A #

> NOVARTIS

Beinymeno:
HOBAPTHUC ®APMA CITA
Bua INpoeunumane luto 131
80058 Toppe Annynumara (HA)
Hranus

JInuen3ns na marotvossenme No:
AM-11/2019

Ceprudmkar GMP No:
IT/36/H/2019

CEPTUDPUKAT CEPUU
Ne IT100200136041

—

[ Mponyker:

Ho3npoBka / akTHEHOCTR:
Jlekapersennas opma:
Tun ynakosku:

Pasmep ynakopku:

PY:

CTpaHa HasHaveHus:
I'no6ansuenii matepuan Ne:
HaTa uzroronenns
Hara Beinycka:

Cpok roanocru:
Koanvecrso eannny
npoaykra:

TRILEPTAL 150 MG (TPMJIENITAJI 150 MI') 5X10 FCT -RU

OKCKAPBA3EITHH 150 MI"

Tabnerka, nokpritas nienouHoil 060J104KO¥i
BrmcTep

5x10 rabaerok
ITNO015199/01
PO

705876
16-04-2020
08-06-2020
03-2023
22120.000 wryk

Cepust Ne: TEC40

Ynakosounasn HHpopMauus

IMpoaykr:

I'no6anbHeni MmaTepuan Ne:
Jlokanbubiil MaTepuan Ne:
Ynakosunk:

| Homep ceprudmkara GMP:

JIM1eH3us Ha H3roToBTeHHe:

TRILEPTAL 150 MG (TPHUJIEIITAJI 150 MTI) 5X10 FCT - RU
705876
705876
HOBAPTUC ®APMA CITA
Bua INposunuuane Hlnrto 131
80058 Toppe Aunynumara (HA)
Hranus
AM-11/2019
IT/36/H/2019

Hantere Tectos, TpeGomarus, PE3Y/ILTAThl 1 3aK/THOUCHHUS NPUBEICHE! B CEIYFOLLEM ceprudukare/cepTHduKaTax:

Ceprudmkar Ne;
Mponyxr:

Cnobanenerii matepuan No
Jlokanbuelii MaTepuan Ne
Hata Beinycka:
INpouseoaurens:

LHH[IEIHHH Ha H3roToBJIeHHe:

IT100100142527

TRILEPTAL (TPUJIETITAJT) 150MG.017 FCT
861714 Cepusn Ne:

861714

27-05-2020

HOBAPTUC GAPMA CIIA

Bua Iposunuuane Iluto 131

80058 Toppe AunyHumara (HA)

Hranus

AM-11/2019

T0097

Oigitally signed by Kuyaniseva

Kuyantsey 2 er s

serialNumber=2044528,

en=Kuyantseva Natalya

a Natalya

Reason: Mepesaa nposepn u
33Bepun
Date: 2020.06.18 21:50:05 +03.00

Crpanuua 1 /8
Hacrosumii ceprudmkar 6511 asromariyeckn CreHEepHpOBaH.,
MaHHble yTBEPkKACHB! OTBETCTBEHHBIM JTHLOM




L

Boinymeno:

U) N O VART IS HOBAPTUC GAPMA CIIA

Bua lpornnumane Llnto 131
80058 Toppe AHHyHUuHaTa (HA)
Hranus

.."IIIIIEHJHFI Ha H3ToTOBJeHHe No:
AM-11/2019

Ceprudurar GMP Ne:
IT/36/H/2019

CEPTU®UKAT CEPUU
Ne IT100200136041

[ Cepruducar Ne: GB430100044967
poaykr: OXCARBAZEPINE (OKCKAPBASEITHUH) FINE/DS 08
I'noGanbubiii matepuan Ne 832259 Cepus Nu: G0099
Jlokanbuelit Mmatepuaa Ne 832259
Marta Beinycka: 13-12-2019
IMpoussoaurens: Hoeaptuc I'pumetu Jta.
Pyewipe
Moody Lane
DN31 28R Grimsby
L Bennkobpuranus
[ Cepruduar Ne: GB430100044968
Hpoaykr: OXCARBAZEPINE (OKCKAPBA3EIIMH) FINE/DS 08
Fno6ansuenii Mmatepuan Ne 832259 Cepusn No: GO100
Jlokanbuelii MaTepnan Ne 832259
Hata Brinycka: 13-12-2019
Ipouseoaurens: Hosapruc 'pumctn JTtn,
Pyewipe
Moody Lane
DN31 28R Grimsby
Bennkobpuranus

Crpanuua 2 / 8

Hacroswmit cepruduxar b1 asromatuecky CreHepHpOBaH.

Hanuele YTBEPKIAEHBI OTBETCTBEHHBIM JTULOM




Buimyueno:
U) NOVARTIS HOBAPTHC ®APMA CITA
Bua IMposunuuane lnrto 131
80058 Toppe AnnyHumnarta (HA)
Hranus
Jluuensun na msrorosmenme Ne:
AM-11/2019
Ceprudukar GMP Ne:
[T/36/H/2019

CEPTU®UKAT CEPUU
Ne IT100200136041

Ipoayxkr: TRILEPTAL 150 MG (TPHUJIETITAJI 150 MI') 5X10 FCT —-RU —[
Inobanbuenii matepuan Ne: 705876 Cepust N TEC40

|
3akaouenue:

Hacrosawum YAOCTOBEPAIO, YTO NaHHAS HH(OPMALKS MOLINHHA U BepHa.
Hannas cepus cospana/ TIpOM3BE/AEHA, BKIIOYAS YIAKOBKY H KOHTPOJTb, Ha BBIILEYIOMAHYTOM MECTE MPON3IBOJICTEA
B COOTBETCTBHHM ¢ npaBunamu GMP nokansHoro PEryIATOPHOTO OpraHa u crneuupuKaLmeii perucTpaLnoHHOro
E&;cmnepenun HMIIOPTHPYIOWIEH CTpaHbl.

Ha

aboTka, ynakoska H aHanma CCPHH COOTBETCTBYIOT TpeGoranuam GMP,

OTgercrBennoe aumo: Germana Chiosi
Hara u Bpems: 08-06-2020 10:26:44
KommenTapuii k cepTuduKaTy:
Cpok roanoctu: 31.03.2023
PPMS Homep: 179759]
Komiuectso ynakosok npu Beimycke: 22120 ynakoBok
ITponykT nporectuposan, [IPOMapKHpPOBAH W YNIAKOBaH B COOTBETCTBUH C 3apeructpupoBanHoi HJT;
IINO15199/01-161219

Marepuan 832259 napruit G0099 1 G0100 Henonk3oBancs B kauectse ADC, marepuan cepun T0097
HCII0Bb30BANCS B KauecTBe Gaka.

Bo Bpems npouseoactsa He 6B110 BRISBNCHO HUKaKHX OTKJIOHEHHi]

JIuno, Bbinasmee cepTudurar: Germana Chiosi

HomxHocers: Pykosonurens otnena no BBIMYCKY
NPOIYKUMH/OTBETCTBEHHOE JTHLIO

Jara u sBpems: 18-06-2020 12:34:13

Crpanuua 3 / 8
Hacrosumii ceprudmrar Guin ABTOMATHYECKH CI'¢HepHPOBaH,
Hanubie yTBepkaeHs! OTBETCTBEHHEIM MHLOM




) NOVARTIS

ITponieeneno:

HOBAPTHUC ®APMA CIIA
Bua INposunumnane luto 131
80058 Toppe AnnyHnunara (HA)
Hranis

CEPTHDPUKAT AHAJIN3A

Ne IT100100142527

Onucanye BU3yabHO: KO rPaBHPOBKH

[MoanuuHoCTs MeTonoM V®-
OkckapGazenun

Moanuuuocts Metozom BIXKX -
Okckap6azenun

Pacteopenne OkckapBazennna
Metonom Y@ uepes 30 mun: N=6 unu
12

Pacteopenne Okckapbasenuna
Meronom Y& uepes 30 MuH: cpenHee

IMpoayxr: TRILEPTAL (TPHUJIETITAJI) 150MG.017 FCT
Inobajbuelii 861714 Cepnsa Ne: T0097
MaTepuaJ Ne:
Hata usrorosaenns: 16-04-2020 IpoTokon ananusa Ne: 4120111706
HopmaTtupHasn DP_3750049 012 R2
JOKYMeHTAUNN:
Tecrel TpeGosanusn PesyabTaTe:
Onucanue BH3yansHo: bopma OBaJILHOIA (hopmMel, cierka CooTBeTcTByeT
ABOAKOBBITTYK/IBIE W C PUCKOH ¢ ABYX
CTOPOH
Onucanne BH3yansHO: LBeT CBETJIOTO CEPO-3e/IEHOTO LBETa CootsercTByer

Ha onnoit ctopone Boinaeneto «T/D», na CooTeeTcTByeT
apyroi - «C/G»

CooTeeTcTBHE CTAHAPTY CpaBHEHMS CooreercTryer
CooTsetcTBHe cTaHaapTy CpaBHEHMs CooTeercTByeT
6-12 6

He menee 70% 82%

Crpanuua 4 /8

Hacrtosmmii ceprudpmkar 6si1 agToMaTHecky CreHepHpOoBaH.
HaHuble yTBEpKIEHBI OTBETCTBEHHBIM JTHIIOM




U NovaRTIS

Ilponieeneno:

HOBAPTHUC ®APMA CITA
Bua INposununane uro 131
80058 Toppe Annynuuara (HA)

Hranna

CEPTHUD®UKAT AHAJIN3A
Ne IT100100142527

IMpoaykr:

InobanbubIi 861714
MaTepuas No:

TRILEPTAL (TPUJIETITAJL) 150MG.017 FCT

Cepus Ne:

T0097

TecThl

Tpebosanun

PesyabTaTh!

1

Pacteopenne Okckapbazenuna
MeToaoM YD uepes 30 MUH: MHHUMYM
Pacteopenue Okckap6asenuna
meTonoM YP yepes 30 MHH: MakcHMyMm
Pacteopenne Okckap6azenuna
meTonom Y yepes 30 MuH: KoHEYHOE
3aKJII0YeHHe

Pactropenne Okckapbazenina
meTonom Y@ uepes 1 uac: N=6 wau 12
PactBopenne Okckap6azenuna
Meroaom ¥Y'd uepes | uac: cpennee

CoorsercTeyer Tpeboranuam Eep, O., D,

CLUA u 5In.®. (Tonsko ypouu 1 u 2)
6-12

He menee 80%

80%
88%

CooteetcTeyer

93%

Crpanuua 5/ 8

Hacrosuwmit ceprudukar 611 aBToMaTHYECKH CreHepHpoBaH.,
HaHHble yTREPKAEHB! OTRETCTBEHHBIM THIIOM




) NOVARTIS

ITponsseacno:

HOBAPTHUC ®APMA CITA
Bua Iposunumane Hinto 131
80058 Toppe Annynunara (HA)

Hranus

CEPTHUO®UKAT AHAJIU3A
Ne IT100100142527

Ipoaykr: TRILEPTAL (TPHUJIEITTAJ) 150MG.017 FCT
I'no6anbuelii 861714 Cepus Ne: T0097
MaTepHas Ne:
TecTsl Tpebosanus PesyabTaThl
Pacteopenne OkckapGasenuna metomom Y uyepez - 89%
I yac: MUHHMYM
Pacteopenne OkckapOasenuna Metogom Y d yepes - 95%
1 yac: makcumym
Pacteopenne Okckapbazenuna metogom Y® uepes CooTeeTcTByeT TpefoBaHnaM CooreetcTByeT
1 "ac: koHewHOe 3aKmHOUeHHE Egp. @., @. CLIA u SAn.®.

(TonBKO ypoBHHU | 1 2)
HocTroponnue npumecy metonom BOYKX: G32883 He Bonee 0.15 % <0.05%
IocToponnne npumecu metonom BIXKX: CGP He Gomee 0.15 % <0.05%

26202

Crpanuua 6 / 8

HacToauwmii ceprudpukat 6b11 aeromaTHuecky CreHEepHpOoBaH,

JaHHble YTBEPIKAEHBI OTBETCTBEHHBIM JTHLIOM




U> NOVARTIS

[Ipouieeneno:

HOBAPTHUC ®APMA CIIA
Bua Ipoeunumane lluro 131
80058 Toppe AnHyHumara (HA)
Hranus

CEPTU®UKAT AHAJIN3A
Ne IT100100142527

Mpoayxr: TRILEPTAL (TPHJIETITAJI) 150MG.017 ECT

Inobanbusrii 861714 Cepus Ne: T0097
MaTepuaJ Ne:

Tectol Tpeboranus PesyabraTel
ITocroponnue npumecn Metronom BIXX: CGP He Gosee 0,15% <0.05%
18671

Jliodble HenaeHTHGHLIHPOBaHHDIE npUMecH He Gonee 0,10% <0.05%
Metoaom BOXKX, kaxnoii

Cymma Beex npumeceii Metogom BOXKX He Gonee 0.5% <0.1%
Konuuecteennoe onpenenenne metonom BIKX —

Oxkckap6azenun 95.0-105.0% 96.8%
OnHopoaHocTs no3nposanus OkckapGazennna 10-30 ' 10
mMeTonoM BOIKX:

OZaHOPOAHOCTH N103HPOBaHHA: CpenHee - 96.8%
OZLHOPOAHOCTB 103MPOBAHUS: MHHHMATBHOE - 92.5%
3HaUYeHue

Crpanuua 7/ 8
HacTtosiuuii ceprudukar 61 aBToMaTuuecky CreHepHpOBaH.
HaHHble yTRepKAEHE! OTBETCTBEHHBIM THIOM




> NOVARTIS

IIponiseneno:

HOBAPTHUC ®APMA CIIA
Bua INposunumane Uluro 131
80058 Toppe Annynumata (HA)
Hranun

CEPTU®UKAT AHAJIM3A
Ne IT100100142527

Ipoaykr: TRILEPTAL (TPMJIENTAJI) 150MG.017 FCT

TnoGansHbiii 861714 Cepus Ne: T0097
MaTepuaJ Ne:

Tectni Tpedosanun PesyabTarTs
OaHOpOIHOCTH 103MPORARNS: MaKCHMANBHOE - 99.1%
3HayeHHe

OnHoponHoeTs 1o3upoBaHus: CTaHIapTHOE - 1.9%
OTKJIOHEHHE

OznHoponHocTs n03upoBaHus Oxckap6azenuHa He Gonee 15,0 6.3%

MeTonom B2XKX: nonycrtumoe 3Hauenue

OnHopoaHOCTE 103MpOBaHHS Oxkckapbazenuna CooTeercrayer TpeGoBanuam @, CoorBeTcTBYET
MeTogom BOXKX: CLUA, Eep. @, SIn, .

3akaKYyeHHe:

Cepus cooTsetcTBYeT Crieundukaunn HOPMAaTHBHOH nOKyMeHTaunu, HacToswum YAOCTOBEPALO, YTO JaHHAA
MH(DOPMaUKNs NOLTHHHA H BepHa. HapaboTka i ananus cepin TIPOBEPEHBI M COOTBETCTRYIOT TpeGoBaHMsM GMP.

OTeercrBennoe 1uuo: Errico Donnarumma

Jdata u Bpems: 19-05-2020 15:47:53

JIuno, Beinasmee ceprudukar: Errico Donnarumma
HomxHocTs: QC Leader EM Finished Products
HaTa u Bpems: 19-05-2020 15:47:53

Crpannua 8 / 8
Hacrosumii ceprudukar 6bin asromatiuecky CreHEepUpOBaH.
JlaHHbIe yTBEPHKIEHE! OTRETCTBEHHBIM JTHLIOM




