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Breinymeno:
(‘) N O VA RT I S HOBAPTHUC ®PAPMA CIIA

Bua Ipounumane 1luto 131
80058 Toppe AnHyHumata (HA)
Hranus

JInuen3ns Ha nirotosaenune No:
AM-11/2019

Ceprudukar GMP Ne:
IT/36/H/2019

CEPTU®UKAT CEPUUA
Ne IT100200168861

L

Ipoaykr: TRILEPTAL 150 MG (TPHJIETITAJI 150 MT') 5X10 FCT — RU
Jo3upoeka / aKTHBHOCTD: OKCKAPBAS3EIIHH 150 MI'

JlekapcTBennas gpopma: Tabnerka, nokpeiTas nueHo4Hol 060M04UKOI

Tun ynakosku: Bnucrep

Pasmep ynakoBku: 5x10 rabnerok

PY: TTN015199/01

Crpana HazHaveHns: PD

I'nobanbHblii MaTepuan Ne: 705876 Cepna Ne: TMM76
Jarta u3rotosnenns 01-07-2021

JlaTa Beinycka: 23-03-2022

Cpok roanocru: 07-2024

KoanyecTBo ennnnn 15910.000 wryx

npoayKTa:

Ynaxopounas nudopmauns

IMpoaykr: TRILEPTAL 150 MG (TPHJIETITAJT 150 MI') 5X10 FCT — RU
I'nobanbHbiii MaTepnan Ne: 705876

JlokaneHslii MaTepuan Ne: 705876

YnakoBumuk: HOBAPTHC ®APMA CITA

Bua Ilpoennunane 1luro 131
80058 Toppe AHHyHumata (HA)

Hranus

JInuensust Ha M3roToRNeHMe: AM-11/2019

Homep cepruduxara GMP: IT/36/H/2019
JlanHble TecTOB, TPEGOBAHMA, PE3YIBLTATHI H 3aK/TIOYEHHS TNpHBEJEHbI B CleyIoLLeM cepThuKaTte/cepTH]HKaTax;
Ceprudukar Ne: IT100100147174

Ipoaykr: TRILEPTAL (TPHJIETITAJI) 150MG.017 FCT

I'nobankhelii maTtepuan Ne 861714 Cepusn Ne: T0238

JlokanbHb1it MaTepnan Ne 861714

JaTa Bbinycka: 07-02-2022

IlponseoanTens: HOBAPTHC ®APMA CIIA

Bua Iporunumane Iluto 131
80058 Toppe AnnyHumara (HA)
Hrtanus

JIMLeH3Hst HA M3rOTOB/IEHHE: AM-11/2019

Crpanuua 1/ 8
Hacrosmwmii cepriuduxar 6b11 arToMaTHUeCKH CreHepHpOBaH,
HaHHble yTREP K ICHEI OTRETCTBEHHBIM JIMIIOM




) NOVARTIS

Brinymeno:
HOBAPTHC ®APMA CIIA
Bua Ipoeunumane 1luto 131
80058 Toppe AHHyHumara (HA)
Hranus

JInuensns na marorossenne Ne:
AM-11/2019

Ceprudnxar GMP Ne:
IT/36/H/2019

CEPTU®UKAT CEPUHN

Ne IT100200168861

Ceprudukxar Ne; GB430100051540
IMpoaykr: OXCARBAZEPINE (OKCKAPBA3EITHH) FINE/DS 08
I'nobanbnerit matepuan Ne 832259 Cepua Ne: G0304
JlokanbHelii MmaTepnan Ne 832259
JaTa Beinycka: 21-04-2021
IlpousBoauTens: Hoeapruc I'pumcon Jlta.

Pyewipe

Moody Lane

DN31 2SR Grimsby

Benukobpuranus

Crpanuua 2 / 8

Hacrosmmii cepruguxar Gbin asToMaTH4eCKH CreHepHpoOBaH,
[lalHble yTBepIKICHBI OTBETCTBEHHBIM JIHLIOM




BrinyumeHo:
U) NOVARTIS HOBAPTHC PAPMA CIIA

Bua Ilposunumane Hurto 131
80058 Toppe AnHyHumara (HA)
Hranua

JInuenins Ha nirororjenne Ne:
AM-11/2019

Ceprudukar GMP Ne;
IT/36/H/2019

CEPTUO®UKAT CEPUH
Ne IT100200168861

Mpoaykr: TRILEPTAL 150 MG (TPHUJIETITAJI 150 MT) 5X10 FCT —RU
I'nobankukiii marepuan Ne: 705876 Cepuna Ne TMM76
3axnouenne:

HacTosimum ynocrosepsio, uto NaHHas MHQOpPMAaLKMA NOATMHHA M BEpHa.
HaHHas cepus co3fana/ NpoM3BeeHa, BKIIOYAsS YIIAKOBKY H KOHTPOJIb, Ha BBILLIEYTOMAHYTOM MECTE MIPOU3BOICTBA
B COOTBETCTBHH ¢ npaBunamn GMP nokanbHoro perynaTopHoro oprata u crieLHKalHeil perucTpauuoHHOro
YIOCTOBEPEHHS HMIIOPTHPYIOLIEH CTPaH.I,

HapaGoTka, ynakoBKa W aHA/IM3 CEpHM COOTBETCTBYIOT TpeboranusM GMP,

OTBeTCTBEeHHOE JINLO:
Carolina Manzo
Jlata u Bpemsa: 23-03-2022 17:48:29

Tun BbIMycKa: BLINYCK Ha PHIHOK

Kommenrapnii k ceprngukary:

Beinyck Ha peIHOK

Cpok roanoctu: 30.06.2024

PPMS nomep: 1966529

KonnuecTro ynakoBok npH Beimycke: 15910 ynakosok

TIpojlyKT npoTecTHPOBaH, NPOMAPKHPOBAH H yIAKOBAH B COOTBETCTBMM ¢ 3aperncTpuposannoi HJI;
IINO15199/01-161219 uam.1

Marepuan 832259 cepun G0304 ncnonb3osaics & kauectre ADC, matepuan 861714 cepuu T0238 ncnone3orancs B kKauecTBe
Ganka.

Jlexapersennas opma, yxasannas B nacrosiem CoA/CoC, 10/Kna HHTEPNIPETHPOBATLCA Kak: TabeTKH, MOKPBITbIC
reHoYHO M 060n04KO#H

Bo Bpems Npou3BoICTBCHHBIX OMEpalMii OTKIOHEHHH He HAGIIOaAN0CE.

JInuo, Bp11aBIICE cepTHOHKAT: Carolina Manzo
HosikHOCTD: Site Qualified Person
HaTta u Bpems: 23-03-2022 17:48:29

Crpanuua 3 / 8
Hacrosmuii ceprudukar 61 aBTOMaTHHECKH CreHEPHPOBAH.
JlaHHEBIE YTBEPKAEHB! OTBETCTBEHHBIM JTHLIOM



> NOVARTIS

Ilponzeeneno:

HOBAPTHC ®APMA CIIA
Bwua ITposurumane 1luro 131
80058 Toppe Annynuuara (HA)
Hranus

CEPTU®UKAT AHAJIN3A
No IT100100147174

Hpoaykr: TRILEPTAL (TPHJIETITAJT) 150MG.017 FCT
I'nodansHbIii 861714 Cepus Ne: T0238
maTepnaa Ne:
JlaTta u3roToBiaenus: 01-07-2021 Anajnnz Ne: 4120126248
Hopmarusuas DP 3750049 012 R 2
NOKYMeHTAaLHsA:
Tecrnl Tpeborauus Pesyabratni
Onucanne BU3yaILHO: CoortBetcteyer
dopma OBaNbHOH dopmei, crerka
NBOAKOBBIIYKJIBIE W C PHCKOH C IBYX
CTOpOH
LBET CEETJIOr0 CEPO-3€/IEHOrO 1IReTa CoorsetcTryer
KO/l FPABUPOBKH Ha onmoii cropone BoigaeneHo «T/Dy, Cooteercreyer

pHucka, Ha apyroii - «C/G»
Ioanuuuocrs YO

Oxkckapbazenun CooTBeTcTBHE CTAaHAAPTY CPaBHEHMS CooTBeTcTByeT CTaHaapTy
Hopannnocrs MeTonom BIKX CooTBeTcTRHE CTAHAAPTy CpaBHEHHS CootsetcTRyer
Oxkckap6azenun

Pacrropenne OkckapGazenina n=6-12 n=6

meroioM Y@ yepes 30 MuH:

n=6 unn 12

PacrBopenne Okckap6azennna He meHee 75% 90%

MetonoMm V@ yepes 30 mun: cpennee

Crpannua 4/ 8
Hacroammii ceprudmkar 6b11 aBTOMaTHYECKH CreHEpUpPOBaH.
HanHble yTRepKIAEHBI OTBETCTBEHHBIM JTHLIOM




) NOVARTIS

Iponsseneno:

HOBAPTHC ®APMA CIIA
Bua llpoeununane Iluto 131
80058 Toppe AnHyHumara (HA)

Hranus

CEPTH®UKAT AHAJIM3A
No IT100100147174

MpopyxkT:

CnobanbHbIH 861714

MaTepuaJ Ne:

TRILEPTAL (TPHJIETITAJI) 150MG.017 FCT

Cepnn Ne:

T0238

Tectni

TpeGoanus

PesyabTathi

PactBopenne Okckapbazenina
MeTozioM Y@ uepes 30 MHH: MHHUMYM
Pacteopenne Okckapbazenuna
Meronom Y@ uepes 30 MuH: MakcHMyM
Pacrsopenie Okckap6azennna
MetooM V@ yepes 30 MuH: KOHeUHOE
3aKJII0YEeHHE

Pactropenne Oxckap6azennna
MeTozoM Y@ yepes 1 wac: n=6 unul?2
PactBopenne Okckapbazenuna
Metonom Y@ yepes | yac: cpenHee

CootBercTByeT TpeboraHUsM Esp. d., O,
CLUA u fIn.®. (Tonsko yposuu 1 1 2)

6-12

He menee 85%

85%
95%

CooTteercTByer

95%

Ctpanuua 5 / 8

Hacroawmuii cepridukar 6u1m aBToMaTHuecku CreHEPHpPOBaH,
Jlanmble yTBepKAEHBI OTBETCTREHHBIM JTHLIOM




O NOvaRrTIS

Iponiseneno:

HOBAPTHC ®APMA CITA
Bua Ilposnnumane Hlnto 131
80058 Toppe AunyHumara (HA)
Hranus

CEPTU®UKAT AHAJIN3A
No IT100100147174

e

[Mponyser: TRILEPTAL (TPHJIENITAJT) 150MG.017 FCT
Ino6anbubrii 861714 Cepua Ne: T0238
MaTepHaJj No:
Tecrnr Tpebosauus PesyabTarTe:
Pacteopenne OkckapGasennna MeTonoM Y@ - 93%
uepes 1 uac: MUHHMYM
Pacteopenne Okcxapbazenuna Meronom Vb - 98%
4epes 1 yac: Makcumym
Pacteopenue Okckap6azenuna metonom Vb Cootaercrayer Tpeforanusm Eep.  Cootsercrayer
uepes | yac: KoHeuHOE 3aKkMoueHUe ®., ®. CLIA u SAn.®. (Tonsko
YPOBHH 1 1 2)
Hocropounne npumecn metonom BOXKX: G32883 He Gonee 0.15 % <0.05%
Llocroponnue npumecn metonom BIKX: CGP He 6onee 0.15 % 0.05%
B{SZOZ
Crpannua 6 / 8

Hacrosmmii ceprudpukar 6pin ABTOMATHYECKH CreHepHpPOBaH.
HanHsie yTBepKIEHBI OTRETCTBEHHEIM JIHLOM




> NOVARTIS

IIponsBeneno:

HOBAPTHC GAPMA CITA
Bua Ilporununane Hluro 131
80058 Toppe AnnyHuuara (HA)
Hranua

CEPTHO®UKAT AHAJIM3A
No IT100100147174

IpoaykT: TRILEPTAL (TPHUJIETITAJT) 150MG.017 FCT

I'noéanbubiii 861714 Cepus Ne: T0238
maTepHaa Ne;

ITocTroponnne npuMecn Metonom BXKX: CGP He Gonee 0.15% <0.05%
18671

[TocTopoHHKe npuMecH Metogom BOKX: He 6onee 0.10% <0.05%
Henpenrnduumporanneie npuMecH, kaxnas

CyMMa Bcex npumeceii He 6onee 0.5% 0.1%

Konunuecreennoe onpenenenre merogom BOKX

Okckapbazenux 95.0 - 105.0% 97.8%
OnHoponHoCTL 103upoBaHHA Mo Macce: n=10 unu 10 — 30 10

30
Crpannua 7/ 8

Hacrosmmuii ceprdkaT GbL1 aBTOMaTHYECKH CrEHEPHPOBAH.
JlaHHbI€ YTBepKIeHBI OTBETCTBEHHBIM JTHIIOM




> NOVARTIS

IIponseeaeno:

HOBAPTHUC ®APMA CITA
Bua Iposunumane luro 131
80058 Toppe AHHyHumata (HA)
Hranus

CEPTU®UKAT AHAJIU3A
No IT100100147174

Ipoaykr: TRILEPTAL (TPHJIEITTAJT) 150MG.017 FCT

I'no6anbHbIi 861714 Cepusn Ne: T0238
\ﬂaTepnaﬂ Ne:

OnHopoaHOCTb J03MPOBAHHA 110 Macce: cpendee - 97.8%

OnHoponHocTs 203MpOBaHKs MO Macce: - 97.0%

MHHHMAaNLHOE 3HaueHHe

OnnoponHocTb N03HMpoBaHMA Mo Macce: - 99.1%

MaKCHMankHOE 3HaucHHe

OnHOpoIHOCTE 103MPOBAHUS 1O Macce: - 0.7

CTAaHAAPTHOE OTKIOHEHHE

OnHOPOIHOCTE 103UPOBAHKA 110 Macce: He bonee 15.0 2,3

NpHEMIIEMOE 3HAYEHHe

OnHopomHOCTb 103UPOBaHNA MO Macce: KOHeUHOE CootsercrByer TpeGoBanuaM @. Cooteercrayer

3AKJIIOYEHHE CUIA, Egp. @, Sn. @,

3akmoyenne:

Cepua cooTseTcTBYeT CieumbuKalm HopMaTHBHOI AOKyMEHTaUHH. HacToammm y10cTOBEpAIO, YTo AaHHas
uH(opMaLHs nomiHHa n BepHa. Hapa6otka u ananis CEPHH NPOBEPEHBI U COOTBETCTBYIOT TpeGoBaHuaM GMP,

OTBercTBeHHOE AHIIO: Paolo Striano

/lara onoGpennn: 25.08.2021  14:01:44

JIuuo, opobpusinee ceprudukar: Paolo Striano

HonxHocTs: QCB&AS&T leader

JlaTa Beinycka: 25.08.2021 14:01:44
Crpannua 8 / 8

Hacroswmmuii cepriudukar 6111 aBToMaTHUeCcKH CreHepHpOBaH.
MlanHele yTBepKIEHEI OTBETCTBEHHBIM THIIOM




