Gl®Pharma

G.L. Pharma GmbH - LANNACH
Schlossplatz 1

A-8502 Lannach, Austria
Telefon: 03136/82577-0

CEPTM‘DMKAT AHA“”3A / e-mail: office Iann:c?@z?Lif?;i?
CERTIFICATE of ANALYSIS
HavmeHosaHue npenapara / KoHeyneke® kannu ans npuema sHyTps 300 Mr/mn
Product name: Convulex drops 300 mg/ml
Homep cepun / Batch no.: G05572
[ara npoussopcrea / 01.2025
Manufacturing date: _
lopen ao / Expiry date: 01.2030
®opma esinycka / Package [xannu ans npuema BHyTps, 300 Mr/vn (cbnakoH) 100 Mn x 1 +
form: Avsupylowiee yctponctso x1] x 1 (nayka KapTOHHas)
Fpenapa'r! Product KoHeynekc® kannu gns npuema BHyTpb 300 Mr/mn
Convulex drops 300 mg/ml
MHH/INN Banbnpoesas kucnora ! Valproic acid
Crtpana — npoussoauTens / Country of ABCTpUA / Austria
manufacturer
Homep peructpaumnonHoro 1 N011170/02 para peructpaynm 06.05.2010 / Registration date 06,05.2010
YAoCToBepeHun / Number of registration flata nepeperucTpayun 01.06.2021 ! Variation date 01.06.2021
certificate

HopmaTusHas sokymenTauus/ Mamenenvaii N011170/02-100211,

/Normative Document/Variation number [M13m. Ne 1 ot 16.09.2013/ Var. no.1 of 16.09.2013
Mam. Ne 2 ot 31.05.2017/ Var.no.2 of 31 .05.2017
Msm. Ne 3 ot 13.09.2019/ Var.no.3 of 13.09.2019
am. Ne 4 ot 02.04.2020/ Var.no.4 of 02.04.2020

[lepaTent perucTpaLnoHHoro 000 «Bayw Xenc» / Bausch Health LLG
yAocTosepeHus / Marketing Authorization
Holder
Wmnoprep / Company Importer QOO0 «bayw PYMO» / Bausch RUMO LLG
[103MpOBKa/aKTMBHOCTL Banenpoat Hatpus 300 mrimn /

Sodium valproate 300 mg/mi|
Strength/activity

NekapcTeenHan topma /Pharmaceutical Kannu ans npuema sryTps / Drops
rDI’ITI
Paamep 1 Tun ynakosku / Volume and the o 100 mn npenapara so ¢hnakoH kopuyHesoro C€TeKna, C kpeILWKoi 6enoro UseTa, ¢ 3alWMTHEIM
type of package OnbLUoM Genoro unu KpacHoro LugeTa (koHTpONL Nepsoro BCKpbITHA). Mo 1 dnakoHy emecre ¢
HCTPYKUME NO NpUMEHEHMIO 1 AO3UDYIOLMM YCTDONCTBOM B KapTOHHYIO nauqky.

100 ml of the drug in brown glass bottles. with a white cap, with a protective ring of white or red color
control of the first opening). On 1 bottle together with the application instruction and the dosing agent in

cardboard pack.

Homep cepun / Batch number IG05572

Paamep cepuu / Batch volume 14255

aTa npouseoacraa / Manufacturing date 01,2025

Foaen a0 / Expiry date 01.2030

MpouaeoAcTBEHHbIE NNow@aKy, MpouzBoacTeo rorosoi nekapcTeeHHo# thopmul/ Manufacture of Finished Dosage Form:

y4acTeylolue B npouecce npoussoactea (/1. @apma Mm6X, Ascmpus, I aHcmepepaacce 9-13, 1160 Bera, Ascmpusi / G.L. Pharma GmbH,
Austria, Gansterergasse 9-13, 1160 Vienna, Austria

C yKazaHuem WiA npoussoacTea, " "

Heiaaaﬂmﬁ i q::f.'rqmecf“x M;::_ MepBUYHan ynakoBka/Primary Packager: /1. ®apma I MOX, Ascmpus, I aHcmepepzacce 9-13, 1160
BeHa, Aecmpus / G.L.Pharma GmbH, Austria, Gansterergasse 9-13, 1160 Vienna, Austria

Haxoxaetna / TOPUUHaR/NOTpeGuTenkLcKkas ynakoska/Secondary (Consumer)Packager:

/1. @apma rM6X, Ascmpus, lancmepepeacce 9-13, 1160 Bewa, Aecmpus / G.L Pharma GmbH,
ustria, Gansterergasse 9-13, 1160 Vienna, Austria
NpoussoauTens (Buinyckatouwmuin koHTpons Kavecrtsa)/ Batch Releasing Site
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CEPTU®UKAT AHANU3A /
CERTIFICATE of ANALYSIS

GLl®°Pharma

G.L. Pharma GmbH - LANNACH
Schlossplatz 1

A-8502 Lannach, Austria

Telefon: 03136/82577-0

Fax: 03136/81563

e-mail: office.lannach@gl-pharma.at

HaumeHosaHwe npenapara /
Product name:

Homep cepum / Batch no.:
AaTta npoussopacTea /
Manufacturing date;

'opeH po / Expiry date:
Dopma Bbinycka / Package

KoHsynekc® kannwu gns npuema BHYTpb 300 mr/mn

Convulex drops 300 mg/mi
G05572
01.2025

01.2030

[kannu ansa npuema BHYTPb, 300 Mr/mn (thnakon) 100 mn x 1 +

form: Aosvpyrouiee ycTpoicteo x1] x 1 (nadka KapTOHHan)
Identification he retention time of the principal peak in the Corresponds
HPLC romatogram obtained with test solution

hould correspond to the retention time of the

rincipal peak in the chromatogram obtained

ith sodium valproate standard solution.
Qualitative reaction with A purple precipitate dissolved in ICorresponds
icobalt (1) nitrate dichloromethane is formed.
LiseTHocTb Mpenapat gomxeH BLigep#usaTs CpaBHeHue ¢ aTanoHom Y; (CooTeeTcTeyer
Eep.®. unn e Xii
IColor The product should be not more intensively coloured than Corresponds

Ph. Eur. or RU, Ph.XII

reference solution Y,

pH* Esp.®. unu ' Xl
(noTeHUoMeTpUYecku)
pH* Ph. Eur. or RU.Ph. Xli
(potentiometrically)

Ot 8,2 10 10,0
8.2t010.0

6o

ith a protective ring of white or red color (control of the first
pening). On 1 bottle together with the application instruction

nd the dosing agent in a cardboard pack.

MnoTHocTs Esp.®. O1 1,045 o 1,075 1.059
Density Ph. Eur. 1.045 to 1.075
MaBnekaemblit 06bem Eap.®. He MeHee HOMUHANBHOTO, YKa3aHHOrO Ha THKETKE 101
Extractable volume Ph. Eur. Not less than labeled.
CpeaHAA Macca UHAMBUAYNLHOM A03b U 118/20 — He Bonee + 10%
0AHOPOAHOCTE Macehl 2/20 - He Gonee + 20% CooteeTcTeyeT
Esp.®.
Average mass of single dose and 18/20 - not more than + 10%
uniformity of mass 2/20 - not more than + 20% Corresponds
IPh. Eur.
MocTopoHHUe npumecy EAWHWYHaR HeWAEHTUMUMPOBaHHanA NpuMeck — He Gonee  |< 0.01
X 0,1%
CyMMa HEWAHTNDMLMPOBAHHBIX npumecei — He Bonee 0.00
0.3%
Realated impurity Any single unspecified impurity - not more than 0.1%; < 0.01
GLC Total unspecified impurities - not more than 0.3% 0.00
Mukpobuonoruyeckas uncrora* areropus 3A CooTBeTcTByeT
ro Xl
Microbiological quality** ICategory 3A Corresponds
RU.Ph. XII
Konuuecreettoe onpegenexne Hatpus Banenpoar: or 285,0 mr/mn Ao 315,0 mr/mn 300.3
BIMX Hatpus caxapuat: ot 7,2 mr A0 9,8 Mr/imn 8.5
Assay HPLC odium valproate: 285.0 to 315.0 mg/ml 300.3
Saccharin sodium: 7.2 to 0.8 mg/ml 8.5
¥nakoeka / Packaging fMo 100 mn npenapara Bo thnakoH KopuyHesoro cTexna, ¢ CooTBeTcTayeT
PbiWkoil Genoro UseTa, C 3aLMTHLIM KonbLOM Genoro unw
pacHoro useTa (koHTpons nepsoro BCKpbITKA). Mo 1
NAKOHY BMECTE C MHCTPYKLWEN MO NPUMEHEHWIO 1
O3UPYIOLUMM YCTPOHCTEOM B KApTOHHYIO nauky.
100 ml of the drug in brown glass bottles, with a white cap, Corrasponds
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