JNEKJAPALIVSI O COOTBETCTBHU

JEKJIAPAHT, TPMHUMAIOLIHH TEKJIAPALIHIO O COOTBETCTBHHU

000 "MCI] apuaceiomuxaie”

Ceedenus 0 pezucmpayuy opeanuzayuy: Mescpationtan uncrexyun Pedepanvnoii nanozoeot caysicot No 46 no
2 Mockse 20.11.2008, OT'PH 5087746440843, dama npuceoenus. OT'PH 20.11 2008,

Adpec: 119049, 2. Mocxea. ya.[llaGoroexa, .10, xopn. 2. Tenehon:8 (495) 916-71-00

B nuye: Tenepansvnurii dupexmop Axap Mapean

Aogepennoe auyo: Cenvenro B.A., 0osepeHHOCHb 77/659-H/77-2018-4-954 om 29.03.20182.

3ASBJSIET, UTO

nexapemeennoe cpedemeo: Junpocnan cycnensua ond unvexyuti 2 me+5 me/mn 1 mn , amnynvi (1), ynaxoexu
KOHMypPHbIE nAacnIukoesie (noddorni) (1), nauku KapmoHHbie, PY Ne IT N013528/01 om 04.07.2008 (dama
savenst PY 26.06.2017) ewdano 000 "MCH Papmaceiomuxarc”, cepua 8BBKABEBO1, napmus 190027
ynaxoeox, 200en do 01,02,2020, npoussodcmea Llepune-Iiaay Jlabo H B., Benveusn, Schering-Plough Labo
N.¥, Industriepark 30, B-2220, Heist-op-den-Berg, Belgium, k00 OKII/I2 21.20.10.157, xod TH B3J]
3004320009, konmpaxm Ne 0017/2011 om 15.04.2011, unsotic Ne 90381919 (F8) om 19.11.2018

COOTBETCTBYET TPEBOBAHHSIM

11 N013528/01-040708 (H/ 42-6929-06 uzm. Ne 1-11)

JIEKJIAPAITHS ITPUHSITA HA OCHOBAHHH

npomoxon ucneimanuii Ne H18-06614 om 27.11.2018 OO0 "HIJ/IC "Buomexnoiozun”, ammecmant
axxpedumayuu RA.RU.21OM04, Cepmugpuxam POCC BE.PM15.C69206 om 27. 11.2018
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Cenuenro B.A.
NOANHCE O.H.0

CBEJEHUA O PETUCTPAIIMHU

OPIAH TIO CEPTHO®HKAILINH, 3APETHCTPHPOBABIIHI JIEKJTAPALINIO

POCC RU.0001.11®M15 OPTAH N0 CEPTHOHKALIHH ITPOLYKLUHH OBLECTBO C

OIPAHHYEHHOM OTBETCTBEHHOCTBIO "OKPYKHOH LHEHTP KOHTPOJII KAHECTBA",

adpec opeanusayuu: 115280, 2. Mockea, ya. Macmeproga, 0. 4, am. 5, nom. 1, kom. 1., adpec op2ana no

cepmudpurayuu: 143581, Mocrosckas obaacms, Hempunckuii patio, dep. Jlewxoso, 0. 248, emp. I, men..

(495)640-96-69, (495)787-92-78 sebi-caiim. oyxx.peh.

JEKJAPAIIMSA O COOTBETCTBHHN 3APETMCTPUPOBAHA N POCC RU JJ-BE.®MI5.A. 05600/18
GRUGTPALIAM 30.11.2018 T sy,

LeHTp KOHTPONA
KaepA o [

noAnKeL




MSD WEPWHI-TINAY JIABO H.B.
WMnpywTpuenapk 30 52220 Xeiicr-on- pen-Bepr (Benerua)
tel +32 15 268711

Hassauune npouyxTa:

Homep cepni:

Kozn nponyxra:
JHara npoH3BOACTBA!
Tonen no:

Cpox rofHOCTH:
Monorpadus:
CTpaxa Ha3HAYeHUS!

razare
Omicanue:

Kay

CreneHb HallOJHEHHOCTH

pH

TIpoxoauMoCTh Yepes uriy:
gepes uray 25 xambpa
HoanuuHaOCTS -

BerameTasona AHNPOIMOHAT
[MTonnuuuocT: - beramerasoHa
nunatp. Pocdar
ITopnsHHOCTL -
Merwinapaber

TlopnHHHOCTE -
TIponunnapaben
IonnuHHOCTE - BEH3WIOBBIH
CrupT

Beramerasosa SUIIPONTHOHAT
BeramerasoHa AHHATD.
docdar

Benswionsli CrIHpT
Meruinapaben
IIponunmapaben
CrepunbHOCTD

CrepuiibHOCTD
BaxTepHaibHbIe SHAOTOKCHHD!
BaktepuanbHble IHI0TOKCHHBI
BaxTepHANbHLIC IHIOTOKCHHB
bBaxTepHaNbHBIE JHAOTOKCHHBI

Ceptudukar cepum

Jlunpocnas AN HHBeKLHH amITyJis!
1x1 Ma aMImy et

SBBKABEBOI
061144514RS [lara aHanu3a: 15 man 2018
022018 Ilata ynakoBku. 11 mas 2018
022020
24 MECALIA
SPEC-FIN-BBKA
Poccuiickan Qenepaius
Thl AHAIH33
Creuuthuranus Peaynerat
Tpospausas, Gecupernas, crabosssKas CooTtBeTeTBYET

KAIKOCTD, COAEPHAIIA NErkKOCYCNEHAHPYCMBIC
qacTan Genoro win noury Senoro upeTa,
cBoBoaHan OT NOCTOPOHHMX BELIECTB.

B cooreercTBiy ¢ Tpebopanuamu E.@. CoorseTtcibyer

2.9.17 «M3snexaemerit ofnem» (B poLecce

TECTHPOBAHHA)

6.7-71 7.4

Jlerxo rnpoxoauT depes uriy 25 xanubpa CoOTBeTCTRYET

Xpomarorpamma o6pasua cOOTBCTCTBYET CoorBeTcTBYET

xpomarorpamme cranaapra (BOXX)

XpomaTtorpamma 06pasiia COOTBETCTBYET CooTeeTcTBYET

xpomarorpamme cranaapra (BIXX)

XpomaTorpamma 06pa3sua COOTBETCTBYET CooTBETCTBYET

xpomarorpamme ctannapta (BOXKX)

XpomaTorpamma ofpasua COOTBETCTBYET CooTrseTcTBYeT

xpomarorpamme crarnapra (BOXX)

Xpomatorpamma 00pasua COOTBETCTEYeT CoorsercTByeT

xpomarorpamme ctasnapTa (BIXKX)

5.79-7.07 mr/mun (90 - 110%) 6.46 Mmr/mn

2.37-2.89 mr/mn (90 - 110%) 2.69 mr/mn

8.10-9.90 mr/mi (90 - 110%) 9.03 mMr/ma

1.17-1.43 mr/mn (90 - 110%) 1.287 mr/ma

0.18-0.22 mr/mn (90 — 110%) 0.195 mr/mn

Crepunshbiii Esp. ®apm CrepunbHblii

CrepunsHetil Esp. @apm CrepunpHbiii

maxcimym 25 DE/mr Getamerasona s, Hivke 0.3 DE/Mr
T 1

makcumym 25 DE/Mr Getamerasg
maxcumym 25 DE/Mr Geramerados
maxcumys 175 SE/mn ;

0.3 OE/nr



6 MSD WEPUHI-MAAY NABO H.B.

Unaywtpuenapk 30 52220 XedcT-on- nen-Bepr (Benwrus)
tel +32 15 258711

CeprudUKaT cepuu

Hasganue npoayxra: Jlunpociias Uit HHBEKIHA aMIlyibl
1x1 Mn amIynel
Howmep cepat: 8BBKABEBO!
Koxn nponyxra: 061144514RS ara ananwsa: 15 mas 2018
Jlara npor3BOACTBA: 022018 [ara ynakosku: 11 mas 2018
T'onen no: 022020
Cpox rofiHOCTH: 24 MECSILIA
Monorpadns: SPEC-FIN-BBKA
Crpana Ha3HAUSHHUSL Poccniickas Denepalis

Pesynerarsl AHamM3a

baxTepHalibHble JHAOTOKCUHBEI  MAKCHMYM 175 DE/mn < 2.0 9E/mn
BaKTepAANLHEE SHAOTOKCHHB!  MakcHMyM 17 5 OE/mn < 2.0 9E/mn

Hamvenosanus [ponssoacree/Ilepsuanas n Bropunas ymaxoska/TecTpopanme/Bainyckaiomuii
gorrrpors: Wepwrr-[Tnay JlaGo H.B.

Aapec TTporssoacTsa/Tlepeuanoit 1 Bropranoi ynaxosxw/ TecTipoBarsy/ BEImyCKaION{HH KOHTPONb!
Wuaymrprenapk 30, Xelicr-on-nen-bepr, B-2220, Benprus.

Homep npos3BOACTBEHHOIO Pa3peILCHINL 304H/ GMP ceprudukar. BE/GMP/2015/111 (Hectopunbssie) i
BE/GMP/2016/010 (cTepuibHbe)

KommenTtapu: HeT

HacTosu NOATREPIIA0, UTO BCE 3Tallbl NPOH3IBOACTEA AAHHON CepHu FOTOBOH HPOJYKLEM ObliH
BRITIONHEHS! B OMHOM cooTnercTeun ¢ Tpeboparmamu GMP EC u tpeGosanmivin TOproBo# JIFLEHIHEH
CTpPaH/CTPAHB! HA3HATMCHHIA

Beimyck cepuH: 15 masn 2018
KeamuuuposaHoe jHio/OTBeTCTBEHERI NPOBIBOP HA MPOU3BOACTEE
Bept Ban [letexem

(roanuck)
Hara nogmack: 16 mas 2018

TlepeBon BEPEH!
Cramsnoit [ B. 23.11.2018
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CEPTM@MKAT COOTBETCTBMH

Ne poce BE.oM15. 069206
Cpox AeficTBHA C 27 1, 2013 s i SR e
: i gk N°Q391296
OPTAH 110 CEPTPI(DHKAX.{HH

POCC RU.O001.11 G)’VII 5 OPTAH 1O CEPTH®HKALHH TTPORYKUHH OE[[[ECT‘BO (. or PAHH‘IMHOI? :
OTBETCTBEHHOCTI:!O BOKPYIKHOH LEHTP KOHTPOJIS KAYECTEA", ' adpec opaauusmﬂm 115280 2, Mocx&a
ya. Macimeproaa, 9. 4, am. 5, nom. I, kom. 1., adpec opaaia no cepmuqbzmauuu 143581, Moexc_mcnm o, -
Hempuwcrui paiion, dep. J?emxoeo, 0. 248 cmp. 1, men.: (495)649 96—69 (495)787-92 ?8 e i

Jlexapcmaeennoe cpedcmao: ,Junpocnan, C}cne:uuﬂ éﬁs um;em;uu 2 .ua PS qu ! AM mmyﬂu ( / ) KOL& é‘KGB 4,30‘1'4 1
YRAKOBKY KOHMYPHbIE RIACIMIKO8bIe (noddonsl) (1), nauKki KApMoHHLie,

PY 16 I1 N0 3528/01 om 04,07.2008 (dgina sauens PY 26,06.2017) sisdana D00 ’MCZZ ‘ g‘?gﬁﬁ g‘i‘;‘f’) (OWM)
‘apaacsiomuxaic”, 4

cepus BBBKABEBOI, napmus 190027 ynaxoeok, 200¢eH 00 Ol 02 2020, . : ¥l
xoumpasm Ne 001T/2011 om 15.04.2011, uneoiic Mo 90381919 (F8) om 19.11. 20!8

COOTBETCTBYET TPEBOBAHUAM HOPMATI’IBHMX AOKVMEHTOB
11 N013528/01-040798 (HIT 42-6929-06 sy K 1-11) Dol A Sl el .: KOATHBSA
e MR 3004320009

: HBFOTOBHTEA!) :
wepunz-ﬂ.my Jabo H.B., Schermg»Plaugh LaboN ¥, Indzwrr:epark 30, B—2220 Hefshop-den-ﬁerg legmm, Eavbatm y

3 CEPTI/I(DI/IKAT BHAAH oo G ' 5 et ; - : :
000 "MCA ¢apwaceiam:lmr:c” HHH: ?70670!593 adpec ]19049 Mocxaa y’: waémaexa, d IO xopn z Tauegbon 8"
{493) 9!6—71 00 "o : i

HA OCHOBAHUH :
cepmugbuxam auaau3a npouzsodumenn om 16.05.2018, npomoxop | umwnanuu Me H1 8~066 14 o 27. H 201’8 OOO ”HL{J?C '
 "Bromexuano2us”, ammecmam ampe@umm;nu RARU21 @MUJ ; Ve T

AOHOAHI/ITEA})W HH@OPMAHPIH
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