> NOVARTIS

Beinymeno:
Hogaprie ®apwma llreiin AT
[Haddxayzepmrpacce
4332 Ulreiin
Hlgeiitapus
JInuenius na wsrotossenme Ne:
511620-102623372
Ceprupukar GMP N
GMP-CH-1000723

CEPTH®HUKAT CEPUU
Ne CH120200551545

[Mpoaykr:

JlekaperBennan dopma:
Tun ynakosku:

Pasmep ynaxoekn:

PY:

CrtpaHa HazHaYeHNs:
I'nobansubiii maTepuan Ne:
JdaTa usrorosiaenus:
Jdata Beinycka:

Cpok roaHocru:
Koanvecrso eannnn
NpOAYKTA:

SANDOSTATIN (CAHJIOCTATHH) LIAM 0.1MG 1ML (0.1 MT 1 MIT)
1X5RU

KHJKOCTB B aMIIyJie
aMITynbl

1x5

[TN016249/01

PO

136177

17-12-2019
12-05-2020
11-2022

5238.000 wryk

Cepus Ne; SWL32

VYnakosouHas HHpopMauHs

Mpoayxr:

I'no6anbHbii MaTepuam Ne:
JlokaneHEBI MaTepuan No:
[poussoauTenn:

JIMueH3us Ha H3roToBJaeHHe:

SANDOSTATIN (CAHOIOCTATHH) LIAM 0.1MG IML (0.1 MI" 1 MJT)
1X5 RU

136177

136177

HogapTtuc ®apwma, Ulteiin AT

Hladdxayzepurpacce

4332 Ilreitn

UBeHuapus

511620-102623372

Crpanuua 1/6

Ceprupuxar GMP No: GMP-CH-1000723
JlaHHBIE TECTOR, TPeGOBAHUA, PE3YNILTATHI H 3aKTIOYCHHA NPUBENEHDI B CNIEAYIOLIEM CepTH(HKaTe/cepTHhHKATAX:
Ceprudgmkar Ne: CH120100443582
INpoaykr: SANDOSTATIN (CAHOAOCTATHH) LIAM 0.1MG/ML (0.1 MI/MJT)
IML.038
I'nobanbuerii maTepuan Ne: 881116 Cepus Ne: SUD29
JlokanbHbli maTepuan Ne: 881116
Jata Beinycka: 10-03-2020
IpousBoauTenn: Hosaprtuc ®apma, Hlteitn AT
Maddpxaysepiurpacce
4332 Llreiin
Lipeiiuapus
JInuensust na warorosaenne 511620-102623372
Kuyantse i 727
Natalya s ens

Hacrosawwmii ceprudukar 6511 aBromaTiyecku CreHepHpoBaH.

HEHHBIE YTBCPIKIEHBI OTBETCTBEHHEIM JTHLIOM.



Beinyueno:

(‘) N O VA RT 1 S Hosapruc ®apwma Lteiin AT

ladpxaysepiurpacce
4332 lllreiin
IIseiinapns
JInuensust ua nirorosnenne Ne;
511620-102623372
Ceprudukatr GMP Ne:
GMP-CH-1000723

CEPTH®UKAT CEPUU
Ne CH120200551545

Ipoaykr: SANDOSTATIN (CAHIOCTATHH) LIAM 0.1MG 1ML (0.1 MT | MJT)
I1X5 RU

I'nobanepHbrit MmaTepnan Ne: 136177 Cepus No: SWL32

3akmouenue:

Hacrosiwum ynoctoeepsio, uto nannas nndopmaums noatuuHa BepHa. JlaHHas cepus co3nana/ npousBenena,
BIJNIOYAA YNAKOBKY H KOHTPOIb, Ha BRILICYNOMAHYTOM MECTE MPOH3BOACTBA B COOTBETCTBHH ¢ npaBuiamu GMP
JIOKAILHOTO PEryATOPHOrO OpraHa i creuH(pHKaUKei perucTpauHOHHOTO YI0CTOBePEHHS HMIIOPTHPYIOLLEH
CTPaHBI.

HapaGotka, ynakoska u ananus cepun COOTBETCTBYIOT TpeboBaHHAM GMP.

OTBeTCTBeHHOE MHI0: Joel Frey
JaTa u Bpems: 12-05-2020 15:03:31

KommenTapuu k ceptudukary:

MapmauesTHyeckasn cyGeraHuus: OxTpeoTua

IpouseoanTens papmauesTHYeCKO# cyGeTaHumu:

Hoeapruc Punrackuaan Jlumuren

Ringaskiddy, Co Cork, Ireland (Mpnanaus)

Homep PPMS: PPMS_136177 009 602

Homep HI: H/1 42-2094-04, u3m. 1-4

JlexkapcTBennas opma, ykasaHHas B aanHoM CoA / CoC, nomxkHa
HHTEPNPETUPOBATBCA KaK: PaCTBOP MU BHYTPHBEHHOTO M MOIKOKHOTO

BBEJICHNUA
JInuo, Be1aaBuee cepruguKat: Joel Frey
HomxHocTs: Crapumii crieunanucT otaena
KauecTea
JdaTa n Bpemsi: 29-05-2020 07:49:28
Crpanuua 2/6

HacTosuwmii ceprudukar 6b11 aBTOMaTHYECKH CreHepHpoBaH.
Hanuble yTBepIKAE€HE OTBETCTBEHHBIM JIHLIOM.




Uy NOVARTIS

IIponsseneno:

Hosapruc ®apma Llreiin AI
[addxayzeprrpacce

4332 llreiin

IIBeiiuapus

CEPTUDPUKAT AHAJIM3A
Ne CH120100443582

Mponykr: SANDOSTATIN (CAH/JOCTATHH) LIAM 0.1IMG/ML (0.1 MI'/MJT) IML.038
Cnobaabublii maTepuana Ne: 881116 Cepus Ne: SUD29
JlaTa M3roToBJIeHHN: 17-12-2019 [MpoTokoa anaausa Ne: 4100418729
HopmaTusHas PP_3712759 A R_1+
JOKYMEHTALMS PP 3712759 038 R 04
Tecrnl TpeGoBanus Pe3ynbTarThbl
OnucaHue eMKOCTH 1 Mn amnyna ¢ oaHO# Toukoi Hagnoma, CoOTBETCTBYET
n3 HeclBETHOro CTeKIa
Onucanue UBETOBOrO KOJa B nga (0/THO CHHEE W OJIHO 3eNIeHOE) CooTBeTcTBYeT

cooteeTcTBHH ¢ PP 3712759 038 R 04  uBeTHBIX KOAOBBLIX KOJIbLIA H OJIHA CHHAA
TOYKA Ha1jloMa

Onucanue eMKOCTH 1 Ma amnyna u3 GecLBETHOTO CTEKIIA CooTBeTCTBYET

Omnucanue coaepKUMOoro amnyJibl [Mpo3paunelii, OecUBETHBIH PacTBOP TTpo3payHslii, GecUBETHBIH
pacTBop

pH 3,9-45 4.2

MHnekc npenomMneHns 1,338 — 1,340 1.340

HoMHHanbHEBIH 00BEM He menee 1,0 mn 1,0 mn

OcMmonapHocTE 315 - 350 mOcwm/kr 341 mOcm/kr

Crpanuua 3/6
HacToammuii ceptidukaT 66171 aBTOMATHUECKH CTEHEPHPOBaH.
JlaHHBIE YTBEPKIEHBI OTBETCTBEHHBIM JTHIIOM,



Uy NOVARTIS

[Ipousseneno:

Hogapruc ®apma Ilreiin AI'
Lladdxayzepiurpacce

4332 Ulreitn

Ulsefiuapus

CEPTU®UKAT AHAJIU3A

Ne CH120100443582

Ipoaykr: SANDOSTATIN (CAHOOCTATHH) LIAM 0.IMG/ML (0.1 MI'/MJT) IML.038
Cnobanbusiii maTtepuan Ne: 881116 Cepus No: SUD29
Tectnl Tpebosanusn Pe3yabTaThl

Hnentupmukaumns OkTpeoTnaa MeToaoM
TCX B cOOTBETCTBHH C

PP _3712759_A R 1

Wnentudmkauns OkrpeoTnaa MeToaom
TCX B coorercTenu ¢ PP 3712759
038R 04

[TocToponHHe wacTHLbl

>= 10 MKM Ha ammyny

[TocTopoHHHE YacTHLBI

>= 25 MKM Ha ammyny

BHauMBble NOCTOPOHHHE YAaCTHLbI B
cooTeetcTBuM ¢ PP_3712759 A R 1
Buaumble MOCTOPOHHHE YAaCTHLBI B
cootBetcTBuM ¢ PP 3712759 038 R 04
HMnentuduxauns okTpeoTHaa METOAOM
BOXKX

Konnuectsennoe onpenenenue
okTpeoTHaa Metoaom BRXKX

CDOTBCTCTB}/CT CTaHAapTy CpaBHEHHA

CooTeeTCTRBYET CTAHAAPTY CPABHEHHUA

He 6onee 6000
He 6onee 600

[MpaxkTHueckn croboEH OT BHAMMBIX
YACTHL
ITpakTHueckn ceo6OIEH OT BHAMMBIX
YacTHLL
CooTBeTcTBYET CTaHAAPTY CPaBHEHHS

95,0 - 105,0 %

COOTBETCTB)’C’T CTaHOapTy
CpaBHEHHA

CoOTBeTCTBYET CTAHAAPTY
CpaBHeHHUs

0

0

CroboeH OT BUAUMBIX YacTHII
Ceo0ozeH OT BHIWMBIX 4acTHL
CooTBeTCTBYET CTAHAAPTY

CpaBHEHHsA
97.2 %

Crpanuua 4/6

HacToamuii cepTuukar Gbi1 aBTOMATHYECKH CreHePUPOBaH.

ﬂaHHHC YTBECPKACHBI OTBETCTBEHHBIM JIHLIOM.
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Isetinapus

Ne CH120100443582

[Mpousseneno:

Hosaptue ®apma Illreitn AT
Uladpxayseprpacce

4332 Ulreiin

CEPTUO®UKAT AHAJIN3A

3a5BJIEHHOrO CONEPIKAHHS OKTPEOTH A,
[ne3-Thr-on8]- oktpeoTHna metonom

B3OXX

ITpoaykThl Jerpagaunu Ha OCHOBAHHH

3asB/IEHHOTO COMIEPIKAHUS OKTPEOTH A, He 6onee 0,7 %
[ne3-Thr-on8]- oktpeotnna MeTomom

B2 X no PP 3712759 038 R 04

[MponykTel nerpagauuy Ha OCHOBAHHH

3a5BJCHHOTO CO/IEpIKaHHs OKTPEOTH A, He 6onee 0,5 %
metonom BOXCX: npyrue npoaykrsl

Aerpapauuu no PP_3712759_A R 1

IpoaykTel nerpagauxyu Ha OCHOBAHHH

3aABJIEHHOI0 CO/epPIKaHU METOI0M He Gonee 1,0 %
BDXX: cymma npyrux n.a. no

PP 3712759 A R 1

[Mponyxr: SANDOSTATIN (CAHIOCTATHH) LIAM 0.IMG/ML (0.1 MI'/MJIT) IML.038
FnobanbHeiii matepuan Ne: 881116 Cepus Ne: SUD29

Tectbl TpeboBanns PesyasTaThl

IpoaykTel nerpanaunu Ha OCHOBAHHH He 6onee 1,0 % 0.6 %

0.6 %
<0.1 %
<0.1 %

Crpanuua 5/6

Hacrosiumii cepTudbukar Gbil aBTOMaTHYECKH CreHepHPORAH.

,[[aHHble YTBEPKIEHBI OTBETCTBEHHEIM JIHLIOM.
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[pousseneno:

Horaprue @apma llreiin AT
UWladxaysepmtpacce

4332 Ulreiin

Ilseinapus

CEPTUD®UKAT AHAJIU3A
Ne CH120100443582

IMpoaykr: SANDOSTATIN (CAHOOCTATHH) LIAM 0.1MG/ML (0.1 MI'/MIT) IML.038
Fnodansubiii matepuan Ne: 881116 Cepusn Ne: SUD29

TecTrl Tpedosanus PesyabraThi

HponykTe! serpanaunn Ha ocHoBanny He Gonee 0,5 % <0.1 %

3afABIEHHOrO COAepKAHMA OKTPEOTH A,

metonom BOXKX: npyrue necneuud. n. a,

no PP 3712759 038 R 04

[ponykTer nerpanaiim Ha ocHOBaHHK He 6onee 1,0 % <0.1 %
3aABJICHHOIO COAEPKAHHA OKTPEOTHIA

meTozom BIOMX: cymma mpyrux

Hecnieund. ma. no PP 3712759 038 R 04

IlpoaykTbl nerpanaumnu na ocHoBanuu He 6onee 2,0 % 0.6 %
3aAB/ICHHOTO COMepkaHuA OKTPEOTH A

MeTonom B2XX: cymma Beex m.a. no

PP 3712759 038 R 04

Onpenenenne GakTepHansHeix He 6onee 100 E3/mr <1 E3/mr
SHIOTOKCHHOB TYPOOIUMETPHUYECKHM

MeTozoM

CrepunbHocTs He obuapyskeno wusnecnocobubix CootsercTByer

MHKPOOPraHH3MOB

3aknouenne:
Cepus cootsetcTByer cneundukauun HOPMAaTHBHOH NOKyMeHTauuu. Hactoammm YIOCTOBEPA, YTO JaHHAS
MH(OPMALHS NOATHHHA 1 BepHa. HapaGoTka u ananus cepun NpOBEPEHL! H COOTBETCTBYIOT TpeGoBannsm GMP,

OteercTBennoe auuo: Claudia Burkard-Friedli

Jara n Bpems: 28-02-2020 10:17:04

JIuuo, Br1aaBmee ceprudurar: Claudia Burkard-Friedli

HonmHocts: CoTpynmuk otaena kasectra

Hata u Bpema: 28-02-2020 10:17:04
Crpanuua 6/6

Hacrosuwmii cepruduxar 6pim apTomatiueckn CreHEpHPORAH.
Hannble yTRepskaeHsl OTBETCTBEHHEIM MHLIOM.




