SICL

U> NOVARTIS

Bbinyweno:
HOBAPTHC ®APMA CIIA
Bua [posnrunane Lnro 131
80058 Toppe AnHynumnata (HA)
Hranus

JInueH3ust HA U3rOTOBJIEHHE Ne:
AM-11/2019

Cepruduratr GMP Ne:
IT/36/H/2019

CEPTU®UKAT CEPUU
Ne IT100200155548

IMpoaykr:

Jo3UpoBKa / AKTHBHOCTE!:
JlexapcTBeHHas dopma:
Tun ynakosku:

Pa3mep ynakoBKH:

PY:

CrpaHa Ha3HAYeHHs:
InobanbHbIA MaTepunas Ne:
JlaTa U3roToRJIeHHA

JaTta BeInycka:

CpoK roHOCTH:
KoanuyecTBo eanHHL
NpoayKTa:

TRILEPTAL 600 MG (TPHUJIEIITAJI 600 MI') 5X10 FCT - RU

OKCKAPBA3EITHMH 600 MI"

TabneTka, NOKpbITas TUIEHOYHON 000104YKOMH
damcrep

5x10 Tabnetox
I[TN015199/01
PD

705875
01-03-2021
27-07-2021
(G2-2024
11297.000 wtyk

Cepus Ne: TJUOS

YnakoBouHas HHbopMauus
[MpoaykT:

o6anbHbIiE MaTepnana Ne:
JlokanbHbIif MaTepuan Ne:
YnakoBUIHK:

Homep ceprupurkara GMP:

JInueH3ns HA H3TOTORJIEHHE:

TRILEPTAL 600 MG (TPUJIEIITAJI 600 MI') 5X10 FCT - RU
705875

705875

HOBAPTHUC ®APMA CITA

Bua [Tposunumane Lluro 131

80058 Toppe Annynuuara (HA)

Hranus

AM-11/2019

IT/36/H/2019

JaHHble TecToB, TpeGOBaHMs, pesy IbTaThl M 3aK/TIOUCHHS MPHBEAEHb! B CIIEAYHOLIEM cepTudukare/cepTudUKaTax:

CepTngurar Ne:
IMpoaykT:

Ino6anbHbIil MmaTepuaa Ne
JlokanabHblil MaTepnaa Ne
JlaTa Bpinycka:
[TpoussoauTe/b:

JIUueH3HA HA U3rOTOBJICHHE!

IT100100146382

TRILEPTAL (TPHUJIETITAJI) 600MG.016 FCT
861716 Cepus Ne: T0228
861716

23-07-2021

HOBAPTHUC ®APMA CIIA
Bua [Npoeunnumane Luro 131
80058 Toppe AnHyHumnata (HA)
Hranus

AM-11/2019

Crpanuua 1 / 8

Digitaliy signed by
Zyryanova Annz

Zy rya n O DN: de=com, de=novartis,

ou=people, ou=TO,

Hacrosmmit cepTudkaT ObIT aBTOMAaTHYECKH CTEéHEPHPOBAH.
JlaHHbIe YTBEPIKAEHBI OTBETCTBEHHBIM JTHLIOM

serialNumber=2305978,
va Anna gt
Date: 20210810 10:2313

+03'00°




> NOVARTIS

BoinyieHo:
HOBAPTHUC ®APMA CIIA
Bua [Tposunumane Lluto 131
80058 Toppe Annynunara (HA)
HMranus

JInueH3us Ha wirotoBaeHHe Ne:
AM-11/2019

Ceprugurar GMP Ne:
IT/36/H/2019

CEPTU®UKAT CEPUU

Ne IT100200155548

Ceprudmrar Ne: GB430100050672
IMpoaykr: OXCARBAZEPINE (OKCKAPBA3EITHH) FINE/DS 08
I'nodansHblil MaTepnan Ne 832259 Cepus Ne: G0253
JlokansHblii MmaTepHaa Ne 832259
JaTa Beinycka: 27-01-2021
IMpoussoauTes: Hosaprtuc I'pumcou JITa.
Pyewipe
Moody Lane
DN31 2SR Grimsby
Benukobpuranus
Crpannua 2 / 8

HacTosmuii cepruduxar Ob11 aBTOMAaTHUECKH CreHEPHPOBAH.
JlaHHbIe YTBEPKIECHBl OTBETCTBCHHBIM JTHLIOM




' Beinymexo:
( ) N O VA RT I S HOBAPTHC ®APMA CIIA
Bua [Tpoeunumane Hluro 131
80058 Toppe AunyHumarta (HA)
Htanus
JInueHsus Ha H3roToBJaeHHe Ne;
AM-11/2019
Ceptudurar GMP Ne:
IT/36/H/2019

CEPTU®UKAT CEPUU
Ne IT100200155548

IMpoaykT: TRILEPTAL 600 MG (TPHUJIEIITAJI 600 MI') 5X10 FCT — RU
Fnobanenslii MaTepuan Ne: 705875 Cepnsi Ne TIUOS
3akaodenne:

Hacrosmmm ynocrorepsio, uTo nanHas uHQOpMaIHs NOLTHHHA U BepHa.

Jannas cepus co3naHa/ NpOU3REJIEHA, BKITIOYAs YMaKOBKY H KOHTPOIIb, Ha BLILIEYTIOMSHYTOM MECTE MPOH3B0ACTRA
B COOTBETCTBHH C NpasuiaMi GMP JIokaIbHOTO pery IS TOpHOTro OpraHa n cneunpuKauuei perucTpaLHoOHHOr0
YIOCTOBEPEHHA UMITOPTUPYIOLIEHt CTpaHEI,

HapaboTka, ynakoska u aHanus cepuH COOTBETCTBYIOT TpeGoBarnam GMP.

OTBeTCTBEHHOE JTHIIO! Carolina Manzo
Hdata u Bpemsi: 27-07-2021 10:24:26

Tum penusa: BBIMYCK Ha PbIHOK

KommeHnTapuii k ceprudukary:

Brimyck Ha peiHOK

Cpok rognoctu (aa.mm.rrrr); 29.02.2024

PPMS nomep: 1882642

Konwnuectso ynakorok npu Beinycke: 11297 ynakosok

TponykT NpoTecTHPOBAH, MPOMApKMPORAH 1 yIaKOBAH B COOTBETCTBUH C 3aperHCTpUpoBaHHoi HI:
ITNO15199/01-161219 uzm.1

Marepuan 832259 cepuii G0253 ucnonssoancs B kayectse ADC, matepuan 861716 cepun T0228
MCII0JIb30BaJICA B KayecTee Baka,

Bo Bpems MpoH3BOICTBEHHBIX ONepaLuil HaGTIOIAN0Ch HE3HAYNTEBHOE OTKJIOHEHHE, KOTOPOE GLIIO paccie/10BaHo
KOMIICTEHTHBIM JIHLIOM B COOTBETCTBHH C BHYTpeHHEH npoue/1ypoii. Pacciienosanue npueno k BBIBOJLY, YTO OTKIOHEHHE HE
TMOBJIHAJIO Ha Ka4ecTBO, He30MacHocTs W ayeKTHBHOCT NPOaAYKTa, H MO3TOMY JI0MYCKAET AaHHYI0 ceprHukaimio (AQWA
ceelnka # 2526318).

JInuo, BuIAaBwee cepTugHKaT: Lucia Giordano
JomxHocT: AS&T Specialist
Jarta u Bpems: 10-08-2021 08:25:07

Crpannua 3/ 8
Hacrosmmii cepTudiikar Obl1 aBTOMaTHUECKH CreHEpPUpPOBaH.,
JlaHHEBIE YTBEPIKIEHBI OTBETCTBEHHBIM JTHIIOM



) NOVARTIS

IIpouseeneno:

HOBAPTHC ®APMA CIIA
Bua [IpoBunumane Lluro 131
80058 Toppe Aunynimara (HA)

HUranus

CEPTH®UKAT AHAJIN3A
Ne IT100100146382

TMpoaykr: TRILEPTAL (TPHJIETTTAJI) 600MG.016 FCT
I'nobanbHelii 861716 Cepusi Ne: T0228
mMartepHan Ne:
JlaTa H3roToBaeHHn: 01-03-2021 IpoTokos ananusa Ne: 4120121979
HopmaTtnenas DP_3750056_011_R2
AOKYMeHTalH:
TecTbl Tpebopanus PesyabTaThl
Omucanue BI3yansHo: Gopma OBallbHOH thopmsr, cnerka CooTBETCTBYET
ABOAKOBBINMYKJIBIE M C PHCKOH C ABYX
CTOpPOH
Onycanue BU3yalbHO: UBET CBETJIO-PO30BOIO LBETA CootBetcTByeT
Onucanne Bu3yansHo: koa rpasuposku  Ha oxaHoit cTopoHe Bbizasieno «TFy, CoorBeTtcTByeT
pucka, nepesepuytoe « TF», na npyroii -
«CGy, pucka, nepesepHyToe «CGy»
Cpennsis macca 809 - 843 mr 822 mr
[opnunHOCTE MeTogoM BIMKX- CooTBeTcTBIE CTAHAAPTY CPaBHEHHA CooTtseTcTBYET CTAHAAPTY
Oxkckapbazenux
[Mognunnocts Y@ - Okckapbazenuu CooTBeTcTBHE CTAHAAPTY CpaBHEHHA CooTeercTRyeT cTaHIapTy
Pacteopenne Okckapbazenuna 6-12 6
metogoM Y@ yepes 30 MuH: n=6 un
12
Crpanuua 4 / 8

Hacrosiumit ceprudmrar Gbii aBTOMaTHYECKH CreHEPHPOBAH.

JlanHble YTBEpIKIEHBI OTBETCTEEHHLIM JIHLIOM
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Ilpouseeneno:

HOBAPTHC ®APMA CITA
Bua llpornnunane Lluro 131
80058 Toppe AnHyHumara (HA)

Hranus

CEPTUO®UKAT AHAJIU3A
Ne IT100100146382

MetoaoM Y@ yepes 30 MHH: KOHeUHOE
3AKJIIOYEHHE

Pactsopenne Okckapbasenuna

| MeTomOM VD 4epes 1 vac: n=6 win 12

CLUA u Sn.®. (tonbko yposru 1 1 2)

6-12

Mpoaykr: TRILEPTAL (TPMJIEIITAJT) 600MG.016 FCT

T'nodanbHblii 861716 Cepust Ne: T02238
MaTepuas No:

TecThl Tpebopanusn Pe3ybTaThl
Pacteopenne Okckapbaszenuna He menee 70% 87%
meTonoM Y uepes 30 Mun: cpeanee

PactBopenne Okckap6asennna - 79%
MeTonoM VO yepes 30 MUH: MHHUMYM

Pactopenne OkckapGaszenuna - 95%
MeTosoM V@ yepes 30 MHH: MakCHMyYM

Pacteopenne Oxckap6azennna CootsercTryet TpeGosanuam Esp. @., O, CooteercTBYET

Crpanuma 5/ 8

HacTosmuii ceprudukar 611 aBTOMaTHYECKH CreHEPHPOBAH.
HaHHble yTRepKIEHbI OTBETCTBEHHBIM JIHLIOM




U> NOVARTIS

Ilpoussenexo:

HOBAPTUC ®APMA CIIA
Bua IMposununane 1lluto 131
80058 Toppe AnnyHuuata (HA)

Hranus

CEPTUD®UKAT AHAJIN3A
Ne IT100100146382

MpoaykT: TRILEPTAL (TPUJIETITAJ) 600MG.016 FCT
['nob6anbHbIi 861716 Cepus Ne: T0228
mMaTepHan Ne:
TecThbl TpebGoBaHus PesynbTaThl
Pacreopenne OxckapbazennHa metogom Y@ vepes He menee 80% 92%
| 1ac: cpeanee
PactBopenne OkckapOazenuHa metogom V@ uepes - 88%
| yac: MHHHMYM
PactBopenne Oxckapbasenuna metonom Y@ uepes - 98%
1 "ac: MaKcUMyM
PactBopenue Okckapbasenuta MeTogom Y® uepes  CooTBeTCTBYET TpeOOBaHHAM CoOTBETCTBYET
| yac: KOHeYHOe 3aK/II0YeHHe Egp. @., @. CLUA u Sn.d.
(Toneko ypoBHH | 1 2)
[TocTopoHHUE MTpUMECH Ha OCHOBAHUH He Gonee 0.15 % <0.05%

3aABJIEHHOTO COlepkaHus okckapOasenuHa
MeTonom BOIKX: G32883

Crtpanuua 6 / 8

HacTosuuit ceprudpukar Obl1 aBTOMaTHUECKH CreHEPHPOBAH.

HEHHBIE YTBEPKJIEHBI OTBETCTBEHHBIM JIHLIOM
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L

Ipousseneno:

HOBAPTHUC ®APMA CITA
Bua IlpoBunumane Iluro 131
80058 Toppe Aunyuumata (HA)
Hranus

CEPTUO®UKAT AHAJIU3A

Ne IT100100146382

I'noSanbuelii 861716
maTepuaJs Ne;

IMponykT: TRILEPTAL (TPHJIEIITAJT) 600MG.016 FCT

Cepus No: T0228

TecTbl

Tpebosanns Pe3yabTaThl

HOCTOpOHHHE TIpUMECH Ha OCHOBAHHUH

MeTomoM BOXKX: CGP 26202
ITocTopoHHIE NpUMecH HA OCHOBaHHH

MeTonom BOXKX: CGP 18671
OCHOBAHHHU 3aABJIIEHHOIO CDI{ep){{aHHH
CyMMa Bcex npuMeceii Ha OCHOBAHHH
MeTojoM BOIKX

Oxckapbazenun

30

He 6onee 0.15 % <0.05%

3aABJICHHOIO CO/lepaHus OKCKapOasenuHa

He 6omnee 0.15% <0.05%

3aABJICHHOTO COlEp®KaHHsA OKCKapOasennHa
Jlto6ble HenneHTH(HLMPORAHHDIE MPHMeCH Ha He 6onee 0.10% <0.05%

okckapbazenuHa Metogom B2XKX, kaknoii

He Gonee 0.5% <0.1%

3aABJICHHOTO CoOepxaHus OKCKapﬁaSGHHHa

KonuectBennoe onpenenenne metozom BIXKX —

95.0 - 105.0% 99.3%

OnnoponHocTs 1031upoBanus no macce: n=10 w  10-30 10

Crpanuua 7/8

HacTosmmii ceprudukar 6611 aBTOMaTHYECKH CreHepHpoBaH.
HakHHble yTBEP)KIEHB OTBETCTREHHBIM JIHLIOM
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IIpousseneno:

HOBAPTHC ®APMA CIIA
Bua [Ipoeunumane Llurto 131
80058 Toppe AunyHuuara (HA)
Hranus

CEPTUOUKAT AHAJIM3A
Ne IT100100146382

IMpoaykr: TRILEPTAL (TPHUJIEIITAJI) 600MG.016 FCT

I'nodanbublii 861716 Cepns Ne: T0228
MaTepuas Ne:

TecTnl Tpedopanus PesynbraTh
OLHOPOAHOCTB N03HPOBAHMA 1O Macce: cpeaHee - 99.3%
OAHOPOIHOCTh 103UPOBAHMS 10 Macce: - 98.1%
MHHHUMa/ILHOE 3HAUeHHe

OIHOPOAHOCTb J03MPOBAHMS IO Macce: - 100.4%
MaKCHMaJlbHOE 3HAYeHHE

OnHOpOIHOCTE 103HPOBaHHSA 10 Macce: - 0.7
CTaHIAPTHOE OTKIOHEHHE

OnHOpOIHOCTb T03UPOBAHUA MO Macce: He Gosee 15.0 1.7

NPUEMJIEMOE 3HAUECHHE
OQHOPOIHOCTb Z03HPOBAHMS 110 Macce: KOHeuHoe CootsercTByeT TpeGoBannsIM . CooTtBeTcTBYeT
3aKTI0YeHHE CHIA, Egp. @, sn. O,

3akarovenne:

Cepust cooTBeTCTBYET CrietHHKALNN HOPMATHBHOI AOKYMEHTaUHWH. HacTOALIMM yI0CTOBEPAIO, YTO JaHHas
HH(OPMaLMA MOLTHHHA 1 BepHa. HapaGoTka 1 aHanms CEPHH NPOBEPEHBI H COOTBETCTBYIOT Tpebosanusm GMP.

OTBeTCTBEHHOE THLIO: Errico Donnarumma
Hata u Bpems: 26-03-2021 14:42:41
Jluuo, BelaaBiee cepTHhUKAT: Errico Donnarumma
HonmHocTs: QC Leader EM Finished Products
Hata u Bpems: 26-03-2021 14:42:41

Crpanuua 8 / 8
Hacrosuwmii ceprugukar 6b11 aBTOMaTHUECKH CTEHEPHPOBaH.
Hannbie YTBEpKACHbl OTEETCTBEHHbIM JTHLIOM



