Bouinyuieno:
HOBAPTHC DPAPMA CITA
Bua Mpoenuumane Inro 131
80058 Toppe Aunynuara (HA)
Hranug

Jnuensus ya H3T0TOBIeHKe No:
AM-11/2019

Ceprugurar GMPp No:

IT/36/H/2019

CEPTUDUKAT CEPUHN
Ne IT100200152985

' NOVARTIS

Mponykr: TRILEPTAL 150 MG (TPUIIETITA ST 150 M

Hdo3upogpka / AKTHBHOCTE: OKCKAPBABEHI/IH 150 MI"
JlekaperBennag thopma: TaGnerka, HOKpPBITas nnenoynoi; 06omnoykoii
Tun ynakopwn: Onvcrep
Pasmep YNakoeku: 5x10 Tabnetox

; ITNO015199/p]
P®

) SX10 FCT —RU

Crtpana HasHavennsn:
Fnodanenpiii mMaTtepnas No: 705876 Cepusn Ne; TJL21
Hdata H3roToBMenny 02-12-2020
Hara BhbINycka: 30-06-2021
Cpok roanocry: 11-2023
Koimyecrgo eAHHH 16850.000 WITYK
npoaykra:

Ynakorounag HHbopMaung

Mpoaykr: TRILEPTAL 150 MG (TPUJIETITAJI 150 M) 5X10 FCT — RU
Fno6anbueri MaTepnas No: 705876

Jokansuprii MaTepuan No: 705876

Ynakopumk: HOBAPTUC DAPMA CITA

Bua INposuuumane Ulnto 131
80058 Toppe AHHyYHUMaTa (HA)

Hranug
Jnuensus na H3rOTOBJIeHHe: AM-11/2019
Homep ceprupukaTa GMP: IT/36/H/2019

Hannrie tecros, TpeboBanus, Pe3ynbTaThl 1 3aKkTHOYE Iy MPHBCNCHBI B Clieyiomen cemepMKaTe/cemepHKaTax:

Ceprudukar No: IT100100146182
Mpoaykr: TRILEPTAL (TPI/IHEHTAH) I50MG.017 FCT
Fnobanbprii MaTepuan Ne 861714 Cepus Ne: TO185
JlokanbHurii MaTepuan Ne 861714

Aata Bbinycka: 23-06-2021

Mpoussonnrens: HOBAPTHC ®APMA CITA

Bua Mposunumane Ulnro 13]
80058 Toppe AHHYHUMaTa (HA)
Hranng
AM-11/2019

Juuensus na H3TOTOB/TeHHe:

Crpanuia | / §
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Beinyureno:
HOBAPTHC ®APMA CITA
Bua ITposunumane luTo 131
80058 Toppe AHHyHuMata (HA)
Hramus

JInuensus na H3rOTOBJeHHe Nb:
AM-11/2019

Cepruukar GMP No:

IT/36/H/2019

CEPTUD®UKAT CEPUM
Ne IT100200152985

U NOVARTS

CepTudmkar No: GB430100047432
Mponykr: OXCARBAZFEPINE (OKCKAPEABEI"II/IH} FINE/DS 08
Fao6anbuii MaTepuan No 832259 Cepus No: G0210
Jokanbupiii mMatepuasn No 832259

Hata Boinycka: 29-05-2020

IMponseoaurens: HogapTtic Tpunvce6y Jito.

Pyewipe

Moody Lane

DN31 2SR Grimsby

BemmkoGpuranus

CepTudukar No: GB430100047433
Mpoaykr: OXCARBAZEPINE (OKCKAPBABEHHH) FINE/DS 08
Cnodanbheiii MaTepuan No 832259 Cepus No: G0211
Jlokansuwrii MaTepuan Ne 832259

Hata Bbinycka: 29-05-2020

Ipoussoanrens: Hosaptic Mpumcou Jrn.

Pyewipe

Moody Lane

DN3] 28R Grimsby

BenukoGpuranus

Ceprudurar No: GB430100047434
Mponykr: OXCARBAZEPINE (OKCKAPBA3EITHH) FINE/DS 08
Cno6anburii mMatepuan No 832259 Cepus Ne: Go0212
JlokansHerii MaTepuan No 832259

HAata Boinycka: 29-05-2020

Mpouseoanrens: Hogapruc I'pume6n Jta.

Pyewipe

Moody Lane

DN31 28R Grimsby

Bennko6puranns

Crpannma 2/ 8
Hacrosumii CepPTHOHKAT Gbin aBTOMAaTHUYECKH CreHEpHpPORaH,
Hanueie YTBEPIKACHBI OTBETCTBEHHBIM JLIOM




’ Beinyuieno:
() N O VA RT I S HOBAPTHUC ®APMA CITA
Bua Ipoeununane 1inro 131
80058 Toppe AnHyHumata (HA)
Hranus
Jluuenzus na H3roTOBJI¢HHe No:
AM-11/2019
CepTudmrar GMP No:
IT/36/H/2019

CEPTU®UKAT CEPUN
Ne IT100200152985

Mponykr: TRILEPTAL 150 MG (TPHITETITAJI 150 MT') 5X10 FCT -RU

Cnobanbumrii MaTepuaa Ne: 705876 Cepusa No TIL21

3akmouenne:

OTBeTeTEEHHOE JTHLO; Carolina Manzo
Hata u Bpemsi: 30-06-2021 11:24:15

Tun BBIMYCKa: BLIMYCK Ha PBIHOK

Kommenrapuii i ceprudurary:

Brinyck Ha prinoxk

Cpok roanoct: 30.11.2023

PPMS Homep: 1897058

Komyecrso YNAKOBOK NpH Bhinycke: 16850 YIaKoBOK

lpoaykr nporectupopan, NPOMapKUpoOBaH H ynakoran g COOTBETCTBHH € 3aperuCTPHPOBAHIOI] HI:
[IN015199/01-161219 13 |

Marepuan 832259 cepuii GO210 1 GO211 n G0212 HCHOL30BANCH B KavecTse A®DC, matepuan 861714 cepun TO185 ucnonssorance s
KadecTse Oaska,

JlexapcTsennas (opma, vkasannas g Hacroawem CoA/CoC, nomkna HHTEPIIPETHPORATLCA Kak: TabIeTkH, MOKPLITHIE [ICHOYHO# 060/104K0It

Bo Bpems TIPOM3BOJICTBEHILIX Onepauuii OTKIOHEHHIT He HaGmoganocs,

JInuo, Briasuee cepTudukaT: Carolina Manzo
Homxnocrs: Site Qualified Person
Hata u Bpemsi: 30-06-2021 11:24:15

Crpannma 3/ 8
Hacroamuii cepTHHKaT Gri ABTOMAaTHYECKH CreHepHpOBaH.
Hanusie ytrepskaenn OTBETCTBEHHBIM JIMLIOM




b NOVARTIS

Mpousseaeno:

HOBAPTHUC ®APMA CIIA
Bua Tporuumane 1luro 131
80058 Toppe AnHyHunara (HA)
Hranus

CEPTU®UKAT AHAJIM3A
Ne IT100100146182

Mponykr: TRILEPTAL (TPHJIEIITAJ) 150MG.017 FCT

I'noGaneueiii 861714 Cepus Ne: T0185
MaTepuas Noe:

JAata usrotosaenns: 02-12-2020 [poTokon ananuza Ne: 4120119811

HopmaTtnsnasn DP_3750049 012 R2
AOKYMEHTAUNS:

B S

TecThl TpeGopanns PesyabTatel
Omucanne BH3YyaNbHO: (hopma OBAJILHOIM hopmbl, crerka CooTBercTyer
ABOAKOBBIMTYKJIBIE M C pPUCKOI ¢ IBYX

CTOPOH
Onncanue BusyansHo: nser CBETJIOTO Cepo-3e/IEHOTO LBeTa Cooreetctryer
Onucanue Busyanbho: kon TPaBHpoBkH  Ha 01HO# cTopoHe BbIzanteHo «T/D», na CootsercTByer
apyrofi - «C/Gy

HMoxnuunocTs MeTonoM V- CooTeercTBHE CTaHIapTy cpaBHEHMs CooteerctByer CTaHaapry
Okckap6asenuu

[oanunnocts Metogom BIXKX - CooTserctrie CTaHIapTY cpaBHeHMs Cooteerctryer CTaHmapry
Okckap6asennn

PacTteopenne Oxckapbasenuna 6-12 6

MeTonoM YO uepes 30 Mun: n=6 wy

12

Pactropenne OxkckapBasemina He menee 70% 92%

MeTooM YD yepes 30 mun: CpeliHee

Ctpanuua 4/ §
Hacrosuii cepTH(UKAT GBI aBTOMaTHYCCKH CreHepPUpPORBaH.
Hauubie yTrepskaeHs) OTBETCTBEHHBIM JIHLIOM




) NOVARTIS

IIponspeseno:

HOBAPTHC ®APMA CIIA
Bua Iposunumane Iinro 131
80058 Toppe AHHYHLIMaTa (HA)
Hranus

CEPTUDUKAT AHAJIN3A
Ne IT100100146182

INponykr: TRILEPTAL (TPHJIETITAJ) I50MG.017 FCT

Faotanbuwiii 861714 Cepus No: T0185
MaTepuan Ne:

Tectrr TpeGosanuns
Pactropenne Okckapbazenuna -

MeTonom Y& vepes 30 muy: MHHHMY M

PacTeopetne Oxcxap6azennna - 98%

MeTonoM Y@ vepes 30 mup: MaKCHMYM

Pacteopenne Okckapbasennua Cooteercryer TpeGoRanmsivm Esp. @, o, Cootsercrayer
MeToa0M YV yepes 30 mup: KoHevyHoe  CIUA n Sn.d. (TOBKO ypoBHU | ¥ 2)

3aKI0YeHne

Pacteopenue Okckap6asenuna 6-12 6

MeTonom Y yepes | yac: n=¢ i 12

PacTeopenne Oxckapbasennna He menee 802 97%

MeTon0M YD uepes | yac: cpennee

PesviabraTer
86%

Crpanuua 5/ §
Hacrosuuii CEPTH(HKAT GbI aBTOMaTHYeC KN CreHEpPHUpOBaH.
Hlannbie yTBepsk aenp OTBETCTBCHHBIM JIMLIOM




' NOVARTIS

Mpousseneno:
HOBAPTHC ®APMA CIiA
Bua IMposuuunane 1nro 131
80058 Toppe AHHYHIIMaTa (HA)
Hranus

CEPTUDHUKAT AHAJIU3A
Ne IT100100146182

Hpoaykr; TRILEPTAL (TPHJIETITA) I50MG.017 FCT

Fno6anbherii 861714 Cepun No: T0185
MaTepuas No:

Tpebogranug PesyabTtarth
pbasenuna metogom Vb uepes - 94%

PactBopenue Okcka
I vac: MuHuMyn

Pacteopenne Oxkckapbasenuua MeTonom Y yepes - 100%
1 yac: MaKCumMym
Pacteopenne Okckap6asennua MeTOToM VP yepes Cootsercrryer TpeboBannim Cootrercrryer
1 "ac: koneunoe 3aKMH0YeHHe Esp. ©., @. CIIIA ¢ An.@,
(TobKO ypoBHM | i 2)
IMocroponnue [pHUMECH Ha OCHOBaHUK He Gomee 0.15 % <0.05%

3aABJICHHOIO COMEpPKaHs OKcKapOasenuHa

MeTonoMm BOIKX: G32883

[Tocroponnue [IPHMECH Ha ocHOBaHHK He Gostee 0.15 2 <0.05%
3aABNICHHOIO colepiaHus OKCKapbasenuua

MeTonoM BOXX: CGP 26202

Crpanuua 6 / 8
Hacroauymit cepTHduKaT GbLT aBTOMATHYeCKH CreHepupoBaH,
HanHete yTRepsk ey OTBETCTBEHHBIM JTHLIOM




> NOVARTIS

Mpousseneno:
HOBAPTHC ®APMA CIIA
Bua TMposunumane into 131
80058 Toppe AHRyHIHaTa (HA)
Hranug

CEPTUDOUKAT AHAJIM3A
Ne IT100100146182

HpoaykT: TRILEPTAL (TPUJIEMTAI) 150MG.017 FCT
Inobanbumiii 861714 Cepusn No: TO185
MaTepuas No;

Tectir TpeGosanus PesynbraTei
[MocToponnue [IPUMECH Ha OCHOBaHKK He 6osee 0,15% <0.05%
3aABJIEHHOTO conepskanms OKcKapOazenuHa

MeTonoM BOXX: CGP 18671

JroGrie HenneHTHhHUHpORaHHEIE HNpHMECH Ha He 6omee 0,10% <0.05%
OCHOBaHWUH 3aABJIEHHOTO coftepskatis

OKckapbasenuna metonom B3XX, kawnoii

CyMmma Beex MpHMeceit Ha OCHOBaHMK He Gonee 0.5% <0.1%
3asBIEHHOIO ColepsKaHHs oKkckapbaszenuHa

MeTonoM BOXKX

Konmiecteennoe Ofipenenenre Metogom BIKX — 950 — 105.0% 99.4%
Oxkckapbasenuy

Onwxopoanocts A03HpoBanns Okckap6azenuna 10-30 10
Meronom BRJKX:

OnxopoaHocTs AO3HPOBaHHA: cpenHee - 99.4%
Oawnopoanocts AO3HPOBAHHA: MHHHUMAbHOE - 98.3%

3Ha4YeHue

Crpannua 7 / 8

Hactosmmui CepTHHKAT Gbi aBTOMATHYeC KN CreHepHpoBaH.
HaHHBIE YTBCPkKIEHLI OTBETCTBEHHBIM JTHLIOM




') NOVARTIS

Mpousseneno:

HOBAPTHC DAPMA CIIA
Bua INpoBunimane luto 131
80058 Toppe AHHYHIIMaT (HA)
Hranns

CEPTUDUKAT AHAIN3A
Ne IT100100146182

Mpoayker: TRILEPTAL (TPI/U'IEI'ITAID I50MG.017 FCT

Fnobanbuwiii 861714 Cepus Ne: TO185
MaTepuas No;

Tpeboranus Pesyabrarter
POBaHHA: MakcUMabHoe - 100.6%

OaxopoanoeTs 03K,
3HaYeHHe
Onnoponnocrs NO3UpoBaHus: CTaHaapTHoe - 0.8%
OTKIIOHeHHUe

Onmuopoanocty AO3HPOBAHUS: JomycTHMOe He Bonee 15,0 2.0%
3HaveHue

Onropoanocts A03MpOBaHMS: KoHeunpe COOTHGTCTByeT TpeboBanum D, CooTBeTCTByeT
3aKITIOYe HHe CLUA, Esp. ®., gn. D.

3aknyenpe:

OTBeTcTREHHOE JHUO:; Errico Donnarumma
Aata u Bpems: 04-03-2021 12:54:5]
JInuo, Briasmee cepTHpUKaT: Errico Donnarumma
Homxnocrs: QC Lead EM Finished Products
Hata u Bpems: 04-03-2021 12:54:5]

Crpanuua 8 / 8
Hacrosumii CepTH(HKAT Gbin aBTOMaTHYECKK CreHepHpoBam,
HBHHHE _,VTBep)K;‘IeHL! OTBETCTBEHHBIM JTHLOM




