JIEPJKABHA CJIVIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCHKIA OBJIACTI

npos. Ceitnuunoi Hagii, 3, m.Kuis, 02099, Tex/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kon €JIPITOY 37078774

BUCHOBOK
po AKicTH BBE3eHOro B YKpaiHy JikapcbKoro 3acoby

14.02.2025 Ne 4585/25/10

KAPBAJIEKC 600 MI"' PETAP/T

(HaiiMeHyRaHHS J1iKAPCHKOro 3ac00y 3TiHO 3 PeecTPalifHIM TTOCBI/TUCHHSIM)
Ta6seTKky npostonrosaoi aii mo 600 mr no 10 Tabaerox y Guicrepi; no 10 6aicrepis y
KapTOHHIN KopoOui

(dopma BUIyCKY, J03YBaHHs, BUI NAKYBAHIs JIIKapCLKOTO 3ac00y)

Howmep peecrpauiitvoro nocsinuenns UA/6914/01/01 crpox nii peecrpauiiinoro nocsiuenns 01.01.2099

Cepin nikapebkoro 3aco6y Ne F04331 Kinskicts BBeseroro mikapeskoro sacoby 90
Bupo6Huk T'.J1. ®apma I'mM6X, ABCTpis
(naitmenyBanns BUPOGHIK JiKapehKoTo 3ac0By, Kpaina MOX0KEHHs)
Baesero B Ykpainy CrniJibHe YKpaiHChKO0-eCTOHCHKE TANPHEMCETBO Yy GpopMi TOBapUCTBA
3 oOmeskenoto BignosinansuicTio "Onrima-Gapm, JITH", inenr. wou:
21642228

(maitmenyBanns Ta xox 3a €APTIOY topumianoi ocobn abo npissue, iM's, 1o HarbKkoBi (izmanol
0co6H - NiANpHEMLLS, i Micue TpoXuBalLiii Ta peeeTpauiftiiui noMep 0GTiKoBOT KAPTKH IIIaTHIKA
nozaTkis abo cepist Ta HOMEp nacrnopTa)

Tporokon sisyaasuoro kontpomio six 14.02.2025 N 0322/2.

3a  pesymbTaTaMy  JEpKABHOrO KOHTPONIO BCTAHOBNEHO, U0 JHKAPCLKHH 3aci6 BBeseno B Ykpainy 3

JOTPUMAHHSM BUMOT 3aKOHOIABCTBA U100 3abe3rneueHHs SKOCTI NikapchkuX 3aco0is.

B.o. s Osnra €PHOMEHKO

TG KOBTPOTE)

(bfudaat Ta npysnae}



Gl®Pharma

G.L. Pharma GmbH - LANNACH

Schlossplatz 1

A-BE02 Lannach, Austria
Telefon: +43/(0)3136/82577-0
Fax: +43/(0)3136/81563
e-mail: office@al-pharma.at

Ceprudirar sikoeri AikapebKoro 3acoby
Quality certificate of the medicinal product Crop./page 1/3

Mpenapar: KAPBAJIEKC 600 MT" PETAP, TabnerKu mpojonroBanol Al no 600 mr
Product: Carbalex retard 600 mg, prolong release tablets, 600 mg

Homep pericrpauiiinoro nocsizuenusi: UA/6914/01/01 or 13.07.2018 p.
Number of registration certificate: UA/6914/01/01 from 13.07.2018.

Cuaa aii / akasricTs: xapbamazenin 600 Mr

Strength / activity: carbamazepine 600 mg

Jlikapenka dopma: TabeTkn NPOJOHIOBAHOT mii ro 600 mr
Pharmaceutical form: prolong release tablets, 600 mg

Posmip i Tun ynaxoskwu: [To 10 raGrertox y Gaicrepi, no 10 Gnictepis y xapToHHi# kopobui
Volume and type of packaging: 10 tablets in a blister, 10 blisters in a carton box

Homep cepii i kintbxicrs ynakosok: F04331, 2.890 ynakoBox
Batch number and batch size: F04331, 2.890 packs

Jlara Bupobauwrea / Manufacturing date: 09.2024
Tepmiu npraatTHocTi o / Expiry date: 09.2029

HaiimenyBanus, MiCIe3HAXOXHCHHS i Homepa niuensiii Beix HHOK 1O BRPOGHHUTBY | KOHTPOJLIO IKOCTI,
Name, address and Ne of Manufacturing License for the manufacturing site and quality control site.

[.J1. dapma I'm6X, Ulnocerman 1, 8502 Jlanax, ABcTpis

G.L. Pharma GmbH, Schlossplatz 1, 8502 Lannach, Austria

Jlunewaist na pupoGrunreo /Manufacturing License: 481327
Ceprudikar signosignocri GMP abo cenika EurdaGMP

/Certificate of GMP compliance or the reference to EurdaGMP Ne 481327-101358959
Komenrapi/Comments

A%ﬁ G L30T

34 0t ok L



GL

Gl®Pharma

Pharma GmbH - LANNACH

Sehlossplatz 1
A-8502 Lannach, Austria

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

CepTgikaT AIKOCTI TiKaAPCLKOro 3acoldy
Quality certificate of the medicinal product

Fax: +43/(0)3135/81563
e-mail: office@gl-pharma.at

Crop./page 2/3

Iowkasuukcn/Tests PesysbTaTh npoBenenHst anaisa /Analysis results PesynbraTH
BHpoOyBanHsn/
Bumorn/Requirements Results
1. Onuc / Appearance Bini abo maibxe 6ini, BUTArHY T TaBAETKH, 3 OLHOIO PUCKOIO HA Binnosinae
KOMHIH 31 cTOpiH /
White or almost white, prolonged tablets, Corresponds
scored on each side
2. Imentndpixauis / Yb-criektp. Makcamym nph 285 nu i cnabknit MaKCHMYM TpH Bixnosinac
Identification 237 um. Bianosinuicts R nusimu kapGamaserniny Ha
XPOMATOrpaMi CTAHAAPTHOTO Ta AOCI UKy BAHOI'O po3uHHiB / 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. Maca 10 9,0 r+ 5% 9.0r
Tabnerox/Weight of 10
tablets
4, Opnopinnicts Macu He Gistbuie 1BOX iHAMBIAYATEHEX MAc MOBHKHI BIAXWIATHCA Bif
rabnerku / Uniformity of cepeanbol MacH Binblu Hbk Ha 5%. Maca oaH0T tabnerku He
mass [IOBHHHA BiAXWIATHCs Ginbur Hix Ha 10%. / Not more than two Binrosinae
individual masses can deviate from average mass by more than Corresponds
5%. Mass of no tablet can deviate more than by 10%.
5. KinexicHe Bu3HaueHHs / 570 — 630 mr / Tabnerka (95,0 - 105,0 %) Bin 3aasneHof
Assay Kistbiocri / 570 ~ 630 mg / tablet (95,0 - 105,0 %) from the 97.6 %
requested quantity
6. CropoxHi JOMilKH Jlomirmxa A / impurity A <0,1 %; 0.0 %
Homiwka B/ impurity E <0,1 %; 0.0%
/Related compounds By np-sixa nomimsa / a};xy impurity <0,1 %; 0.0 %
Cyma mominiox / sum of impurities < 0,5 % 0.0 %
7. Bona / Water He Ginswie 5% / Not more than 5% 1.5 %
8. Posupnenns / Dissolution
1 ropmna / 1 hour: 35-65% 52 %
2 ropuHa / 2 hour: 50-80% 67 %
3 ropuna / 3 hour: 60-89% 76 %
4 ropuHa / 4 hour: 68-95% 82 %
S ropuna / 5 hour: 75-100% 87 %
6 ropuua / 6 hour: 80-105% 91 %
Bij saspaeHol kinekocti / from the requested quantity




Ceprudikar sxocri jgikapcebkoro 3acofy
Quality certificate of the medicinal product

GLlePharma

G L. Pharma GmbH - LANNACH

Schiossplatz 1

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

Crop./page 3/3

Hoxasuuxu/Tests PesyanTaTn nposegenns anajuiza /Analysis results

Pesyxvraru

pHIpoOyBanusn/Result

Bumorn/Requirements

$

9. Poznagauns / Dissolution He 6insine 1S xB. / Not more than 15 min

<2 xs./2 min

10. Mikpo6ionoriuxa
yycrota */
Microbiological purity *

Absence of Ecoliinl g

He 6Ginbute 10° aepoGurix 6axrepiit, 107 rpubis. Bincytricts
E.coli B { r/ Not more than 10° aerobic bacteria, 10? fungi.

Binnosinae
Corresponds

Cepist BignoBigac Bumoram.

Hara Bunycky / date of release 09.12.2024

* [TpoBomuThes Ha KOXKHiM 5 cepii / conducted for every 5™ batch

3assa npo ceprudiranizo,

CripasxHiM o 3aCBIAUY10, WO HapeAeHa Buite ivdopmals € pocrosiproro i TouHow. Lo cepito npoxykuil 6yno
BUPOBACHO (BXIIOMAIOUY NAKyBAHHA | MAPKYBAHHA) | IPOBEAEHO KOHTPOIL 1T sikoCTi Ha BHIe3asHaueHiH ainbHuui
noBHI# BignorinHocTi 3 BuMoramu GMP, BCTaHOBAEHUMK MICIIEBAM PETYIIITOPHAM OPTRHOM, & TAKOXK BIANOBIAHO 110
cnenuixauii, o micTaTscs B peecrpauiiinomy nocke, [Iporoxonn BupoORUITBA, aKyBaHHA Ta aHaNi3iB 0yJ10
HEpPErstHyTo | BCTaHoBAeHO BimmoriaHicrs GMP.

Statement of Certification

"With this, 1 certify that the above information is true and accurate. This series of products have been 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 . Protocols production, packaging and testing has been revised and the correspondence GMP ».

Compiled by: Jara/Date: 10.12.2024
5. Huzepropdep, Y\,Q DY Uwf/l : J-p. B. 3atinns, / - ‘:/(
BuxoHagelb j‘ VrosroBaxeHa ocoba 3 sxocri /Quality Authorized person
®
Gl®ePharma
G.L. Pharma GmbH
Schlossplatz 1
von - 8502 Lannach, Austria
o /| +43 3136 82577 - 0




Gl®Pharma

G.L. Pharmma GmbH - LANNACH

Schlossplatz 1

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

Ceprudikar sikocri nikapchkoro zacoby
Quality certificate of the medicinal product Crop./page 1/3

Hpenapar: KAPBAJIEKC 600 MI" PETAP/I, ra6snerxyu nposonroanoi aif no 660 mr
Product: Carbalex retard 600 mg, prolong release tablets, 600 mg

Honep pericrpauifinoro nocsinuenusi: UA/6914/01/01 o1 13.07.2018 p.
Number of registration certificate: UA/6914/01/01 from 13.07.2018.

Cuaa aii / aktusHicTs: xapbamasernin 600 Mr
Strength / activity: carbamazepine 600 mg

Jlikapeexa dopma: Tabnerk npononrosanol il no 600 mr
Pharmaceutical form: prolong release tablets, 600 mg

Posmip i van ynaxonku: [lo 10 taGaerok y Gnicrepi, no 10 6nicrepis y xapronuifi kopo6ui
Volume and type of packaging: 10 tablets in a blister, 10 blisters in a carton box

Homep cepii i kinbxicrs ynakosok: F04331, 2.890 ynakoBok
Batch number and batch size; F04331, 2.890 packs

Jarta Bupobunurea / Manufacturing date: 09.2024
Tepmiu upnaatuocti jxo / Expiry date: 09.2029

Haiimenysanus, MicuesHaxoames s | HoMepa Ninensiil Beix AIRHOK N0 BHPOGBUUTRY | KOHTPOJIIO IKOCTI,
Name, address and Ne of Manufacturing License for the manufacturing site and quality control site.

I.J1. ®apma MMEX, Linocermar 1, 8502 Jlanax, Apcrpis

G.L. Pharma GmbH, Schlossplatz 1, 8502 Lannach, Austria

Jlnnensis va pupobuuurso /Manufacturing License: 481327
Ceprudikar signosiggocri GMP abo cenaxa EurdaGMP

[Certificate of GMP compliance or the reference to EurdaGMP Ne 481327-101358959
Komenrapi/Comments




GlePharma

G L. Pharma GmbH - LANNACH

Ceprugikar sikocri rikapebkoro 3acofy
Quality certificate of the medicinal product

Schlossplatz 1

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

Crop./page 2/3

IToxazuurn/Tests PesyanTaTh nposegennn anasiza /Analysis results Pesysanratu
BunIpobyBanns/
umorn/Requirements
B q Results
1. Onuc / Appearance Bini abo maibxe 6ini, Bursariyri Tabnerkm, 3 OAHOIO PHCKOIO Ha Bignosinae
KOXHIH 31 cTopin /
White or almost white, prolonged tablets, Corresponds
scored on each side
Y®-cniexrp. Makcumym ripu 285 um i cnabkuii MBKCUMYM TIpH Binnosinae

2. Tnenrndixauis /
Identification

237 nm. Binposiguicrs R My kapGamaseriny na
XpOMaTorpaMmi CTaHAAPTHOTO TA JOCHIIPKYBAHOTO PO3UHHIE /
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

Corresponds

3. Maca 10
Tabnerox/Weight of 10
tablets

9,0 r£5%

90r

4. OpuopinHicts Macu
rabnerku / Uniformity of
mass

He Ginpme nBox iHAMBIAYANbHUX Mac MOBMHHI BiAXHISTHCS Big

cepeHbol Macy Binbin Hixe Ha 5%. Maca xoaH07 TabneTky He
MOBHHHA BIAXHIIATHCS Ginbi Hixx Ha 10%. / Not more than two

Binnosinae

individual masses can deviate from average mass by more than Corresponds
5%. Mass of no tablet can deviate more than by 10%. '
5. Kinbkicne BusHauenHs / 570 — 630 mr / TaGnerka (95,0 - 105,0 %) Bin 3asprenof
Assay kinpkocri / 570 ~ 630 mg / tablet (95,0 - 105,0 %) from the 97.6 %
requested quantity
6. Croponsi nomimku Jlowminrka A / impurity A <0,1 %,; 0.0 %
omimka B/ impurity E <0,1 %; 0.0 %
/Related compounds )éynb-ﬂka nomimsa / a}x"ly impurity <0,1 %; 0.0 %
Cyma nomintok / sum of impurities < 0,5 % 0.0%
7. Bona / Water He Ginbire 5% / Not more than 5% 1.5%
8. Pozunnenns / Dissolution
1 ropuna/ 1 hour: 35-65% 52 %
2 ropuna / 2 hour: 50-80% 67 %
3 ropunra/ 3 hour: 60-89% 76 %
4 roauna / 4 hour: 68-95% 82 %
S romyua / S hour: 75-100% 87 %
6 roauuxa / 6 hour: 80-105% 91 %

Bijt 3agBNeHOl _Kinbkocti / from the requested quantity




Gl®Pharma

G.L. Pharma GmbH - LANNACH

Schlossplatz 1

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

Ceprudixar sixocri aikapenkoro 3acoby
Quality certificate of the medicinal product Crop./page 3/3

Hoxasuuku/Tests

PesynuTatn nposenennn anaxisa /Analysis results Pesyavrarn

BHIIpoOyBanHs/Result

Bumorn/Requirements

s
9. Posmaganns / Dissolution He 6inswne 15 xB. / Not more than 15 min <2xn./2min
10. Mikpo6ionoriuna He Ginbie 10? aepoGurix Gaxrepiit, 10? rpubie. BicyrricTs Binnosinae
yuerora */ E.coli 8 { r/ Not more than 10? acrobic bacteria, 10? fungi. Corresponds

Microbiological purity *

Absence of E.coliinl g

Cepin BignoBigae sumoram,

Hara sunmycky / date of release 09.12.2024

* TTpoBoanThes Ha KOXKHIM 5 cepii / conducted for every 5" batch

3asBa npo ceprudikauio.

CripapxHim 1 3acBiauy10, WO HaBeaeHa BHile HopMaLis e nocToBipHOIO | Touno. Lo cepito mpoaykuii Gyno
BHPOOAEHO (BKITIOMAIONY NAKYBAHHSA | MAPKYBAHHS) | IPOBEACHO KOHTPOI, 1T SKOCTI Ha BUIIE3a3HAYCHIH AL HUL B
noBHil BianoBinHocTi 3 BuMoramMu GMP, BCTaHOBNEHHMY MICLIEBHM PErYJISTOPHUM OPTAHOM, & TAKOXK BIAMOBILHO A0
crienuikauii, o micTaTses B peecrpauiliHomMy nocke. [IpoToxony BUpoGHKITE, NaKyBaHHA Ta aHaNi3ie Gyio0
TIEPErsITHYTO | BCTAROBAEHO Bignopiadicts GMP.

Statement of Certification

"With this, I certify that the above information is true and accurate. This series of products have been 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 . Protocols production, packaging and testing has been revised and the correspondence GMP ».

Compiled by:

|
i f i

b. Hunepaopdep,} ”\, e

Sy I-p. B. 3aius,

Jara/Date: 10.12.2024

(e Loty

BuxoHaseun

i VYnosaosaxena ocoba 3 akocri /Quality Authorized person

Gl®°Pharma

D —

G.L.. Pharma GmbH
Schlossplatz 1
8502 l.annach, Austria
+43 3136 82 577 -0




Gl®Pharma

G.L. Pharma GmbH
Schlossplatz 1

A-8502 Lannach, Austria
Phone: +43/(0)3136/82577-0

CERTIFICATE of CONFORMANCE Fax: $49l(0)120/81563

e-mail: office@ql-pharma.at

Internal code: 2024-FF-1536520-1-FF Version 1 Page 2/2

STATEMENT of CERTIFICATION

I hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated/manufactured, including packaging and quality control at the above mentioned site(s) in full compliance
with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing

Authorisation of the importing country. The batch processing, packing and analysis records were reviewed and
found to be in compliance with GMP,

Any deviation has been assessed and documented. For any deviation that might have an influence on the quality
and/or safety of the product, a deviation report is added to the CoC.

Date of release: 09.12.2024 Mag. Jutta Eberl
Qualified Person
Date of issue: 17.12.2024 08:52 Barbara Niederdorfer

' For the delivered Quantity please refer to the Packing list.
The Certificate of Conformance is prepared electronically by a validated system which is in full compliance with EU GMP Annex 11.
The electronic authorization is the legally binding equivalent of a hand-written signature



CERTIFICATE of CONFORMANCE

Gl®Pharma

G.L. Pharma GmbH

Schlossplatz 1

A-8502 Lannach, Austria
Phone: +43/(0)3136/82577-0
Fax: +43/(0)3136/81563
e-mail: office@aql-pharma.at

Internal code: 2024-FF-1536520-1-FF Version 1 Page 1/2
Name of product Carbalex retard 600 mg Item No. | 18066UA
tablets
Importing Country Ukraine
Marketing Authorisation Number UA/6914/01/01

Marketing Authorisaton Holder

Bausch Health LL.C

Dosage form

See name of product

Package size / type 100 / Blister
Batch number F04331
Date of manufacture 09.2024
Expiry date 09.2029
Bulk batch number GG01322
Batch size 590589 STK
Packages released’ 2890

Manufacturing site
Authorisation Number

G.L. Pharma GmbH, Industriestralie 1, 8502 Lannach, Austria
481348

EudraGMP 165240

Packaging site G.L. Pharma GmbH, Industriestrafie 1, 8502 Lannach, Austria

Authorisation Number 481348

EudraGMP 165240

QC site(s): G.L. Pharma GmbH, Industriestralle 1, 8502 Lannach, Austria

Name of API Lot/batch of API Manufacturer

CARBAMAZEPINE 2205161 Zhejiang Jiuzhou Pharmaceutical Co, Ltd. (Site 1)
People's Republic of China

CARBAMAZEPINE 2303680 Zhejiang Jiuzhou Pharmaceutical Co, Ltd. (Site 1)
People's Republic of China

CARBAMAZEPINE 2401255 Zhejiang Jiuzhou Pharmaceutical Co, Ltd. (Site 1)
People's Republic of China

Results of analysis

There is further information in the attached CoA of the finished product and the
API

Deviation Report

no

Comments / remarks

! For the delivered Quantity please refer to the Packing list.
The Certificate of Conformance is prepared electronically by a validated system which is in full compliance with EU GMP Annex 11.
The electronic authorization is the legally binding equivalent of a hand-written signature




Gl®Pharma

G.L. Pharma GmbH
Schlossplatz 1

A-8502 Lannach, Austria
Phone: +43/(0)3136/82577-0

CERTIFICATE of CONFORMANCE Fax: +43/(0)3136/61563

e-mail; office@qgl-pharma.at

Internal code: 2024-FF-1536520-1-FF Version 1 Page 2/2

STATEMENT of CERTIFICATION

| hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated/manufactured, including packaging and quality control at the above mentioned site(s) in full compliance
with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing
Authorisation of the importing country. The batch processing, packing and analysis records were reviewed and
found to be in compliance with GMP.

Any deviation has been assessed and documented. For any deviation that might have an influence on the quality
and/or safety of the product, a deviation report is added to the CoC.

Date of release: 09.12.2024 Mag. Jutta Eberl

Qualified Person

Date of issue: 17.12.2024 08:52 Barbara Niederdorfer

! For the delivered Quantity please refer to the Packing list.
The Certificate of Conformance is prepared electronically by a validated system which is in full compliance with EU GMP Annex 11.
The electronic authorization is the legally binding equivalent of a hand-written signature
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