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> NOVARTIS

Brinymeno:
Hosapruc @apma Illreiin AI'
Iaddxaysepurrpacce
4332 1lreiin
Hisefinapus
JInuen3ns na uirorosaenne Ne:
511620-102648883
Cepraduxar GMP Ne:
GMP-CH-1002561

CEPTU®UKAT CEPUU
Ne CH120200588934

Hpoaykr:

JlekapcTBeHHas dopma:
Tun ynakoBkmu:

Pasmep ynaxosxu:

PYy:

Crpana HazHaYeHHs:
I'nobanbHblii MaTepnan Ne:
JaTa usrorosienus:
Jara Brinycka:

Cpox roagHocTH:
Kosnyecrso eaununn
NpoAYKTa:

SANDOSTATIN (CAHJOCTATHH) LIAM 0.1MG 1ML (0.1 MI" 1 MJT)
IX5RU

JKHJIKOCTh B amIiyJie
aMITy 1Bl

1x5

[1N016249/01

Po

136177

14-06-2021
29-11-2021
05-2024

2605.000 wryk

Cepns Ne: SDTU4

¥nakoBo4yHas unpopmMauus

IpoayxkT:
I'nob6anbHbiii MaTepuan Ne:

JloxanbHblit MaTepuaa Ne:
Hpoussoaurens:

Ceprupurkar GMP No:

JIH1IeH3HA HA HITOTOBJIEHHE!

SANDOSTATIN (CAHAOCTATHH) LIAM 0.1MG IML (0.1 MT" 1 MJI)
1X5 RU

136177

136177

HoeapTuc ®apma, 1lreiin AT

Iaddxayzepmrpacce

4332 llreiin

HlBefiuapus

511620-102648883

GMP-CH-1002561

[lannbie TecToB, TpebOBaHHS, Pe3yILTATHI M 3aKTIOYEHHA PHBE/ICHB! B CIEAYIOLIEM cepTHdHKaTe/cepTuduKaTax:

Cepruduxar Ne:
Ipoaykr:

I'no6anbublii MaTepnana Ne:
Jloxansublii maTepuaa Ne;
Jara Beinycka:
ITponsBoanTens:

JIMIIEH3Hs HA H3rOTOBJIeHHE

CH120100481407

SANDOSTATIN (CAHIOCTATHH) LIAM 0.1MG/ML (0.1 MI/MJI)
IML.038

881116

881116

16-07-2021

Hopaptuc ®apma, llreiin AT’
addxayzeprrpacce

4332 Wreitn

Hlgeiiuapus
511620-102636149

Cepns Ne: SCMN3

Crpanuua 1/6

Hacroswuumii cepruduxar 6b11 aBTOMATHUECKH CreHEpHPOBaH.

ﬂaHHbIE YTBEPXKACHEI OTBETCTBEHHBIM JTHLIOM.
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' Brinymeno:
() NO VART | ) Hosaptuc ®apma Illteiin AT
Hladdxayzepmrpacce
4332 Ulrein
HIseiinapus
Jluuensns na n3rotonnenne Ne;
511620-102648883
Cepruduxar GMP Ne:
GMP-CH-1002561

CEPTU®UKAT CEPUU
Ne CH120200588934

Ipoayxr: SANDOSTATIN (CAHAOCTATHH) LIAM 0.1MG IML (0.1 MT" 1 MJI)
IX5RU

I'no6anbHbli MaTepuan Ne: 136177 Cepusa Ne: SDTU4

3akaouenne:

HacTosmum ynocrosepsio, 4to aannas MH(OpMAaLMs NOUTHHHEA U BepHa. Jlannaa cepus co3mana/ Mpon3BecHa,
BKJIIOHas yNIaKOBKY H KOHTPOJIb, HA BBILICYTIOMAHYTOM MECTE MPOM3BOJACTEA B COOTBETCTRUH C nparunamMu GMP
JIOKAJILHOTO peryNATOPHOro Oprana H cneundukaumel perucTpaHOHHOTO YI0CTOBEpEHHS HMIIOPTHPYIOLIET
CTpaHbl.

Hapa6Gorka, ynakoBka 1 aHajlus cepuu COOTBETCTBYIOT Tpebosanuam GMP.

OTBeTCTBEHHOE JIHLLO; Julien Armand Vi Gerhart
JaTa u Bpems: 29-11-2021 14:54:56

Tun penuza: penuz cepun

KommenTapun k ceprudukary:

®apmanesTHueckan cyberanunsa: Oxrpeotny

IponssoauTenns papmaueBTHYecKoii cyGeTaHUnM:

Hosapruc Punracknmm Jiumuren

Ringaskiddy, Co Cork, Ireland (Mpnanaus)

Homep PPMS: SKU_CO_136177_002_A

AHanu3 IPOYKTa, MAPKHPOBKA U YITAKOBKA cooTtsercreytor HJ|

Homep HI: HIT T1 NO16249/01-121020

JlexapcTeenHas dopma, ykazannas B nansom CoA / CoC, nonmkna
HHTEPNPETHPOBATLCA KaK: PaCcTBOP /1 BHY TPHBEHHOTO M MOJKOKHOTO

BBEEHHS

JInuo, Be11aBIICE CePTHPHKAT: Julien Armand Vi Gerhart

Honxuocre: QA Operations Expert

Mara u Bpems: 29-11-2021 14:54:56
Crpanuua 2/6

Hacrosuwmii ceprudmkar 611 aBTOMAaTHYECKM CreHEPHPOBaH.
[aHHb1e yTBEpsKIeHBI OTBETCTBEHHLIM JTIHLIOM.



> NOVARTIS

IIponsseneno:
Hogaptuc Mapma Illteiin AT
Hladdxaysepurrpacce

4332 Wlreiin
Hlreiinapus

CEPTU®UKAT AHAJIU3A

Ne CH120100481407

pH
Hnnekc npenomnenns
HoMuHaneHeli 06bem

OcMonApHocTh

Onucanne coepKHMOr0 aMnyJibl

Ilpo3paunsiii, GecureTHsIii pacTBop

3,9-45

1,338 - 1,340

He menee 1,0 mn
315 - 350 mOcm/kr

Ilpoayxr: SANDOSTATIN (CAH/IOCTATHH) LIAM 0.1MG/ML (0.1 MI'/MJT) IML.038
Fnobanbubiii maTepuan Ne: 881116 Cepusn Ne: SCMN3
JlaTa msroroBnenus: 14-06-2021 Iporokon ananusa Ne: 4100475775
HopmaTusnan PP_3712759_A_R_1+
JOKYMeHTAls: PP 3712759 038 R 04
Tectni Tpeb6osanns PesyanTaThl
OnucaHHe eMKOCTH 1 Mn1 amnyna ¢ oaHo#t Toukoit HagoMa, CoorteeTcTRyeT

13 BecIBeTHOro cTeka
OnHcaHue LBETOBOIO KOAa B ABa (OJHO CHHEE H OJIHO 3eJICHOE) CooTBeTcTByeT
COOTBETCTBHH ¢ PP 3712759 038 R 04  1BeTHBIX KOAOBBIX KOJILLA M O/IHA CHHSS

TOYKA HayIoMa
Onucanue eMkocTH 1 Mn ammyna 13 GecuBeTHOro CTEKNA CootBercTByeT

[Ipospaunsiii, 6ecuseTHsIit
pacTBop

4.1

1.340

1.0 mn

343 MOcMm/kr

Crpannua 3/6

Hacrosuwuii ceprudukar Gbin aBToMaTHYECKH CreHEpHPOBAH.

HHHHBIC YTBEPKIAEHBI OTBETCTBEHHEBIM JIMLIOM.




> NOVARTIS

IIpon3seneno:

Hosapruc ®apma Ilreiin AT’
adpxaysepurrpacce

4332 Ulreiin

Hlsefinapua

CEPTH®UKAT AHAJIM3A

Ne CH120100481407

Ipoaykr: SANDOSTATIN (CAHAOCTATHH) LIAM 0.1MG/ML (0.1 MI/MJT) IML.038
I'nodannuenii Matepuan Ne: 881116 Cepus Ne: SCMN3
TecTni Tpebosauus PesyabTarthl

Hnentudukauns OkTpeoTnaa MeTonom
TCX B cooTBeTCTBHM C
PP_3712759_ A R 1

Hnentndukauns OkTpeoTHaa MeToaOM
TCX B cootetcTBHM ¢ PP 3712759
038 R 04

ITocTopoHHHE YacTHLBI

>= 10 mxm Ha amnyny

IMocTopoHHue yacThIIE!

>= 25 MKM Ha amnyJy

BuzumMele noctopoxnune yacTHbI B
cooTeeTcTBHH ¢ PP_3712759 A R 1
Buaunmeie noctoponnme wactuus B
cooTBeTcTBHM ¢ PP 3712759 038 R 04
HMnentudukauus oktpeoTuaa MeToqom
B32XX

KonuuecteenHoe onpenenenue
OKTpeoTH1a MeTonoM BAJKX

CooTBeTCTBYET CTAaHApTY CpaBHEHHUS

CooTBeTCTBYeT cTanaapTy cpaBHeHHs

He 6onee 6000
He 6onee 600

IpakTuyeckn cBo6OEH OT BUANMBIX
4acTHI]
IpakTHYeckn cBOGONEH OT BHAMMBIX
4acTHIL
CooTeeTcTBYeT cTanaapTy cpapHeHus

95,0 -105,0 %

CooTBeTcTBYeT cTaHaapTY
CpaBHEHHS

CooteetcTRyeT CTaHaapTy
CpaBHEHMs

1

0

CBoboneH OT BUAHMEIX YacTHIL
CBo6onIEH OT BUAMMBIX 4acTHII
CooTeercTByeT crannapry

CpaBHEHHs
97.8 %

Crpanuua 4/6

Hactoaummii ceprudukar 6611 aBTOMaTHUECKH CreHEepHpOBaH.,
JlaHHble YTBEPKACHEI OTRETCTBEHHEIM JIHLIOM.




) NOVARTIS

CEPTH®UKAT AHAJIU3A
Ne CH120100481407

Ilpon3seneno:

Hogapruc dapma Ulreiin AI'
Hladdxaysepirrpacce

4332 Ulteiin

HIeeiinapus

Tnobanbnelii MaTepnan Ne: 881116

IIpoaykr: SANDOSTATIN (CAHAOCTATHH) LIAM 0.IMG/ML (0.1 MI'/MJT) IML.038

Cepus Ne: SCMN3

TecTnl

TpeboBauus

PesyabTaTel

ITpomyKkThl Aerpananuy Ha OCHOBaHHH
3adABJICHHOTO CoacpKaHu OKTpeoTHaa,
[ne3-Thr-on8]- okTpeoTnaa Metomom
B2JKX no PP_3712759 A R 1
TlpoaykTel ferpagauumn Ha OCHOBAHHH
3aABJICHHOTO COZIEP3KAHHA OKTPEOTH A,
[ne3-Thr-on8]- okrpeoTnaa MeTomom
B3X no PP 3712759 038 R 04
IlpoaykTel nerpanaium Ha 0CHOBAHHH
3afBJICHHOTO COJIEPKAHHA OKTPEOTHAA,
metoaom BOXKX: npyrue npoaykrsi
Aerpagaunu no PP_3712759_A R 1
IIponyxThl Ierpagaumu Ha 0CHOBaHMH
3aABJIEHHOIO COMEPKAHHA METOIOM
B2XX: cymma apyrux n.a. no

PP 3712759 A R 1

He 6onee 1,0 %

He 6onee 0,7 %

He 6onee 0,5 %

He 6onee 1,0 %

0.6 %

0.6 %

0.2%

02%

Crpanuua 5/6

Hacrosaumii cepruduxar 6b1n aBToMaTHYeckH CrCHEPHPOBAH.
Hauuele yTBep:KAeHBI OTBETCTBEHHBIM JIMLIOM.




) NOVARTIS

Ipousseneno:
Hosaprue ®apma Llreiin AT

Waddxaysepmrpacce
4332 Wreiin

1Iefinapus

CEPTU®HUKAT AHAJIM3A
Ne CH120100481407

Mpoayxr: SANDOSTATIN (CAHOOCTATHH) LIAM 0.1MG/ML (0.1 MI'/MJT) IML.038
Iaobannnbiii matepuan Ne: 881116 Cepnsa Ne: SCMN3

Tecthi Tpe6osanns PesyabTate

IpoaykTel nerpanauun Ha ocHosannn He 6onee 0,5 % 0.2%

3aABJICHHOTO CONEPKaHMs OKTPEOTH A,
MeTonom BOXKX: npyrue necneund. n. n,

no PP 3712759 038 R 04

Tlponyxrel nerpananmu na ochosanum He Gonee 1,0 % 0.4%
3aABNEHHOTO COACP:KaHHS OKTPEOTHIA

MeTonom BIXKX: cymma npyrux

Hecneung. n.a. mo PP 3712759 038 R 04

Iponykrsr nerpamauny na ocHosanum He 6Gonee 2,0 % 1.0 %
3aBJIEHHOTO COAEPKaHHsA OKTPEOTH/A

Metonom BOXX: cymma Beex n.a. mo

PP 3712759 038 R 04

Onpenenenne Gaxrepuansupix Menee 100 E3/mr <1 EQ/mr

SHAOTOKCHHOB Ty pOOANMETPHYECKHM

METOa0M

CrepunsHocth He obHapy:eno xm3Hecnocobuuix CootBercTryer
MHKPOOpPIraHH3MOB

3akroyennue:

Cepua cooTseTcTByeT crneunpHKALHH HOPMaTHBHOM AOKyMenTauun. Hacroswumm ynocrosepsio, uto nannag
MHPOPMAIHA NOTHHAA 1 BepHa. Hapa6oTka u ananus CEPHH NPOBEPEHEI H COOTBETCTRYIOT TPeGOBAHHAM GMP.

OTBeTcTBenHOE MHLO: Ana Nikic

MaTa u Bpems: 15-07-2021 15:10:18
Jluno, BLinaBmwee ceprudukar: Ana Nikic
Ho/kHocTn: QC Specialist II

Harta n Bpems: 15-07-2021 15:10:18

Crpanuua 6/6
HacTosumii cepruguxar 6bin asromarnueckn CTe€HEePHpPOBaH,
JlaHHble yTBepXKAEHBI OTBETCTBEHHBIM JIHLIOM.




