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3ASIBJISIET, YTO
nexapemeennoe cpedemeo: bpaiidan pacmeop das enympueennozo geedenun 100 me/sn 2 mu, hnaxone: (10),
naux xapmonnb:é; oan cmayuonapos, PY Ne JICP-003970/10 om 06.05.2010 (dama 3avmenw PY 18.10.2016),

cepus R015209, napmua 1013 ynaxosox, 200en do 19.12.2020, npouseodcmea Ilameon Manviogpsxuypunz
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5349 AB Oss, the Netherlands, koo OKITJJ2 21.20.10.239, xod TH B3J] 3004900002,

T/2011 om 15.04.2011, uneoiic Ne 90356862 (F§) om 15.06.2018
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CBEJEHMUS O PETHCTPAIINHN

OPTAH IIO CEP?I‘H‘I’HKAH}IH 3APETUCTPHUPOBABHIHN JAEKJAPAILIMIO
POCC RU.0001.119MI5 OPTAH 10 CEPTHOHKALIHH ITIPOIVKLHH OBIECTBO C
OFPAHHYEHHOH OTBETCTREHHOCTRIO "OKPVIKHOH IIFHTP KOHTPOTST IAUTCTRA™

adpec opeauuaaz;uie 115280, 2. Mocxkea, yr. Macmeproea, 9. 4, am. 5, nou. I, kom. 1., adpec opeana no

cepmugbuxaryuu: 143581 Mockosckas obnacme, Hempunciuii pation, oep. Jlewxoso, 0. 248, cmp. I, men.:
(495)640-96-69, (4,95)?8%92-78 seb-caiim: oyxx.pgh.
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Ceprudpukar Ananusa

NV Organon Kloosterstraat 6 5349 AB Oss The Netherlands

CEPTUOUKAT AHATIU3A

Homep cepuu: R0O15209 BomkHocTs
Homep cepusu 6anka AJD646 Opobpex
Marepuan j 1016176 J. Kessels 14-b.yz-2018 02:24:46 EST
Homep npoayxTa: SGPA 3nekTpoHHAan NOANHCE
Ha3sauwe npenapara: | Bpaitaan pacteop ana | YTBEPN(IEH NOA PYKOBOACTBOM
2 uHBeKunA 100 mrimn YNONHOMOYEHHOTO NUUA JOOST VAN ZUTVEN, MSC.
| 10x2 Poccus
loaen oo 12. 2020 N.V. Organon , Oss, The Netherlands
[lara npouaaog;qm 19 nexabpsa 2017
Mokasarenwu ; TpeGoBauns Pesynsrarbt
BHewHwuin Bug BogHas xmakocts CoOTBETCTBYET
AKTUBHBI UHTP@ANEHT.
Org 25969 WpeHTHyeH ctaspapry cooTBeTCTBYET
Org 48302 WneHTUYEH CTaHaapTy cooTBeTCTRYET
Yo-cnektp:
Org 25969 WpedTuyeH cTaHOapTHOMY CNEKTpY COOTRETCTBYET
Org 48302 WpeHTueH CTaHAapTHOMY CMIEKTPY COOTBETCTBYeT
Wasnexkaembii 'Ebém ; CootsetcTByeT TpeboBaHuaAM COOTBETCTBYET
Kaxgas eguHMla >= 2.0
pH f 7,0-80 7.5
OcmonanbHOCTD (Cp. 3Hay.) 300 - 500 mOcmone/kr 364
MpospauHocTs MpospayHbii cooTBETCTBYET
Bugumbie vyacTubl MpakTuyeckn ceobofeH OT YacTul COOTBETCTBYET
Liset <=BY3 COOTBETCTBYET
YacTuusl BeuyecTsa:
vyacTvlel >= 10 MKM <= 6000 vacTuu/cpnaxkoH 101
yacTuLel >= 25 MKM <= 600 yacTuLynakoH 3
MpoaykTh! Aerpanaumn:
Org 198958-2 <= (0,9 % OT 3anABNEHHOro
(cneund. naent.) copepxaHun Org 25969 0,1
Org 199425-1 <= 1,0 % OT 3anBMNEHHOro
(Cneung. naent.) copepxanus Org 25969 0,1
Org 139131-1 <= 0,5 % OT 3asBNEHHOTO
copepxanun Org 25969 <0,1

(cneuug}). MAEHT.)
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CepTudukar AHanusa

N.Y Organon Kloosterstraat 6 5349 AB Oss The Netherlands

CEPTUOUKAT AHATNIU3A
Homep cepum: RD15209 LOomxHOCTb
Homep cepvu Banka AJ0646 Opobpen
Marepuan 1016176 J. Kessels 14-b.yz-2018 02:24:46 EST
Homep npoaykra: SGPA 3nexTpoOHHaA NOANKCH
Hazsanue npenapara: | BpaipaH pacTeop AnA YTBEPXKEH 1o PYKOBOACTBOM
; wHBexuuia 100 mrimn YNONHOMOYEHHOTO NUUA JOOST VAN ZUTVEN, MSC,
10x2 Poccus
| l'ogen go 12. 2020 N.V. Organon , Oss, The Netherlands
[ara npouaaogc}‘aa 19 nexaGpn 2017
Mokaszarenn TpeGosaHua Pesynerath!
Org 199074-1 <= 0,6 % OT 3aABNEHHOTO
(cneund. uaeHT.) copepxanmna Org 25969 <0,1
Org 197339-1 <= 2,1 % OT 3aABNEHHOro
(cneund. uaexT.) copepxanua Org 25069 05
RRT 0,35 <= (0,5 % OT 3aABASHHOMo
(cneumnd. HemaeHT.) copepxaHua Org 25969 <01
Kaxpoit HenpeHTud. <= 0,2 % oT 3anABNEHHOrO
conepxanus Org 25069 <0,1
CymmapHoe coepxarne <= 6,0 % OT 3aRBNeHHOro
NPOAYKTOB flerpanaLuu copepxanua Org 25969 0.8
BakrepuanbHbie SHAOTOKCUHbL < 31,25 E3/mn coOTBETCTBYET
CTEepUnbHOCTL CTepunbHblid cooTsercTeyeT
Org 25969+0rg48302 (cpepH.) 95,0 <= x <= 105,0 mr/mn 98,5
Org 25969 f 87,0 <= x <= 105,0 mr/mn 96,6
Org 48302 <= 8,0 mr/mn 1,8
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Vnakoearo: N.V. Organon Kioosterstraat 6 5349 AB Oss The Netherlands

Homep npouseoddmeenroll nuyensuti: 108984F, Homep cepmucpuxkama NL/H 16/1010471C
Boinyckanoujull KOHMPOns: N.V. Organon Kloosterstraat 6 5349 AB Oss The Netherlands
Homep npouaeode}neenuo& nuyeHauy: 108984F, Homep cepmucgpukama NL/H 16/1010471C

ﬂppam?n;ﬁpmmng‘: f’ggmnpnﬁ rm)\ famen Kﬁ-.augu-;gf-am;xngg_p.;zx Fgfnnr tnnn M0 CHHA

1 HaCTOALMM MOATBEPKAAI0, YTO MHPOPMALNA, AAHHER BbllE, NOANMHHA U BEpHA. [anHan cepus

NpOAYKTa, BKAIOYEA BCNOMOTETENbHBIE M BKTUBHBIE WHIPSAUEHTS, 6bina npovaseneHa, BrOYan
ynaKoBKy/MapkUpOBKY M KOHTPOSb KBYECTBE, Ha BbilEyKa3aHHbIX NoLankax B nonHom COOTBETCTBUU C
TpeGosannamu GMP nokanbHbix perynaTopHbix OPraHos 1 B COOTBETCTBMK C 3apEeriCTPUPORAHHON
cneywdukaumeh cTpaHbl-uMnopTepa. [lOKyMEHTALNR N0 NPON3BOACTEY, ynakoske 1 ananusy cepuy Buiny
npoBepeHbl n cooTBeTCTBYIOT GMP,

Lannsie pesynerams! Gbinu nonyyeHs! HenocpedcmeeHHo nocne npoussocdcmea. Oma cepun Gbina
odobpena K sbinycky coenacko EC [upexmussl 2001/83/EC u GMP. [Janxsili cepmudbuxam noxkassigaem
mpebosanus cnel wayud,

Mepesoa sepeH. Cranshoi [1.8. 25.06.2018
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