JEKJIAPAIIUST O COOTBETCTBUH

NEKJIAPAHT, IIPHHUMAIOUIHAN AEKJIAPALIHMIO O COOTBETCTBHUH

QOQ "Hosapnmuc $apma”

Ceedenus 0 pezucmpayuu op2anuzayuy: Mexcpaiionnas uncnexyus Pedepanbroil Hanozoeol cuyoicobr Ne 46 no
2. Mockee 27.12.2006, OF'PH 1067761778083, oama npucsoenus OT'PH 27.12.2006.

Adpec: 125313, 2. Mockea, Jlenunepadckuii npocnexm, 0. 72, kopnyc 3.Teaegpon: 8(495)967-12-70.

B nuye: Ienepanvhoni dupexmop Koreposa H.A.

Hosepennoe mujo. Tiopun A. B., dosepennocnv 6/ om 03.12.18

3ASIBJSIET, UTO

aexapemeennoe cpedemeo: Iueex, kancyror 100 me 12 wm., ynakosku auetikogvie koumypioie (10), nauxu
xapmonnbte, pez Ne IT N013241/01 om 07.11.2011(0ama samenwt 23.04.2018) svioano Hosapmuc apma AT,
cepun SNR34, napmus 323 ynarxosok, 200en 0o 31.12.2021, npoussodcmea Hosapmue Papma Llmetin AT,
Ulsetiyapun, Novartis Pharma Stein AG, Schaffhauserstrasse, 4332 Stein, Switzerland xod OKII/2
21.20.10.211, xod TH B3] 3004900002, konmpaxm Ne NPHLLC-2012 om 01.05.2012, ungoiic Ne 2001439802
om 22.05.2019

COOTBETCTBYET TPEGOBAHMHSIM

1T N013241/01-071111 uzm. Ne 1-7

JAEKJIAPALIU S IIPUHSATA HA OCHOBAHHUH

cepmughuram anaauza npouseodumeins 6/n om 17.03.2019, Cepmuchuxam coomeememesus cucmemot
Menedaicmernma kavecmea ¢ Cucmenme dodpoconenoii cepmugurayuu "PAPM-PECHCTP" Ne POCC
CH.O2K0.K.00203, cpox deticmeusi ¢ 25.01.2019 2. no 25.01.2022 2., OO0 "Oxpyaicnoll yenmp Koumpons
ravecmea", Poccus, 115280, . Mockea, ya. Macmepxoga, 9. 4, sm. 5, nom. 1, kom. |

NATAALEFTIIEFIS AEKJIAPALULY 28.05.2019
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CBEJEHMUSI O PETUCTPAIIUA

' OPTAH 10 CEPTH®UKALIUH, 3APETACTPHPOBABLIHI JEKJIAPAIIHIO

RA.RU.11OMI11 OPIAH I10 CEPTH®HKALIHH ITPONVKLHH OBL[ECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTbBIO "® OPMAT KAYECTBA", adpec opeanusayuu : 109428, &. Mockea, 1-wiii Bazoecxuil
npoeso, 0. 5, emp. 1, adpec opzana no cepmuurayuu: 129626, &. Mockea, 1-as Metmuyunckan, 0. 23, mea.
(495) 783-19-08

| NEKJIAPAL(}ST O COOTBETCTBUH 3APETUCTPHPOBAHA Ne POCC RU J|-CH.®M11.B.25165/19
| IATA PEFACERALIAH 28.05.2019
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) NOVARTIS

Orzaen norueruky r. bazenn
Jluxtwrrpacee 35
4056, r. basens, LIseliuapuga

JJOTUHCTHYECKASI
CONPOBOIUTEJIbHAS 3AITMCKA Ne CH010400801584
K CepTH(PHKATY CCpHH

[poaykr: I'IMBEK KATICYJIBI 100 mr 10X12 RU

Toprosoe HazBaHue: I'JTMBEK KATICVYJIBI 100 mr 10X12 RU

I'nobanbHblit oueHHBaeMblii 739758 Cepusi Ne: SNR34
maTtepHan Ne:

Ino6anbHbli HEOLEHHBACMbI i Ceprudmurar cepun Ne:  CH120200522594

marTepnan Ne:

3akaszunk Ne; RU0300

3aka3zuuk: 000 «Hosapruc ®apma», Mocksa, Poccniickas ®enepalius

HocraBka Ha No: RUO300 Kona erpanbi: RU

JocTaBka cTopoHe: 000 «Hosapruc ®apma», Mocksa, Poccuiickas ®enepauus

Hexoasimmii nomep 5001793414 10 Ne 3akasa-Hapsaa

(hapm. nocTaBKH: KOHEYHOI'0 N0J1y4YaTes: 1001429072
Ne 3akaza Ha nokynky 4700112281 HocraBaeno

KOHEYHOro noJiyuares: Kon-so: 325.000

Ennnnubi: T,

Hdonoinure/ibHas JorneTuyeckas HHpopMaums:

MeHeakep 110 JIOTHCTHKE: Laurence SCHMID Jara: 20-05-2019




Brinymeno:
HOBAPTHC ®APMA ILITEMH AT
Iadgpxaysepiitpacce
4332 Ilraiin

JIMueH3usi Ha W3roToBjaeHHe Ne

> NOVARTIS

504879
Ceprudurkar GMP Ne:

18-0750 For Solids/18-0834 for steriles

CEPTUOUKAT CEPUH

Ne CH120200522594

IMpoaykr:

Jlekapcreennas gopma:
THn ynakoBkH:

Pazmep ynakoBkmu:
Crpana HazHaueHHs

NpoAYKTa:

[NJIMBEK KATICYJIBI 100 mr 10X12 RU

TBep/ble KeNaTHHOBbIE KAICYlbl
Onmcrep

10X 12 wryk

Poccuiickas deaepaiins

[no6anbHbliii MaTepnan No: 739758 Cepus Ne: SNR34
JlaTra M3roToBJIeHHsA 28-01-2019

JlaTa BeInycKa: 17-05-2019

CPpoK IroJIHOCTH: 31-12-2021

KonnvecTBO einnuL 325.000 wryk

YuakosouHas undopmauns
IMpoaykr:
I'noGaneublii maTepunan Ne:

Cepruduxar GMP Ne:

IJIUBEK KATICYJIBI 100 mr 10X12 RU
739758

Jloka/sibHblif maTepuas Ne: 739758

IMpounssoaurens: Hosapruc Mapma, llteitn AT
lladpdxoitzepirpacce
CH4332 Iraiin

JIuien3us Ha H3roTOBJCHNE! 504879

18-0750 For Solids/18-0834 for steriles

Tlannsle TecToB, TpeGOBAHMA, Pe3yIILTATHI H 3aKIIOUEHNs [IPUBe/IeHb! B clieyiollem cepTHukare/ceprudukarax:

Cepruduxar Ne

IlpousBoanTehb:

JIM1leH3Ms Ha H3TOTOBJIEHHE!:

CH120100418181

Hosapruc ®apma, lreiin AT
adgdxoiizepurrpacce
CH4332 1lraiin

504879

IMpoayxkr: IJIMBEK KATICYJIBI 100 mr.009

I'no6aibHbI maTepuan Ne 857733 Cepun Ne: SLRI15
JlokanbHblil MaTepnan Ne 857733

Hara Beinycka: 22-02-2019
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Brinymeno:
U ) NOVA RTI S HOBAPTHC PAPMA IUTEHH AT

Lladgdxaysepiurpacce
4332 llrain

JIMLeH3Hs HA U3roTOBJeHHe Ne
504879

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

CEPTUO®UKAT CEPUU
Ne CH120200522594

Mpoaykr: ITIMBEK KATICYJIBI 100 mr 10X12 RU
I'n06abHbIT MaTepuan Ne: 739758 Cepns Ne: SNR34
3akiouenne:

Hacrosumm ynocrosepsio, 4To aannas MHGOpPMALIHA NOLTHHHA 1 BEpHa.

Hannas cepus co3nana/ nponsseseHa, BKIKOYAA YNAKOBKY M KOHTPOJIb, HA BBILIEYNIOMAHYTOM MECTe
MPOM3BOCTBA B COOTBETCTBHH C npasuiamn GMP Jl0kallbHOIO pery/iIsTopHOro oprasa u cneuupukanmeii
PErNCTPaLMOHHOTO YA0CTOBEPEHHA MMIIOPTHDYIoLeit cTpatbl. HapaGoTka, ynakoska u anamms cepun
COOTBETCTBYIOT TpeboBannsam GMP.

OTBercTBEHHOE IHLO: Enzo SICA

JlaTa u Bpems: 17-05-2019 09:57:12

JIuuo, Be1aaBLIee cepTHpHKaT: Enzo SICA

Jo/IKHOCTE ! CoTpyanuk oraena kayecTsa
Jarta u Bpemsi: 17-05-2019 09:57:12
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