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Haitmerysanun nponyxuii: KOHBYJIEKC, posuun s in'exuiit, 100 Mr/mn
Name of product: Convulex, solution for injection, 100 mg/ml

Kpaina-sapoGunx/ Country of manufacturer; Apctpis /Austria

Homep peectpanifinoro nocsiguenns: YA/6595/01/01 sin 09.08.2017 p.
Registration certificate: UA/6595/01/01 from 09.08.2017.

Crna fiil / axTHBHiCTS: HaTpis Bansnupoat 100 Mr/ma
Strength / activity: sodium valproate 100 mg/m}

Jikapceka dlopma: PO3YRH AT iH'eRriil
Dosage form: solution for injection

Pasmip 1 tunt ynakoBk: mo 5 M 8 aMmyni; o S aMmyn y kORTYpHiH YapyHKOBi# yrakosui
The size and type of packaging: 5 ml in ampoules Ne 5

Hemep cepil i kinskicts ynakosox: F05625, 89.8_j/nakoﬁux
Batch number and batch size: F056235, 898 packs

Hata surorosnenna: 09.2023
Manuf. date: 09.2023 N
Tepmin nprnaraocti o: (9.2028
Expiry date: 09.2028

Halimeny sannn, MiCHE3HAXOMKEHHA 1 HoMepa NileH3ill Beix AiNAHOK 1o BUPOBHUITRY i KOHTPOMO IKOCTI.
Name, address and license numbers of all MS on the production and quality control.

[JI. @apma Tm6X - Apuetracce 3, A-1160 Bigens, Apctpis

G.L. Pharma GmUH - Arncthgasse 3, A-1160 Vienna, Austria

Jliensis na supoGuuureo/Manufacturing License: 480728

Ceprudixarn sianosigsocti GMP mia eeix AinAHOK 0 BEPOGHUNTRY | KOHTPONIO sKOCTI A60 (npu
HasABHOCTI) HoMepH ccuinox B Bast nanux BudraGMP *4%,

GMP Certificates for all stations on the production and quality control, or (if) the number of links in the
database EudraGMP. INS= 480728:0021-010(2/13)

Binnmosizansuuit 3a punycx cepii: I.JI. ®apma I'M6X, Llnocennan 1, 8502 Jlanax, Ascrpis o
Batch releaser: G.L. Pharma GmbH, Schlossplatz 1, $502 Lannach, Austria - License number: 481327

Ceprugixar signosintocti GMP ana sianosizanstoro 3a Bumyck cepii, a6o (IpH HATBHOCTI) HOMepa
ceunox B 6a3i marux EudraGMP

GMP Certificates for batch releaser, or (if) the number of links in the database EudraGMP.
INS-481327-101358959
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TECTHY /TESTS Monycrumi memi mas sixapenxoro npenapary / Pesynnrat/
Specification Result
1. Ounc/ Appearance ammyna of'eMom 5 Ma, o MicTHTE Ge3BapeHEii, Binnosizae
_ Complies
nipo3opuit pozumn / ampoule 5 ml containing a coloriess,
clear solution
2. Inenrudirvanin / Identification YAC YTRHMYBAHHA OCHOBHOFO TIIKA Ha XPOMATOTPAMI Bignosinae
. . . Compiies
BHNPOGYBAHOrO PO3wMHY BILIIOBINAE OCHOBHOMY TiKY Ha P
XpoMaTorpami CTanaapTHOrO posunty / Rt test solution
corresponds to Rt standard solution
3. Ilposopicts / Clarity po3urH Mac 6yTH npozopus / clear. transparent Binnosinae
Complies
4. Komeoponicts / Degres of coloration | Posumr Mae Gyty He inTeHcubttitte etanona Y1/ not Bianosizac
. Complies
more infensely coloured than Y
5. pH/pH fIpH BHIYCKY / at release; 7,2 - 7,6 7.402

TpOTArOM CTpORY 3bepirannsa / during storage: 7,1 — 7,8

6. Pycruna / Ralative density

1,020 — 1,030 rfom?®
1,020 — 1,030 g/em?®

1.027 rfom?

7. O6'en, WO BHTAraETRCA / He meHuwrs 5wt/ at least 5 ml 5,08 Mn

Extractable volume

8. OcyomansHicrs / Osmolality 500 — 600 mOcm/xr 562 MOom/kr
500 — 600 mOsmikg

9. Cyxuit samumok / Dry matter 490 — 360 Mr/ 5 ma 537 mr /5 mn
490 -560mg /5 mi

10. KinpkicHe nusnavenis / Assay 475 - 525 mr/ 5 mn 499.4 wr/5 Mn
475-525 mg/ 5 ml

11. Croporui noMimkn * / Related

substances:

onuAMMHOT poMimkn / any single He Ginsme / nmat, 0,1 % Not tested

impurity e Ginswe/ nm.t. 0,3 % KOHTpOJ:II:é:aﬂOCb

cymu nomimok / total impurities
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Hatimenysanns npoaykuii: KOHBYJEKC, posunx ans in'exuii, 100 MI/MT
Name of product: Convulex, solution for injection, 100 mg/ml

12. Bakrepiansai eHEOTOKCHAY / mMeHme Hix 5 EU/mn < 0,625 EU/un

Bacterial endotoxing less than 5 EU/ml

13. Crepunbnicts / Sterility npenapar Mae OyTu cTepuisanM [ sterile Crepunerul/

Sterile

14, MexanuyHi BKAKHEHHS:

Hepumumi qactku / Particle size . .
Lo Binnmoninac

(invisible) Complies
4acTKH poaMipom 10 Mxm abo Sinpwe / | ne Ginpwe 6000 / ammyra; / not more than 6000 / 28/amityna

=10 um ampoule

yacTry posmipos 25 mxm abo Gixsine / | we Sinbie 600 / amnyna / not more than 600 / ampoule Yanriyna

=25 um

15, Mexaniuni BKIIOHEHHA: Matote 6yTH npakTHYHO BigcyTHi / must be praciically Binnosinac /

. . . Complies

syEuMi yactin / Particles (visible) absently

* NpOBOANTECH Ha KowHIN S cepli, ane He pigwe | pasy B 3 micaui / performed for each 3-
batches, but not less than 1 time in 3 months.

Jasana npo ceprrdiranio

«L]uM g niOTREPIKYIO, IO HABeJEHA BUIIE IHpopMaLia € JocToRipHOIO | TouRok, LTjo cepito
npoaykuil Gyno BUpoGIeHO (BKMOYAKOYH AakyBaHHA/ MAPKyBaHHA) i IPOBEICHO KOUTPOIS i
SKOCTI HA BUIE3a3HaveH il ainsHull B mosHil sigrosiggocti 3 sumoramu GMP,
BCTAHOBJCHOIO MICUEBHM PETYNATOPHUM OPraHoM, a TAKOX Y BiAMOBIAHOCTI 31
creypdikanismm, U1o MicTAThCA B peecTpaliiHomy focke. [IpoTokond BHpOOHHUTEA,
NaKyBaHHS Ta aHanizis 6yJo neperyaHyTO 1 BOTaHOBACHO BianoBigHicTs GMP »,
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Hafimenyeanus npoayxuii: KOHBYJIEKC, posuun ans in'exuit, 100 mr/vn
Name of product: Convulex, solution for injection, 100 mg/ml

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 ».

Jlata Bumycky / Date of release: 02.04.2024

pizeriie Ta nocaga / 3BaHHA TOTO, XTO BUAAE AO3BLT HA BHIOYCK cepil.
Name and position / title of the person issuing the permission to issue the batch.

Dr. Krisztina Gyimesi-Forras / Qualified Person

[ligmue ocobr Tora, XTO BHIAB AO3BII HA BUNYCK Cepif.
Signature of the person issuing the permission to issue the batch.

Hata nignucaHus. G L@ P h a rm a

Date of signing: 21.08.2024 G.L. Pharma GmbH
Schiossplatz 1
8502 Lannach, Austria
+43 3136 82577 -0




