AEKJIAPAIIASI O COOTBETCTBHUU

AEKJIAPAHT, MIPHHUMAIOUI MM JEKJAPAIIHIO O COOTBETCTBHH

000 "Hosapmuc ®Papua" ;
Ceedenun o pecucmpayuu opeanuzayuu: Meoicpationnasn uncnexyus ®edepansHoii naro2060ii cayacoor Ne 46 no

2. Mocxee 27.12.2006, OI'PH 1067761778083, dama npuceoenus OT'PH 27.12.2006.
| Aopec: 1253135, &. Mocxkea, Jlenunzpadckuii npocnexm, d. 72, kopnye 3.Tereghon: 8(495)967-12-70.
B muye: I'enepansnoiii oupexmop Koneposa H.A. ’

Hoeepennoe auyo: Tiopun A. B., dosepenrocms 6/n om 03.12.18

3ASIBJISIET, UTO
aekapemeennoe cpedcmeo.: Candocmamun, pacmeop Ons EHYMPUBEHN020 U NOOKONCHO20 66edenusn (.1 me/ma |

MA, amnyavt (3), nauku kapmonnvie, pee No IT NO16249/01 om 17.03.2010 evidano Hosapmue @apma AT,
| cepua STJI12, napmus 6020 ynaxoeok, zoden do 28.02.2022, npouseodcmea Hosapmuc @apma Ulmeiin AT ‘
Leeiyapus, Novartis Pharma Stein AG, Schaffhauserstrasse, 4332 Stein, Switzerland xod OKII/? ’
| 21.20.10.181, koo TH B3] 3004390001, konmpaxm Ne NPHLLC-2012 om 01.05.2012, unsoiic Ne 2001490711
om 06.11.2019

COOTBETCTBYET TPEBOBAHHSIM

HT 42-2094-04 uam. Ne 1-3

AEKJIAPALTHA IIPHHATA HA OCHOBAHHHA

cepmucpuxam ananruza npouzeodumensn 6/u om 28.10.201 9, Cepmuchuram coomeememeus cucmens:

|| menedoemenma kavecmea ¢ Cucmeme Oobposonvroii cepmugpurayuu "OAPM-PEIHCTP" No POCC
CH.@K/10.K.00203, cpox deticmsus ¢ 25.01.2019 2. do 25.01.2022 2. OO0 "Oxpyacroti yenmp xonmpons
kavecmsa" (000 "OLKK"), 115280, 2. Mocxkea, yx. Macmeprosa, 0.4, om. 5, nom.I, kom. 1

| IATATIPHHST,

L

KAAPAITHS T
_Hopa
1

lIEKJIAPA'/[_ HH 14.11.2019
A 1O 28.02.2022

pY

e thanm

W
| ¥
1 *
: - [4
1 | 14

Y
(£

NPy

‘\‘3 / Tiopun A. B.
NOANHCH D.H.0

e Py

Pk s

CBEJIEHUS O PETUCTPALIAN |

| OPTAH IO CEPTHOHKAILIUH, 3APETHCTPHPOBABIIHIA AEKJIAPALIMIO -
, RA.RU.11®OMII OPTAH I10 CEPTH®HKALHH ITPOAVKIHH OFLIECTBO C OIPAHHYEHHOL |
| OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA" aodpec opeanusayuu ; 109428, 2. Mocxkea, 1-wiii Bazosckuii ;
npoeso, 0. 5, cmp. 1, adpec opzana no cepmugpurayuu: 129626, 2. Mockea, 1-an Mormuwyguncxas, 0. 25, men. ‘

(495) 783-19-08

JAEKJTAPALIASI O COOTBETCTBUM 3APETMCTPHPOBAHA M POCC RU A-CH.®@M11.B.46370/19
HATA PETHCTPALTAN 14.11.2019
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) NOVARTIS

OT,Eleﬂ norucTuku r. bazens
Jluxtrrtpacce 35
4056, r. basens, IIseiinapus

JJOT'HCTHYECKASA
COINPOBOAUTEJIBHASA 3AITMCKA Ne CH010400829458
K cepTH(HKATY cepHH

Mpoayxr: CAHJIOCTATHH, PACTBOP 1J11 BHYTPUBEHHOI'O M TTOKOXXHOTO
BBEJIEHHMA; 0.1 MI/1 MJT 1X5 RU

Toprosoe Hassauume: CAHJIIOCTATHH, PACTBOP IJ1s1 BHYTPUBEHHOI'O H ITOAKOXHOI'O
BBEJIEHHA; 0.1 MI/1 MJT 1X5 RU

I'no6aneHLIN OLleHHBAEMBIIH 136177 Cepus Ne: STI12

mMaTepHaa Ne:

I'nobanbHbIi HeolleHHBAEMBIIT Ceprudurar cepun Ne:  CH120200535965
mMaTepHaa Ne:

3akaszunk Ne: RUO0300

3aka3zunk: 000 «Horapruc ®apma», Mockea, Poccuiickas denepaius

JlocTaBKa Ha Ne: RUO0300 Koa cTpaHbI: RU

JlocTaBka cropoHe: 000 «Horaptuc ®apma», Mocksa, Poccuiickas ®enepatius

IKNopT papMaueBTHUECKOH NPOAYKIHH

Hexoasmmii Homep 5001851598. 10 Ne 3aka3a-napsaa

dapm. nocTaBKH: KOHEYHOTO0 MOJIy4aTess: 1001491109

Ne 3aKa3a HA NOKYDNKY 4700117819 JocTaBieHo

KOHEYHOI0 MoJIy4aTes: Kon-so: 6,020.000
EauHHubL: mT.

| JlonoHuTeIbHAS JOrHCTHYECKAs: HH(OPMA LIS

| MeHemkep 10 JOTHCTHKE: Laurence SCHMID HdaTa: 29-10-2019
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> NOVARTIS

Boinymeno:
HOBAPTHUC ®APMA IUTENH AT
Iladpxaysepiirpacce
4332 Illreiin
Jlunens3us na uirorosiaenne Ne:
504879
Cepruduxar GMP Ne:
18-0750 for solids/18-0834 for steriles

CEPTUOUKAT CEPUHU
Ne CH120200535965

Ilpoaykr:

JlekapcerBenHas opma:

Tun ynakoBku: aMITyJTbl

Pasmep ynakoBku: 1x5

Py: M N016249/01

CTpaHa HA3HAYEHUS: PO

InoGanbHelii MaTepuan Ne: 136177 Cepus Ne: STI12
JlaTa H3roToBIEHHA: 20-03-2019

JaTa Beinycka: 28-10-2019

CpoK roaHocTH: 28-02-2022

KoaunyecTBo eanHuL 6020.000 wtyk

NpoayKTa:

CAHJIOCTATHH, PACTBOP IJ11 BHYTPUBEHHOI'O K
[MOJKOXHOI'O BBEJEHHMA; 0.1 MI'/1 MJT 1X5 RU
KUIKOCTBb B aMIyJie

YnakoBouHasa uHdbopmauus
Npoaykr:

InoGanbHbIT MaTepuam Ne:
JokanbHblii MaTepuan Ne:
pousBoauTtenn:

Cepruduxar GMP Ne:

JIMueH3Hsa Ha U3roTOBJIEHHE:

CAHJJOCTATHH, PACTBOP /11 BHYTPUBEHHOI'O K
MOJIKOXKHOI'O BBEAEHMA; 0.1 MIT/1 MJT 1X5 RU
136177

136177

Hosaptuc ®apma, Lreiin AT

Hlagdxoiizepitpacce

CH4332 Llteiin

504879

18-0750 for solids/18-0834 for steriles

JlanHbie TecTOB, TpeboBaHMA, PE3y/ILTaThl M 3aK/IHYEHHA NPHBEACHBI B C/ICAYIOIIEM cepTH(HKaTe/cepTHDHKATAX:

Ceprudurar Ne:
Ipoaykr:

I'nobansHbiii MaTepuan Ne:
JlokanbHbIil MaTepuan Ne:
JaTta Beinycka:
IpousBoauTeib:

JIMUeH3us HA H3rOTOBJIEHHE

CH120100428998

CAHIOCTATHH, PACTBOP /1J151 BHYTPUBEHHOI'O U
MOJKOXHOI'O BBEJIEHHMS; 0.1 MI/1 MJI. 038
881116 Cepus Ne:
881116

09-08-2019

Hoeaptuc ®apma, LTteiin AT
llagdxoiizepwrpacce

CH 4332 Ireiin

504879

SMX98

Crpanuua 2/5

Hacroswmii cepTudukaT 6611 aBTOMATHUECKH CreHEPHPOBAH.

JlaHHbI€ yTBEPXKACHB! OTBETCTBEHHLIM JTULIOM.



Brinymeno:
(‘) N 0 VA RT l S HOBAPTUC ®APMA IIITEAH AT

Iaddxayseprpacee
4332 lllreiin

JIunensus na uiroronaenne No:
504879

Ceprudnkar GMP No:
18-0750 for solids/18-0834 for steriles

CEPTU®UKAT CEPUU
Ne CH120200535965

Mpoaykr: CAHOOCTATHH, PACTBOP AJIs1 BHYTPUBEHHOI'O M

MOJAKOXHOIO BBEJEHK A 0.1 MIT/1 MJT 1X5
I'noGanbHbI MaTepnan Ne: 136177 Cepus No: STI12
3akawueHnue:

HacTosauwnm yaocTosepAo, 4To JaHHas HH(OPMalLHs NMOoUTHHHA U BepHa. [laHHas cepus co3naHa/ MpoM3BeeHa,
BKJIIOYas YMAKOBKY M KOHTPOJIb, HA BBILIEYNIOMAHYTOM MECTE MPOH3BOACTBA B COOTBETCTBHH ¢ npasunamMu GMP

JIOKQJIBLHOTO PEryIATOPHOr0 OpraHa H creuHdUKaLiel periCTPalHOHHOTO YA0CTOBEPEHHS HMITOPTHPYIOIEH
CTpaHBL.

Hapa6oTka, ynakoBKa M aHaJIM3 CEPHM COOTBETCTRYIOT TpeboBaHusam GMP.

OTBeTCTBEHHOE JIHLIO® Julien GEHART
JlaTta u Bpems: 28-10-2019 14:38:19
JInuo, BeiaaBLIee CepTHHHKAT: Julien GEHART
JLOMKHOCTD: Craplumii crieLHanucT 0Taena KauecTea
JlaTa u Bpems: 28-10-2019 14:38:19
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Hacrosamwmit cepruduxar 6611 aBTOMaTHYECKH CTEHEPHPOBAH.
JlanHble yTBEpKAEHBEI OTRETCTBEHHBIM JIHLIOM.



