Parfenova
Olga e roinghorey

!> NOVARTIS

Boinyuieno:
HOBAPTHUC ®APMA CITA
Bua IIposunmmane Huto 131
80058 Toppe AnnyHnuuara (HA)
Uranus

JIMueH3usi Ha U3rOTOBJIEHHE Ne:
AM-11/2019

Ceprudpuxar GMP Ne:
1T/36/H/2019

CEPTUDOUKAT CEPUU

Ne IT100200181344

Hpoayxr:

Jo3nupoBKa / AKTHBHOCTD:
JlekapcrBenHas hopma:
Tun ynakoBku:

Pa3mep ynakoBku:

PYy:

CTpaHa Ha3HaYeHUs:
I'nodanbHbIi MaTepuaa Ne:
Jata usroroBieHust

Jara BbInmycka:

CpoK roaHocTu:
KoanyecTBo enmHun
NpPOAYKTA:

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

OKCKAPBA3EIINH 600 MI

Tabnerka, MOKphITas MICHOYHOM 000JI0UKOi
6micrep

5x10 Tabnerox

IINO015199/01

PO

705875 Cepus Ne: TRHOS
14-07-2022

14-09-2022

06-2025

10780.000 mtyk

YnakoBouHas nngopmanus

Hpoayxr:

I'iio6anbHbIil MaTepuas Ne:
JlokanbHblii MaTepuaa Ne:
YnakoBuuk:

JInueH3us Ha U3rOTOBJIEHUE:
Homep cepruduxara GMP:

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

705875

HOBAPTUC ®APMA CIIA

Bua IlpoBunnuane Hluto 131

80058 Toppe Annynuuata (HA)

Hranus

AM-11/2019

1T/36/H/2019

I[aHHLIe TECTOB, ’I‘p€6OBaHI/IH, PE3YyJIbTAThl U 3aKJIFOUCHUS TPUBCJACHLI B CJICAYIOICM CepTI/Iq)I/IKaTG/CepTI/I(bI/IKaTaXI

Cepruduxar Ne:
Ipoaykr:

I'nodanbHbIi MaTepuaa Ne
JlokanbHblii MaTepuag Ne
Jara BbInmycka:
IIpousBogurein:

CH380100006957

OXCARBAZEPINE (OKCKAPFA3EIIMH) DS.013

833286 Cepus Ne: +202182014
833286

19-05-2022

d.1.C.

®da66puka Urannana Cunrernun C..A.

Via Massimo D'Antona, 13

86039 Termoli

Wranus
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Hacrosiuii ceprudukar Obu1 aBTOMaTHYECKH CTEHEPUPOBaH.
JlaHHbIC YTBEPIKACHBI OTBETCTBEHHBIM JIHLIOM




!> NOVARTIS

Boinyuieno:
HOBAPTHUC ®APMA CITA
Bua IMposunmmaine Huto 131
80058 Toppe AnnyHnuuara (HA)

CcbliIKa Ha JAOKYMEHT!:

Hranus
JIuneH3us1 Ha U3roToBJIeHne Ne:
AM-11/2019
Ceprudguxatr GMP Ne:
IT/36/H/2019
CEPTU®UKAT CEPUH
Ne I'T100200181344
Cepruduxar Ne: CH380100007250
Hpoayxkr: OXCARBAZEPINE (OKCKAPBA3EIIMH) DS.013
I'nobdanbHbIi MaTepuaa Ne 833286 Cepus Ne: +203032120
JlokanbHblii MaTepuag Ne 833286
Jara Bpinmycka: 30-05-2022
IIpounssogureiin: o.N.C.
®ab6puka Nranmana Cuarernun C.a1.A.
Via Massimo D'Antona, 13
86039 Termoli
Uranus
Cepruduxar Ne: CH380100007247
Mpoaykr: OXCARBAZEPINE (OKCKAPBA3EIIVH) DS.013
I'iio6anbHbIil MaTepuas Ne 833286 Cepus Ne: +203212008
JlokanbHblIil MaTepuaJ Ne 833286
Jara Bplnmycka: 30-05-2022
IIponsBogureiin: o.N.C.
®ab6puka Nranmana Cuaternun C.a1.A.
Via Massimo D'Antona, 13
86039 Termoli
Hranus
Ha3BaHue J0KyMeHTA: COA TRILE FCT 600MG.017 1

Marepuan Ne862958 cepust N° TPV37
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Hacrosiuii ceprudukar Obu1 aBTOMaTHYECKH CTEHEPUPOBaH.

I[aHHbIC YTBEPKACHBI OTBETCTBEHHBIM JIMIIOM




' Beinymeno:
() NOVARTIS HOBAPTUC ®APMA CIIA
Bua IIposunmmane Huto 131
80058 Toppe Annynuuara (HA)
Uranus
JIuueH3usi Ha U3roTOBJIeHHe No:
AM-11/2019
Ceprudpuxatr GMP Ne:
1T/36/H/2019

CEPTUDOUKAT CEPUUA
Ne IT100200181344

Ipoayxr: TRILEPTAL 600 MG (TPUJIEIITAJI 600 MI') 5X10 FCT —RU
I'no6anbHblil MmaTepuana Ne: 705875 Cepus Ne TRHO08
3akuro4enne:

Hacrosmum ynocToBepsito, 4To faHHas MHGOpManus IOLIMHHA U BEpHA.

JlanHas cepus co3ana/ Npou3BeeHa, BKIII0Yas YIaKOBKY M KOHTPOJIb, Ha BBIIIEYIOMSIHYTOM MECTe IIPOM3BOACTBA
B COOTBETCTBHUH C IpaBuiiaMu GMP J0KaJIbHOrO peryysITOpHOro oprasa u crelnudukanuel perucTpaoHHOT0
YAOCTOBEPEHHsI UMIIOPTUPYIOIEH CTPaHBI.

[Ipou3BOACTBO, YIIAKOBKA M aHAJIU3 CEPHH COOTBETCTBYIOT TpeboBanusmM GMP.

OTBeTCTBEHHOE JINII0: Carolina Manzo
Jara u Bpems: 14-09-2022 16:12:12

Tun penm3a: ceprudukanys cepu

KommenTapuii k cepTrudukary:

Brimyck Ha ppIHOK

Cpok rogaoctH (Iu.MM.ITIT): 30.06.2025

PPMS nomep: 1966527

KonnuectBo ynakoBok npu Beimycke: 10780 ymakoBok

[IpoxykT mpoTecTHpoBaH, IPOMapKUPOBAH M yIIAaKOBAH B COOTBETCTBHU C 3apETrNCTPUPOBAHHOM
HJI: TIN015199/01-161219 n3m.1-2

Marepuan 833286 cepun 203032120 1 203032008, 202182014 ucnonb3oBanuck B kadecte ADC, marepuan
862958 cepun TPV37 ucnonb3oBaics B KauecTBe Oanka.

Bo Bpemsi MPOM3BOICTBEHHBIX Olepalnii He ObUIO BBISIBICHO OTKJIOHEHU.

JIuno, BeIiaBuICE cepTHHUKAT: Carolina Manzo
JloKHOCTD: Quality Operations Lead / QP
JlaTta u Bpems: 14-09-2022 16:12:12
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Hacrosiuii ceprudukar Obu1 aBTOMaTHYECKH CTEHEPUPOBaH.
JlaHHbIC YTBEPIKACHBI OTBETCTBEHHBIM JIHLIOM



> NOVARTIS

IMpousBeneHo:

HOBAPTUC ®APMA CITA
Bua IIposunnmane [uto 131
80058 Toppe Annynnuara (HA)

Uranus

CEPTUDOUKAT AHAJIN3A

Hpoayxr: TRILE (TPUJIEIITAJI) FCT 600MG.017 1
MaTtepuaj Ne: 862958
I'no6anbHbIii 862958 Cepus Ne: TPV37
MarTepuaJ Ne:
LIMS Lot: 9461
Jara usrorosJieHus: 14-07-2022 Cpoxk rogHocru: 14-07-2023
HopmaruBHas DP 3750056 011 R 2
JOKYMEHTAIHs:
TecTbl TpedoBanus PesysbTartsl
Onucanune BU3yaabHO:
dopma OBaJIBHOM (hopmsl, cierka CoOOTBETCTBYeET
JIBOSIKOBBITTYKJIBIE W C PHUCKOM C OBYX
CTOPOH
LBET CBETJI0-PO30BOI0 [[BETA CooTBeTCTBYET
KOJ TPaBUPOBKH Ha opgnoii cropone BbimaBieHo «TF», CooTBercTByET

pucka, nepesepaytoe «TF», Ha npyroil -
«CGQG», pucka, nepesepHyToe «CG»
HopnunnocTs Y@

Oxckapbazenun COOTBETCTBHE CTAHAAPTY CPABHEHHUS
IHopnunHOCTL KpacuTee

Turtan CooTBeTcTBYyET

Keneso CooTBeTCcTBYET

PactBopenne Okckap6asennna metoaqom Y® uyepes 30
MHH

PactBopenne OkckapOazenuna He menee 75%
meronoM YD uepe3 30 MuH: cpenHee
70%, (Q Value)

PactBopenne Okckap6azenMHaMeTo0M
YO uepe3 30 MUH: MUHUMYM
PactBopenne OkckapOazenuna -

MeTogoM Y@ gepes 30 MUH: MaKCUMYM

PactBopenune Oxckap0OasennHa n=6,12 wiu 24

meronoM Y@ uepe3 30 MUH: YUCIIO

TabJIECTOK

PactBopenune Oxckap0OasenuHa CootserctByet TpeboBanusm Epp. @., ©.
MetogoM Y@ gepes 30 mun: koHeuHoe  CIIA u An.®d. (tompko ypoBHu 1 u 2)
3aKIIFOUeHHE

PacrBopenne Okckap6asennHa He menee 85%

MetoaoM YD yepes 1 yac: cpenHee

80% (Q Value)

COOTBETCTBYET CTaHIAPTY
()]
He tpebyercs

Ipum: 01 - ucnbITaHUE NPOBOJAMTCS HA
Kaxoi 1 cepuu rona

1)

He tpebyercs

Ipum: 01 - ucnibITaHUE NPOBOJAMTCA HA
Kaxxoi 1 cepuu roga

89%

86%
91%

n=6

CooTBeTcTBYET

93%
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Hacrosiuii ceprudukar Obu1 aBTOMaTHYECKH CTEHEPUPOBaH.

I[aHHbIC YTBEPKACHBI OTBETCTBEHHBIM JIMIIOM



> NOVARTIS

CEPTUOUKAT AHAJIN3A

IMpousBeneHo:

HOBAPTUC ®APMA CITA
Bua IIposunnmane [uto 131
80058 Toppe Annynnuara (HA)

Uranus

Hpoaykr:

862958
862958

MaTtepuaj Ne:

T'mob6anbHBIH
MarTepuaJ Ne:

LIMS Lot: 9461

TRILE (TPUJIEIITAJI) FCT 600MG.017 1

Cepus Ne:

TPV37

TecTnl

TpeboBanust

PesyabTatsl

PactBopenne Okckapbazenina
MetogoM Y@ yepes 1 uac: MUHUMYM
PactBopenne Okckapbazenina
MetogoM Y@ uepe3 1 uac: MakcuMyM
PactBopenne Okckapbazenina
MetogoM Y@ yepes 1 vac: uncio
TalneToK

PacrBopenne Okckapbasenuna
MeToa0oM YD uepe3 1 yac: KOHEUHOE
3aKJIIOUEHHE

OaHOPOIHOCTB N03MPOBAHUS 110
Mmacce

OHOPOAHOCTH JO3UPOBAHUSI IO Macce:

MHWHHMAJIBHOC 3HAYCHUC

OHOPOAHOCTH JO3UPOBAHUSI IO MacCe:

MaKCHUMAJIbBHOC 3HAYCHUC

OHOPOAHOCTH JO3UPOBAHUSI IO MAacce:

CTaHAAPTHOC OTKJIOHCHUEC

OHOPOAHOCTD JO3UPOBAHUSI IO Macce:

cpeaHee

OHOPOAHOCTH JO3UPOBAHUSI IO MAacce:

IMPUEMJIEMOC 3HAYCHHE

OI{HOpO,ZlHOCTI) JA03UPOBAHUs 110 MacCe: KOHEYHOC

3aKJIIOUYCHUC

OHOPOAHOCTH JO3UPOBAHUSI [T0 MACCE: YUCIIO

TalneToK

IocTopoHHHe IpUMeCH METOA0OM
B2KX

CGP 26202
Hennentudumposannusie npumecH,
Kaxaas

CyMmMa Bcex mpuMecen

G32883

CGP 18671
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n=6,12 unu 24

CoortserctByeT TpeboBanusim Esp. @., ©.

CIIA u Sn.®. (Tonbko ypoBHH | 1 2)

He 6oiee 15.0

CHIA, Esp. @., . ®.
n=10 nmu 30

He 6omee 0.15 %
He 6oiee 0.10%

He 6onee 0.5%
He 6omee 0.15 %
He 6omee 0.15%

CootserctByeT TpeboBanusm D.

90%
96%

n=6

CootBeTcTBYy€ET

99.8%
101.4%
0.6
100.6%

1.4

CoOoTBeTCTBYET

10

<0.05%
<0.05%

<0.1 %
<0.05%
<0.05%

Hacrosiuii ceprudukar Obu1 aBTOMaTHYECKH CTEHEPUPOBaH.
JlaHHbIC YTBEPIKACHBI OTBETCTBEHHBIM JIHLIOM



!> NOVARTIS

CEPTUOUKAT AHAJIN3A

IIpousBeneno:

HOBAPTHUC ®APMA CIIA
Bua ITposunrmmane [uto 131
80058 Toppe Aunynnuara (HA)

Hranus

Hpoayxr: TRILE (TPMJIEIITAJI) FCT 600MG.017 1

MaTtepuaj Ne: 862958

I'so0anbHbIiH 862958 Cepust Ne: TPV37

MarTepuaJ Ne:

LIMS Lot: 9461

TecTbl TpeboBanus Pe3yabTathl

Hoxauanocts MeTomoM BIYKX OxckapOazenmma  COOTBETCTBHE CTAHIAPTY CooTBeTcTBYyET

CpaBHCHHUSA

KosnmuecTBeHHOE onpeiesieHHe METOI0M

BI7KX

Oxckap6azenux 95.0 - 105.0% 100.6%

IMoacuer MUKPOOPraHU3MOB (MeTO/ MOACYETA

Ha YalIKax)

Ob11ee KOIMYECTBO adpoOHBIX MUKpooprauu3mMoB <1000 KOE/r (03)

(TAMC) He tpebyercs
IMpum: 03 - ucneiTanue
MPOBOAUTCS Ha Kaxaom 10,
peryJimpyercs Kaxabli roj

OO0111ee KOJIMYECTBO MJIECHEBBIX rpuboB/apoxokeit <100 KOE/r He Tpebyerea

(TYMC)

Escherichia coli

Escherichia coli

Pseudomonas aeruginosa

Salmonella

Staphylococcus aureus

OrcytcTBUE B 1 T

OrcytcrBue B 10 T

OrcytcrBue B 10 T

OrcytcrBue B 10 T

OrcytcrBue B 10 T

IMpum: 03 - ucneiTanue
MPOBOAUTCS Ha KaxaoM 10,
perynIupyeTcst KaXIblil TO1

He tpebyetcs

IMpum: 03 - ucneiTanue
MPOBOAUTCS Ha KaxaoM 10,
perynIupyeTcst KaX (bl TO1

He tpebyercs

IMpum: 03 - ucnbITaHUE TP OBOAUTCS
Ha kaxoM 10, perynupyercs
KaKJbIi TOJ1

He tpebyetcs

IIpum: 03 - ucnpITaHMEe TP OBOJHUTCS
Ha xaxxaoM 10, perynupyercs
KaXXJ(bIi TOJT

He tpebyercs

IIpum: 03 - ucnbITaHNE TP OBOJHUTCS
Ha xaxgoM 10, perynupyercs
KaKJbIi ToJ1

He tpebyetcs

IIpum: 03 - ucnpITaHMEe TP OBOJHUTCS
Ha xaxxaoM 10, perynupyercs
KaKJbIi ToJ1
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Hacrosiuii ceprudukar Obu1 aBTOMaTHYECKH CTEHEPUPOBaH.
JlaHHbIC YTBEPIKACHBI OTBETCTBEHHBIM JIHLIOM



> NOVARTIS

IMpousBeneHo:

HOBAPTUC ®APMA CITA
Bua IIposunnmane [uto 131
80058 Toppe Annynnuara (HA)
Hranus

CEPTUOUKAT AHAJIN3A

Ipoaykr: TRILE (TPUJIEIITAJI) FCT 600MG.017 1

MaTtepuaj Ne: 862958

I'so0anbHbIiH 862958 Cepust Ne: TPV37
MarTepuaJ Ne:

LIMS Lot: 9461

3ak/oueHue:

Cepust COOTBETCTBYET crelu(puKanny HOPMaTUBHON TOKyMEHTalMK. HacTosimym y10cToBepsito, YTo JaHHAs
uH(opManus NoIMHHA 1 BepHa. HapaGoTka M aHaIN3 cepuy MPOBEPEHbI U COOTBETCTBYIOT TpeboBanusM GMP.

JInno, onodpusLee ceprudukar: Paolo Striano
JIOJIZKHOCTD QC&AST leader
Hdara ogoOpenus: 13-09-2022
Hacrosimuii cepridukar ObL1 aBTOMAaTHYECKH CTEHEPUPOBaH. JlaHHbIE YTBEPKICHBI OTBETCTBEHHBIM JINIIOM
Jara BpImycka: 13-09-2022
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Hacrosiuii ceprudukar Obu1 aBTOMaTHYECKH CTEHEPUPOBaH.
JlaHHbIC YTBEPIKACHBI OTBETCTBEHHBIM JIHLIOM
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