2T

BoInyueHo:
HOBAPTUC ®APMA CITA
Bua IMposusnuane LWTo 131
80058 Toppe AHHYHLIATA (HA)
Hranus

JIMLeH3us HA H3TOTOBIEHHE Ne:
AM-11/2019

Ceprudurat GMP Ne:

IT/36/H/2019

'y NOVARTIS

CEPTUD®UKAT CEPUH
Ne 1T100200152166

TRILEPTAL 600 MG (TPUJIETITAJL 600 MIN) 5X10 FCT - RU

TpoayKT:

Jl03npOBKa / AKTUBHOCT: OKCKAPBA3EITHH 600 MI'
JlexapeTBeHHas popma: Tabnerka, NOKpbITaA reHouHO# 060/0UKOH
Tun ynakoBKH: GaucTep

Pa3mep yNaKoOBKH: 5% 10 TadbneToK

PV IN015199/01

CTpaHa HA3HAYCHHS: PD

InoGansHblil MaTepuan No: 705875 Cepus Ne: TIHYS5
JlaTa H3roTORJICHUH 23-02-2021

Jlata BBITIYCKA: 17-06-2021

CpOK rofHOCTH: 01-2024

KosinuecTBO e1HHUL 11269.000 wTyK

npoayKTa:

YnakoBo4yHas undopmaliud
TMpoayKT: TRILEPTAL 600 MG (TPI/IHEHTAH 600 MIN) 5X10

FCT-RU

I noGanbubiii MaTepuan Ne: 705875
JokanbHblil MaTepuan Ne: 705875
YnakoBUIHK! HOBAPTUC ®APMA CIIA

Bua [posutuuane HIATO 131
20058 Toppe AnHyHunara (HA)

Hranus
JIWueH3 sl HA H3TOTOBJIEHUE: AM-11/2019
Howmep ceprudurata GMP: 1T/36/H/2019

JlaHHbLIE TECTOB, TpeGosaHus, pesyabTaThl i 3aK/IOUEH s PUBEEHbI B CIELYIOWEM CepTHd)HKaTe/C@pTMCI)HKaTHXZ

CepTudurar Ne: IT100100146320

IpoaykT: TRILEPTAL (TPMJIENITAITD) 600MG.016 FCT
no6aabublii MaTepuan Ne 861716 Cepus Ne: T0216
JokansHbiii MaTepuan Ne 861716

JlaTa BbINMYCKA: 21-04-2021

Tpon3BOANTEIIb: HOBAPTUC ®APMA CITA

Bua [TpoBuHuMane Ulnto 131
80058 Toppe AnHyHIHATA (HA)
Wranus

AM-11/2019

JlpueH3us Ha H3rOTOBJICHUE:

Digitally signed by

Kuya nt Kuyantseva Natalya
DN: dc=com, de=novart

ou=people, ou=TO,

CTpaHHLla 1/8 Seva serlalNUmber=204B528

en=Kuyantseva Natalya

Hacrosumii cepTHhUKaT 6b17T ABTOMATHUYECKH CTEHEPHPOBAH. Rewsdrt HEet R

pOBEPHA 1 3a8EPUT

n
JlauHsie YTBEPIKIEHb! OTBETCTBEHHEIM JTHLION Natalya Date 10210626 1518




Q‘) NOVARTIS

BhinyueHo:
HOBAPTUC ®APMA CIIA
Buia Mposuuumane 1lnto 131
80058 Toppe AHHyHLMATA (HA)
Wramus

Jliuensust HA H3TOTORJEHHe No:
AM-11/2019

Ceprudpurar GMP Ne:
IT/36/H/2019

CEPTU®UKAT CEPUH

Ne 1T100200152166

Ceprudurar Ne: GB430100050238
[TpoaykT: OXCARBAZEPINE (OKCKAPBA3EITHMH) FINE/DS 08
Iob6anbublii MaTepuan Ne 832259 Cepus Ne: G0247
Jlokanbublil MaTepnan Ne 832259
JlaTa BINNYCKA: 16-12-2020
TMpou3BOAHTE ! Hosaptuc ['pumcoOu JITIL
Pyewipe
Moody Lane
DN31 2SR Grimsby
BennkoOpuTanua
[ Cepruduiar Ne: GB430100050240
MMpoaykT: OXCARBAZEPINE (OKCKAPBA3EITHH) FINE/DS 08
no6ansublil maTepuat No 832259 Cepus Nu: G0249
Jlokanbubiii MaTepuan Ne 832259
JlaTa BBINYCKA: 16-12-2020
[IpousBoaNTE k! Hogapruc I'pumcon JITa.
Pyewipe
Moody Lane
DN31 2SR Grimsby
BennkoOpHTaHHA

Crpanuua 2 / 8

HacToswuii cepTrduKaT Obl/1 ABTOMATHIECKH CreHepUpOBaH.

HBHHBIE yTBEP}KﬂﬁHbl OTBETCTBEHHBLIM JIHLIOM




r ‘ BoinyuieHo:
( ) N O VA RT I S HOBAPTHC ®APMA CITA
Bua Tposusumane luto 131
80058 Toppe Annynuuata (HA)
Wranus
JlnueHnsns Ha H3TOTOBJIEHHE Ne:
AM-11/2019
Ceprudurar GMP Ne:
IT/36/H/2019

CEPTU®UKAT CEPUH
Ne 1T100200152166

IMpoaykT: TRILEPTAL 600 MG (TPHJIEIITAJI 600 MI) 5X10 FCT - RU
[no6anbubiii maTepuan Ne: 705875 Cepus Ne TIH95
3akiiloueHHe:

HacTosmmm yI0CTOBEPSAIO, HTO JaHHaA uH(opMalnd MOLTHHAA 1 BepHA.

JlaHHas cepys co3ana/ MPOM3BEIEHa, BRITIOUAA YNaKkoBKY 1 KOHTPOJTh, Ha BHILICYTTOMAHYTOM MECTE MPOH3BOICTEA
B COOTBETCTRHM ¢ npaBnnaMu GMP JIOKaNBHOro Pery/IATOpHOTo Oprafa i crietmdyKaliei perucTpanoHHoro
YOCTOBEPEHHS HMIOPTHPYIOIIEH CTPAHBI.

Hapa6oTKa, yNiakoBKa 1 aHanu3 cephu co0TBETCTRYIOT Tpebosannam GMP.

OTBeTCTBEHHOE JIMLO: Carolina Manzo
JlaTa v Bpems: 17-06-2021 10:42:11

Tur penu3a: BbITYCK HAa PhIHOK

KoMMeHTapHii K cepTHpHKATY:
Bbinyck Ha pbIHOK

CpoK romHOCTH (JULMM.ITTT): 31.01.2024
PPMS nomep: 1882642

KonuduecTBO yNakoBOK MPH BLIMTYCKE: 11269 ynakoBOK

[IpoyKT NPOTECTHPOBAH, NPOMAPKHPOBAH H YIAKOBAH B COOTBETCTBHH € sapeructpiposantoi HJL:

TIN015199/01-161219 n3m. |

Matepuan 832259 cepHuii G0247 u G0249 ucrnons30BaICs B Ka4ECTBE A®C, matepuan 861716 cepun T0216
MCTOJIB30BANCA B KauecTe Oanka.

Bo Bpemst TPOH3BOICTBEHHBIX onepaimii HaBMOIAN0CH HE3HAYHTENRHOE OTKIOHEHHE, koTopoe ObLI0 paccie10BaHo
KOMIETEHTHBIM JIMLIOM B COOTBETCTBHH € BHyTpeHHeii npoieypoi. Paccnenosanue MPHEBEI0 K BRIBOJY, HTO OTKJIOHEHHE HE
NOBIMANO HA KAUECTBO, OE30MacHoCTh 1 APEKTHBHOCTD MPOAYKTA, ¥ TIOITOMY A0MYCKACT 1aHHYIO cepTH(HKALIHIO (AQWA

cepinka # 2526318).

JIuuo, BbIAaBLIEE cepTHRHKAT: Carolina Manzo
JIOKHOCT: Site Qualified Person
Jara u Bpemsi: 17-06-2021 10:42:11

Crpannua 3 /8
HacTosumii cepTiduKar Obl1 aBTOMATHYECKH CreHEpHPOBAH.
JlaHHble YTBEPIKAEHbI OTBETCTBEHHBIM JIMLIOM




rU) NOVARTIS

[TpousseaeHo:

HOBAPTHC ®APMA CIIA
Bua [posntumane [nTo 131
80058 Toppe AnnyHumaTa (HA)
Hranus

CEPTUO®HUKAT AHAJIM3A
Ne IT100100146320

IMpoayKT: TRILEPTAL (TPUJIEITAJD) 600MG.016 FCT
TaoGanbHbIi 861716 Cepusa Ne: T0216
maTtepuan Ne:
JlaTa U3roToBJICHHA: 23-02-2021 [poTokos aHanusa Ne: 4120121130
HopMmaTHBHas DP_3750056_011_R2
JOKYMEHTAlUMA:
TecThbl TpedoBaHHsA Pe3yabTaThl
Ornucanue BH3yalibHO: hopma OBAILHOM (hOpMEI, cnerka COOTBETCTBYET
IBOSIKOBBITYKIBIE M € PHCKOH € IBYX
CTOPOH
OnucaHue BU3yalbHO: UBET CBETNO-PO30BOTO LIBETA CoOTBETCTBYET

Onucanue BU3yanbHo: KOa rpasupoBkn  Ha onHoii cropoHe BbiaapneHo «TF», CoOTBETCTBYET
pucka, nepeepHytoe «TF», na apyrofi -
«CGy, pucka, nepepeprytoe «CG»

Cpennsas macca 809 - 843 mr 823 Mr

[MoanuxHocTh MeTogoM BOKX- CooTBETCTBHE CTAHIAPTY CPaBHCHUA CoOTBETCTBYET CTaHAAPTY
Oxkckap0dasenut

MoamuuHocTs Y@ - Okckapbasenut CooTBEeTCTBHE CTAHAAPTY CPABHEHHS CoOTBETCTBYET CTAHAAPTY
PactBopenne OkckapOasennta 6-12 6

MmeTosoM VO uepes 30 MUH: n=6 unH

12

Crpanuua 4 /8
Hactosuumii cepTuduKaT Gbl1 aBTOMATHYECKH CTEHEPHPOBAH.
JlaHHble YTBEP/K/IEHbl OTBETCTBEHHBIM JIHLIOM




Uy NOVARTIS

IMpousseaeHo:

HUranus

CEPTU®HUKAT AHAJIM3A
Ne 1T100100146320

HOBAPTHUC ®APMA CTIA
Bua [Mposuuunane Hluto 131
80058 Toppe AnnyHuuata (HA)

metogoM Y@ uepe3 30 MUH: KOHEHHOE CUIA u Sn.®. (tonbko yposhu 1 1 2)
3aKITHOUEHHE

Pacteopenne OxckapOasernnHa 6-12

meTtojom Y uepes | wac: n=6 nnu 12

[MpoaykT: TRILEPTAL (TPUJIEIITAJ) 600MG.016 FCT

[o06anbHbIH 861716 Cepusi Ne: T0216
marepuan Ne:

TecThbl TpedoBaHHs Pe3yabTaThl
PacTtBOpeHne OxckapdaserniHa He menee 70% 87%
metonoM Y@ uepes 30 muH: cpeance

Pacteopenue OkckapbasenmuHa - 81%
meTtonoM Y@ uepes 30 MUH: MUHUMYM

PactBopenue OkckapbasennHa - 94%
MmetonoM Y@ uepes 30 MUH! MAKCUMYM

PacTeopenne OkckapOaseniHa CootsercTRyeT Tpebosanmam Esp. @., @. CoOTBETCTBYET

Crpanuua 5/ 8

HacTosuwwmii ceprudukar GbiN aBTOMATHYECKH CTEHEPHPOBAH.

HaHHHE yTBep}KﬂeHbl OTBETCTBEHHLIM JIMIIOM




!> NOVARTIS

ITpousBeeHo:

HOBAPTHUC ®APMA CIIA
Bua [lposunuyane [IuTo 131
80058 Toppe AHHYHLHATA (HA)
Wranus

CEPTUOUKAT AHAJIU3A
No 1T100100146320

MpoaykT: TRILEPTAL (TPHJIETITAJD) 600MG.016 FCT

IodanbHbI 861716 Cepna Ne: T0216
maTephnas Ne:

TecThl TpeboBaHus Pe3ybTaThl j
Pacteopenne OkckapbaseniHa METOI0M V@ uepes He menee 80% 92%

1 gac: cpeaxee

Pactsopenne Okckapbaserniha meTogoM Y@ uepes - 90%

1 yac: MUHUMYM

PacTBOpeHHE OkckapOasenyHa MeToIOM Y@ uepes - 96%
| yac: MakCHMYM
PactBopenue OkckapOasennua meronoM Y@ uepes  COOTBETCTBYET TpeboBaHHAM COOTBETCTBYET
1 yac: KOHEeYHOE 3aKTHUEHHUE Esp. @, @. CIIA u SAn.@.
(ToNBKO YPOBHH 1u2)
[TocTOPOHHHME TIPUMECH Ha OCHOBAHMH He Gonee 0.15 % <0.05%

3agBJIEHHOT0 COAEPKAHNA okckapfasenuHa
metonom BKX: G32883

Crpannua 6 / 8
Hacrosumuii cepTiduKaT Obl ABTOMATHHECKH CreHepHpoBaH.
Jlanubie yTBEPAKACHBI OTBETCTBEHHBIM JINLIOM




> NOVARTIS

IIpousseaeHo:

HOBAPTHUC ®APMA CTIA
Bua [Mposununane [luto 131
80058 Toppe Annynuuata (HA)
Hranua

CEPTUOUKAT AHAJIM3A
Ne IT100100146320

[Mpoaykr: TRILEPTAL (TPHJIETITAJ) 600MG.016 FCT

InoGanbHbIii 861716 Cepus Ne: TO216
martepuan Ne:

TecThl Tpebosanus Pe3yIbTaThl

[TocTopoHHME NPUMECH Ha OCHOBAHHH He Gonee 0.15 % <0.05%
3asBJICHHOIO coaep»KaHus oxcxapﬁaaennna

meTogom BOXX: CGP 26202

[TocTopoHHHE MPHUMECH Ha OCHOBAHWH He 6onee 0.15% <0.05%
3aAB/IEHHOTO COACPIKAHHA OKCKapbasen1Ha

meTogom BOXKX: CGP 18671

Jlio6ple HenaeHTH(HLIMPOBAHHBIE TPUMECH Ha He 6onee 0.10% <0.05%
OCHOBAHHH 3asBJIEHHOTO COAEPAKAHHA

okckapbazennna MetogoM BOAKX, kana0i

Cymma Bcex npumeceii Ha OCHOBAHHH He Gosee 0.5% <0.1%
3ad9BJICHHOTO coAepKaHu D!{CKapﬁaSB]'IHHa

meTonoM BOKX

KonuuecTseHHoe onpeneneHue metonoM BOKX —

Oxckapbazenut 95.0-105.0% 98.9%
OIHOPOAHOCTL 103UpoBanus o macce: n=10 unu  10-30 10
30

Crpanuua 7/ 8
HacTosaumii cepTudukat OblJI aBTOMAaTH4ECKH CTEHEPHPOBAH.
JlaHHble yTBePIKIAEHbl OTBETCTBEHHBIM JIMLIOM




Uy NOVARTIS

TpouseeaeHo:

HOBAPTHC ®APMA CITA
Bua [Tporunimane [luto 131
80058 Toppe Annynunata (HA)
Hranus

CEPTU®UKAT AHAJIU3A
Ne IT100100146320

IMpoaykT: TRILEPTAL (TPHUJIEIITAII) 600MG.016 FCT

InoGanbHbli 861716 Cepust Ne: T0216
MaTepuas No:

TecTnl Tpeboanus Pe3yabTaThl
OnHOPOAHOCTE 103UPOBAHHA 110 Macce: CpejiHee - 98.9%
OnHOPOIHOCTE 103MPOBAHNS 110 Macce: - 97.6%
MHHHMAJIBHOC 3HAUYCHHE

OaHOPOAHOCTE JIO3UPOBAHUS 110 MacCe: - 99.8%
MaKCHMaJIbHO@ 3Ha4YeHHe

OaHOPOIHOCTE JO3UPOBAHHS 110 MACCE: - 0.6
CTaHIAPTHOE OTKJIOHEHNE

OnHOPOAHOCTE JI03UPOBAHUA MO Macce: He Gonee 15.0 1.4

MpHEMIIEMOE 3HaYeHHe
OIHOPOIHOCTE 103HPOBAHHA 110 Macce: koHeuHoe  CooTsercTByeT TpebGopanusam @. CooTeeTcTRYeT
3aKIoYeHne CLUA, Esp. @., Sn. ®.

3aKkao4YeHHe:

Cepust cOOTBETCTBYET crelM(UKALIMH HOPMATHBHOH foKyMeHTaunKu. Hactosium yaoCTOBEPAO, HTO AdHHaAsN
uH(OpMaLINs NOUHMHHEA U BepHa. HapaGoTka W aHanu3 cepru MPOBEPEHbI U COOTBETCTBYIOT Tpeboranuam GMP.

OTBeTCcTBEHHOE JIHLO; Errico Donnarumma

JlaTa u Bpems: 22-03-2021 14:29:19

JIuno, BeI1aBUIEE cepTHRHKAT: Errico Donnarumma
JomKHOCTh: QC Leader EM Finished Products
JaTa u Bpems: 22-03-2021 14:29:19

Crpanuua 8 / 8
Hacroaumii cepTugukaT G171 ABTOMATHYECKH CIEHEPUPOBAH.
JlaHHble YTBEPK/IEHEI OTBETCTBEHHBIM JIMLIOM



