Bezhina
Tatiana

Uy NOVARTIS

Beinymeno:
HOBAPTUC ®APMA CIIA
Bua Ilposunanmane luro 131
80058 Toppe AunyHnmara (HA)
Hranusa

JInneH3ust Ha U3roTosjeHue Ne:
Ne AAMM-139/2022

Ceprupuxar GMP Ne:
IT/160/H/2022

CEPTUOUKAT CEPUH
Ne IT100200188262

Hpoaykr:

Jo3upoBKa / aAKTUBHOCTD:
JlexkapcTBeHHasi popma:
THun ynakoBku:

Pa3mep ynmakoBku:

PYy:

CTpaHa Ha3HAYeHH:
I'nodanbubIil MaTepuan Ne:
JaTa usroroBienust

Jdara BbInmycka:

Cpok roagHocTu:
KoanyecTBo enmHuL
MPOAYKTA:

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

OKCKAPBA3EIIMH 150 MI'

Tabnerka, HOKpHITas IFICHOYHOU 000JIOYKON
6mcrep

5x10 TabneTok
IINO015199/01
P®

705876
03-10-2022
14-11-2022
09-2025
21436.000 mTyk

Cepusn Ne: TTP21

YnakoBouHas mHGopManus

Hponykr:

I'nodanbHbIi MaTepuas Ne:
JloxanbHblil MaTepuas Ne:
Ynakopmuxk:

Homep cepruduxara GMP:

JIuueH3usi HA U3rOTOBJIEHHE:

TRILEPTAL 150 MG (TPUJIEIITAJI 150 MT") 5X10 FCT — RU
705876
705876
HOBAPTUC ®APMA CIIA
Bua IMposunanmane [luro 131
80058 Toppe AunyHmmara (HA)
Urtamsa
Ne AAMM-139/2022
IT/160/H/2022

JlanHble TecTOB, TpeOOBaHUs, pe3yJIbTaThl U 3aKIIOUEHHS IPUBEICHBI B ClIeAyIOIIeM cepThdukaTe/cepTrdukaTax:

Cepruduxar Ne:
IIpoaykr:

I'nodanbHbIi MaTepuan Ne
JloxanbHblil MaTepua Ne
Jata BbInycKa:
IIpousBoaurenn:

CH380100009507

OXCARBAZEPINE (OKCKAPBLA3EITHMH) DS.013

833286 Cepus Ne: +205312013
833286

20-09-2022

o.1.C.

®abopuka Urannana Cuaretmau C.mA.

Via Massimo D'Antona, 13

86039 Termoli

Hranus
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HaCTOHHII/Iﬁ CepTI/Iq)I/IKaT ObLT aBTOMAaTHYECKHU CI'CHCPUPOBAH.

I[aHHI)IC YTBEPKACHBI OTBETCTBCHHBIM JINLIOM




!> NOVARTIS

Beinymeno:
HOBAPTUC ®APMA CIIA
Bua IMposunuuane luro 131
80058 Toppe Aunynnuara (HA)
Wranus

JInueH3usa HA U3roToBJIeHue No:
Ne AAMM-139/2022

Ceprupuxkar GMP Ne:
1T/160/H/2022
CEPTUOUKAT CEPUUA
Ne I'T100200188262

Cepruduxar Ne: CH380100009513
Hpoaykr: OXCARBAZEPINE (OKCKAPFA3EIINH) DS.013
I'06aabHbIiE MaTepua Ne 833286 Cepusn Ne: +206072012
JlokaJbHbIi MaTepuaJ Ne 833286
Jara BpInmycka: 20-09-2022
IIpousBoanTennb: D.1.C.

®acopuka Uranmmana Cunrernun C..A.

Via Massimo D'Antona, 13

86039 Termoli

Wranus
Cepruduxar Ne: IT100100185967
Ipoaykr: TRILE (TPMUJIEIITAJI) FCT 150MG.018_1
I'1o6anbHbIiE MaTepuag Ne 862960 Cepusn Ne: TTEO09
JlokaJbHbIi MaTepuaJ Ne 862960
JlaTa BInmycka: 04-11-2022
IMpousBoauTeb: HOBAPTUC ®APMA CITA

JInnen3us IPOU3BOIUTECIIA:

Bua Ilposunnmane Illuro 131
80058 Toppe AnnyHimara (HA)
Wranus

Ne AAMM-139/2022
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HaCTOHHII/Iﬁ CepTI/Iq)I/IKaT ObLT aBTOMAaTHYECKHU CI'CHCPUPOBAH.

I[aHHI)IC YTBEPKACHBI OTBETCTBCHHBIM JINLIOM




' Beinymeno:
( ) N O V A RT [ S HOBAPTUC ®APMA CITA
Bua Ilposunuuane luro 131
80058 Toppe Aunynnuara (HA)
Uranus
JInuensus Ha U3rorosjenue Ne:
Ne AAMM-139/2022
Cepruduxar ITb3 Ne:
1T/160/H/2022

CEPTUO®UKAT CEPUM
Ne IT100200188262

Mpoaykr: TRILEPTAL 150 MG (TPUJIEIITAJI 150 MI') 5X10 FCT — RU
I'nodanbublii MaTepuan Ne: 705876 Cepus Ne TTP21
3akJ0ueHue:

HacrosmuMm ynoctoBepsiro, 9To naHHAas HHPOPMALUS OATIMHAA M BEpHA.

JanHas cepust co3gaHa/ mpou3BeieHa, BKIII0Yas YIIAKOBKY U KOHTPOJIb, Ha BEIMICYIIOMSIHYTOM MECTE IMTPOU3BOICTBA
B COOTBETCTBUH ¢ paBmiiaMi GMP J10KkabHOTO PEryIATOPHOTO OpTraHa U Cenru(UKaIied perucTparuoHHOTO
YAOCTOBEPEHUS] HIMIIOPTHPYIOLIECH CTPaHBI.

[Tpou3BOJICTBO, YIIAKOBKA U aHAJIU3 CEPUH COOTBETCTBYIOT TpeboBanusim GMP.

OTBeTCTBEHHOE JINII0:
Carolina Manzo
Jara u Bpems: 14-11-2022 17:08:48

Tun Beimycka: CEPTUGHUKAILIN A CEPUU

JIuuo, BeiiaBuIee cepTUUKAT: Lucia Giordano
JloakHOCTD: AS&T Specialist
JlaTa u Bpemsn: 01-12-2022 10:09:12
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Hacrosimmii cepTudukaTt 61 aBTOMATUYECKU CTEHEPHPOBAH.
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' Beinymeno:
( ) N O V A RT [ S HOBAPTUC ®APMA CITA
Bua Ilposunuuane luro 131
80058 Toppe Aunynnuara (HA)
Uranus
JInuensus Ha U3rorosjenue Ne:
Ne AAMM-139/2022
Ceprudpuxar GMP Ne:
1T/160/H/2022

CEPTUO®UKAT CEPUM
Ne IT100200188262

Ipoaykr: TRILEPTAL 150 MG (TPUJIEIITAJI 150 MI') 5X10 FCT — RU

I'nodanbublii MaTepuan Ne: 705876 Cepus Ne TTP21

KomMmenTapuii k cepruduxary:

Brlnyck Ha pbIHOK

Cpok roanoctu: 30.09.2025

PPMS ID = 10886

KosnuecTBo ynaxkoBok Ipu Belycke: 21436 ynakoBok

IpoaykT nporecTHpOBaH, POMApKUPOBAH M YIAKOBAaH B COOTBETCTBUH C 3aperucrpuposannod HJI:
ITNO015199/01-161219 w3m.1, 2, 4

Marepuan 833286 cepuii 205312013 u 206072012 ucnons3opancs B kauectBe ADPC, matepuain 862960 cepuu TTE9O
HCTIONB30BAJICSA B Ka4ecTBe Oalka.

JlexapcTBenHas ¢popma, ykazanHas B HactosmeMm CoA/CoC, 1omKHa HHTEPIIPETHPOBATHCS KaK: TaOJIETKH, TOKPHITHIE
IUICHOYHOH 000JI0UKOI

Bo BpeMst mpOM3BOACTBEHHBIX ONEpaIuii He MPOU30III0 HUKAKUX OTKIOHEHHUH, KOTOPBIE MOTJIH OBl HOBJIUATH Ha COOIIO/ICHUE
TpeboBanmii GMP w/uiu cOOTBETCTBUE Pa3peIICHHIO HA MTPOIAKY.
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Hacrosimuii ceprudukar Obl1 aBTOMaTHYECKH CTEHEPUPOBaH.
JlaHHBIE yTBEPXK/ICHBI OTBETCTBEHHBIM JIUIIOM



> NOVARTIS

IIpousseneno:

HOBAPTUC ®APMA CIIA
Bua IIposuniuane Illuro 131
80058 Toppe Aunynnuara (HA)
Uranus

CEPTUO®UKAT AHAJIM3A

COA Report Number: 20858

Mponykr: TRILE (TPUJIEIITAJI) FCT 150MG.018 1
Marepuan Ne: 862960
TI'modanbHbIi 862960 Cepus Ne: TTE09
maTtepuaJj Ne:
LIMS Lot: 12244
JlaTa U3roToBJIeHUsI: 03-10-2022 Cpok roagHocTu: 03-10-2023
HopmaTuBnas DP 3750049 012 R 2
JOKYMEHTAINA:
TecTbl TpeboBanusi Pe3yabTaTtsl
Onucanne BU3yajabHO: CooTBeTCTBYyET
dhopma OBaJIbHOM (bhopmsl, crerka
JIBOSIKOBBIITYKJIBIE M C PHUCKOW C OBYX
CTOPOH
I[BET CBETJIOTO CEpO-3€JICHOr0 1[BETa CootBercTByeT
KOJ| TPaBUPOBKU Ha opnnoit cropone BoiaBneHo «T/D», CooTBercTByeT

pucka, Ha pyrou - «C/G»
MopnuuHoOCTL YD

Oxkckap0basenuH COOTBETCTBHE CTAaHAAPTY CPABHEHHUS COOTBETCTBYET CTAHIAPTY
MoamHHOCTH KpacuTeiei
Turan CooTBeTCcTBYET (O1)

He tectupoBanocs

TIpumeyanue: 01 — TecTupoBanue
TPOBOJUTCS HA KaXXKAOU 1-0i cepuu KasKablit
roj

Keneso CooTBeTCcTBYET (01)

He tectuposanocs

IIpumeyanue: 01 — TectupoBanue
TIPOBOJIUTCS Ha KaXXA01 1-0i cepuu KasIbIi
TOx

PacTrBopenne Oxckap6asenuna

MeToi0M Y@ uepe3 30 mun

PactBopenne OkckapOazenuna CootBerctByet TpeboBanusm Esp. @., @. CoorBeTcTByeT
MetonoMm YD uepes 30 mun: koHeuHOe  CIHA 1 Am.®. (Tonbko ypoBHU 1 1 2)
3aKIIFOUCHNE

PactBoperne OxckapOa3ennHa He menee 75% 87%
MetonoM YD gepes 30 MuH: cpeqHee

70% (Q 3HaueHue)

PactBoperne OxckapbazennHa - 81%
MetozoM Y@ uepe3 30 MUH: MUHUMYM

PactBopenne Okckapbazenuna - 96%
MeToaoM Y@ uepe3 30 MUH: MaKCUMyM
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Hacrosimmii cepTudukaTt 61 aBTOMATUYECKU CTEHEPHPOBAH.
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> NOVARTIS

CEPTUO®UKAT AHAJIM3A

IIpousseneno:

HOBAPTUC ®APMA CITA
Bua IIposunnuane Illuro 131
80058 Toppe Aunynnuara (HA)

HWranusa

COA Report Number: 20858

IIpoaykr:

862960
862960

Marepuan Ne:

T'nobdanbHbIi
maTtepuaJj Ne:

LIMS Lot: 12244

TRILE (TPHUJIEIITAJ) FCT 150MG.018 1

Cepus Ne:

TTE09

TecTnl

TpebdoBanust

Pe3yabTaThl

PactBopenne OxckapOa3ennHa
MeronoM Y@ gepe3 30 MUH: 4HCITO
TabJIETOK

PacrBopenue Oxckap0a3enuHa
MeTo0M YD yepe3 1 yac
PactBopenne OkckapOa3enuna
MeTozoM YD uepes 1 yac: KoHEUHOE
3aKJI0YeHUE

PactBopenne OkckapOa3enuna

meronoM Y@ yepes 1 yac: cpeanee 80%

(Q 3HaucHHE)

PactBopenne OxckapOa3zennHa
metoqoM YO uepes 1 yac: MUHUMYM
PactBopenne OkckapbasennHa
MeronoM Y@ gepes 1 gac: MakCUMyM
PactBopenne OkckapbasenuHa
MeTozoM YD uepes 1 yac: KoHEUHOE
3aKJIFOUeHUE

IHocToponHue npuMecH MeTOAOM
BIKX

CGP 26202

G32883

CGP 18671
HewnnentuduuupoBaHHbIC IPUMECH,
Kaxaast

CymMmMma Beex mpuMecent
HoanunnocTh MeTogoM BIKX
Oxckapbazenun

KonnyecTBeHHOe onpeesieHue
MeToaoM BIKX

Oxckapbazenun

OaHOPOAHOCTH 103MPOBAHNSA 10O
macce

OHOPOJHOCTH JO3UPOBAHUS II0 Macce:

MHWHHUMAJIbHOC 3HAYCHUC

n=6,12 unu 24

CootBerctByer TpeboBanusm Esp. @., ©.

CHIA u An.®. (tonbko ypoBHH 1 1 2)

He menee 85%

CootserctByet TpeboBanusm Epp. @., ©.

CHIA u An.®. (tonbko ypoBHH 1 1 2)

He 6onee 0.15 %
He 6o1ee 0.15 %
He 60mee 0.15%
He 6omee 0.10%

He 6onee 0.5%
COO0TBETCTBHE CTAHIAPTY CPABHCHHSI

95.0 - 105.0%

n=6

CooTBeTCTByET

94%

90%
97%

CooTBeTCTByeT

0.08%

<0.05%
<0.05%
<0.05%

0.1%
CooTBeTCTByeT

99.2%

96,7%
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HaCTOHHII/Iﬁ CepTHq)PIKaT ObLT aBTOMAaTHYECKHU CI'CHCPUPOBAH.
I[aHHI)IC YTBEPKACHBI OTBETCTBCHHBIM JINLIOM



> NOVARTIS

IIpousseneno:

HOBAPTUC ®APMA CIIA
Bua Ilposunuuane luro 131
80058 Toppe Aunynnuara (HA)

HUranusa

CEPTUO®UKAT AHAJIM3A

COA Report Number: 20858

Ipoaykr: TRILE (TPUJIEIITAJI) FCT 150MG.018 1

Marepuan Ne: 862960

I'nobdanbHbIi 862960 Cepus Ne: TTEO09

maTtepuan Ne:

LIMS Lot: 12244

TecTbl TpeboBanus Pe3yabTathl

OOHOPOIHOCTH TO3UPOBAHUS TI0 Macce: - 100,0%

MaKCHUMaJIbHOE 3HaUCHUE

OOHOPOIHOCTH TO3UPOBAHUS TI0 Macce: - 1.0

CTaHJIapTHOE OTKJIIOHEHHE

OIHOPOIHOCTE TO3UPOBAHUSA IO Macce: CpeaHee - 99.2%

OOHOPOIHOCTH TO3UPOBAHUS TI0 Macce: He G6omnee 15.0 2.4

pHeMIIEMOE 3HaUYCHHE

OmHOPOIHOCTE T03UPOBAHMA IO Macce: KoHedHoe CooTBeTcTBYyeT TpeboBaHMIM D. CooTBeTCTByeT

3aKJII0OUYECHHE CUIA, EBp. @., fmn. ®.

OIHOPOTHOCTD JO3UPOBAHUS TI0 MACCE: YHUCIIO n=10 mwm 30 n=10

TabJIETOK

IMoacyeT MUKPOOPTaHU3MOB

OO01ee KOIMYeCTBO adpoOHBIX MUKpooprann3MoB <1000 KOE/r (03)

(T AMC) He Tecmpoganou
IMpumeuanne: 03 — TecTuposanue
MPOBOJNTCS Ha Kaxkoi 10-oit
cepumn Ka)!(,HLIﬁ roa

OO1Iee KOMYIECTBO IIECHEBBIX TpHOOB/qpoxokein <100 KOE/r (03)

(TYMC)

Crnenndmy. mukpoopranusm Escherichia coli

Escherichia coli

Pseudomonas aeruginosa

OrcyrctBue B 1 T

OrcytctBue B 10 T

OrcyrctBue B 10 T

He tectupoBanocs
ITpumeuanne: 03 — TectupoBanue
MPOBOJMTCS HA Kaxaoi 10-oit
CepHUHU KaXIbIH roj
(03)
He TectupoBanoch
Ipumeuanne: 03 — TecTupoBanue
MIPOBOJMTCS Ha Kax10# 10-oit
CEpHHU KaK/bli ol
(03)
He tectuposanocs
Ipumeuanne: 03 — TectupoBanue
MIPOBOJMTCS Ha Kaxkmoi 10-oit
CEepUH KaKJIblii roJ1
(03)
He Tecruposanocs
IMpumeyanne: 03 — TectupoBanue
TPOBOJIUTCS HA KaxK1oii 10-oit
CepuU Kbl rojx
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> NOVARTIS

IIpousseneno:

HOBAPTUC ®APMA CIIA
Bua Ilposunnuane luro 131
80058 Toppe Aunynnuara (HA)
Wranus

CEPTUO®UKAT AHAJIU3A

COA Report Number: 20858

IIpoaykr: TRILE (TPHUJIEIITAJI) FCT 150MG.018 1

Marepuan Ne: 862960

I'nobdanbHbIi 862960 Cepus Ne: TTEO09
maTtepuan Ne:

LIMS Lot: 12244

TecTbl TpeboBanus Pe3yabTathl
Salmonella OtcyrctBue B 10 T (03)

He tectuposanocs
Ipumeyanne: 03 — TectupoBanue
MIPOBOMTCS HA Kaxxaoi 10-oi
Cepuu Kbl rojt
Staphylococcus aureus OrcyrctBue B 10 T (03)
He TectupoBanoch
Ipumeyanne: 03 — Tectupoanue
MPOBOJMTCS Ha Kaxko# 10-oit
CepHHn Kax bl rojt

3akiaouenue:

Cepust COOTBETCTBYET crielM(hMKAK HOPMATUBHOM JOKyMeHTaunu. HacTosmumM yocToBepsito, 4To JaHHas
nHdopmanus o uIMHEA ¥ BepHa. HapaOoTka 1 aHamm3 cepuu IPOBEPEHBI M COOTBETCTBYIOT TpeboBanusiM GMP.

JInno, onodpuBuIee cepTuUKAaT: Paolo Striano
JloJI2KHOCTD: QC&AST leader
Jara onoOpeHnus: 28.10.2022
Hacrosmmuii ceprudukaTt ObU1 aBTOMAaTHUECKH CTEHEPUPOBaH. [laHHbIE yTBEPKICHBI OTBETCTBEHHBIM JIUIIOM
JlaTa BpImycka: 04.11.2022
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