> NOVARTIS

BeinyweHo:
HOBAPTHUC ®APMA CIIA
Bua INpoeununane lnuto 131
80058 Toppe AHHYHUMaTa (HA)
HUranus

Jluuensus Ha usroropnenne No:
AM-11/2019

Ceprudurar GMP Ne:
[T/36/H/2019

CEPTU®UKAT CEPUHU
Ne IT100200155185

IMpoaykr:

Jo3upoBKa / aKTHBHOCTh:
JlekapeTrBenHas dopma:
Tun ynakoskn:

Pasmep ynakosku:

PY:

CTpaHa Ha3HAYeHHs:
I'noGanbnelii MmaTepuan Ne:
JaTa H3roToB/1eHHs
Jdarta BeInycka:

Cpok roasocTu:
KoauyecTBo eannnu
MPOAYKTA:

TRILEPTAL 600 MG (TPHUJIETITAJI 600 MI') 5X10 FCT —RU

OKCKAPBA3EITHH 600 MI”

Tabnerka, nokpsitas ieHouHO 0bo0YKOI
Bamcrtep

5x10 Tabnetok
I[TNO15199/01
PD

705875
03.03.2021
02.08.2021
02.2024
11467.000 wryx

Cepus Ne: TJUOS

YnakoBouHas HHpoOpMALKS

Ipoaykr:

I'noGanbublii MmaTepuan No:
JlokanabHbIil maTepuas Ne:
YnakoBLUMK:

Homep ceprndukara GMP:

JInueH3us HA U3TOTOBJIEHHE!

TRILEPTAL 600 MG (TPHJIEIITAJI 600 MI') 5X10 FCT — RU
705875

705875

HOBAPTHC ®APMA CITA

Bua IMpounumane Wuro 131

80058 Toppe AnnyHumata (HA)

Hranus

AM-11/2019

1T/36/H/2019

HanHble TecToB, TpeGoBaHHUA, PE3Y/IbTaThl M 3aK/IIOUEHUA MPHBCACHBL B CIIEAYIOIIEM CEPTH(HKATe/CepTH(HKATAX:

Ceprudurxat Ne: IT100100146386
IMpoaykT: TRILEPTAL (TPHUJIETITAJI) 600MG.016 FCT
InobanbHbiii MmaTepnan Ne 861716 Cepus Ne: T0232
JlokanbHbIii MaTepuan Ne 861716
JaTa BeInycka: 23.07.2021
TMpoussoanTe/n: HOBAPTHC ®APMA CIIA
Bua INpoeunumane luto 131
80058 Toppe Anunynuuara (HA)
Hranus
JIuueH3us Ha H3rOTOBICHHE: AM-11/2019
Crpannua 1/ 8
Hacrosmmit cepridukar Gbi1 aBTOMaTHYECKH CTEHEPHPOBAH.
JaHHbIE yTBEPAACHLI OTBETCTBEHHBIM JIHLIOM L
Antipova b ke

Yana

Reasor
Date: 202106 16 131




) NovVARTIS

Beinyuweno:
HOBAPTHUC ®APMA CIIA
Bua [TpouHumane luto 131
80058 Toppe AnHyHuuata (HA)
Hranus

Jluuensus Ha uaroToseHue Ne:
AM-11/2019

Cepruduxar GMP Ne:
IT/36/H/2019

CEPTU®UKAT CEPUHU

Ne IT100200155185

[noGanbhblit MmaTepuan Ne
JlokansHelii MmaTepuan Ne
JaTa Bbinycka:
IMponspoaunTein:

Ceprudurxar Ne: GB430100050673
IMpoaykr: OXCARBAZEPINE (OKCKAPBA3EITHH) FINE/DS 08
I'nodanbhblil maTepuan Ne 832259 Cepusn Ne; G0254
JlokaabHbIT MmaTepnan Ne 832259
JaTta Bbinycka; 27.01.2021
[TpouseoauTenn: Hosapruc Tpumc6n JTa.
Pyewipe
Moody Lane
DN31 2SR Grimsby
BenukoOpuranus
CepTugukar Ne: GB430100050674
IMpoaykr: OXCARBAZEPINE (OKCKAPBA3EITHMH) FINE/DS 08

832259 Cepus No: G0255
832259

27.01.2021

Hosapruc I'pumcon Jlta.

Pyewipe

Moody Lane

DN31 2SR Grimsby

BenukoOGpuranus

Crpannua 2 / 8

Hacrosumit ceprudpukar 6b11 aBTOMaTHYECKH CreHepHpOoBaH.

Hannble YTBEPKACHBI OTBETCTBEHHBIM JIMLIOM




Boinyuweno:
(’) N O VA RTI S HOBAPTHC ®APMA CIIA

Bua Ipoesununane llnro 131
80058 Toppe AnnyHumata (HA)
Hranus

Jnuensnn Ha H3roToBJeHHe Ne:
AM-11/2019

Ceprudukar GMP No:
IT/36/H/2019

CEPTU®UKAT CEPUH
Ne IT100200155185

L

Mpoaykr: TRILEPTAL 600 MG (TPHUJIEIITAJI 600 MI') 5X10 FCT - RU
[noGanbubiit MmaTepuan Ne: 705875 Cepus Ne TIUO08
3aknwueHne;

HacToawmm ynoctosepsito, uro nanxas MH(pOPMALMSA MOANHHHA K BEpHa.

HanHas cepus coznana/ nponseeaena, BKIIOYAS YTAKOBKY H KOHTPO/Ib, Ha BBILIEYTIOMAHYTOM MeCTe MPOU3BOLCTEA
B COOTBETCTBMM ¢ npasuiaMu GMP nokanbHOro perynsTopHoro oprama u crieun(GuKalneit perucTpalMOHHOTO
YAOCTOBEPEHUA UMTIOPTHPYIOLLET CTPAHBI.

Hapaborka, ynakoBka u ananns CEPHH COOTBETCTBYIOT TpeboBaHusm GMP.

OTBeTCcTBEHHOE THILO: Carolina Manzo
JaTa n Bpemsi: 02.08.2021 14:00:34

Tun PeJIH3a: BbIMYCK Ha PbIHOK

KommenTapuii k ceprugurary:

Beimyck Ha peiHOK

Cpok ronHoctn (um.mm.rrrr): 29.02.2024

PPMS Homep: 1882642

Konuuectso ynakosok NpH BbIMTyCKe: 11467 yakoBOK

[TponyKkT npotectipoBau, npomapkuposan n YTNAKOBaH B COOTBETCTBHU ¢ 3aperucTpuposanHoii HJI:
[INO15199/01-161219 n3wm. 1

Marepuan 832259 cepuit G0255 u G0254 HCNOIb30BANNCD B kauecTse ADC, matepuan 861716 cepun T0232
HCIIONB30BA/ICA B KauecTre Ganka.

Bo Bpems npoussoacrsenimy Olepaumii HabMOAATOCH HE3HAYUTETLHOE OTKIOHEHHE. KoTOpoe BBIIO paccie10BaHo
KOMIIETEHTHLIM JIMLOM B COOTBETCTBHH C BHYTpPCHIIEi npoueaypoit. Pacenenosanue npuseno k BBIBOY, YTO OTK/IOHEHHE He
MOBJ/MANO HA KAYCCTBO. 6e30MaCHOCTE U 3()heKTHBHOCTE TIPOIYKTA, W I105TOMY 1011y CKAET JIAHHYIO CePTH(UKALLMIO (AQWA
ceelnka # 2526318).

Jlnuo, Bbinaswee ceprugukar: Carolina Manzo
HomaHoeTs: Site Qualified Person
HaTa u Bpemsi: 02.08.2021 14:00:34

Crpanuua 3 / 8
Hacrosuwmii cepriudmkar 611 aBToMaTiueckn Cre¢HEPHPOBAH.
JlaHHbIe yTBEPkKAEHBI OTRETCTBEHHBIM THIIOM




) NOVARTIS

ITpousseaeno:

HOBAPTHC ®APMA CIIA
Bua [Tpoennumnane luto 131
80058 Toppe AnnyHumara (HA)

Hranus

CEPTU®UKAT AHAJIU3A
Ne IT100100146386

12

metonoM Y@ yepes 30 mun: n=6 uiu

IMpoaykT: TRILEPTAL (TPUJIEIITAJI) 600MG.016 FCT
I'obaneubIii 861716 Cepus No: T0232
mMaTepuas Ne:
HaTa usrorosneHus: 03.03.2021 [TpoTokos ananuza Ne: 4120121983
HopmaTtugnan DP_3750056_011 R2
umcvmemaunﬂ:
TecThl TpeGoBanusn PesynbTaTel
Omnucanue Bu3yansHo: popma 0BaTbHOIA (hopMmel, cnerka CooTeercTByeT
ABOSIKOBBIMYKIbIE 1t C PHCKOIl ¢ IBYX
CTOPOH
Onucanue BU3yabHO! LBET CBET/I0-PO30BOrO LBETa CootgercTByer
OnHcaHKe BU3yanbHO: koA TpaBUpoBkM  Ha oawnoit cropone BbinasneHo «TFy. CootBercTByeT
pucka, nepeseprytoe « TF», Ha npyroif -
«CGv», pucka, mepesepuyToe «CGy
Cpenusin macca 809 - 843 mr 822 mr
lommuHoeTs MeTonoM BIJKX- CooteeTcTBHE cTaHIApTY CPaBHEHHA CootsercTRyeT cTangapTy
Oxckapbazenun
IMoaauuHocTs VO - OxkckapBaszennu CooteetcTBie cTanapTy CpaBHEHHSA CootserctByeT cTanapry
Pacteopenne Okckap6asenina 6-12 6

Crpannna 4/ 8

Hactosiwmii ceprudurar 6b11 asTomMaTHyeckn CreHepHpOoBaH.

HaHHble YTBEPKACHBI OTBETCTREHHBIM JTHLOM




) NOVARTIS

ITpousseaeno:

HOBAPTHUC ®APMA CIIA
Bua [lposnnunane uro 131
80058 Toppe Annynumnara (HA)

Hranus

CEPTU®UKAT AHAJIU3A

Ne IT100100146386

3aKIHYEHHE
Pactropenne OkckapGasennna

MeTonoM V@ uvepes 30 mun: koneusoe  CLUA u An.d. (tonbko ypoBHM | 1 2)

6-12

MeTonoM V@ yepes | wac: n=6 unn 12

IMpoaykr: TRILEPTAL (TPHUJIETITAJI) 600MG.016 FCT

no6anbHblii 861716 Cepus Ne: T0232
maTepuas Ne:

TecTbl TpeGoeanusn PesyabTarsl
Pactropenne OxkckapbasenuHa He menee 70% 89%
metonom Y@ uepes 30 mun: cpennee

Pacteopenne OkckapGasennna - 82%
meToaoM VO yepes 30 MUH: MHHUMYM

Pacteopenne Okckapbazenuua - 94%
meTonoM V@ uepes 30 MUH: MaKCHMYM

Pacteopenne OkckapOa3eniHa Cootserctsyet TpeGosanusam Epp. @., @. CooTeeTcTByeT

Crpanuua 5/ 8

Hacrosiuwmii cepridukat Gbin aBTOMAaTHYECKH CreHEPHPOBAH.

,uaHHbIe YTBEPKACHBI OTBETCTBEHHLIM JIHLIOM




> NOVARTIS

IMpousseaeHo:

Hranus

CEPTU®UKAT AHAJIU3A
Ne IT100100146386

HOBAPTHC ®APMA CIIA
Bua ITpoBuHumane IlnuTo 131
80058 Toppe AHHyHuuaTa (HA)

3asABJIEHHOTO COAEPAKAHUS OKCKapOazernuHa
MeTonoMm BOIKX: G32883

IMponykT: TRILEPTAL (TPHJIEINTTAJI) 600MG.016 FCT
I'no6anbHbIii 861716 Cepua Ne: T0232
marepuan No:
TecTbl Tpebosanus PesynbTaThl
Pacteopenne OkckapGasenuna Metonom Y& uepes He menee 80% 93%
1 vac: cpennee
Pacteopenne OxckapBaszenuna metosiom Y yepes - 90%
| wac: MUHHMYM
PactBopenne OkckapOasenita Metoaom VO uepes - 97%
1 yac: Makcumym
PactBopenne OkckapOasennna MeTonom Y yepes  CooTBeTcTByeT TpeGOBaHHAM CootBeTcTBYET
| yac: KOHeYHOe 3aKmoYeHHe Esp. &., ©. CLUA u fn.®.
(Tonbko ypoenu | 1 2)
[TocTopoHHME MPHMECH Ha OCHOBAHUH He Honee 0.15 % <0.05%

Crpanuua 6 / 8

Hacrosiuumit ceprudukar Gbin aBTOMaTHYECKH CreHEPHPOBAH,

ﬂaHHb]E YTBEPKIEHBI OTBCTCTBEHHBIM JIMLIOM




> NOVARTIS

Ilponsseneno:

HOBAPTHC ®APMA CITA
Bua I[Tpoeunupane lnro 131
80058 Toppe AnnyHumara (HA)
Hranus

CEPTUO®UKAT AHAJIU3A
Ne IT100100146386

IMponykT: TRILEPTAL (TPMUJIENITAJI) 600MG.016 FCT

I'nobankHbIii 861716 Cepus Ne; T0232
MaTepuan Ne:

TecTbl TpeboBaHus PesyabTaThl

[TocTopoHHME NpUMecH Ha OCHOBAHHH He 6onee 0.15 % <0.05%
3asBJICHHOTO COIEpKaHus OKckapbasenuna

Mmerogom BOXKX: CGP 26202

[TocTopoHHHe nNpuMecH Ha OCHOBAHHM He Gonee 0.15% <0.05%
3afBJICHHOrO cosiep:KaHus OKckapOasernuHa

metogom BUKX: CGP 18671

JlroOele HenneHTHDHIHPOBAHHEIE IPUMECH Ha He Gonee 0.10% <0.05%
OCHOBAHHH 3aABJICHHOTO COAEPKaHMs

OKckapbazenuHa meTogoM BDXKX, kawaoii

CyMmMma Beex npumeceii Ha OCHOBAHHH He 6onee 0.5% <0.1%
3aABJICHHOTO co/lepikaHtA okckapfasenuHa

meToaom BAKX

Konmuecteennoe onpenenenue meronom BIKX —

Oxckapbazenun 95.0 - 105.0% 99.0%
OIHOPOIHOCTB N03KHpoBaHKA 10 Macce: n=10 i 10-30 10
30

Crpanuua 7 / 8
Hacrosummii ceprudmkar 611 aBTOMAaTHYECKH CreHEPUPOBAH.
JlaHHble yTBEPMKIEHBI OTBETCTBEHHBIM JTHIIOM



> NOVARTIS

[Mpouseeneno:

HOBAPTHC ®APMA CITIA
Bua TIpoeuntmane [Luro 131
80058 Toppe AnnyHimara (HA)
Hranus

CEPTH®UKAT AHAJIU3A
Ne IT100100146386

e
IMponykT: TRILEPTAL (TPHJIETITAJI) 600MG.016 FCT
[no6anbHbIT 861716 Cepnsi Ne: T0232

MaTepuaJs No:

TecTsl TpeGopanus Pesynbrarel
OHOPOAHOCTE 103MPOBAHMSA 1O Macce: cpenHee - 99.0%
OIHOPOAHOCTE 103UPOBAHKS TIO Macce: - 98.2%
MHHHMaJIbHOE 3Ha4YeHHe

OnHOPOAHOCTE 103MPOBAHMA MO Macce: - 99.7%
MaKCHMallbHOE 3HaueH e

OnnopoaHocTh 103HpoOBaHUA Mo Macce: - 0.6
CTAHIAPTHOE OTKIOHEHHE

OnHOPOHOCTD 103UPOBAHMA 110 MacCe: He Bonee 15.0 1.4
npUeMJieMOe 3HauYeHHe

OnHOPOAHOCTb 103MPOBAHMA 10 MACCe: KOHEUHOE CootserctByeT Tpe6oBanuam @, CooteercTByer
3aKII04YeHHE CUIA, Egp. @, Sn. O.

3aka04enne:

Cepus cooTBETCTBYET CrieLUKALIMN HOPMATHBHOI NOKYMEHTALUWH. HacTOALMM Y0CTOBEPSIO, UTO JaHHAS
MH(OPMaLMs NOITHHHa 1 BepHa. HapaGoTka 1 ananms CEPHH NPOBEPEHBI M COOTBETCTBYIOT TpebosaHuaM GMP.

OTBeTCTBEHHOE THLO: Errico Donnarumma
HaTa u Bpems: 26.03.2021 14:47:06
JInuo, BbinaBiee cepTHdUKaT: Errico Donnarumma
JO/TKHOCTD: QC Leader EM Finished Products
JaTta u Bpems: 26.03.2021 14:47:06

Crpannua 8 / 8
Hacrosumii ceprudpmkar 6bin apToMaTHyeckn CreHEepHpOBaH.
HaHHble yTBePIKIEHbI OTBETCTBEHHBIM JTHLIOM



