AEKJAPAIINS O COOTBETCTBUU

JEKJIAPAHT, MPHHHUMAROUWHH JEKJAPAIIHIO O COOTBETCTBHH

000 "MCJ ®apsacvromuranc”

3apezucmpuposaiio : Fuenexyun Dedeparsnol nanozosoit eavocdnr Ne & no 2. Mockee OI'PH 5087746440843
om 20.11,.2008

Aopec: 119049, 2. Mockea. ya lllaboaoska, 0.10, kopn. 2. Teaedhon:8 (495) 916-71-00

B auye:eneparsuetit dupexmop Axap Mapean

Hoeepennoe nuyo: Cenvenxo B.A., dosepennocms 77/659-H/77-2018-4-954 om 29.03.20182.

3ASIBJSIET, UTO

aexapemeennoe cpedcmeo: bpatioan pacmeop das enympusennozo eeedenun 100 mz/sn 2 s, ghrarons: (10),
nauKL Kapmonnete, 0s cmayuonapos, PV Ne JICP-003970/10 om 06.05.2010 (0ama savenm PY 18.10.2016),
cepus RO15209, napmus 1013 ynaxosox, 20dex do 19.12.2020, npoussodcmea Hameon Manvioghaxuypuns
Cepsuces JIVIC, CLUA, Patheon Manufacturing Services LLC, 5900 Martin Luther King Jr. Highway,
Greenville, North Carolina, 27834, USA, / H.B. Opzanon, Hudepiande, N. V. Organon, the Netherlands,
Kloosterstraat 6, 3349 AB Oss, the Netherlands, xod OKII[2 21.20.10.239, k00 TH B3/T 3004900002,
roumpaxm Ne 001T/2011 om 15.04.2011, unsoiic Ne 90356862 (F8) om 15.06.2018

COOTBETCTBYET TPEBOBAHHSM

JACP-003970/10-060510 uzm. Ne 1-4

- AEKJIAPALIHA ITPHHSATA HA OCHOBAHHH

| npomoxon ucnstmarnuit Ne HI8-03677 om 13.07.2018 Q00 "HIIC "Buomexnoaoeun”, ammecmam
axkpedumayuy RA.RU.21®OM04, Cepmugpuxam POCC NL. ®OMI5.C61163 om 13.07.2018

JATA HPKHHTHS{ JAEKJAAPATINH /16.07.2018
gaégp,if”f ?AﬁﬂﬁmﬁCTBHTEﬁbHA J1O 19.12.2020
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CBEJIEHHSI O PETUCTPALIAU

- OPTAH IIO CEPTHO®HKALIHH, SAPETHCTPHPOBABIIHH JEKTAPALIHIO

- POCC RU.OD01.11PM15 OPTAH 110 CEPTHOHKALIHH ITPOIVKLHH OBUECTBO C

- OTPAHHYEHHOH OTBETCTBEHHOCTBIO "OKPVIKHOH LEHTP KOHTPOJIA KAYECTBA",

| adpec opeanusayuu: 115280, 2. Mockaa, yr. Macmepxoea, 0. 4, am. 5, naw. I, kom. 1., adpec opeana no

j cepmudpurayuu: 143581, Mocxoscrasn obnacme, Hempuncxui paiion, dep. Jlewxoso, 9. 248, cmp. 1, mea.:
i

| (495)640-96-69, (493)787-92-78 eeb-caiim. oyxk.peh.
Z{FKJIAP\IIHH 0 COOTBETCTBHH 3APETHCTPHPOBAHA M POCC NL.®MI15./161928

,B,ATA PEF}LCIE{\IHIH 16.07.2018
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CHCTEMA CEPTHOUKAILUN TOCT P

DEJEPAIBIIOE ATEHTCTBO 11O TEXHHYECROMY PEIVIHPOBAHHIO K METPOJIOTIHI

CEPTUDUKAT COOTBETCTBUSA

Ne pOCC NL.®M15.C61163

OBOAL :
Qpﬁp 31‘3‘2

e )
Eorn g

Cpox pAelicTBHg C 13.07.2018 o —

Ne 0307542

OPIAH IO CEPTUOUKALHN

POCC RU.O001 [1OM15 OPTAH ITO CEPTHOHKALIHH ITPOIYKLHH OBLUECTBO C OF PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH HEHTP KOHTPOIH KAYECTBA", adpec opeanuzayuu. 115280, 2.
Mocxaa, ya. Macmeproaa, . 4, am. 5, now. I, kom. 1., adpec cp2ana no cepmucpurayu: 143581, Mockoscxan oo,
Hempunexuit paiion, 0ep. Jleuxoeo, & 248, cmp. 1, men.: (495)640-96-69, (493)787-92-78

TTPOAYKIIUA

Jexapcmsennoe cpedcmso: Epaiioan, pacmeop 08 auympueesnozo esedenta 100 maisa 2 s, yop OK 0342014
haaxons: (10), nauru Kaproxusie, IR CMAYUOHAPOE,  (KTIEC 2008) (OKITI2):
PV Ne JICP-003970/10 am 06 03,2010 (dama 2avens PY 18.10.2016), i {"I."’{}. 10.239) ¢ f2):

cepus RO15209, napmus 1013 ynaxosok, 20den 0o 19.12.2020,
xoumpaxm Ne 001772011 om 15.04.2011, ungoiic Ne 90356862 (F8) om 15.06.2018

COOTBEYCTB?ET TPEBOBAHUAM HOPMATHBHBIX AOKYMEHTOB e =
JICP-003970/10-060510 uane Ao 1-4 : koA TH B3A
| 3004900002

H3TOTOBHTEAD

Hameon Manviogaruypuns Cepeuces JUIC, Patheon Manufacturing Services LLC, 5900 Martin Luther King Jr. Highway,
Greenville, North Carolina, 27834, USA. CHIA / H B. Opzanon, N.V. Organon, the Netherlands, Kloosterstraat 6, 5349 AB
Oss, the A’e!ﬁerlands, Hudeprandw

CEPTU®HKAT BBIAAH

000 "MCH Papuacsromuxanc”, HHH: 7706701593, adpec: 119049, 2. Mocksa. ya lllafoaoska, 0.10, kopn. 2. Teaedpon:8
(495) 916-71-00

HA OCHOBAHUWH i
cepmugpuxam anarusa npouseodumens om 14.01.2018, npomoxon ucneimanuit No H18-03677 em 13.07 2018 000 "HHAC

"Euomexioaozus”, ammecmam axkpeoumayun RA.RU.21 OMO4
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o MSD

Ceptundukar AHanusa

N.V. Organon Kloosterstraat 6 5349 AB Oss The Netherlands

CEPTUOUKAT AHATIU3A

| Homep cepuu: - Ro1s209 HonxHocTb
Homep cepuu Banka - AJu6de OpobpeH
Marepuan 1016176 J. Kessels 14-b.y2-2018 02:24:46 EST
Homep npoayxkra: | SGPA _ 3nekTpoHHaA NOZNKCh

| Haapauue npenapara:

| Bpannax pacTsop Ana
% MHBbeKUWi 100 Mrivn
| 10x2 Poccun

YTBEPXKAEH NOQ PYKOBOACTBOM
YNONHOMOYEHHOIO NUUA JoosT van ZUTVEN, MSc.

Togex no

. 12.2020

N.V. Organon , Oss, The Netherlands

[lata npou3BoOACTBa

19 gexkabps 2017

lMoxasatenu Tpeboeannna PesynbTtath!
BrewHWA BUA BoaHasn MuOKoCcTh COOTBETCTBYET
AKTWBHbBIA UHIPEAWEHT.
Org 25969 WpeHtuseH cranaapry cooTBETCTBYET
Org 48302 WoeHTuyeH crasdgapty COOTBETCTBYET
Y®&-cnekrp:
Org 25969 UpeHTUYeH cTaHaapTHOMY CNekTpy COOTBETCTBYET
Org 48302 MaeHTuueH CTaHAapTHOMY CNEKTpY COOTBETCTBYET
W3enekaemeiil 06bém: CooTteetcTByeT TpeboBaHuam cooTBETCTBYET
kaxpas equHunda >= 20
pH 7,0-80 7.5
OCcMOnNAnNsHOCTL (Cp. 3HaY.) 300 - 500 mOcmone/kr 364
MpospayHocTs MpoapayHeit cooTBeTCTBYET
Bugumble yacTtuub MpakTuyecky ceoboaeH OT HacTuly  COOTBETCTBYET

Uset
YacTuus BaLiecTBa:

<= BY3

COOTBETCTBYET

vacTulbl >= 10 MM
yacTuubl >= 25 MK

MpopykTul gerpagauua:
Org 198958-2
(cneund. uaexT.)
Org 19942541
(cneund. WABHT.)

Org 1391311
(cneuudh. uaeHT.)

<= 6000 yacTuu/cnaxoH
<= 600 vyacTuw/cdnakoH

<= (0,9 % OT 3aABNEHHOro
copepxanust Org 25969
<= 1,0 % OT 32ABNEHHOMO
copepwanun Org 25869

<= 0,5 % 0T 3aABNEHHOro

cofepxanun Org 25969

101
3

0,1

0.1

<01

iy




€9 MSD

N.V. Organon Kloosterstraat 6 5349 AB Oss The Netherlands

CepTudukar AHanuaa

CEPTUOUKAT AHATIU3A

Homep cepuu: RO15209 DonxHocTb
Homep cepuu Banka AJ0646 Opobpex
Martepuan 1016176 J. Kessels 14-b.yz-2018 02:24:46 EST
Howmep npoaykra: SGPA 3neKTPOHHAA NOANKCEH

Ha3sauue npenapara: YTBEPX/EH NOf PYKOBOACTBOM

YNONHOMONMEHHOIO NYUA JOOST VAN ZUTVEN, MScC.

BpaigaH pacteop gnsa
wHbBeKUMA 100 mrimn
10x2 Poccua

12. 2020

19 pekaGpn 2017

lopen go
[aTa npouasoacrea

N.V. Organon , Oss, The Netherlands

Mokasarenwu TpeboBaHusa PeayneTtaTe!

Org 198074-1 <= (,6 % OT 32ABNEHHOro

(cneund. MaeHT.) copepxanua Org 25969 < 0,1

Org 197339-1 <= 2,1 % OT 3aABNEHHOIO

(cneumd. wpeHT.) conepxanna Org 25869 0.5

RRT 0,35 <= (0,5 % 0T 3aABNEHHOr0

(cneund. HeWaeHT.) copepxanua Org 25969 <01

Kaxpoi# Henaentud. <= (0,2 % OT 3aABNEHHOro

cogepxanns Org 25969 < 0,1

CymmapHoe cofiepxanie <= 6,0 % 0T 3aABNEHHOro

NPOAYKTOR Aerpagauuu copepxanus Org 25969 0,8
BakTepuanbHbie 3HOOTOKCUHbI < 31,25 E3/mn COOTBETCTBYET
CrepunbHOCTE CrepunbHbid cooTeercTBYeT
Org 25969+0rg48302 (cpegH.) 95,0 <= x <= 105,0 mr/mn 98,5
Org 25969 87,0 <= x <= 105,0 mrimn 96.6
Qrg 48302 <= 80 mrimn 1,8

Ynakosano: N.V. Organon Kloosterstraat 6 5349 AB Oss The Netherlands

Homep npoussodcmeenHoll nuueH3uw: 108984F, Homep cepmudhukama NL/H 16/1010471C
Beinyckawouull KOHMPOons! N.V. Organon Kloosterstraat 6 5349 AB Oss The Netherlands
Homep npouseodcmeenHol nuuesHauy: 108984F, Homep cepmucbuxama NL/H 16/1010471C

Mpoussodumens {eomosoll 110): Mameon MaHbropakuypure Cepauces JITIC, CLUA

1 HACTOSLMM NOATBEPKAAND, YTO UHOPMALINA, AHHER Bble, NOANMHNE 1 BEPHA. [laHHan cepus

NpOAYKTa, BKNIOYES BCNOMOraTenbHLIe U akTUBHble UHrpeavenTs!, Bbina npousseneHa, srnioyan
YNaKoBKy/MapKUPOBKY ¥ KOHTPONb KEYECTBa, Ha BbILEYKa3aHHbIX MIOWankax B NoNHOM COOTBETCTBUN C
TpeGoaanuamu GMP nokanbHbiX PErynATOPHLIX OPraHoB W B COOTBETCTBMN C 3aperncTpUPOBaHHON!
cneumdmuKaumeit cTpaxsl-umnoprepa. [JOKyMEHTAUNS MO NPOMIBOACTEY, YNAKOBKE 1 asanusy cepuu Boing
nposepeHsl U cooTBeTCTEYT GMP,

Dauusie peaynemame: 6binu nomyvyesdbl HenocpedcmeexHo nocne npoussodcmea. 3ma . cepus Obing
odobpexa K sbinycky coenacko EC fupexmuss 2001/83/EC u GMP. [axHsil cepmudcbukam noxassigaem
mpebosarus cneduhuxkayud. S/

Mepesoa sepeH. CtansHoi [1.B. 25.06.2018 A oy

Date Printed: | S-iona-2018 06 19:22 EST o



