Boiaano:

JTEJILDAPM IOHHUHI C.A.C.
26 PHO JIE JIA LLIAIIEJIb
DP-68330 OHHUHIT

JInueH3Hs Ha NpoU3BOACTBO Ne:
M135/363-GMPNo: 2019/HPF/FR/245

Ceprudurar cepuu

TMpoaykT:

B coorBeTcTBHN ¢ H/:

JlekaperBenHas dopma/ 103upoBKa:

TPUJIEIITAJI CYCIIEH3MA IJ14 [IPUEMA BHYTPE 60 MI'/MJI
100 MJT

TTN015745/01-231219 u3m. 1, 2

TPUJIETITAJI CYCITEH3MA U [TIPUEMA BHYTPE 60 MI/MJT

100 MJ1
BepcHs ynakoBo4HOro MaTepHaia
(PPMS): 737496_007_201_RU
JlekapcTBeHHas (opma: CyCTeH3HA
THn ynakoBKH: (hnakoH
Pazmep ynakoBku: Ix1 wryk
PerucrpaunonHoe ynoctoBepeHue Ne: [T N015745/01
CTtpana Ha3HaYeHHH: Poccuiickas denepauns
I'nobankuelii MaTepuan Ne; 737496 Cepun Noe: ADP2M3220
Hara npousBoacrea: 26-04-2021
JlaTa BeInycka: 11-06-2021
Cpox roaHocTn: 03-2024 (31.03.2024)
Obbem BbINyCKA: 4818.000

JlaHHBIE TecTOB, TpeOOBAHUSA, Pe3yILTATE W 3aKIIOMEHHS MPUBEICHBI B CleAyIolleM cepTHdrkaTe/cepTHhHKaTaX:

Ipoaykr:

B cooTBeTcTBHM ¢ H/I:
I"obaneublii MaTepuan Ne:
JlokaneHblii MaTepnan Ne:
Jarta Bbinycka:

I POH3BOACTBEHHAH IJIOLIAAKA:

Homep ranobansuoro
maTepuana ADC
Haumenoranune GM ADC

IMpousBoacTReHHas NJomAaIKa:

TPUJIEIITAJI CYCIIEH3MA OJ1A [TPMEMA BHYTPB 60 MI'/MJI 100 MJIT
TINO015745/01-231219 n3m. 1,2
737496

5035677

11-06-2021

JEJIbOAPM IOHHUHT C.A.C.

Cepusa Ne: ADP2M3220

5038723 Cepus Ne: 10044921/G0261
OXCARBAZEPINE (Okckapbaszenun) Divis SA FM 08

HogapTuc I'pumcou Jlumuren,

Pyewipe, GB- Grimsby,

N.E. Lincolnshire DN31 2SR,

BenukoOGpurtanus

Ipoaykr:

I'nobanbHblii MaTepuan Ne:
JlokaneHblii maTepnan Ne:
Jara Beinycka:

]'[pomso,uc*rseunan niaoumanaKa;

Homep rinob6anshoro
maTtepuaina APC
Hanmenosanne GM A®C

npou:!BOﬂCTBEHHaH nJjaouraaka:

VR TRILEPTAL (TPHUIIETITAJI) 5001 SUSP 6% 100ML DSO8 NT
5040368 Cepnst Ne: H3220
5040368

11-06-2021

HEJIb®APM IOHUHI C.A.C.

5038723 Cepusi Ne: 10044921/G0261
OXCARBAZEPINE (Okckapbaszenun) Divis SA FM 08

HoeapTuc ['pumcOn Jlumuren,

Pyewipe, GB- Grimsby,

N.E. Lincolnshire DN31 2SR,

Benukobpuranus

Ctp. 1/8 CepTuhuLMpOBaH B 371eKTPOHHOM BHIE B COOTBETCTBHH CO CTaHAapTaMH H(ppoBoii noanucyu Delpharm
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Beinano:

JEJIbOAPM IOHHUHI C.A.C.
26 PIO [E JIA LUATIEJIb
®P-68330 FOHUHI

Jlnuensus Ha NpoH3BOACTBO Ne:
M15/363-GMPNo: 2019/HPF/FR/245

Ceprudukar cepuu

IMpoaykr: TPUJIEITTAJI CYCIIEH3UA JIJIA ITIPUEMA BHYTPB 60 MI'/MJI
100 MJI

B coorBercTBHu ¢ H/L: ITNO15745/01-231219 n3m. 1, 2

I'nobaneublil maTepuan No: 737496 Cepus Ne: ADP2M3220

3aknwyeHne:

HBCTOHLL’LP[M YOOCTORBEPSAKD, UTO JaHHasA nH(i)opmamu NnoaMHHa W BEpHa.

HanHas cepus cosana/ npou3BeaeHa, BKJIIOAs YIAKOBKY H KOHTPO/b, Ha BBILIEYTTOMAHYTOM MECTe
MPOH3BOACTBA B COOTBETCTBUM ¢ npaBunaMu GMP nokambHOro peryIsTopHOro oprata v cnetundHkanmei
PErucTpaHOHHOTO YIOCTOBEPEHHA HMIIOPTHPYIOLLEH CTPaHBLI.

Hapa6oTka, ynakoBka 1 aHaJli3 CEpHH COOTBETCTBYIOT TpeboBanuam GMP,

KomMMmenTapuii kacaTe/IbHO KOHTPO/IbHOI XapaKTepPHCTHKH:
B xoz1e n1poM3BOACTBEHHBIX OMEpaLiit HHKAKUX OTKIOHEHHH 0bHapykeHo He Oblo.
CchblIKa Ha KPUTHYECKOE OTKIOHEHHE: He IPUMEHHUMO

OTBeTcTBEHHOR JIHLO HIIH MPEICTABHTEIb™: Melanie SENN
JlaTa u BpeMs: 11-06-2021 11:21:06

Crp. 2/8 Cepruduumpopat B 31eKTPOHHOM BHIE B COOTBETCTBUH CO CTaHAapTaMu LnppoBoi noanucy Delpharm




Beinano:
@, JIETb®APM FOHHHT C.A.C.

26 P1O JIE JIA IIATIE]Tb

DEL OP-68330 IOHHUHI

H U N

ity

CepTudukar YnakoBku

IMponykT: TPUIEITAJI CYCIIEH3MA JI51 TIPMEMA BHYTPb 60 MI/MJT 100 MJT
B coorBeTrcTBNM ¢ H/: ITNO15745/01-231219 u3m. 1, 2
I'nobanbublii MaTepunamn Ne: 737496 Cepust Ne: ADP2M3220
JlokanabHbIii MaTepuan Ne: 5035677
JaTa npou3BoacTBa: 26-04-2021
Cpok roadocTu: 03-2024 (31.03.2024)

KOMMEHTﬂpHﬁ KacaTeJIbHO K‘OHTpO.J'IbHOﬁ XaApaKTEPUCTHKH:

HacTosmmnm NOATBEPKIAAEM, YTO BbILLIEYNOMAHYTAA CEPHUA NPOAYKTa Obla YIMaKoOBaHA B [I0OJIHOM COOTBETCTBHHU C
GMP. 3anucu 00 ynakoeke napTuu ObLIH pacCMOTPEHbI M [IPH3HAHBI COOTBETCTBYIOLIMMH TpeboraHuam GMP.

OTBeTCTBEHHOE JINLO0 HJTH IIpEE}lCTHBHTBJIb"'Z

Melanie SENN
JarTa n Bpemsi:

11-06-2021 11:21:06

Crp. 3/8 CepruhuumpoBaH B 31eKTPOHHOM BH/IE B COOTBETCTBHH €O CTaHIapTaMH uudposoii noanueu Delpharm




Beinano:

NEJTbDAPM IOHUHT C.A.C.
26 PHO JIE JIA LUAIIEJIb
®P-68330 OHUHIT
DOPAHLIMA

Ceprudukar ananusa

IpoaykT: TPUJIELITAJI CYCTIEH3UA 151 [IPHEMA BHYTPb 60 MI/MIJI
100 MJI

B coorBereTBun ¢ H: MMTN015745/01-231219 m3m. 1, 2

Ino6anbubli maTepuan Ne: 737496 Cepus Ne: ADP2M3220

JlokanbHbIi MaTepran Ne: 5035677

Anasuz nomep: 40000295385

JaTta npou3BoacTBa: 26-04-2021
CpOK rogHOCTH: 03-2024 (31.03.2024)
KonuuecTBo npoaykuun: 4818.000
TectoBasi MoHorpagus: PP 7005336 008 R2
CTpana Ha3HAYEHHS: Pd

3akio4yeHue:

Cepusl COOTBETCTBYET HCIIBITATENLHOI MOHOrpad . HacTOSIIMM MOATBEPAKIACTCS, UTO BBIIIEY Ka3aHHas

unpOpMALIHA ABIAETCA MOATMHHON 1 BEPHOIT H UTO aHATMTHUECKHE 3AMTHCH ObLIH PACCMOTPEHBI H [IPH3HAHBI
c00TBeTCTBYIOIHMH GMP.

OTBeTCTBEHHOE JIHLO HIIH MpPeACcTaBHTeb™ ! Melanie SENN
Jata n Bpemsi: 11-06-2021 11:21:06

Ctp. 4/8 CepTuhuiMpoBaH B 3MEKTPOHHOM BHIE B COOTBETCTBHHU CO CTAHIAPTAMK uudposoit moanucu Delpharm




Ceprudukar anajim3a

Brinano:

JEJIL®APM IOHUHI C.A.C.
26 PIO JIE JIA LLIATIEJIb
PP-68330 KOHUHT

Dpanuus

Tpoaykr:

TaobanbHell maTepuan Ne;
Jlokanuublii maTepuan Ne:
Jara npoH3BoaCTBA:

JlaTa OKOHYAaHHA CPOKaA I'OAHOCTH:

KonnyecTBO NpoAyKIHH:

TecroBasi MoHorpadus:

VR TRILEPTAL (TPHJIEIITAI) 500L SUSP 6% 100ML DSO8 NT

5040368

5040368

26-04-2021

03-2024 (31.03.2024)

4818.000

PP 7005356 008 R2 PP 7005356 008 REUI

Cepus Ne:

H3220

Anaan3 Ne 40000295374

TecTsl Tpebosanus Pe3y/bTaThl
OmucaHue pacTeopa OT o4ty Hes1oro 10 cilerka KOpHYHEBOro UITH CooTBeTCTBYET
cllerka KpacHoro 1BeTa CyCIIeH3Hs
OnucaHue yrnakoBkH DJIaKOHBI TEMHOTO CTEK/IA C MIACTHKOBOH CoOTBETCTBYET
3aBHHUMBAIOLIENCS KPBILLKO OesToro 1BeTa,
cHabKeHHOH CTONoOpoM
OmnncaHue METOI0M CBETOBOH CooTtseTcTBHe 00pa3ily CpaBHEHHU:A, pasMep CooTBeTcTBYET
MHKPOCKOIIHH YaCTHI aKTHBHOTO BellecTBa — He Oonee 50 MKMm.
pH 2,7-3,7 3.2
HzenexaeMslil 00beM Homxken cooreTcTBOBAaTH USP TpeOOBAHUAM. CoOTBETCTBYET

Ctp. 5/8 CepruduiposaH B 37IeKTPOHHOM BHIIE B COOTBETCTBHHU CO CTAH/1apTaMH undposoit noanuck Delpharm




Ceprudpurar anaanza

Buinano:

JEJIb®APM IOHHWHI C.A.C.
26 PHO JIE JIA WLATIEJIb
DP-68330 FOHUHI

Dpanuns

ITpoaykr: VR TRILEPTAL (TPHIIETITAJI) 500L SUSP 6% 100ML DS08 NT

[nobaneHbIil MaTepuan Ne: 5040368 Cepus Ne: H3220

JlokanbHbIil MaTepian No; 5040368

TecTnl TpeboBanus PesyabTaThl

Pecycnennupyemocts ["oMoreHHas MoJsiouHas cycrieH3us 6es CootsetcTBYeT
BHIHUMBIX KOMKOB

[TnoTHoCTE 1,073 — 1,093 r/em? 1.085 r/em?

BazkocTh 10 —25 mIT¢c 17 mIT-c

[Tonnunnocts Ockapbazennia  COOTBETCTBHE CTAHIAPTY CpaBHEHH: CootsercTBYET

Mmetonom TCX

[ToanuuHOCTL ackopGHHOBOI CooTreTcTBHE CTAHAAPTY CPaBHEHHS CooTeeTcTBYET

KHCJIOTBI MeToI0M BOIKX

[ToanuuHocTh cCOpOUHOBOIT CooTseTcTBHE CTAHAAPTY CpaBHEHH CooTteeTcTBYET

KHCoTBl MeToaoM BRIKX

[MoamuunocTs OckapGasenuia  COOTBETCTEBHE CTAHAAPTY CPABHEHMUS CooTBeTcTBYET

MeTtonom BOKX

[MonnuuHocTe MeTuAnapabeda  COOTBETCTEHE CTAHAAPTY CPABHEHMS CooTBeTcTBYET

MeTogoM BOIKX

Ctp. 6/8 CepTuduunposat B 21eKTPOHHOM BHIE B COOTBETCTBHH CO CTaHIapTamu undposoil noanucu Delpharm




&

DELPHARM
HUMNINGUE

CASCREA B B A
P A

A

Ceprudukar anajmza

BobigaHo:

JEJIb®APM FOHWMHI C.A.C.
26 PHO JIE JIA LLIATIEJIb
@®P-68330 KDHUHT

Dpanuus

MpoaykT: VR TRILEPTAL (TPHJIETITAJI) 500L SUSP 6% 100ML DS08 NT
Inodansuerii maTepnan Ne: 5040368 Cepust Ne: H3220
JlokaabHbIil maTepuan Ne: 5040368
TecTbl TpeboBanus PesyabTaThl
[MoanmuuHOCTE ponunnapadeHa CooTeeTcTBHE cTaHnapTy cpaBHeHnss  COOTBETCTBYET
metonom BOKX
KomnnuecTseHHoe onpeaeneHue 95,0 - 105,0 % 99.5 %
ockapbaszenuna meToqoM B2IKX
KonuvecTBeHHOE onpeaencHue 90,0-110,0 % 97.6 %
MeTtunnapabena Mmetomom BIIKX
KonuyecTBeHHOE OMpeae/eHHe 90,0-110,0 % 97.3 %
nponunnapabena MetogoM BOYKX
KonuiectBenHoe onpeenenue 90,0 —110,0 % 98.7 %
copOMHOBO#H KHCIOTHI MeTooM BDIKX
KonuuecTrenHoe onpeseneHue 85,0-105,0% 99.4%
acKOpOHHOBOMH KMCIIOTEI METOOM
B3XKX
[Tocroponnue npumecu CGP 26202 He Gonee 0,10 % <0,05 %
metogom BOXKX
[Toctoponnune npumecu CGP 18671 He 6onee 0,10 % <0,05 %
metoaoM BRIKX
Eaunuynas HeuaeHTUGHUMPOBAHHAA He Sonee 0,10 % <0,05 %

npumMeck MeToaoMm BOKX

Crp. 7/8 CepTuduuHpOBaH B 3MEKTPOHHOM BHIE B COOTBETCTBHH CO cTaHaapTamu Hpporoi moanucu Delpharm




Bobiaano:
@’ IEJIb®GAPM FOHHUHT C.A.C.

26 PIO JIE JIA LHATIEJIb

i dP-68330 FOHUHT
H UMNINGUE OpaHuus
M} B AL
Ceprudukart anaausa
Ipoaykr: VR TRILEPTAL (TPHUJIETITAJT) 500L SUSP 6% 100ML DS08 NT
I'nodanbubiil maTepnan Ne; 5040368 Cepus Ne: H3220
JlokanbHblii MmaTepuan Ne: 5040368
TecThl Tpedoranns PesyabTaTsl
CymmMa npumeceit metogom BDKX He Gonee 0,80 % <0,05 %
Cymma npumeceit merozom BOXKX (PP He Gonee 0,5 % <0,1 %
7005356 008 REU1)

3arkirouenue:

Cepust  COOTBETCTBYET MCTIBITATENbHOM MOHOrpaduu, HAacTOAUWMM TOATBEP/KIAETCS, 4TO BhIlNEyKa3aHHAS

uHdopmMaums SBAAETCA NOMTHHHON M BEPHOM M UTO aHANTMTHYECKHE 3aNHCH ObUIH PacCMOTPEHBI M MPH3HAHBI
cooTBeTcTBYIOWMMY GMP

OTBETCTBEHHOE JIMIO 33 BLIMYCK MPOAYKIUHH: Melanie SENN
HaTta u Bpemn: 11-06-2021 11:21:06

Crp. 8/8 CepTu(uuupoBaH B 31eKTPOHHOM BHIE B COOTBETCTEMH CO CTaHAapTaMu uHbporoii noanucu Delpharm




