JAEKJIAPAIIMSI O COOTBETCTBUHA

JEKJIAPAHT, IPUHUMAIOII U JIEKTAPALIHIO O COOTBETCTBHH
00Q0 "Hosapmuc ®apma”

Ceedenus 0 pezucmpayuu opzanusayuu: Mecpationnas uncnexyus ®edeparsnoii nanozoeoii cayocbor Ne 46 no |
2. Mockee 27.12.2006, OI'PH 1067761778083, 0ama npuceoenus OI'PH 27.12.2006.

Aopec: 125315, &. Mockea, Jlenunzpadckuii npocnexm, 0. 72, kopnyc 3. Teneghon: 8(495)967-12-70.
B nuye: leneparvnuiti oupexmop Konepoea H.A.

Hosepennoe nuyo: Tiopun A. B., dosepennocme 6/u om 03.12.18

3ASBJGIET, UYTO
nexapemeennoe cpedcmeo: Inugex, kancyrer 100 M2 12 wm., ynaroexu suetiogvie konmypnuie (10), nauxu

xapmonnvie, pez Ne I N013241/01 om 07.11.2011 (0ama samenwr PY 23.04.2018) éwidano Hoeapmuc Papma
AL, cepusa SPR37, napmus 246 ynaxosox, 200en oo 30.04.2022, npouseodcmea Hosapmuc @apma Llmein AT,
Llgeuyapus, Novartis Pharma Stein AG, Schaffhauserstrasse, 4332 Stein, Switzerland koo OKITJ2
21.20.10.211, ko0 TH B3] 3004900002, xonmpaxm Ne NPHLLC-2012 om 01.05.2012, uneoiic Ne 2001 460409
om 25.07.2019

COOTBETCTBYET TPEGOBAHUSsIM

ITN013241/01-071111 uam. Ne [-7

JEKJIAPALIMS ITPUHSITA HA OCHOBAHHH

cepmughuxam ananusa npouseodumenn 6/n om 18.07.2019, Cepmughuxam coomeememsus cucmemot
Menedoiemenma kavecmea 6 Cucmeme dobposonsnoli cepmugpurayuu "@APM-PETHCTP" Ne POCC
CH.@K[0.K.00203, cpox deticmeus ¢ 25.01.2019 2. do 25.01.2022 2., OO0 "Oxpyaicroii yenmp aonmpom
kawecmsa" (OO0 "OLKK"), 115280, . Mockea, ya. Macmepxoea, 0.4, am. 5, now.I, kom. 1

JATA IIPHHSTHS JEKJIAP. 31.07.2019
4&@‘1@@.&”3 ) ECTBHT%\A JO 30.04.2022

\\\) / TiopuH A. B.

NOAMHCh d.HU.0

CBEJEHUS O PETHCTPAIIIHN

OPIAH I10 CEPTHO®HUKALIUA, 3APETUCTPHPOBABIINH JEKJIAPALITUIO

RA.RU.11®M11 OPI'4AH ITO CEPTHOHKALIHH ITPOAYKIHH OFLJECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opeanusayuu : 109428, 2. Mockea, 1-viii Basoeckuii
npoesd, 0. 5, cmp. 1, adpec opzana no cepmupuxayuu: 129626, 2. Mocxkea, 1-as Mueimuwunckan, 0. 23, mea.

(493) 783-19-08

JIEKJIAPALIMS] O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-CH.®MI1.B.33140/19
CTPAIII/IH 31.07.2019

\ /ngo ULLU/?Z Spowenxo M.A.
Pyxosoaurens OC

NMOAMNKHCh

aH na "o

: plfz ”\




Oraen norueruku 1. bazens
Jluxtmrpacce 35
4056, r. basens, llseiiuapus
JJOTUCTUYECKASA
COITPOBO/MTEJIbHAS 3AITUCKA Ne CH010400812734
K cepTH(HKATY CepHH
Mpoaykr: I'JTMBEK KATICVYJIbI 100 mr 10X12 RU
Toprosoe Ha3BaHHe: ['IMBEK KATICYJIbI 100 mr 10X12 RU
I'no6anbHbIi OLeHHBaeMbI#H 739758 Cepun Ne: SPR37
MaTepHan Ne:
I'no6anbHbIH HeoLeHHBaeMbIi Ceprudmxar cepun Ne:  CH120200527963
MarepHa Ne:
3akazunk Ne: RU0300
Jakasuuk: 000 «Hoaapruc ®apma», MockBa, Pocculickas deneparns
HocTaBka Ha Ne: RU0300 Koa crpanbi: RU
JlocTaBKa CTOpOHE: 000 «Hosaptuc ®apma», Mocksa, Poccuiickas ®enepauns
Hcexoasawmuit Homep 5001817082 10 Ne 3akasza-Hapsaaa
hapm. nocraBkh: KOHEYHOro NnoJay4yare/is: 1001460979
Ne 3akaza Ha NOKynky 4700114940 JocTapiaeHo
KOHEYHOr0 noJayuare/s: Kon-so: 246.000
EauuHub: LT,
JdonoanHuTeabHAsA JOrHeTHYecKast HHpoOpMaLHs:

| MeHeKkep 1o JOrHCTHKe: Laurence SCHMID JlaTa: 22-07-2019
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Bruinymeno:

(‘) N O VA RT l S HOBAPTHC ®APMA LUITEAH AT

Lladdxaysepurpacce
4332 Ulraiin
JInuenina na uiroronienue Ne
504879
Cepruduxar GMP Ne:
18-0750 For Solids/18-0834 for steriles

CEPTUOUKAT CEPUHA
Ne CH120200527963

Mpoaykr: TJIMBEK KATICYJIBI 100 mr 10X12 RU

JlekapcreenHan gopma: TBepabie xe1aTHHOBBIE Kancy bl

THN yNnakoBKH: Gnucrep

Pasmep ynakoBku: 10X 12 wryk

CtpaHa Ha3HAYEeHUA Poccuiickas denepauus

I'no6ansueIi MaTepuaa Ne: 739758 Cepus Ne: SPR37

JlaTa H3roToB/IeHHA 20-05-2019

JlaTa BbINycKa: 18-07-2019

CpoK roaHocTH: 30-04-2022

KoauuecTBo eannuy 246.000 wryk

NpoAYKTA:

Ynaxosounas undopmaung

Mpoaykr: I'JIMBEK KATICYJIbI 100 mr 10X12 RU

I'noGanbHelil maTepuan Ne: 739758

JlokanbHbIH MaTepran Ne: 739758

Ipoussoantens: Hoeaptuc ®apma, lreitn AT
Iladdxoizepiurpacce
CH4332 Wraiin

JInueH3INa HA H3roTOB/IEHHE: 504879

Cepruduxar GMP Ne: 18-0750 For Solids/18-0834 for steriles

JlaHHbI€e TECTOB, TpeOOBAHHA, PE3yLTATh! M 3aK/IHOUeHH NIPUBEIEHEI B ClIeyI0ILUEM CEPTH(HKATe/CepTHHHKATAX:

CepTHpHKaT Ne CH120100426562
Mpoaykr: IIMBEK KATICYJIbI 100 mMr.009
I'no6anbHbli maTepuaa Ne 857733 Cepus Ne: SNV34
JlokaabHblil MaTepuan Ne 857733
JlaTa BbInycKa: 05-07-2019
IpousBoauTen: Hogaptuc ®apma, Llireitn AT
laddxoiizepwrpacce
CH4332 1lTtaiin
JIMLIEH3HSI HA H3TOTOBJ/IEHHE: 504879
Crpannua 2/ 6

Hacroaiuii JAOKYMEHT OBLT aBTOMATHUECKH CreHepHpOBaH.
,ﬂ,aHHHE YTBEPAKACHEI OTBETCTBCHHELIM JIHLIOM.



’ Buinymeno:
( ) N O v A RT [ S HOBAPTHC ®APMA IUTENH AT
lad¢xayseprpacce
4332 llraiin
Jlnuen3us na usrorosienne Ne
504879
Ceprudpuxar GMP Ne:
18-0750 For Solids/18-0834 for steriles

CEPTUD®HUKAT CEPUH
Ne CH120200527963

Ipoaykr: ['IMBEK KATICYJIbI 100 mr 10X12 RU
I'no6ankHeIii MaTepuan No: 739758 Cepusn Ne: SPR37
3aknouenue:

HacTosiuum ynocrosepsio, uto jaHHas uHGOPMALUA NOATHHHA H BEPHA.

ﬂaHHaﬂ cepua co3gaHa/ NpOH3BEJCHA, BKIKOYaA YIAKOBKY H KOHTpOJIb, HA BBILUCYTTOMAHYTOM MECTE
NPOH3BOACTBA B COOTBETCTBHH ¢ npasniamMu GMP NokanbHoro peryisTopHOro oprana u cielHpHKauHeH
PerucTPaLHOHHOrO YAOCTOBEPEHHA HMIIOPTHPYIOLIEH cTpaHbl. HapaGoTka, ynakoBka H aHaIH3 cepHu
COOTBETCTBYIOT TpeGosanusM GMP.

OTBeTCTBEeHHOE IHII0: Martin LO GIOCO

JlaTta n Bpemsi: 18-07-2019 14:42:17

JIuno, Bei1aBIIee cepTHHKAT: Martin LO GIOCO
JonKHOCTS: CoTpyaHHK OTaena kavecTsa
Jdara H Bpems: 18-07-2019 14:42:17

Crpannua 3 /6
HaCTO}lLuHﬁ JAOKYMEHT ObL1 aBTOMATHYECKH CreéHEpPHPOBAH.
,Ilam-u,le YTBEPHKACHBI OTBETCTBCHHLIM JIHLIOM.



N

OVARTIS

IIpon3sseaeno: .
HOBAPTHUC ®APMA LLITEUH AT

Hlagpxaysepiurpacce
4332 llraiin
Lseliuapus
CEPTUOUKAT AHAJIM3A
Ne CH120100426562
[poaykT: INTUBEK KATICVYJIBI 100 mr.009
Ino6ansHbIi MaTepuan Ne: 857733 Cepus Ne: SNV34

OnucaHue
Onucanue
OnucaHue
Onucanue
Onucanue

: Paszmep kancyn

: Llger rpasnpoBku

: KOJ rpaBUpOBKH

: Conepxanue kamncyn

: LIBeT conepkuMoro Kancys

[MonnuuHocTs MeTogoM TCX:

JlaTa U3roToBJieHHA: 20-05-2019 IIpoTokoa ananuza Ne: 4100401163

HopmaTuBHas DP_3752425_A_R_1

JOKYMEHTALIHS:

Tecrnt TpeboBanus PesyabTaTsl

Onucanwue: Liset kancyun Or opanseBoro 10 opanxkeBoro ¢ OpaHikeBas HENPO3payHas

CepoBaThiM OTTEHKOM HEMpO3pavyHas KarcyJia

Karncyna
Homep 1
KpacHzlit
«NVR SI»
[Topowox

CooTsercTByeT

KpacHbiit
«NVR SI»
[Mopomok

Benoro ¢ xenroBaTkiM OTTEHKOM benblii

LBeTa

CoorBeTcTBYET CTAHAAPTY

CootBercrByer craHaapTy

UMATHUHUB CpaBHeHUs CpaBHEHHs

IHopnunauoceTs meTonom BIXX: CoOTBETCTBYET CTAHAAPTY CooTBeTCTBYeT CTaHIApTy
HUMATHUHHB CpaBHEHHA CpaBHEHHsA
Pacnanaemocts: Konnuectso - 6

TECTHPYEMBIX €IHHHL]

Pacnapnaemocts; Konuuectso - 6

pacnaBIIMXcs eAUHUL B TeueHue 10 Mun

Pacnanaemocts CoorgetcTBre TpeDoBaHUAM CooTsercTByer

@©.CLIA, Esp. ©.
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HacToswmuii JokyMeHT 6Bl aBTOMaTHYECKH CreHEPHPOBAH,
JlaHHble YTBEPHIEHbI OTBETCTBEHHBIM JIHLIOM.




> NOVARTIS

IIpousseaeno:
HOBAPTHUC ®APMA IUTEHH A’

addxayzepwrpacce

4332 lraitn
Ulseiinapus

CEPTUO®UKAT AHAJIN3A
Ne CH120100426562

Fao6anbHbiii MaTepuaa Ne: 857733

Mpoaykr: JIMBEK KATICY JIbI 100 Mr.009

Cepus Ne:

SNV34

Tecrbl

Tpebopanus

PesyanTaTel

IMocToponHHe MpUMeCH METOIOM
B3XKX-MS: 507-00
[TocTopoHHHE MPUMECH METOIOM
B3XX: unnuBuayansHble Kaxnas
[TocTopoHHHE PUMECH METOOM
B3XX: cymma

OIHOPOAHOCTD COAEPKUMOro
BECOBBIM METOJIOM: KOJIHUECTBO
TECTUPYEMBIX €IHHHL]
OnHOPOHOCTDL COAEPIKMMOTO

MHHHMYM
OnnopoaHocTs conepkumoro

MaKCUMYM
OnHOpOAHOCTE COMEPKUMOTO

OTHOCHTEJILHOE CTaHNapTHOE
OTKJIOHEHHE
OnuoponHocTs conepkumoro

npueMiaeMas BEJIHYHHa
OnHOPOAHOCTH CONEPKUMOTrO
BecoBbIM MeToaoM — UMATHUHWE
Konuuecteennoe onpeneiienue
meTonom BOXX: UMATHUHUHUE

BeCoBbIM MeTonoM — UMATHHUE:

BeCOBbIM MeTonoM — MMATHUHUB:

BecoBbIM MeToaoM — UMATHUHUE:

BE€COBBIM MeTonoM — MMATHUHHB:

He Gonee 3 ppm
He Gonee 0,2 %
He Gonee 0,5 %

N =10 wm 30

He Gonee 15 %

Cooreercraue TpeboBaHUAM
O®.CHIA, Esp. @., SIn.d.
95,0 - 105,0 %

<1 ppm
<0,05 %
<0,05 %

10

100.1 %

102.5 %

0.9 %

2.2%

Coorsercreyer

101.2 %

CrpaHvua s /6

Hacroswui nokyMeHT GblT aBTOMATHYECKH CreHepHPOBaH.

JlaHHble yTBepxKIeHbl OTRETCTBEHHBIM JIHLIOM.




Uy NOVARTIS

IIpousseaeno: .
HOBAPTHUC ®APMA LIITEWH AT

Ulagpxayzepiutpacce
4332 llTaiin
Ulseituapus

CEPTUD®UKAT AHAJIU3A
Ne CH120100426562

Iponykr:

Fno6aabHbiii MaTepHaa Ne:

I'JIMBEK KATICYJIBI 100 mr.009

857733 Cepun Ne: SNV34

3akijiloueHHe:

CepHs COOTBETCTBYET CrHEUH(HKAUMH HOPMATHBHOH [OKYMEHTaUMH. HacToAllMM YAOCTOBEPAIO, YTO JaHHas
HHpOpMaLH NMOATHHHA W BepHa. HapaboTka ¥ aHalM3 CEpHH NPOBEPEHbI H COOTBETCTBYHT TpeboBaHuiM GMP.

OTBeTCTBEHHOE JTHLO:
JaTa u Bpemsi:

Christoph LEIBL
05-07-2019 14:15:29

JInuo, BeLaaBuee ceprudukar: Christoph LEIBL

JlonkHoCTh:
JlaTa H Bpems:
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Crapuini cneuHaIneT oT/ea KauecTsa
05-07-2019 14:15:29

Hacrosuumii 1okyMeHT Obli1 aBTOMATHUECKH CreHepHPOBaH.

JlaHHele YTBEPAKOEHEI OTBETCTBEHHBIM JIHLIOM.




