) NOVARTIS

BoinyueHo:
HOBAPTUC ®APMA CIIA
Bua IMposunumane uro 131
80058 Toppe Annysunata (HA)
Hranus

TTuuensus Ha HaroToBaenue Ne:
AM-11/2019

Ceprudpurar GMP Ne:
1T/36/11/2019

CEPTU®UKAT CEPUU
Ne 1T100200152186

[MponyxT:

JIo3upOBKA / AKTHBHOCTH:
JlexaperBeHHas opma:
Tun ynakoBkH:

Pasmep YNaKOBKH:

Py

CrTpaHa Ha3HAYeHHs!
Ino6anbubiil MaTepran Ne:
JlaTa H3roTOBJIEHHS

JlaTa BBINYCKA:

Cpok roaHocTH:
KosinuecTBO eIMHHIL

TRILEPTAL 150 MG (TPHUJIETITAJI 150 MI') 5X10 FCT —RU

OKCKAPBA3EIHH 150 MI'

TabneTka, MOKpLITAA [IEHOYHOH 00010uKOH
onucTep

5x%10 TabneToK
TTNO15199/01
PO

705876
30-11-2020
01-06-2021
10-2023
11117.000 wTyK

Cepun Nu: TIE66

| mpoaykTa:

[ Vnakorounas uHdopmauus

IpoaykT:

[aobanbHbIi MaTepuan Ne:
JlokanbHbIH MaTepuan Ne:
YnakoBUIHK:

JIMeH3UsA HA H3rOTOBJIEHHE:
Homep cepTudukara GMP:

TRILEPTAL 150 MG (TPUJIETITAII 150 MI') 5X10 FCT - RU
705876
705876
HOBAPTHC ®APMA CITA
Bua [lposununane lluro 131
80058 Toppe AHHyHLMATa (HA)
Wranus
AM-11/2019
1T/36/H/2019

==2

Jlausbie TeCTOR, TpeOOBaHMS, pe3y/IbTaThl 3aK/THOUEHHA NIPHBE/IEHBI B CIETYIOLICM cepTuuKaTe/cepTHdHKATAX:

Kuyantseva Natalya
DN: de=com, de=novartis,

]ﬁpmquaf No: 1T100100145747
IMpoaykKT: TRILEPTAL (TPHUJIETITAII) 150MG.017 FCT
I106aabHbIH MaTepuaa Ne 861714 Cepus Ne: TO172
Jlokanbublii maTepuan Ne 861714
JiaTa BbINYCKa: 12-03-2021
ITpOM3BOANTEE: HOBAPTUC ®APMA CIIA
Bua ITposunumane 1uTo 131
80058 Toppe AnHyHLUHATa (HA)
Hranus
JInmeH3Hsa HA M3TOTOB/IEHHE! AM-11/2019 J
Digitally signed by
Crpanuua 1 /8 Kuyants

HacTosumii ceprudukar b1 aBTOMATHIECKH CreHepHUpoBaH.
ﬂaHthe yTBBp)KlleHBI OTBETCTBEHHBIM JIHLLIOM

eva
Natalya

ou=people, ou=TO,
serialNumber=2048528,
cn=Kuyantseva Natalya
Reason: MNepeson
npoBepwn ¥ 3aBepun
Date: 2021.06.17 15:45:45
+03'00




BoinyueHo:

TU) N O VA RTI S HOBAPTHC ®APMA CITA

Bua Tposunumane nto 131
80058 Toppe AunyHimara (HA)
Uranus

JInuensHs Ha u3roToBIeHHe N2!
AM-11/2019

Ceprudurat GMP Ne:
T/36/H/2019

CEPTU®UKAT CEPUU
Ne [T100200152186

CoGanbHblii MaTepuan Ne
JlokanbHbBIA MaTepuai N
JlaTa BbINYCKa:
IMpousBoauTEb:

L

Ceprudurar Ne: GB430100047426
Mpoaykr: OXCARBAZEPINE (OKCKAPBA3EIHMH) FINE/DS 08
IoGanbHblil MaTepuan Ne 832259 Cepusn Ne: G0208
JlokanbHblil MaTepuan Ne 832259
JlaTa BBINMYCKA: 27-05-2020
IMponseoauTelib: Hopapruc ['pumcdu JITA.
Pyewipe
Moody Lane
DN31 2SR Grimsby
BenukoOpUTaHHUA
Ceprudurkar No: GB430100047392
IponykT: OXCARBAZEPINE (OKCKAPBA3ETIHH) FINE/DS 08

832259 Cepus Ne: G0209
832259

28-05-2020

Hopapruc ['pumcton JITI.

Pyewipe

Moody Lane
DN31 2SR Grimsby
BenukoOpuTaHus

Crpanmua 2 / 8

Hacrosmuii cepTuuKat Gbi1 aBTOMATHIECKH creHepHpoBaH.

ﬂaHHble YTBEPKACHbI OTBETCTBEHHBLIM JIMLIOM




BrinyueHo:
U) N O VART IS HOBAPTHUC ®APMA CIIA
Bua IMpopunimane LLIHTO 131
80058 Toppe AHHYHUMaTa (HA)
Hranus
JInieH3us HA N3TOTOBJIEHUE Na:
AM-11/2019
Ceprudukar GMP Ne:
1T/36/H/2019

CEPTUO®UKAT CEPUH
Ne IT100200152186

TMpoaykT: TRILEPTAL 150 MG (TPUJIENTAJL 150 MI') 5X10 FCT —RU

[no6anbHbli MaTepuai Ne: 705876 Cepust Ne TIE66

3akaoveHHe:

HacTOSMIMM YI0CTOBEPSIO, UTO AaHHAA uH(OopMalNA NOTMHHA 1 BepHA.

JlaHHas cepHs co31aHa/ MPOM3BEACHa, BEIOYMAs YNAKOBKY ¥ KOHTPOb, Ha BbIIIEYTOMAHYTOM MECTE NPOU3BOACTER
B cooTBeTCTBHHN ¢ mpasiiamu GMP fokaneHOro peryiaTOpHOro Oprata 1 cremmdukalmeil perucTpauoHHoro
y10CTOBEPEHMA UMTIOpTHPYOLIEH CTPAHBI.

HapaoTKa, yrakoBKa ¥ aHajlu3 CepUH COOTBETCTBYIOT tpeGosanuaM GMP.

OTBeTCTBEHHOE JTHIL0: Carolina Manzo
JlaTa ¥ Bpems: 01-06-2021 17:46:54

Tur BbIMYCKA: BEIITYCK Ha PBIHOK

KomMeHTapHii K cepTHHUKATY:

BhIMycK Ha PLIHOK

Cpox rogroct: 31.10.2023

PPMS nomep: 1897958

KoauuecTro YIIAKOBOK MPH BLIMYCKE! 11117 ynakoBok

[1pOLYKT NPOTECTHPOBAH, MpOMApKHPOBaH 1 yakosat B COOTBETCTBHN € 3APErHCTPHPOBAHHOH H:

[IN015199/01-161219 m3m.1

Marepuan 832259 cepii G0208 u GO209 WCroAb30BAICA B Ka4ecTBe A®DC, matepuan 861714 cepun TO172 UCMONB30BANCH B KA4ECTBE Ganka.
JlexkapcTeHHas GopMa, yKazaHHas B pacrositem CoA/CoC, nomKHa HHTEPNPETHPOBATHCA KAK: FaBMeTKH, TOKPLITHIE ILIEHOMHOM 0G0/104KO#

Bo BpeMs NPONH3BOACTBEHHBIX ollepaitii OTKIOHEHHiE 1e Hab.onanock.

JIuuo, BuIAaBLIEE cepTHdUKAT: Gennaro Manzo
JLOMKHOCTE: Quality Operations Lead / QP
JlaTa 1 Bpems: 17-06-2021 11:32:19

Crpanvua 3 / 8
Hactosuumit ceprudukar Obill aBTOMATHIECKH CreHepUpOBaH.
JlanHble YTBEP#ASHBI OTBETCTBEHHBIM JTMLOM




rU) NOVARTIS

[pousseneHo:

HOBAPTUC ®APMA CIIA
Bua [posuuupane [LuTo 131
80058 Toppe AHHyHLHATa (HA)

HUranus

CEPTUO®UKAT AHAJIU3A
Ne IT100100145747

| L

ITpoaykr: TRILEPTAL (TPHJIEIITAJ) 150MG.017 FCT

Ino6anbublii 861714 Cepns Ne: T0172

maTepnan Ne:

JlaTa H3rOTOBJIEHHA: 30-11-2020 IpoTokos ananmusa Ne: 4120119011

HopmaTusHast DP_ 3750049 _012_R2

JOKYMEHTALUA:

TecTbl TpeboraHHsA Pe3yabTaThl j
OmnycaHne BH3yanbHO: Gopma OBalLHOI (hopMbl, cnerka COOTBETCTBYET

Onucanue BU3yalbHO: LIBET
Omnucanye BH3YaIbHO: KOJ rPaBUPOBKH

MomnuHHOCTL MeToloM Y @-
OxckapbaszenuH

IMonnuHHOCTS MeToAOM BOXKX -
OxckapOazenuH

PactBopenne OkckapOasenuna
MeTonom Y@ uepes 30 mun: n=6 uim
12

Pactopenue OkckapbasenuHa
meTonoM Y@ uepes 30 MUH: CpeHee

JBOSKOBBITIYKJIbIE 1 € PHCKOH © ABYX

CTOPOH

CBETIIOTO CEpO-3EHEHOF0 1BETA

Ha onHoil cTopoHe BBIJIABIEHO «T/D»,
apyroit - «C/G»

CoOTBETCTBHE CTAHIAPTY CPABHEHHA

CoOOTBETCTBHE CTAHAPTY CPABHEHIA

6-12

He menee 70%

CooTBETCTBYET
Ha CoOTBETCTBYET

COOTBETCTBYET CTAHIAPTY
CoOTBETCTBYET CTAHAAPTY

6

92%

Crpanuua 4 /8

HacTosumii cepTudHKaT OblJ1 aBTOMATHUECKH creHepupoBaH.
JlaHHBle YTBEPHKACHBI OTBETCTBEHHBIM JIHLIOM




) NOVARTIS

[IpoH3BeleHO:

HOBAPTUC ®APMA CIIA
Bua [Tposunuuane LLIATO 131
80058 Toppe AHHYHLMATA (HA)
Uranus

CEPTU®UKAT AHAJIU3A
Ne 1T100100145747

IpoaykKT: TRILEPTAL (TPHJIETITAJD) 150MG.017 FCT

[no6anbHbIil 861714 Cepust Ne: TO172
maTepuana Ne:

TecThl TpebosaHus Pe3yibTaThl
Pactsopenne Okckapbasenuna - 90%

MetonoM V@ uepes 30 MUH! MUHIMYM

Pacteopenne OkckapOaseniHa - 94%

metonom V@ uepe3 30 MuH: MAKCHMYM

Pactsopenne OkckapOaserniHa CoOTRETCTBYET TPEOOBAHMAM Esp. @., ®. CooTBETCTBYET
meTonom Y@ uepes 30 MiH: KOHEHHOE CLUA u §In.®. (TonLKO YPOBHH 1u2)

3aKITHOUEHHE

Pacteoperne OKckapbaseniHa 6-12 6

meronom Y@ wepes | uac: n=6 nnu 12

Pacteoperne OKckapbaseniHa He menee 80% 96%

meTtonoM Y@ gepes | uac: CpeHEE

Crpanuua 5/ 8
HacTosuuii cepTudnkat bl aBTOMATHHECKH CTeHEepUPOBaH.
JlanHble YTBEPKACHDI OTBETCTBEHHBIM JIHLIOM




Uy NOVARTIS

TMpouseeneHo:

HOBAPTHC ®APMA CIIA
Bua [Tposusximane LLInTo 131
80058 Toppe AHHyHLHATa (HA)

Hramusa

CEPTU®UKAT AHAJIU3A
Ne IT100100145747

MpoayKT: TRILEPTAL (TPHJIEIITAJI) 150MG.017 FCT
TnoGaneHbIi 861714 Cepus Ne: T0172
maTepHaa Ne:
ﬁ‘ecnt TpeboBaHus Pe3yaLTaThbl
PacTeopenne Okckapdasernuna metogom Y@ uepes - 93%
| yac: MHHUMYM
Pacteopenne OKckapOaserniHa METOAOM V@ uepes - 99%
1 yac: MakCHMYM
Pacteopenue Okckapbasenuta meronoM Y@ uepes  CoOTBETCTBYET TpeboBaHHAM COOTBETCTBYET
1 yac: KOHEYHOE 3aKJIFOYeHNE Esp. @., ®. CLLIA 1 Sn.@.
(TONBKO YPOBHH 1u2)
IMocTOpOHHNE NPHMECH Ha OCHOBAHUH He 6onee 0.15 % <0.05%
asBIeHHOTO COIEpKaHis OKckapOasennHa
meromom B2XKX: G32883
TTocTOpOHHIE MPUMECH HA OCHOBAHUH He Gonee 0.15 % <0.05%

3aBJIEHHOTO COIEPkKAHUA okckapfasenuna
smeTogoM BRXKX: CGP 26202

l
|
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Hacrosuumii cepTuukar

bIJ1 AaBTOMATHIECKH CcreHepHupoBaH.

JlaHHbIE YTBEPKIACHBL OTBETCTBEHHBIM JTHLIOM




Uy NOVARTIS

TIpou3sBeaeHo:

HOBAPTHC ®APMA CITA
Bua [posuumane LLINTo 131
80058 Toppe AHHyHUMATA (HA)
Wranmus

CEPTU®UKAT AHAJIU3A
Ne IT100100145747

ITpoaykKT: TRILEPTAL (TPUJIETITATD) 150MG.017 FCT

Io6anbHbIi 861714 Cepus N TO172
maTtepuas Ne:

TecThl TpeOoBaHHA PesyaeTaThl

TlocTOpOHHHE MPUMECH HA OCHOBAHHH He 6onee 0,13% <0.05%
3asBJIEHHOTO COAEPKAHMS oKckapbaszeniHa

verozoM BKX: CGP 18671

Tlio6ble HenaeHTH(HULUHMPOBAHHBIE npuMecH Ha He Gonee 0,10% <0.05%
OCHOBAHUY 3asBJIEHHOTO COAEPIKAHNA

okckapbazenuHa METOI0M BIXKX, ka1oM

CymMma BCeX mpuMmeceil Ha OCHOBAHHM He Gonee 0.5% <0.1%
3afBIIEHHOTO CONEPKaHNA okckapbaszernHa

metomom BOMX

KonuuecTBEeHHOE OTpeaeIeHHE meTonom BOKX — 95.0- 105.0% 98.7%
Oxckapbasernut
ONHOPOIHOCTD 103HPOBAHIA OxckapOazenuHa 10-30 10

meTozoM BRXKX:

OJIHOPOAHOCTh 103HPOBAHMNA: cpeaHee - 98.7%

OJHOPOAHOCTB J103MPOBAHHA: MHHHMAalBHOE - 96.5%
3HauYeHHE

Crpanuua 7/ 8
HacTosumii cepTuduKat bl ABTOMATHYECKH CreHEpUPOBAH.
HaHHble yT‘Bep)KIleHbl OTBETCTBEHHBIM JIALOM




) NOVARTIS

Ilpou3seaeHo:

HOBAPTHUC PAPMA CITA
Bua [posutunae LuTo 131
80058 Toppe AHHYHIHATA (HA)
Wrtanus

CEPTUO®UKAT AHAJIM3A
Ne 1T100100145747

TIpoayKT: TRILEPTAL (TPUJIETITAJD) 150MG.017 FCT

Tao6anbHbIH 861714 Cepus Ne: T0172
martepua Ne:

TecThbl TpeboBaHHS Pe3yiLTaThl
OnHOPOIHOCTh 103HPOBAHNA: MakCHMalbHOE = 99.5%
3HavYeHne

OHOPOIHOCTh A03HPOBAHMS: cTaHaapTHoe - 0.9%
OTKIOHEHHE

OIHOPOAHOCTh I03UPOBAHAA: JIOMTYCTHMO® He Gonee 15,0 22%
3HauEHHE

OIHOPOAHOCTH O3MPOBAHHS! KOHEHHOE CoOoTBETCTBYET TpeOOBAHHAM @. CoOTBETCTBYET
3aKITHYeHUe CUIA, Esp. @, An .

Jakaiouenne:

Cepwsi COOTBETCTBYET criennHKaLII HOPMATHBHOT poxkymeHTaluH. HacToAMIM yOCTOBEPSAIO, 4TO AaHHAs
uHbOpMalKA NOLTHHHA 1 BEPHA. HapaGoTka 1 aHalH3 cephi npoBepeHbl 1 COOTBETCTBYIOT TpeOoBaHHAM GMP.

OTBeTCTBEHHOE JIMLLO: Errico Donnarumma
JlaTa u Bpems: 27-01-2021 17:45:28
JInuo, BolaaBIIEE CePTHRUKAT: Errico Donnarumma
JoJKHOCTB: QC Leader EM Finished Products
JlaTa n BpeMs: 27-01-2021 17:45:28

Crpanuua 8 /8

HacTosumii cepTr(uKaT Obll aBTOMATHHECKH creHepupoBaH.
JlaHHbIe YTBEPKACHbI OTBETCTBEHHBIM JULOM




