HAEKJIAPAIIUST O COOTBETCTBHUU

HAEKJIAPAHT, NIPHHHMAIOU U JEKJIAPAIIMIO O COOTBETCTBUM

000 "Hosapmuc Papma”

Ceedenun o pezucmpayuu opeanusayuu: Meacpaiionnas uncnexyus Pedeparsroi Har02060i ciyoucovr Ne 46 no
2. Mockee 27.12.2006, OT'PH 1067761778083, dama npuceoenus OI'PH 27.12.2006.

Adpec: 125313, 2. Mocxaa, Jlenunzpadckuti npocnexm, 0. 72, xopnyc 3.Tenegpon: 8(495)967-12-70.

B nuye: I'enepanenviil dupexmop Koneposa H.A.

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

3ASBJISIET, UTO

aexapemeennoe cpeocmeo: Candocmamun, pacmeop 018 6HYMPUGEHNO20 U NOOKOICHO20 6edenua 0.1 ma/mn |
MA, amnynol (3), nauku kapmonnwie, pez Ne IT N0O16249/01 om 17.03.2010 estdarnio Hosapmuc ©apma AT, cepus
SRF33, napmus 5230 ynaxosox, 200en do 28.02.2022, npouseodcmea Hosapmuc @apma Llmein AT, ;
Llseiyapun, Novartis Pharma Stein AG, Schaffhauserstrasse, 4332 Stein, Switzerland xo0 OKI1q2
21.20.10.181, xod TH B3/ 3004390001, xonmpaxm Ne NPHLLC-2012 om 01.05.2012, uneoiic No 2001476004’

om 19.09.2019

COOTBETCTBYET TPEBOBAHUAM
HT 42-2094-04 uzm. Ne [-3

AEKJIAPAITUA ITPHHSTA HA OCHOBAHHH f
cepmupuxam anaruza npoussodumenn 6/u om 06.09.2019, Cepmudpuxam coomeemcmeus cucmemsi |
Menedaemenma kaveemea & Cucmene 06poeonsnoli cepmugpurayuu "CAPM-PETHCTP" Ne POCC 7
CH.@XK]10.K.00203, cpox deticmews ¢ 25.01.2019 2. 0o 25.01.2022 2., 000 "Oxpyarchoii yenmp Koumpon'* 3
kavecmea” (000 "OLKK"), 115280, 2. Mockea, yn. Macmeproea, 3.4, sm. 5, nom.1, kom. 1 Ce]. 24
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CBEJEHUSI O PETUCTPALIIU

OPT'AH ITO CEPTHOHKAIIHH, 3APET'MCTPUPOBABIIHH JTEKJIAPAIUIO !
RA.RU.11®OMII OPTAH IT0O CEPTHPHKALHH ITPOJYKIJHH OFI[ECTBO C OT'PAHHYEHHOH ' |
OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opeanusayuu : 109428, 2. Mockea, 1-siii Basoeckuii |
npoe3d, 0. 5, cmp. 1, adpec opeana no cepmugpukayuu: 129626, 2. Mockea, 1-as Memuwyunexas, 9. 25, men.

(495) 783-19-08

AJEKJIAPAITHS O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU [J-CH.®@M11.B.39116/19
JATA PEI"I/ICT PAITHH 26.09.2019
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) NOVARTIS

DTZJ.C:! noructhku r. basens
JInxtinpacce 35
4056, r. bazens, 1lIeiuapus

JIOTHCTHYECKAS
COIIPOBOJAUTEJIbHAS 3AITUCKA Ne CH010400820478

K cepTH(PHUKATY cCepHH

[Mpoaykr: CAHJIOCTATHH, PACTBOP J1J151 BHYTPUBEHHOI'O U IMOJIKOXXHOI'O
BBEJIEHHWSA; 0.1 MI/1 MJI 1X5 RU

Toprosoe nazsanne:  CAHJIOCTATHH, PACTBOP [UJ151 BHYTPUBEHHOI'O M ITOJKOXHOI'O
BBEJIEHHWA; 0.1 MI/1 MJI 1X5 RU

I'no6anbHLI oLleHHBaeMBbIii 136177 Cepus Ne: SRF33
marTepuan Ne:
I'nobanbHbIii HeoLleHHBAEMBIIT Cepruduxar cepun Ne:  CH120200531856

marepuan Ne:

3akazunk Ne: RUO0300

3akazunk: 000 «Hoeaptuc ®apma», Mockea, Poccuiickas denepains
JocraBka Ha Ne: RUO0300 Koa crpanbn: RU
JlocTaBKa cTopoHe: 000 «Hosapruc dapma», Mocksa, Poccuiickas deaepanusa

IKNopT papManeBTHYECKOIT IPOAYKIIHH

Hexoasmmii Homep 5001832565. 10 Nt 3akaza-napsaa

$apm. nocrasku: KOHEYHOI0 NoJayuarens: 1001446002

Ne 3aKa3a HA NOKYNKY 4700113909 JocTaBiieno

KOHEe4YHOro noJyyares: Koua-Bo: 5,230.000
Eannnubr: mT.

LAOI‘IOJ! HHUTE/IbHAs JIOTHCTHYeCKasd Hll(b()pMﬂuHﬂ:

| Menexkep no Jorucruke: Laurence SCHMID Jara: 06-09-2019
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) NOVARTIS

Beimymeno:
HOBAPTHUC ®APMA LUTENH Al
[Hapxaysepurpacee
4332 Ulreiin
JInuensua na n3rorosaenne Ne:
504879
Ceprudpmrar GMP Ne:
18-0750 for solids/18-0834 for steriles

CEPTH®UKAT CEPUH
Ne CH120200531856

IIpoaykr:

Jlekapersennas gpopma:
Tun ynakosku:

Pasmep ynakosku:

PYy:

Crtpana HasHaYeHns:
Inob6anbublil MaTepuan No:
JlaTa M3roToBJeHus:
JaTa Beinycka:

Cpoxk roanocrs:
KoamuecTBo eaHuny
NpoAyKTa:

CAHIOCTATHH, PACTBOP J1J1sl BHYTPUBEHHOIO U
[MOAKOXXHOI O BBEJEHUSI; 0.1 MI'/1 MJT 1X5 RU
AKHIKOCTb B aMIyJie
amInyJibl

1x5

[TN016249/01

Pd

136177

18-03-2019
06-09-2019
28-02-2022
5230.000 wryk

Cepus Noe: SRF33

Ynaxkosounaa HHpopmauus
Ipoaykr:

IaobanbHbIil MaTepuaa Ne:
JlokanbHbiii MmaTepHan Ne;
IIponsBoaurens:

JIHLeH3Hs HA U3rOTOBICHHe!

Cepruduxar GMP Ne:

CAHJIOCTATHH, PACTBOP J1JI51 BHYTPUBEHHOI'O M
IMMOAKOXHOI'O BBEAEHMWS; 0.1 MI/1 MJI 1X5 RU
136177

136177

Hosaptuc ®apwma, Llteiin AT

Uladdxoiizeprpacce

CH4332 llreiin

504879

18-0750 for solids/18-0834 for steriles

JlanHele TecToB, TpeGoBAHNE, Pe3yILTATH H 3AK/TIOYEHUS NPHEEACHD] B crnenyioulem ceprudukare/ceprudukarax:

Cepruurar Ne:
Ipoaykr:

I'no6anbuniil MaTepuan Ne:
JlokaaLHLIA MaTepuaa Ne:
JlaTa Bhinycka:
Ilponssoanrens:

JINUEH3ug Ha U3TOTOBJIEHHEe

CHI120100429000
CAHIAOCTATHH, PACTBOP J|J1s1 BHYTPUBEHHOIO U
MOJIKOXXHOI'O BBEJJEHUS; 0.1 MI'/1 MJL. 038

881116 Cepus Ne: SMX96
881116
09-08-2019

Hogaptuc dapma, lreiin AT
Lladdxoiizeprpacce

CH 4332 llreiin

504879
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Hactoawumii cepruduxar 6511 aBTOMATHYECKH CreHepUpoBaH.

JlaHHble YTBEPIKACHbI OTBETCTBEHHEIM JIMLIOM.




Brimymeno:

(’) NOVA RTI S HOBAPTHC ®APMA IUTEHH AI’

Ladpxaysepirpacce
4332 llreiin
Jlnuensus na narorosaenne Ne:
504879
Ceprugmkar GMP Ne:
18-0750 for solids/18-0834 for steriles

CEPTUOUKAT CEPUU
Ne CH120200531856

Mpoayxr: CAHAOCTATHH, PACTBOP 151 BHYTPMUBEHHOIO M
NOAKOXHOI'O BBEAEHHMSI; 0.1 MI'/1 MJT 1X5

[nobanbubiii MaTepuan No: 136177 Cepusi Ne: SRF33

3akaouenne:

Hacroaumm ynocrosepsio, uto naHHas HHpOPMALMA NOUTMHNA 1 BepHa. Jlannas CepHA CO31aHa/ NPON3BE/IEHa,
BKJIOYAA YIIAKOBKY W KOHTPOJIL, HA BBILUEYTOMAHYTOM MECTE POH3BOJCTEA B COOTBETCTEHH ¢ Npasuiamu GMP
JIOKANLHOTO PEryIATOPHOTO OpraHa H CNelH(HKaLHei PErHCTPALMORHOTO YA0CTOREPEHHA HMIIOPTHDYHOLLLEH
CTpaHbl.

HapaGoTka, ynakoska U aHaiu3 cepiu COOTBETCTBYIOT TpeGoBannamM GMP.

OTBeTCTBEHHOE JINLO: Vera GELLERT
JaTta u Bpems: 06-09-2019 14:22:21
JInuo, BeinaBmee ceprudukar: Vera GELLERT
JdonxHocrn: Crapluil cneLuMalIneT 0TAeNa Ka4ecTsa
JlaTa u Bpemsi: 06-09-2019 14:22:21
Crpanuua 3/5

Hacroauwnii cepriuduxar 6b11 aBTOMaTHYeCKH CreHEPHPORaH,
Jlannble yTBepAICHbI OTBETCTBEHHBIM JTMLIOM.



