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Brimymeno:
HOBAPTHUC DAPMA CIIA
Bua Iposunumase Iwuro 131
80058 Toppe AHHyHIHMaTa (HA)
Hramus

Jnuensnn ny H3TOTOBIeHHe No:
AM-11/2019

Cepramkar GMP Ne:

IT/36/H/2019

CEPTU®UKAT CEPUHN
Ne 1T100200168859

) NOVARTIS

TRILEPTAL 150 MG (TPUJIETITATI 150 MI') 5X10 FCT-RU

Ho3uposka / AKTHBHOCTE: OKCKAPBA3EITHH 150 MI"
Jexapcreennas hopma: Tabnerka, TIOKpbITasl nieHoyHoj obonoukoii
Tun ynakosku: Ommcrep

Pasmep ynakosxy: 5x10 Tabnerox

Iponyxr:

ITN015199/01
Crpana nasnavenng: PD
I'no6anknwiii marepHan No: 705876 Cepus Ne: TMNS52
Hata m3rorornenng 03-03-2022
Aata Brinycka: 23-03-2022
Cpoxk rognocru: 02-2025
Kosnuecrro €IHHHL 17136.000 mTyK

npoaykra:

YHaxosquaa HHQOI!MEIEHH

Ipoaykr: TRILEPTAL 150 MG (TPHJIEIITAT 150 MI) 5X10 FCT —-RU
I'nobankuerii Marepuas No; 705876
JlokanbHerii MaTepHas Ne: 705876
Ynakosunk: HOBAPTHC ®APMA CIiA

Bua Ipoeunumane Hluro 131

80058 Toppe AHHyHuHaTa (HA)

Hranus
JInuenzun ua H3TrOTOB/IeHHe: AM-11/2019
Homep ceprug HKaTa GMP; IT/36/H/2019

Ceprudukar No:
Mpoayxr: TRILEPTAL (TPUIIENITATI) 150MG.01 7FCT
Cnobaneupiii marepuan Ne 861714 Cepus Ne; TMH77
JlokankHeiii Matepuan Ne 861714

Hara Brinycka: 21-03-2022

Mpoussoanrens: HOBAPTUC ®APMA CIIA

Bua IpoBunimane Hluro 131

80058 Toppe AHHyH1IHaTa (HA)

Hranus
AM-11/2019

JIHHEH?.HH Ha H3[‘0TﬂBJ’leHHe:

Crpannua 1/ 6
Hacrosmuii ceprudukar Gei ABTOMAaTHYECKH CreHepHpoBaH,
Haunvie yreepsinens OTBETCTBEHHEIM NTHIIOM




Brinymeno:

(’) N 0 VA RT | S HOBAPTHC ®APMA CITA

Bua Iposunumane Hluro 131
80058 Toppe Annynumara (HA)
Hranus

JInuemns na mrorosaenne Ne:
AM-11/2019

Ceprudnkat GMP Ne:
IT/36/H/2019

CEPTU®UKAT CEPUH
Ne IT100200168859

| Ceprugmxar Ne: GB430100049484
IMpoaykr: OXCARBAZEPINE (OKCKAPBA3EITHH) FINE/DS 05
FnoGanbueiii matepuan No 830425 Cepus No: G2525
Jloxanbnbiii matepuan Ne 830425
HaTa Beinycka: 21-10-2020
Iponssoaurens: Hogapruc I'pumc6u Jita,
Pyewipe
Moody Lane
DN31 2SR Grimsby
Benukobpuranus
Ceprugukar Ne: GB430100049485
IMpoaykr: OXCARBAZEPINE (OKCKAPBA3EITUH) FINE/DS 05
I'nobanbneiii maTepuan Ne 830425 Cepun Ne: G2526
Jlokanbubii maTepuan Ne 830425
JMata Beinycka: 21-10-2020
Ipoussoanrens: Hosaptuc T'pumcon Jla,
Pyewipe
Moody Lane
DN31 2SR Grimsby
BenukoGpuranus

Crpannua 2 / 6

Hacrosmmii ceprudpmkar 6pin aBTOMATHYECKM CreHepHpORaH,

JanHbie yTBepKIEHb OTBETCTREHHBIM JIULIOM



Brinymeno:

(‘) N OVA RTI S HOBAPTHC ®APMA CTIA

Bua Ilpoeunumane lluto 131
80058 Toppe AnHyHumaTa (HA)
Hranus

.HIIIIBHBHH Ha H3TOTOBJIEHHE N!!
AM-11/2019

Ceprudnkar GMP Ne:
IT/36/H/2019

CEPTU®UKAT CEPUH
Ne IT100200168859

ITpoaykr: TRILEPTAL 150 MG (TPHJIETITAJI 150 MI') 5X10 FCT — RU
Faobanbubiii matepnan Ne: 705876 Cepus Ne TMNS2
3akniouenne:

Hactosiuum ynoctorepsto, uto nanHas uHGOpMaLms MOLTHHHA U BepHa.
Hlannas cepust cosnana/ npouseeaeHa, BKIIIOYas yNaKoBKY H KOHTPOIIb, Ha BBILLCYIOMSHYTOM MECTE NPOM3BOJCTBA
B COOTBETCTRHH ¢ Npaeunamn GMP siokansnoro perysatoporo oprana u cneungukaumeii PErHCTPALIUOHHOrO
YIOCTOBEPEHHs HMIIOPTHPYIOLIEH CTpaHBI.

HapaboTka, ynakoBka u aHa/n3 cepuH cooTBeTCTBYIOT TpeboBanam GMP,

OTBeTCTBEHHOE JTHIO:
Carolina Manzo
Hata n Bpems: 23-03-2022 17:47:08

Tun BrImycKa: BeINyCK Ha PHIHOK

Kommentapuii k ceprudukary:

Beinyck na peiHok

Cpox roanoctu: 28.02.2025

PPMS nomep: 1966529

Konnuectso ynaxosok npu srimycke: 17136 ynakosok

IlpoayxT npoTecTHpOBaH, NPOMAPKMPOBAH H YIIAKOBAH B COOTBETCTRHHM C 3aperucTpupoBanHoii HJT;
ITNO15199/01-161219 n3m.1

Marepuan 830425 cepum G2526 u G2525 ncnonssopancs B kauectse ADC, matepuan 861714 cepun TMH77 ucnonbsosaics
B KayecTe Ganka.

Jlekapersennan opwma, ykasannas e vactosieM CoA/CoC, onKHa HHTEPIPETHPOBATHCS KAK: TaGMETKH, NOKPBITBIE
IJICHOYHOH 0007104KOH

Bo Bpems npousro/icTBeHHbIX onepalmii G110 0GHAPYKEHO OTKIOHEHHE, KOTOpOe GbIJI0 HCCNeI0BAHO B COOTBETCTBHH C
BHYTPEHHEH NPOLIE/lY POl KOMIETCHTHLIM THLOM. Pacenie1oBalte NPUILIO K BRIBOY, YTO OTKIOHEHHE HE TIOBJIMANO Ha
KauecTro, He30macHocTs W d(dekTHRHOCTE NPOIYKTa H, C/1e/I0BATENBHO, 0T CKAET aTy cepTH(pukanmio. (Cesinka DEV-
09151).

JInno, BeI1aBIICE cepTHDHKAT: Carolina Manzo

HonxmHocTs: Site Qualified Person

Jarta u Bpems: 23-03-2022 17:47:08
Crpanuua 3/ 6

Hacrosiuumii ceprudurar Gbi1 aBTOMaTHYECKH CreHEpHPOBaH.
Jannble yTBep#IeHbl OTBETCTREHHBIM JIMLIOM



> NOVARTIS

IIponiseneno:

HOBAPTHUC ®APMA CIIA
Bua Ilpounumane 1Iuro 131
80058 Toppe Annynuuara (HA)

Hranua

CEPTU®UKAT AHAJIU3A

HOMEP OTUETA COA: 2354

IIpoayxkr: TRILEPTAL (TPHUJIETITAJI) 150MG.017 FCT

Marepunan Ne: 861714

I'no6ankHbIH 861714 Cepus Ne: TMH77

maTepuan Ne:

LIMS Lot: 6336

JlaTa H3IroToBIEHHN: 03-03-2022 Cpox roaHocTH: 03-03-2023

HopmarnpHas DP 3750049 012 R 2

AOKYMEHTalH:

TecThbl TpetoBanus Pe3yabTaTsbl

OnucaHHe BH3YaIbHO: CooTBeTcTBYET

thopma OBaILHOM dhopmel, crnerka
JBOAKOBBINYK/IBIE M C PHUCKOH ¢ JABYX
CTOpOH

LBET CBETJIOrO CEpPO-3€JIEHOro LBETa CootseTcTBYET

KO/l FPaBHPOBKH Ha oaHo#ll cropoHe BbiaasneHo «T/D», CooTBeTcTBYET
pucka, Ha apyroii - «C/G»

Mopnnnanocts Y@

OxckapbazenuH CooTBeTcTBHE CTAHAAPTY CPABHEHHA CooTBeTCTBYET CTAHIAPTY

IMoanuHHOCTE KpacuTeei

Turan CoOTBETCTRYET Cooreetctryer

XKenezo CooTReTCTBYET CooOTReTCTBYET

Pacreopenne Oxckapbasennna

meToaom Y@ uepes 30 mun

Pacreopenne OkckapbazenuHa Coorteercreyer TpeGoBanuam Eep. ®., ®. CoorercTByeT

metonoM Y@ uepes 30 muH: koHeunoe  CLUA u fAn.®. (Tonsko ypoeHH 1 U 2)

3aKJIoYeHHe

Pacteopenne OkckapbazenuHa He menee 75% 86%

MeTonoM Y@ uepe3 30 MUH: cpellHee

70% (Q 3HaueHue)

PactBopenune OkckapbazenuHa - 85%

meroaom Y@ uepes 30 MUH: MHHHMYM

Pacreopenue OkckapbazenyHa - 88%

meToaoM Y@ yepes 30 MHH: MaKCUMYM

Ctpannua 4/ 6

Hacrosiiumii ceprudukat Ob11 aBTOMAaTHYECKH CreHEpHPOBaH.

JlaHHble YTBEPKIEHBl OTBETCTEEHHEBIM JIMLIOM



> NOVARTIS

IIponsseneno:
HOBAPTHUC ®APMA CIIA
Brna IIposunumane I1luto 131

80058 Toppe AnnyHumara (HA)
Hranus

CEPTHO®HUKAT AHAJIU3A

HOMEP OTYETA COA: 2354
IpoaykT: TRILEPTAL (TPHUJIETITAI) 150MG.017 FCT
Marepuan Ne: 861714
I'nobanbuelii 861714 Cepusn Ne: TMH77
marepHas Ne:
LIMS Lot: 6336
Tectsl TpeGoanus PesyabTaTsi
Pactropenue Okckapbazenuna n=6,12 nnu 24 n=6
mMetoaom Y@ yepes 30 Mun: yucio
Tabnerok
PacTeopenne Okckap6azennna
MeToaoM Y@ yepes 1 yac
Pacteopenune OkckapGazennna CootserctyeT TpeGoranuam Erp. ®., @, CooTreTcTBYET
Meronom Y@ yepes | yac: koHeuHoe CLUIA » An.®. (tonsko ypoBuu 1 n 2)
3aKJIIOYeHHE
Pacteopenune Okckap6asenuna He menee 85% 96%
MeToaom Y& uepes 1 uac: cpennee 80%
(Q 3nauenue)
Pacteopenne Okckap6azenuna - 93%
meronoM Y& uepes | yac: MUHUMYM
Pacteopenne Okckapbazenuna - 99%
meroaom Y@ uepes ] uac: MakcHMyM
ITocToponHne npuMecn MeTogom
BIXKX
CGP 26202 He 6onee 0.15 % <0.05%
G32883 He Gonee 0.15 % <0.05%
CGP 18671 He 6onee 0.15% <0.05%
Heunentuduumposanneie npumecy, He Gosee 0.10% <0.05%
KayK/as
Cymma Bcex npumeceii He 6onee 0.5% <0.10%
IHoanunHocTs Metogom BIJKX CooTseTcTBHE CTAHAAPTY CpaRHEHHS CootsercTryer
Oxckapbazenun
KoanuectBenHoe onpenenenne
meToaom BIKX
Oxkckapbazenun 95.0 - 105.0% 101,6%
OaHopoaAHOCTE 103UPOBAHHKA NO
macce
OnHOpPOAHOCTE 103MPOBAHMA MO Macce: - 99,4%

MHWHHMANIEHOE 3HAYCHHUE

Crpanuua 5/ 6

Hacrosmuii ceprudmkar GbiT aBTOMATHYECKH CTreHEPHPOBaH,
HBHHBIE YTBCPXKOEHEI OTBETCTBEHHEBIM JIMLIOM



> NOVARTIS

Ilpounsseaeno:

HOBAPTHC ®APMA CIIA
Bua I'lpornnumane Lluro 131
80058 Toppe AHHyHumaTa (HA)

Hranus

CEPTUO®UKAT AHAJIU3A

HOMEP OTYETA COA: 2354

Hpoayxr:

861714
861714

Marepnan Ne:

I'noGanbubIii
mMaTepuana Ne:

LIMS Lot: 6336

TRILEPTAL (TPHJIETITAJI) 150MG.017 FCT

Cepusn Ne:

TMH77

TecTri

TpebGoranus

PesyanTaTel

OIHOPOIHOCTE 103HPORAHHA 10 Macce:
MaKCHMaJlbHOE 3HaueHHe

OnHopoaHOCTE AO3HPOBAHMS 110 Macce;
CTAHIIApPTHOE OTKJIOHEHHE

OnHOPONHOCTL 103MPOBAHKA MO Macce: CpeaHee
OnHOPOIHOCTh 103MPOBAHUS MO MACCE:
MpHEMIIEMOE 3HAYEHHE

OnHOPOJHOCTE 103MPOBAHU 110 MACCE; KOHEYHOE
3aKJII0YEHHE

OnnopoaHOCTh J03MPOBAHMA 10 MACCE; YHCIIO
Tabnerok

Iloacuer MHKpoOOpranu3MoB

Ob1iee KOMHYECTBO a3pOOHBIX MUKPOOPraHU3MOB
(TAMC)

Obuiee KOMMUECTRO NUIECHEBBIX MPUGOB/ AposHoKeit
(TYMC)

Cneundmy. Mukpoopranusm Escherichia coli
Escherichia coli

Pseudomonas aeruginosa
Salmonella

Staphylococcus aureus

He Gonee 15.0

CootserctByer TpeGoBanuam .

CLUA, Egp. @., fn. ®.
n=10 uu 30

<1000 KOE/r

<100 KOE/r

OrcyterBuer I 1
Orcyrcreue B 10T

Orcyrcreue B 10 1
OrcyTterBue B 10 0

OtcyTtctBue B 10 1

103,5%
1.6

101,6%
3.9

CooTBeTcTBYET

n=10

75 KOE/r

15 KOE/r

OrcyTtcTBHE B | T

OrtcytetBHe B 10 T
OtcyterBHe B 10 T
Orcyterue B 10 1

OrcyTetBue B 10 1

3akinoyeHue:

Cepus cooTBeTcTBYeT CrieUM(pUKaLUMH HOPMATHBHOI 0Ky MeHTaUnH. HacToALIMM yA0CTOREPAIO, UTO JaHHAs
HH(OpPMaLKA NOAMHHA W BepHa. HapaGoTka H aHaiu3 cepuM NPOBEPEHb! H COOTBETCTRYIOT Tpebosanusm GMP,

JInno, onoGpuBuIee cepTuduKar:
JonxHocTs:
Hata onoGpenns:

Paolo Striano
QCB&AST leader
21.03.2022

Hacrosiuuii ceprudmkar 6b11 aBTOMaTHUECKH CreHepHpoBaH. [laHHbIe YTREPH/ICHB! OTBETCTEEHHBIM JTHIIOM

JlaTa Beinycka:

Crpanuua 6/ 6

Hacrosuuii cepridukar 6bin aBRTOMATHYECKH CreHEPHPORAH.,

21.03.2022

ﬂaHHblé YTBEPXKIACHBI OTBETCTBEHHBIM JIMLIOM



