873 om 16.04.2019 >,

Aexapemeentoe cpedemso: Cugexcmpo, nuoguausam das NPUSOIMOBIEHUS KONYEHMPAmMa ORs NPUZOMOBTEeH A
pacmeopa oaa undyysuti 200 me, @aarons: (1), naurxu rapmorrere, PV Ne JITI-003660 om 31.05.2016 (Oama
samensr PV 09.11.2018) evidano OO0 "MCH ©apmacsiomuranc”, cepui KT04C54, napmus 9438 ynaxosox,
20den do 12.03.2022, npouseodemesa Iameon Hmanus C.n.A., Hnanun, Patheon ltalia SpA., 2° Trav. X Via
Morolense, 5-03013 FERENTINO (FR), Italy, / Batiep AT, Tepmanus, Bayer AG, Mullerstrasse 178, 13353
Berlin, Germany, xoo OKII[2 21.20.10.190, k00 TH B3] 3004200002, xonmpaxm Ne 001T/2011 om
13.04.2011, unsoiic Ne 90435718 (F8) om 18.10.2019

COOTBETCTBYET TPEEOBAHISIM

JII-003660-310516 uzm, No 1-6

AEKJAPAIIUS IPHHSTA HA OCHOBAHHH

npomoxor ucneimanuil No H19-04838 om 18.11.2019 000 "HLJIC "Buomexnonozus”, ammecman
axkpeoumayuu RA.RU.21 ®M0A4, Cepmudhuxam POCC DE.®MI5.C91008 om 1 8.11.2019

JATA TIPHHSITHS JAEKJIAPATIHN 23.77.2019

AEKJTAPATIAA AEMCTBUTEILHA JIQ 12.03.2022
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OPTAH IIO CEPTHOHKALIMH, SAPEI'MCTPHPOBABIINY JEKJIAPAITHIO
POCC RU.0001.11®MI15 OPTAH IIO CEPTHOHKAI[HH ITPONYVKLHUH OFI[ECTBO C

OI' PAHHYEHHOH OTBETCTBEHHOCTEIO "ORPYKHOL LEHTP KOHTPOJIA KAYECTRA"
adpec opeanusayuu: 115280, 2, Mockea, yr. Macmepxoea, 9. 4, sm,. 3, nom. I, xost. 1., ad, €L 0p2ana no
cepmupurayuu: 143381, Mocxoscras obracmy, Hempuncxuii paiion, dep. JTewrkosog ?4@3‘13; men.:
(#95)640-96-69, (495)787-92-78 seb-caiim. OYKK. ph. & ;.;"‘“* ?
AEKJIAPALIUSA O COOTBETCTBIH 3APETMCTPHPOBAHA o POCC RU I-BEOM15.4.28698/19,"
AATA PECUETPALMH 23.17.2019 -
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CACTEMA CEPTUOUKAIIUH TOCT P
PENEPATBHOE ATEHTCTBO 110 TEXHHYECKOMY PEIVIIMPOBAHMIO M METPOITOTIH

=ii: CEPTUDUKAT COOTBETCTBUS
T

Ne poce DE oM15.co1008

CPox aeficTBUS ¢ 18412019 _ oo —..

Ne 0592159

oe”?mpu wkanh®

OPTAH 11O CEPTUOUKALINY

POCC RU.0001.11 ®M15 OPT4AH ITO CEPTHOHKALIHH TTPONYKIIHH OBUIECTBO C Of PAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPYJKHOIT IEHTP KOHTPOIIS KAYECTBA", adpec opeanusayuu: 11528 0, 2.
Mockea, yr. Macmeprosa, 9., 4, am. 5, nom. I, kom. 1., adpec opzana no cepmugpurayyu: 143581, Mockogexan oén.,
Hempuneru paiion, dep. Hewroso, 9, 248, emp. I, men,: (493)640-96-60, (495)787-92.78

IPOAYKIIAS :

Mexapemsennoe cpedemao: Cusexcmpo, nuogunusam dan NpuzomocIenus Konyenmpama s ;r Koa OK 034-2014

npu2omosaenus pacmeopa dns ungysuii 200 mz, gnaxonst (1), nauxu Kapmonnele, i (KI]EC‘ 008) (OKTIID):

PY Ne JIIT-003660 om 31.05.2016 (Oama sasenv:t PY 09.11.201 8) evrdano OOQ "MCH [ 21.20.1 02 ]gO) ( 72

Dapyvacviomuanc” R

cepun KTO4C34, napmus 9458 ynakosox, eodex 0o 12.03.2022, |

Kormparm Ne 001772011 om 15.04.2011, unsosic No 90435718 (F8) om 18.10.20]9

COOTBETCTBYET TPEBOBAHUAM HOPMATHUBHBIX AOKYMEHTOB

JIT-003660-310516 uzn. Ne 1-6 xop TH BOA
3004200002

M3TOTOBUTEAB

Tlameon Hmanun C.x A, Patheon ltalia Sp.A., 2° Trav. SX Via Morolense, 5-03013 FERENTINO (FR), Jra!_;: Hmanun /
batiep AT, Bayer 4G, Mullerstrasse | 78, 13333 Berlin, Germany, Tepyanus

CEPTHOUKAT BBIAAH

000 "MCH Dapmacviomuranc”, HHH: 77 06701593, adpec: 119049, z. Mocksa. yndllaGozoexa, 0.10, kopn. 2. Teneghon:8
(493) 916-71-00

HA OCHOBAHUH
cepmugurkam anarusa npowssodumens om 01.10.2019, npomoxon ucnsumanii Ne HI9-04838 om 18.11.2019 QOO0 "HIlIC
"Buomexuonozus”, ammecmam akxpedumayuu RA.RU.2 T PMO4

AOHOAHHTEAI)HA.H HH(DOPMAIIHH
Cxewma cepmugpurayuu oe,

\ PyKoBoaHTeAR oprasHa

noaAnuee
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JKcnepr e &%[Zg{ by b Dunumonerosa E.B.
4 nomges A, Ga

Py
SEDTHOHKAT He IPHMeHSeTCa npu 00s3aTeALHOMN CePTHOUKAIHH

AD OO, Uoeswa, 2019, «Be FHLERONS Kr U5-0508,003 e PO, ten, (495) 7o8 ST Wi icion,



Ceprudukar Maprin Baitep A

Cepryduxar anamaa Mullerstr. 178. 13353 Berlin, lepmanug
Homep Sakasa Ceptuthukara: 204 9093007201156

Ne: 19006894 Aata coapanus 01.10.2018

ApT N2 84165441

CuBekcTpo, 200mr NHoGUNU3aT hnakoHs: )

Ne yacra cneLuchukaLmy 009237167-01 Hatuposannsii; 25.1 1 .2014

Homep cepuu 19TEq Homep Mapruu Mpogaxu KTO4C54

Hara npoKsaoscrea 12.03.2019 Cpox reghocru 03.2022

NyHKT Hasnavenns Poceniickan Pegepaimn

Omrcansre

Basyams s MeTox
JArodumuposanmag bacea o Georo Ao mowrw Genore UBETA B Mpo3pawHoM hitakoue
© npoGxofl, amoMime s OB RHMEBIM Kombron ¢ TEMHOXPacHsIM KOALaYKoN [pomex Tecr

Hommnmoerm, A
Coraacko Amep, @apu, <197, Esp.Qapm, 22.24 / FTIR
COOTBETCTRYeT STUIOHHOMY CliekTpy Mpomen recr

Monmonocrs B
B3XX
BPEMA YAepKaHuA ofpazia COOTRETCTBYET BpeMenn YAepAaUHR 3TANOHAOTO CTaHgapTa Ipomes Tecr

Bpeyia PacTBOpeIN
Brsyams it merog
<= 600 corynn 1 cexynn

Boceranosmenumiy pacreopa

Cornmacro Eep.®apy, 2.2.1

lIpozpawocts i cremer, ONIANECHUEHIHHE KUAKOCTS

He menee TIPO3PaMHa, wen panmsTii obnen ognmeol BOJEL lpomen Tecr

Baccfmnommi pacroopa
Cornacro Esp.®apn, 2.2.2
Crenens oxpacky SKHIAKGCTH

He HuTeHcHBECH, weM STanomimi ‘Pacteop BYS Hpomen tecr
Bocmnn&-'xmm PacTeopa

Cornaono Erp.®apm. 2.9.20

Conep:anne HACTHIL, BH/HMBIC YacTHIILT

Pacop, o CYIMECTRY, CROBOREH BHmIAMLIX HacTHIY, Tpowen TeCcT

Jmavesnze pH BOoCCTMHOBIEHOrO pacraopa
Cornacno Anep. Qapar. <7915, Enp.@apu. 223
7.4-8.1 7.8

Mexaml-sec_m:a BIUOYeHIIE

KOAHHECTBO WACTHI cormacko A.\xep.thz_tpu. < 788> Merog 2, Erp.®apn, 2.9, 19

== 10 mMrM ;

<= 3000 uacriig ua KoHTeilnep 8 wacmn ua vonreituep

Mexamriecrare DI TIO S CE LT
KONHYECTRO YacTHY coracHo Auep.Qapyr, < 788> Meron 2, Esp.@apy. 2.9.19

>=25MEM

<=300 yacTuy ya KOHTeHEEp 1 nacThia ga KoHTeiiep
Kommiecrnenice OTpeneIeHte

BIxXx

95.0 - 105.0%. 95.1%

HMocropornmnge TP IeCH
BOXX

Rx600014 (Temusonmaa docgpar ¢ PACKDEITELM KosenoN)
<=04%

Hocroporrute npimrecys
BIXX

Temuzomiy (TR-700)
<=0.6%

Hocmpomm-np:mem




Cepruchukar RNapruy Baliep A

CepTudukar ananmsa Mullerstr. 178. 13353 Betlin, Mepmanus
B—— LU 1T S

Howmep 3axasa Ceprutburara; 2019093007201 156

Ne: 19006894 aTa cojanun’ 01.10.2018
ApT Ne 84165441 Aara cozg
Guaeucrpo, 200mr nuoqmmm_dmamuu
TeCTa chieuudmkaLui 0089237187-01 Aatuposanupri; 25.1 1.2014
Homep cepuy 19TE1 Homep Mapruy NMpoaasxu KTO4C54
Hara Npeussogerea 12.03.2019 : Cpok rogrocTy 03.2022
NyHKT HasHaverns Poceniickan dej epayus
BIXX
Jhobas eannpmmas e HAeHTHORUIPORAHNAY DpEMecs
<=02% 0.1%
Hocropoinnse NpiasecH
BIXX
Beero
<=12% 0.1%
Omiopomiocts Ho3NpoBaHILY
Cornacuo Anep, Dapn, <905>, Ezp.Qapm. 2.9.40
Hpraaroe sravenne Make, 15,0 % TIpowen et
Htﬂ'ejlﬂ B Macce npi ‘BBICYUINBAHIOr
Cornacuo Amep. Dapm, <731>, Enp.®apn. 2.2.34
<=4.5% 1.9%
Crepitmesocts,
Cornacno Anmep. Dapar, <715, Enp.Mapa. 2.6.1
HeT IpH3HakoR MHEDPOSHOrO pocra Crepunsmnt

Baxrepuasmimze FHIOTORCIDE]
Cornacro Anep. @apns. <855 Tems-1pons, Esp.Qapsr 2.6.14
<=0.35 EQ/ur ‘ <= 0.04 ED/ur

Hop.mepmeﬁn_e, qTO BRINEYKAa HKET] nponykr Guin HAOTORACH B COOTHeTCTR MY C YTRepHIe HHL MY OPOHEAYPAMH, OCHOBHLIMI
HpOH3BOACTREHIE MG ACKYMEHTAMY H Tekymeii Hanewamej; TP OHIBOACTREHHOI NparTHKoH HOTBEYAET HOPMATHDHEN Tpelonanmy;
Bes nokymeirramms Grima maldigeira W paccMoTpena o COOTRETCTRRIL © OCHORLINI TIpOHIBONCTRe YLy AOKYMCHTAME 1 cnennduxanm
Dpoayxunn. JioGeie OTRACHEHUA OT yTRepipennoro TIPONECCa, ecm TaxkoBbIe MMenn MECTO, GBUTH NOHOCTR IO OLEHEHET M 006 p ek
YUOIHOMOUEHILIM THuos,

Cpox rommocTa: 12.03.2022
Hensrraynas CCPHA COOTRETCTRYET cnenubRKanuy » DLInymena,

ITOT ceprudukaT ayamHIa Gk moroTonneH SAKPEITOH 3heKTpoEHOH CHTIEMOi oBpaboTxu AAHEBIX H HOITOMY HMeeT ICKTPOHHYIO MoxmHeE,
Tpano noamucey waeror CHeRyiontue mua: a-p Kaponasiy Mopsan, Heouy Konnexeyag, SmisaGer Wvyx, 1-p Gepnany Beerxogi,

MNepeeop BepeH:
CransHoi AB. 23.10.2019




