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U NOVARTIS

Boinymeno:
Hosaptuc ®apma Illreiin AT
Ilagdxaysepurrpacce
4332 lllIreiin
Ilseiinapus
JIHneHInA Ha HIrOTOBIAeHHe No:
511620-102648883
Ceprudnxar GMP Ne:
GMP-CH-1002561

CEPTHOUKAT CEPUUA
Ne CH120200596440

IIpoayxr:

JlexapcrBernHan gopma:
Tun ynakoskm:

PazMep ymakoBKH:

PY:

CrpaHa Ha3HAYEHHS:
I'nobanbublii MaTepnan Ne:
JlaTa H3roToBNEHNN:
JaTa BeInycka:

Cpok roasocTu:
KonunuecTso eaunny
NpOAYKTA:

SANDOSTATIN (CAHOOCTATHH) LIAM 0.05MG 1ML (0.05 MI'
1 M) 1X5RU
KHAKOCTB B aMITyJIe
aMITy Il

1x5

TINO016249/01

Pd

136178

09-02-2021
10-02-2022
01-2024

96.000 wryx

Cepna Ne: SEHL6

¥Ynakosounas nudopmauns
IIpoayxr:

TnobaneRbIil MaTepnan Ne:

JlokanbHbI MaTepHan Ne:
IIpon3BoanTENb:

JInleH3nA HA H3rOTOBJIEHHE!

SANDOSTATIN (CAHIOOCTATHH) LIAM 0.05SMG 1ML (0.05 MI'
1 MJD 1X5RU

136178

136178

Hogaptuc ®apma, Ilreiin AI'

Iaddxaysepmrpacce

4332 Ilreiin

HIeeiinapun

511620-102648883

Ceprupuxar GMP Ne: GMP-CH-1002561
JlaHHbIe TECTOR, TpeOORAHHA, Pe3Y/bTAaThl H 3aKNKOYEHHA MPHBEICHBI B CICAYIOLIEM cepTH(HKaTe/cepTHRhHKATaX:
Cepradnxar Ne: CH120100473917
Hpoaykr: SANDOSTATIN (CAHOOCTATHH) LIAM 0.05MG/ML (0.05 MI/MJT)
1ML.028
I'no6ansueiii marepnan Ne: 881114 Cepus Ne: SANR4
JlokanbHblii MaTepHan Ne: 881114
Jara BeInycka: 25-03-2021
IIpousBoanTens: Hosapruc ®apma, lreitn AT’
Iadxayzepmrpacce
4332 Hlreiin
IlIeefinapus
JInueH3us Ha M3roroBjaenne 511620-102636149

Crpanmua 1/7

Hacrosammii cepridukar ObLI1 aBBTOMATHYECKH CTEHEPHPOBaH.

JanHbie YTBCPKACHBI OTBCTCTBCHHBIM JIMLIOM.




Brinyimeno:

(‘) NOVA RTIS Hosapruc ®apma Illreiin AT

Iladdxay3sepiTpacce
4332 Illrein

IlIsefinapyna
JInmensus na niroropaenne Ne:
511620- 102648883
Ceprndnkar GMP Ne:
GMP-CH- 1002561

CEPTUO®UKAT CEPUHA
Ne CH120200596440

Ipoaykr: SANDOSTATIN (CAHIOCTATHH) LIAM 0.05MG 1ML (0.05 MT" 1 MJT)
IX5RU

Iio6anbublii MaTepnan Ne: 136178 Cepusn Ne: SEHL6

JakaoueHHe:

HacToAmMM yIOCTOBEPAIO, UTO iaHHas MH(OpMalluA NOIMHHA H BECpHA. JlaHnaa cepud co3fana/ POM3BE/ICHA,
BKJIIOYAA YNIAKOBKY M KOHTPOJIb, Ha BBIMIEYNOMAHYTOM MECTE NpPON3BOACTBA B COOTBETCTBHM C MPaBHIaMU GMP
JIOKJILHOT'O PEryJIATOPHOrO OpraHa u crienugmKalpeli periCTpalHoHHOr0 y0CTOBEPEHHA HMnopTHpYoMeH
CTpaHBI.

HapaGoTka, YNakoBKa H aHATH3 CEPHH COOTBETCTEYIOT tpebosannamM GMP.

OTBETCTBEHHOE JIHIO: Julien Armand Vi Gerhart
JlaTa ¥ BpeMs: 10-02-2022 16:49:44

Tun penu3a: BhITYCK CEPHH

JInno, BuigaBumee cepTHOHKAT! Julien Armand Vi Gerhart

JIoTKHOCTh: QA Operations Expert

Jarta ¥ Bpema: 29-03-2022 08:59:13
Crpauuua 2/7

Hacroaimmii cepruuxar Gbll aBTOMATHHYECKA CTEHEPHPORAH.
JlaHHEIE YTBEPIKACHBI OTBETCTBEHHEIM JIHLIOM.



Brinymeno:

(‘) N 0 V A RT I S HosapTuc ®apma Lllreiin AT

Hladdxayseprpacce
4332 Ultein

lIsetinapua
Jlunensua Ha HIroTOBJAeHHE Ni:
511620- 102648883
Cepradnxar GMP Ne:
GMP-CH- 1002561

CEPTHO®UKAT CEPUHA
Ne CH120200596440

Mponykr: SANDOSTATIN (CAHIOCTATHH) LIAM 0.05MG 1ML (0.05 MT" 1 MJI)
1X5RU
InoGanuuuiil MaTepuan Ne: 136178 Cepusa Ne: SEHL6

H3menenne >THKeTKH Ge30NacHOCTH — HoMepa And oTcaexuBanns (Homep PSB/GLC):
2020-PSB/GLC-1148-s

KommenTapun K ceprHdHKaTY:

JIvuen3ua Ha u3roToBneHHe: 511620-102636149

dapmaneBTHYecKasa cyGcTanuna: OKTpeoTH

Hpon3sogutent papmanesTHHeckoii cyGeranunn: Hoaptc Pudracknmm Jlumuren

HanmenoBanne: Novartis Ringaskiddy Limited

Anpec: Ringaskiddy Co. Cork TELEPHONE: 00353214862500 Ireland (Mpnanaus)

Homep PPMS: 136178_010_601_A

Homep HI: IT N016249/01-121020

Ynakosxa

MapkupoBka:

Ha sTHKeTKe amITyIIbl Ha pyCCKOM S3LIKE YKa3bIBIOT: JIOTOTHIT KOMITAHHH (Ha JIATHHHIIE), TOPTOBOE HA3BaHHE
TIpenapara ¢ NpeaynpeauTenEsHOH MapkUpoBkoil ®, N03HPOEKY, 06BEM M NeKapcTEeHHY0 dopMy B BHAe: «1 mn
pacTBOpa 1A BHYTPHEEHHOTO U NOJKOXHOro BBeacHusn», MHH, aaTy okoHuYaHKs cpoka rofHOCTH, HOMEpP CEpHH,
JaTy NPOM3BOJICTBA, BHYTPEHHHE YIIAKOBOMHBIC KOkl koMnaHuy. Ha amnyne fonyckaercs Hanuuye 1BETHEIX
KoJiel] KOIMPOBaHUs,

Ha xapToHHO# natke Ha pycCKOM M aHTITHIICKOM A3bIKaX YKa3bIBAIOT: JIOTOTHII KOMNAHMH (Ha JIATHHHMLIE),
TOProBOE Ha3BaHHE Npenaparta ¢ npeaynpeauTensHoil Mapkuposkoii ®, MHH, nexapcreenHyio gopmy,
NO3HPOBKY, KOIMYECTBO aMITy . B nauke, « CTepuiEHON, « 4 MOAKOKHBIX HHbEKLHI H B/B MHY3ui», yCloBus
OTIYCKa, «XpaHHTb B HENOCTYTIHOM JUIA JeTell MecTen, YCIIOBHA XpaHeHus; « He 3aMOpakMBaTLy», HasBaHHe H
conepxaHHe AeHcTByomIero BemecTsa B 1 ammyne, oOp&M, nepedeHs BCIIOMOraTeNIbHEIX BellecTs, «[lonpoGusie
YKa3aHHs 10 PHMEHEHHIO MPHUBEAEHE! B NPUI0AKEHHO! MHCTPYKIIMKY, HOMEP PETHCTPALHOHHOTO YAOCTOBEPEHHA
(Ha pyccKoM sA3blKe), HasBaHMe M ajpec (CTpaHa) KOMIIAHHH-BIIAfeNbLa PErHCTPALMOHHOTO YAOCTOREPEHHH,
Ha3BaHMeE H afpec (ropoj, CTpaHa) KOMNaHWH-TIPOU3IBOAHTEN, TEMaTHYECKHI PHCYHOK, « OTKpBIBATh 37EChY, ATy
OKOHYaHHA CpoKa FOJHOCTH (Ha PyCCKOM A3BIKE), HOMep cepHH (Ha PyCCKOM A3bIKe), ATy NPOH3BOACTBEA (Ha
PYCCKOM A3bIKE), LITPHUX-KOA, BHYTPEHHHE YTIAKOBOUHBIE KOAALI KOMIIAHHH.

¥YnaxoBka:

ITo 1 mn B BecLiBeTHBIE CTEKIITHHEIE aMITyJIEI (1 KNAce) ¢ TOYKOM HAAAOMa HIH KoJbLoM Hanoma. [To 5 ammyn
BMECTE ¢ HHCTPYKLIHEH IO IIPHMEHEHHIO NMOMELNAIOT B KAPTOHHYHO MauKy.

Ycnoens XpaHeHHHA:

B xonoauneHuke npH TeMneparype 2-8 C, npenoxpaHATs oT BoseiicTBHA CBeTa

Crpanuua 3/7
Hacrosmmii ceprudukar 6bl1 ABTOMAaTHYECKH CF¢HEPHPORAH.
ﬂaHHl:le YTBEPKIOEHB] OTBETCTBEHHBIM JIMLIOM.



) NOVARTIS

Ilpouseeaeno:
Hopapruc ®apma Ilireiin AT

1adpxay3epiiTpacce
4332 lredin

Hlpeiiuapns

CEPTHO®UKAT AHAJIM3A

Ne CH120100473917

IMpoaykT: SANDOSTATIN (CAHIOCTATHH) LIAM 0.05MG/ML (0.05 MI/MJT)
1ML.028

I nobansabli MaTepuan Ne: 881114 Cepusn Ne: SANR4

JlaTa H3IrOTOBJIEHH: 09-02-2021 IIpoTokon anann3a Ne: 4100446164

HopMmaTHBHasA PP _3711165_A_R_1+

JOKYMEHTAIHA: PP 3711165 028 R 04

TecThl TpeGoBanus Pe3yanTarsl

OnKcaHue KOHTeHHEpa

OnucaHHe IBETOBOro Kojia B

1 mn ammyna ¢ oaHol TouKoli HalIOMa, CoOTBETCTBYET
U3 GeclLBETHOrO CTEKNA
aga (0nUH CHHUM H OIHH JKENTHIH) CoOTBETCTBYET

cooreercteun ¢ PP 3711165 028 R 04 1BeTHBIX KOAOBBIX KOJIbIA H OHa CHHSA

TOUKA HaIJIOMa

Onucanne KOHTeiHEPa 1 M1 amImyna U3 HecLBETHOTO CTEKITA CoOTRETCTBYET

OnMcaHne COAepKHMOro aMITy bl Ipo3pauHklii, GecLBETHBIA PacTBOP Tpospaunsiii, GecLBeTHEIH
pactBop

pH 3,9-45 4.1

HHOEKC NpeloMIICHUA 1,338 - 1,340 1.340

HzpnekaeMelit 06beM He menee 1,00 Mn 1,0 mn

Crpaunuua 4/7

HacTosimii cepTHHHKAT G511 ABTOMATHYECKH CTEHEPHPOBAH.

Jlannbic yTBEPKIEHE! OTBETCTBCHHBIM JIHLIOM.




> NOVARTIS

Ilponseeaeno:
Hosaprac ®apma Llireiin AT

1lladubxay3sepmiTpacce
4332 Ilreiin
Illgeiinapna

CEPTU®HKAT AHAJIU3A
Ne CH120100473917

IpoaykT: SANDOSTATIN (CAHAOCTATHH) LIAM 0.05SMG/ML (0.05 MI/MIT)
1ML.028

I'no6aasubiii marepnan Ne: 881114 Cepus Ne: SANR4

TecThl TpeGopannsa Pe3yabTaThl
OcMoNANBHOCTE 315 - 350 MOcM/kr 336 MOcM/kr
Unentnduxaums OxtpeoTHaa MetofioM CoOTBETCTBYCT CTaHAAPTY CpaBHEHHA CoOTBETCTBYET CTAHIAPTY
TCX B COOTBETCTBHH C CpaBHEHHA
PP_3711165_A R_1

Hnentudukarnua OKTPeoTHAA METOIAOM CooTBETCTBYET CTAHJAPTY CPaBHEHMA COOTBETCTBYET CTAHOAPTY
TCX B cooteercteuu ¢ PP 3711165 CpaBHEHHs

028 R 04

TTocTOpPOHHME YACTHLIE] He Gonee 6 000 3

>= 10 MKM Ha amITyJTy

INocTopoHHHE YaCTHLb] He Gonee 600 1

>= 25 MKM Ha aMIIyy

BuanMble NOCTOPOHHHE YacTULIE B TIpakTHYECKH cB00OIEH OT BUIHMEIX CeroboicH OT BHIHMBIX YacCTHL]
cooreercreun ¢ PP_3711165_A R_1  uacthn

BuauMEBIe NOCTOPOHHHE YaCTHLB B TTpaxTHuecky cBo0OAEH OT BHAHMEIX Cro60oJIeH OT BHIMMEBIX YacTHL
COOTBETCTBHH C YacTHI]

PP 3711165 028 R 04

WnenTndukaius okTpeoTiaa MerooM  CoOTBETCTBYeT CTaHIApTy CpaBHEHHA COoOTBETCTBYET CTaHAAPTY
BOXX CpaBHEHHSA
Crpanuna 5/7

Hacrosmuii cepTHHKAT Obl1 ABTOMATHHECKH CTEHEPHPOBAH.
JlaHub1e yTBEpKIEHb OTBETCTBCHHEIM JIHLIOM.



> NOVARTIS

IIponseeneno:

Hoerapruc ®apma lllreiin AT
Hladdxayzepmrpacce

4332 llreiin

Hlgetiapusa

CEPTU®UKAT AHAJIN3A
Ne CH120100473917

IIpoaykr: SANDOSTATIN (CAHAOCTATHH) LIAM 0.05MG/ML (0.05 MI'/MJT)
1ML.028

I'nobanbubiii MmaTepuan Ne: 881114 Cepus Ne: SANR4

TecTnl TpeGopanusa PezybTaThl

KonudecteenHoe onpeneneHHe 95,0 —105,0 % 96.9 %

OkTpeoTHIA MeTonoM BOJKX

INpomykTe! nerpanalym Ha OCHOBAHHH He Gonee 1,0 % 0.5%

3aAB/ICHHOTO COLEP)KaHMA OKTPEOTHAA,
[ne3-Thr-on8]- okTpeoTHaa MeTomoM
B3XX no PP_3711165 A R 1
ITpomykTEI A€rpafalii Ha OCHOBAHHH

3afBJICHHOTO COIEP>KaHHA OKTPEOTHAA, He 6onee 0,7 % 0.5%
[ne3-Thr-on8]- okTpeoTHaA MeTONOM

B2XX mo PP 3711165 028 R 04

IpomyxTh! AerpanauMy Ha CCHOBAHHH

3a9BJICHHOr0 CONCPXKaHHA OKTPEOTHA, He bonee 0,5 % 0.2%

MeronoM BOXX: npyrue npoaykrsi

nerpanauuy no PP_3711165 A R_1

IpoayKThl Aerpafaliy Ha OCHORAHUH

3aABJICHHOTO COJEPKAHUS METOIOM He 6onee 1,0 % 02%
BDJKX: cyMMa ApyrHUX NpoAyKTOR

perpapaupi no PP 3711165 A R 1

Crpannna 6/7
Hacroamuii cepruduxar 6511 aBTOMaTHYECKH CreHEpHPOBaH.
JlaHHEIE YTBEpAKIEHBI OTBETCTBEHHBIM JIMLIOM.



Uy NOVARTIS

IIponaneneno:

Hosaptuc ®apma Lllreiin AT
laddxaysepiurpacce

4332 llreiin

lisefinapus

CEPTUO®HUKAT AHAJIM3A
Ne CH120100473917

IIponyxr: SANDOSTATIN (CAHOCTATHH) LIAM 0.05MG/ML (0.05 MI/MJT)
1ML.028
Ino6ansubiii MaTepnan Ne: 881114 Cepnn Ne: SANR4
| TecTnl TpeGosanna Pe3yabTaThl
TIpoayKThl Aerpajalli Ha OCHOBaHHH He 6onee 0,5 % 0.2%

3adBJIEHHOT'O COACP)KaHMA OKTPEOTHAR,

meronom BIXKX: npyrue Hecneuud.

MpOLYKTOB JErpafaliiy 1o PP 3711165

028 R 04

TIpomyKTsl Aerpajialiid Ha OCHOBaHHH He 6oxnee 1,0 % 04%
3afABNCHHOTO ColiepkaHHA OKTPEOTHAR

meTonom BOYKX: cymma Ipyrux

gecneund. [IpoayxToB Aerpanaiiy 1o PP

3711165 028 R 04

TpoAyKThI AETPANALMH HA OCHOBAHHH He Gonee 2,0 % 09%
3asBJIEHHOTO COAEPKaHHA OKTPEOTHIA

Mmeronom BOXKX: cyMMa BceX NPOAYKTOB

perpapaiyu no PP 3711165 028 R 04

Onpenenenne 6akTepHanbHEIX He Gonee 100 E3/Mr <1 ED/Mr

3HIOTOKCHHOB TYpOOAHMETPHHECKHIM

METO/IoM

CTepriILHOCTD He o6Hapy»eHO XKH3HECTIOCOBHBIX CoOOTBETCTBYET
MHKpOOPTaHH3MOB

Jawunodenne:

CepHs COOTBETCTBYET crieuHHKaLMH HOPMATHBHOM JOKYMEHTALMH. HacToAmmuM YIOCTOBEpAIO, YTO JIAHHad
nH¢opMalia NO/IHHHA H BEPHA. HapaGoTka ¥ aHalnH3 cepHu MPOBCPEHEL H COOTBETCTRYIOT Tpebosanuam GMP.

OTBercTBEHHOE JIHIO! Ana Nikic

JlaTa U BpeMsi: 25-03-2021 09:17:41

JInno, BLIAaBLIEe cepTHAKAT: Ana Nikic

JIOJIKHOCTb: QC Specialist

JlaTa u Bpems: 25-03-2021 09:17:41
Crpanuna 7/7

Hacrosauuit ceprrdukat 6bU1 aBBTOMATHICCKH CreHepHpOBaH.
JlaHHEIE YTBEPIK/ACHB! OTBETCTBEHHLIM JIHLIOM.




