(’) N O VA RTI S Hosapruc ®apma Illteiin AT

Brinymeno:

Hladdxaysepmrpacce
4332 lreiin
HIretinapus
JInnensns na wzrorosaenne No:
511620-102648883
Ceprnpuxatr GMP Ne:
GMP-CH-1002561

CEPTU®UKAT CEPHUUA
Ne CH120200592085

IIpoaykr:

JlexkapceTBeHHas gopma:
Tun ynakoBku:

Pasmep ynaxoBkmu:

PYy:

CTpana HazHauYeHus:
I'nobanbHblil MaTepnan Ne:
JaTa u3rotoBjeHns:
JlaTa Binycka:

Cpok roanocTu:
Koanyecrpo eannun
NPOAYKTA:

SANDOSTATIN (CAHOOCTATHH) LIAM 0.1MG IML (0.1 MI" 1 MJT)
1X5RU

XKHUJKOCTE B aMITyJie

amIynsl

1x5

TTN016249/01

P®

136177 Cepnsa Ne: SCVCsA
27-05-2021

30-12-2021

04-2024

2567.000 wryk

YnakoBouyHasn uHpopmauun

Hpoayxr:
I'nobanbuepiit maTepnan Ne:

JloxanbHbli MaTepna Ne:
IponsBoauTens:

Ceptuduxar GMP Ne:

JInueH3ns HA M3roTOBJICHHE:

SANDOSTATIN (CAHZIOCTATHUH) LIAM 0.1MG IML (0.1 MI" 1 M)
1X5 RU

136177

136177

Hosapthc ®apma, lllteiin AT

laddxayzepurpacce

4332 lreiin

IlIgeiinapus

511620-102648883

GMP-CH-1002561

[lanHble TecToB, TpeGOBaHHA, Pe3y/IbTaThl M 3aK/IOYEHHS IPHBEIEHBI B cneayoueM ceptHdHkare/ceptudukaTax:

CepTduxar Ne:
Ipoaykr:

I'no6anbHblil MaTepnan Ne:
JlokanbHblii MaTepuag Ne:
JaTa Bbinycka:
IlponseoanTens;

JIMLIEH3Hs HAa H3TOTOBJeHHe

CH120100480811

SANDOSTATIN (CAHOOCTATHH) LIAM 0.1MG/ML (0.1 MI'/MJT)
1IML.038

881116 Cepus Ne: SCKP3
881116

01-07-2021

Hosaprtuc ®apma, lliteiin AT

lladpxayzepurrpacce

4332 Wlreiin

Hlgeiiuapus

511620-102636149
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(') N O VARTI S Hosapruc ®apma lllreiin AT’

Beinyueno:

Hladdxaysepirpacce
4332 Ulrein
Irefapus
JInuensns na uirorosaenue Ne:
511620-102648883
Cepruduxar GMP Ne:
GMP-CH-1002561

CEPTU®UKAT CEPUU
Ne CH120200592085

Hpoaykr: SANDOSTATIN (CAHJOCTATHH) LIAM 0.1MG 1ML (0.1 MI" 1 MJT)
I1X5RU

I'106anbHB1E MaTepnan Ne: 136177 Cepus Ne: SCVC5A

3axkmoyeHnne:

HacToAmmm ynocroepsio, uTo 1aHHas MH(GOpPMaLMs NOVIMHHA U BepHa. JlaHHaA cepHs co3NaHa/ NPOM3BE/IEHa,
BKJIIOYas YTIAKOBKY H KOHTPOJIb, Ha BBILLEYTIOMAHYTOM MECTE NMPOM3BOJCTBA B COOTBETCTBHH C nparunamMd GMP
JIOKaJILHOT'O PEryJsTOPHOIO OpraHa H crielu(uKalHeli perHcTPaHOHHOTO YI0CTOBEPEHHS HMIIOPTHPYIOIEH

CTpaHBI.
HapaboTka, ynakoBKa W aHANN3 CEpHH COOTBETCTBYIOT TpeboBanuam GMP.

OTBeTCTBEHHOE JIHLIO: Julien Armand Vi Gerhart

daTta n Bpems: 30-12-2021 10:56:58
Tun penuza: penus cepun

KomMeHTapuu Kk cepTudHkary:

Homep cepun, naneuataHHbli Ha nepBUYHOH ynakoeke: SCVCS.

Homep cepuu, HaneuataHHbli Ha BTOpM4HO# ynakoBke: SCVC5A.
Hononuurensnaa Gykpa n00aB/eHa K BTOPHUHOH YIIAKOBKH CEPHH B CBA3H C
nepeynakoskoi. B npoliecce npoH3BOACTBA H YNIAKOBKH He ObLIO BHISABIECHO
OTKJIOHEHHH, KOTOPbIE MOTYT MOBMHATH HA KAUECTBO H BBINYCK NPOAYKTA.
dapmaltieeTHYeCKas cyOcTaHuuA: OKTpeoTHa

ITponzeonuTens (apMaleBTHUECKO# CyBCTaHIIHM:

Hoeaprue Punrackuanm JInmuren

Ringaskiddy, Co Cork, Ireland (Mpnanaus)

Homep PPMS: SKU_CO_136177_002_A

AHann3 npo/lyKTa, MapKHPOBKA H YIIaKOBKa COOTBETCTRYIOT HJI

Homep HJT: HII TT N016249/01-121020

JlekapcTeenHas ¢opma, ykaszanHas B ganHoM CoA / CoC, nomkHa
HHTEPIPETUPOBATLCA KaK: PacTBOP JUIA BHYTPHBEHHOTO H MOAKOXKHOTO

BBEJIEHHA

JInuo, BeI1aBMIee cepTHPHKAT: Joel Frey

HonxHocTb: QA Operations Expert

JaTa n Bpems: 20-01-2022 10:50:32
Crpanuua 2/6

Hacroswmii cepruguxar Ob11 aBTOMaTHUECKH CreHepHpOBaH.
ﬂaHHbIe YTBEPAKACHBI OTBETCTBECHHBIM JIHLIOM.



> NOVARTIS

CEPTH®UKAT AHAJIN3A

IIponseeneno:

Hosaptuc ®apma Llreiin AI
lagdxaysepurrpacce

4332 Ulreiin

Hlgeiinapus

Ne CH120100480811

Ipoaykr:

JdaTta nirotoBiennn:

I'nobasbHelit MaTepnan Ne:

SANDOSTATIN (CAHIOCTATHH) LIAM 0.1MG/ML (0.1 MI'/MJI) 1IML.038
881116 Cepus Ne: SCKP3
27-05-2021 IIporokon anaansa Ne: 4100454606

HopMmaTtusnasn PP_3712759 A R 1+
AOKYMEHTALHA: PP 3712759 038 R 04
Tecrtnl TpeGoBauns PesyabTaTel

Onucanue eMkocTH

OnKcaHHe LBETOBOro Koaa B

1 M1 amnyna ¢ oiHO# Touko# HannoMa, CootBetcTByeT
13 GecLIBETHOro cTekna
/A1Ba (OIHO CHHEE H OZIHO 3eJleHoE) CooTBetcrByeT

cooTeeTcTBHH ¢ PP 3712759 038 R 04  LiBeTHBIX KOIOBBIX KOJIbLIA M OJIHA CUHSAA

TO4YKa Hagnoma

OnHcanne eMkocTH 1 mn amnyna u3 GecupeTHOrO cTekna CooTBetcrByer
Onmucanue conepkuMoro ammysisi IIpospauniit, GecuseTHbIi pacTBOp ITpo3paunsiii, GecuBeTHBIH
pacTBop

pH 3.9-45 4.1

Hunexc npenomnenus 1,338 — 1,340 1.340

HomunaneHeii 06nem He menee 1,0 mn 1.0 mn

OcmonapHocTs 315 - 350 MOcM/kr 341 MOcMm/kr
Crpanuna 3/6

Hacrosmmii cepruduxar Gbi1 aBTOMaTHUECKH CreHepHPOBaH.

HaHHbie yTREPKIeHbI OTBETCTBEHHBIM THLIOM.




> NOVARTIS

Ilponipeneno:

Hopaptuc ®@apma Ulreiin AT
[addxayzepirpacce

4332 Ulreiin

Ulsetinapus

CEPTU®UKAT AHAJIU3A

Ne CH120100480811

Ipoaykr: SANDOSTATIN (CAHJIOCTATHH) LIAM 0.1MG/ML (0.1 MI'/MJI) IML.038
I'nobanbublii MaTepnan Ne: 881116 Cepusa Ne: SCKP3
TecTbl TpeboBanus PesyabTaTel

Hnentndukauns OkTpeoTuaa MeToaom
TCX B COOTBETCTBHH C
PP_3712759 A R 1

Hnentndukauns OkTpeoTnaa METOAOM
TCX B coorercreun ¢ PP 3712759
038 R 04

[TocTopoHHHE YacTHIIBI

>= 10 MKM Ha amnyJny

INocTopoHHNE YacTHLB]

>=25 MKM Ha amnyny

BuauMele MOCTOPOHHHE YacTHLBI B
cooteeTcTBHM ¢ PP_3712759 A R 1
BuaumMele nocTopoHHHE YacTHLBI B
cootBercTBuM ¢ PP 3712759 038 R 04
Hnentrdukauns okTpeoTiaa METOIOM
B32XX

KonunuectBennoe onpenenenue
okTpeoTuaa Metoziom BOXKX

CoOOTBETCTBYET CTAHLAPTY CPaBHEHHs

CoOTBETCTBYET CTAHAAPTY CPaBHEHHA

He 6onee 6000
He 6onee 600

IMpakTHyeckn cRobOIEH OT BUTUMBIX
YacTHIL
TIpakTHuecku cBOOOIEH OT BUAUMBIX
YacTHIL
CoOTBETCTBYET CTAHAAPTY CPABHEHHS

95,0 —105,0 %

COOTBETCTRYET CTAaHOAPTY
CpaBHEHHs

CoOoTBETCTBYET CTAHAAPTY
CpaBHEHHA

0

0

CroB0o/1eH OT BUAHMBIX YaCTHI]
Cro6oneH OT BUAHMBIX YacTHI]
CoOTBETCTRYET CTAHAAPTY

CpaBHEHHA
97.1 %

Crpanuua 4/6

Hacrtoswmii ceprudukar 6511 aBTOMAaTHIECKH CTEHEPHPOBaH,

ﬂaHHb]G YTBEPXKACHBEI OTBETCTBEHHLIM JIHLIOM.




) NOVARTIS

Ilponseeneno:

Hosapthc ®apma Lllrteiin AT’
Hladdxaysepurrpacce

4332 Hlreiin

Hlpefapus

CEPTUD®UKAT AHAJIN3A
Ne CH120100480811

IpoaykT: SANDOSTATIN (CAHOOCTATHH) LIAM 0.1IMG/ML (0.1 MI'/MJIT) IML.038
I'106anbHbIi MaTepuan Ne: 881116 Cepus Ne: SCKP3

Tectnl Tpebosanus Pe3yabTaThl

ITpoaykThl aerpafaly Ha OCHOBaHHH He 6onee 1,0 % 0.6 %

3aABJICHHOTO COJCP/KaHHA OKTPEOTHA,
[ne3-Thr-on8]- okTpeoTiaa MeTonoM

B3XX no PP_3712759 A R_1

IpoayxTel nerpagaluuu Ha OCHOBAaHHH He Gonee 0,7 % 0.6 %
3as1B/IEHHOrO COJEPXKaHHs OKTPEOTH A,

[ne3-Thr-on8]- okTpeoTHna meTonoM

B2XX no PP 3712759 038 R 04

ITponykTel Aerpanaunm Ha OCHOBaHHH He 6onee 0,5 % 0.1 %
3aABJIEHHOTO COJIEPKAHUA OKTPEOTH/A,

metonom BOXKX: npyrue nponykrer

nerpanauuu no PP_3712759 A R_1

[TponykTel AerpanalMy Ha OCHOBaHHMH He Gonee 1,0 % 0.1 %
3asBJIEHHOTO COJICPKaHHUA METOOM

B2XX: cymMa apyrux n.a. no

PP 3712759 A R 1

Crpanuua 5/6
Hacroawmi ceprudukar ObU1 aBTOMATHYECKH CTEHEPHPOBAH.,
ﬂa}mue YTBEPKACHBI OTBETCTBEHHBIM JIHLIOM.




> NOVARTIS

Ipousseneno:

Hosaptuc ®apma Illreiin AT
Iaddxaysepurpacce

4332 Ulreitn

Iseiitapus

CEPTUO®UKAT AHAJIU3A
Ne CH120100480811

poaykr: SANDOSTATIN (CAHOOCTATHH) LIAM 0.1IMG/ML (0.1 MI'/MJI) 1ML.038
I'nobanbuenii MaTepnan Ne: 881116 Cepusa Ne: SCKP3

TecTnl Tpebosanus Pe3yabTaThl

ITpoaykThl AerpagauMy Ha OCHOBAaHMH He 6onee 0,5 % 0.1 %

3adBJIEHHOTO COAEPKAaHUS OKTPEOTH/IA,

mertoaom BOXX: npyrue Hecneuund. n. a.

no PP 3712759 038 R 04

[MTponyxTel nerpafaluMy Ha OCHOBAaHHH He 6onee 1,0 % 0.2%
3asBJICHHOTO CO/lepskaHHA OKTpeoTHaa

Metonom BOXKX: cymma apyrux

Hecnieund. n.a. no PP 3712759 038 R 04

ITposyKThl Aerpanaliy Ha OCHOBaHHH He 6onee 2,0 % 0.8%
3asB/ICHHOTO COJIEPKAHUs OKTPEOTHAA

meTtogom BOXKX: cymma Beex n.a. mo

PP 3712759 038 R 04

Onpenenenne GakrepuansHbIX Menee 100 E3/mr <1 ED/mr

SHIOTOKCHHOB TYpOOAMMETPHYECKHM

METOJIOM

CrepuneHoCTh He o6GHapy:keHo KH3HeCnocoOHEIX CooTseTcTByeT
MHKPOOPTaHH3MOB

3akmouenne:

Cepus cooTBeTCTBYeT crieuMHKALMM HOPMATHBHOM [OKyMeHTauuu. Hactosumm YAOCTOBEPAID, UTO JaHHasg
HHQOpMAaLNs NOUTHHHA H BepHa. HapaboTka 1 aHANIN3 CepHH NPOBEPEHBI H COOTBETCTRYIOT TpeGoBanuaM GMP.

OTBeTCTBEHHOE JTHNO; Ana Nikic

JaTa u Bpems: 29-06-2021 15:37:27

JInno, BeL1aBIICE CepTHHUKAT: Ana Nikic

HonxHocTs: QC Specialist IT

Hdarta u Bpems: 29-06-2021 15:37:27
Crpanuua 6/6

Hacrosmmii cepTHgukar Gb1 aBTOMAaTHYECKH CrEHEPHPOBAH.
HaHHbIC YTBEPKAEHB] OTBETCTBEHHbIM JIMLIOM.



