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Product: Carbalex retard 300 mg prolong release tablets

Homep perucrpannonnoro cenaerenscrra: UA/6914/01/02 ot 13.07.2018 1.
Number of registration certificate: UA/6914/01/02 from 13.07.2018. °

Cuna neficTBHA / aKTHBROCTB: KapBSamasenss 300 mr
Strength / activity: carbamazepine 300 mg

Jlexapcreennasn dopma: Tabnerku TIPOJIOHT HpOBaHHOT O NelcTens no 300mr
Pharmaceutical form: prolong release tablets, 300 mg
Yolume and type of packaging: 10 tablets in a blister, 10 blisters in a carton box

Homep cepun H KoIHYecTBO ynaxosok: 0D2304A, 12.000 YNaKOBOK
Batch number and batch size: 0D230A, 12.000 packs

Jata nponspodcrsa / Manufacturing date: 04.2020
Jata oxonuanusn cpoka roguoctr / Expiry date: 04.2025

C.JI. ®apuma Mm6X, Llinocennay 1, 8502 Janax, AscTpun
G.L. Pharma GmbH, Schlossplatz 1, 8502 Lannach, Austria

Jinuensunn na nponisoacrso/Manufacturing License: 481327

Cepragusat coorseTcrpus GMP nan ceninka EurdaGMP

Kommentapuu/Comments

Tlpenapar: KAPGAJIEKC 300MTI” PETAP[, tabnerkd npoaowrnpesantoro aeitcrons mo 300mr

Pasmep u TN ynaxoskn: ITo 10 Ta6aetok B 6auctepe, no 10 Gaxcrepos B KapToHHoH xopofke

HanMmeHoBaHHe, MECTOHAXOXACHNE H HOMED JHICHIHH YHACTKA HPOHIBOACTBR H KOHTPOAR KAYLCTBA.
Name, address and Ne of Manufacturing License for the manufacturing site and quality control site.

/Certificate of GMP compliance or the reference to EnrdaGMP INS-481327-0047-001 (2/3)
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GEROT §8 LANNACH

G.L. Pharma GmbH - LANNACH

Schlossplatz 1
A-8502 Lannach, Austria

Telefon: +43/(0)3136/82577-0

CepruduKaT Ka4eCTBa JeKAPCTBEHHOo CPEACTBA

Fax: +43/(0)3136/81563
e-mail: office@gl-pharma.at

Quality certificate of the medicinal product Crp./page 2/3
Noxazatenn/Tests PeayasTaTel nposegenun anannza/Analysis results PesyabTaTsl
nensiTanna/Results
Tpeborauns/Requirements
1. Onmcanne / Description Genste wnw noury Genvie, kpyrnse TabneTkH ¢ IByMs Cooreercrpyer
NEPECEUECHHBIMH JICNHTENBHEIMI PHCKAMK C ONHOH cropmm /
White or almost white, round tablets, Corresponds
crossed and scored on one side
2. Unenrnduxanns / Y®-cnekrp. Makcumym nipu 285 #M 1 cnabuii makeumym mpu CootsercTeyer
Identification 237 um. Cootetcrane Rf naTra kapGamasenuua Ha
XPOMATOrpaMMe CTAHZAPTHOIO H HCTLITYEMOrO PAcTBOPOR / Corresponds
UV spectrum. The maximum at 285 nm and weak maximum at
237 nm, Correspondence of Rf carbamazepine spot in the
) chromatogram of standard and test solutions
3. Macea 10 4,5r+5% 4.59r
TabneTox/Weight of 10
tablets
4. OgHOPOAHOCTE Macest He Gonee apyx HHAHBMAYAALHKLIX MACC IOMKHBI OTKIOHATECH OT
Tabaerku / Uniformity of cpenxelt Maccel Gonee wem Ha 5%. Macca Hu ofHol TabneTku He i
mass IOMKHA OTKNOHATLCE Gonee ueM Ha 10%. / Not more than two Cooteetcreyer
individual masses can deviate from average mass by more than
5%. Mass of no tablet can deviate more than by 10%, Cormresponds
3. Konnuecraennoe 285 315 mr/ Tabnerka (95,0 - 105,0%) or 3assaeHHOro
onpexencimue / Assay Konmuuectsa / 285 ~ 315 mg / tablet (95,0 - 105,0%) from the 98.6%
requested quantity
6. TMocToponnve npuMecu / | nprMecs / impurity A <0,1 %: 0.0 %
i npuMecs / impurity E <0,1 %; 0.0%
Impurities kakas nuBo npumecs / any impurity < 0,1 %; 0.05%
cymma npnmeceit / sum of impurities < 0,5 % 0.10%
7. Bopa { Water He 6onee 5% / Not more than 5% 1.5%
8. Pacreopenne /
3 ; 1 1ac/ 1 hour: 35-65% 51%
Dl o 2 wac / 2 hour: 50-80% 64%
3 yac /3 hour: 60-89% 74%
4 vac / 4 hour: 68-95% 80 %
5y4ac/ 5 hour: 75-100% 84 %
6 uac / 6 hour: 80-105%, 88 %
OT 3a#BNEHHOTO Ko/HuecTBa/ from the requested quantity
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G.L. Pharma GmbH - LANNACH

Schlossplatz 1

A-8502 Lannach, Austria
Telefon: +43/(0)3136/82577-0
Fax: +43/(0)3136/81563
e-mall: office@gl-pharma.at

CepraoukaT KayecTsa NeKkapcTBeHHOr0 cpencTea

Quality certificate of the medicinal product ; Crp./page 3/3

Toxasarean/Tests PesyneTar nposegenss ananuaafAnaly;lS results Peaym.'ram
' HenbiTanua/Results
TpeGorannn/Requirements
9. Pacnianaemocts / He Gonee 15 mun / Not more than 15 min’ <1 min
Dissoliztion
10. Mukpo6uonoruyeckas He Gonee 10° aapoburix 6axrepuit, 102 rpu6os. OtrcyrerBHe Cooreercrayer
auctorat/ . E.coli s 1 r/ Not more than 10° aerobic bacteria, 10 fungi,
Microbiological purity * Absence of E.coliin 1 g - Corresponds
Cepun cooTaeTcTBYeT Tpeboratunm
flata seinycka / date of release 31.07.2020

*[posomTes Ha kamuoH 5 ceprn / conducted for every 5t batch

3asnnenue o cepraducamy,

Hacrosumm # YROCTOBEPAX), YTO MPUBEHAEHHAS Bhiume undopmalumna xensercs AOCTOBEpHOR i TounoH. Dty cepmo
MpoAyKiME 6btno NpoussenecHo (prmouan YUAKOBKY W MApKHDOBKY) M MpOBEACH KOHTPONE €€ KayecTsa Ha
BHLIEYNOMAHYTOM Y4ACTKE B OMHOM COOTRETCTBHM C TPEGOBAHHAMH GMP, yCTRHOBJIEHHEIMH MECTHBIM PETYNATOPHBIM
ODTaHoM, a TaKXKe CornacHo crieuMbuxanmim, CONEPHMAHECS B perHCTpaHHOHHOM Aocke. ITpoToxom NPCHABOACTBEA,
YNAKOBKH H AHANH30B BLUTH NEpecMOTPEHb H YCTAHOBNCHO coorsercTeiHe GMP.

Statement of Certification

"With this, I certify that the above information is true and accurate. This series of products have beén produced (including
packaging / labeling) and conducted by the quality control in the above section, in full compliance with the requirements
of GMP, established by local regulatory authority and in accordance with the specifications contained in the registration
dossier or N marketing authorization of the country of the manufacturer or N importing country if the products are
imported N, or in the file specifications for the drug for the investigational product. Protacols production, packaging and
testing has been revised and the correspondence GMP ».

Compiled by: Date:  31.07.2020

C. Cryunux, S &hlb/&, L Mar. 11.36epns, (/D

Henonaurens Ynomomouensoe nxuo no kauecTsy/Quality Authorized person
'GEROT §B LANNACH

G.L. Pharma GmbH,
Schlossplatz 1
4502 Lannach, Auslric
Tel.: 4 43 (013136 / 825.77-0__]
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G.L. Pharma GmbH - LANNACH

Schlossplatz 1

A-8502 Lannach, Austria
Telefon: +43/(0)3136/82577-0
Fax: +43/(0)3136/81563
e-mall: office@gl-pharma.at

Batch release certificate

Product name: CARBALEX retard 300 mg tablets

Batch Ne: 0D230A

Manufacturing date:  04.2020 i

Expiry date: 04.2025 ’

Quantity: 6.836 x 100

Country of destination: Ukraine '

Package type: PVC-Aluminium-blister, packaged in a cardboard box

| hereby certify that the above information is authentic and accurate.

This batch of production has been manufactured, including packaging and quality control in full
compliance with the EU-GMP requirements and with the specifications in the Marketing
Authorisation of the importing country. (see attachad Certificate of Analysis).

The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP. |

The batch is released for supply.

Compiled by: Date of issue: 31.07.2020
Q S ik @Qu?%
8. Stuchlik Mag. J. Eber]
e Qualified person
GEROT §B LANNACH

G.L. Phermy GmbH,
Schlossplats 1

8502 Lannuch, Austric
Tel.: +43(0)3134 / 825?7-(}J

O "OAPMJOTICTHE A
laeHTudi WHwii ko 36311897
p/p 26007016043013
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JEPKIIKCITYIKBA VKPAIHU
JIEP7KABHA CJIY/XKBA3 JIKAPCbKUX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KUIBCbKIN OBJIACTI

MpOCHeKT Basepis JIoOaHOBCHKOTO, 51. m. Kuis, 03110, ten/daxe: (044) 2753030
E-mail: dls.ko@dls.gov.ua. Kon EAPTIOY 37078774

BUCHOBOK
po sIKicThH BBE3CHOIO B Y kpainy JiKapcbRoro 3ac00y

17.09.2020 Ne 46367/20/10

KAPBAJIEKC 300 MI PETAPJ
(HAFiMCHYBaHI JIKApELKOro 3ac00y 3110 3 peCCTPALLIHHIM [TOCBI/THCHIISIM )
TA0JIEeTKH npononrouauo’n’ aii mo 300 mr mr 1o 10 TabJ1eTOK Y gaicrepi; mo 10 GaicrepiB y
KAPTOHHII Kopooui
(popma BUHITYCKY. Jl03yBatiisl. BHL aKyBaHis JiKapehbKoro 3ac00y)

Homep peecTpauiiinoro MOCBiUEHHS UA/6914/01/02 crpox i peecTpaLLifinoro nocsiaeHt 01.01.2099

Cepist nikapebKoro 3ac00) Ne OD230A KinbKiCTb BBE3EHOTO JIIKAPCLKOTO 3acooy 600
BupooHiK [.J1.dapma I'MOX. ABCTpI
(naiimertyBatiis BUPOOHIKA HKAPCLROTO 3aco0y. Kparia [TONOUKCHHA)
Beeseno B YKpainy CuijbHe _\'szﬁHCbl(O-CC'l‘OIICbKe NiAnpHEMCTBO Y (bopni TOBApPHCTBA
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3 00OMEREeHOI0 BijnoBiaaAbLHICTIO Onrima-dapMm, JITA", inent. KOA:

(Haiisery B Ta Ko/134d CJIPIOY JOPH/HHHOT 0coOH ad0 TPI3BHILLE. i'sl. 110 0ATBKOBI (piznunor

0cO0H - PO, TiMicie HPOAKHBAHHSA TA pecerpailiiitii HOMEP O0iKOBOT KAPTKH ILIATHHKY
HOATKIB 00 cepist Ta 11OMEp facnopra)

[poToKoa Bi3yalbHOro KOHTPOJTIO Bill 08.09.2020 Ne 2923/1.

3a  pesylbraTamil AePIKABHOIO  KOHTPOIIO BCTAHOBJICHO, WO AiKapCbKuil 3aci® BBE3CHO B Vkpainy 3

IlOTpllMZlHHﬂM BUMOT 3aKOHOAABCTBA OO0 4aGe3neteHHs AKOCTI JIiKapChRHX 3ac00iB.

Onexkciit COJIOJIPAI

(11 UTHC) (iniraaun Ta HpI3BHLLE)



http://www.tcpdf.org

