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CEPTHDIKAT SIKOCTI
CERTIFICATE OF QUALITY
Hasea nponyicry: BIHITEN®, enpon, 200 Mr/5 wi ]
Name of product: VINITEL®, syrup, 200 mg/s ml
Curaa aii: Bannnpoatr Hatpito — 200 Mr/s M
Strength: Sodium valproate —200 mg/5 ml
Cepist N / Batch No.; SVD4004 Posmip ynawosku / Package size; 200 su/mi
Pecetp. Mo/ AR No.: EP/0333/24 Tun yrakosrn / Pack type: Graxon / Boltle
Po3mip cepii/ Bateh size; 1000:airpin/liters | Mara prrotonmenis / Mfy. date:  05.2024
Kin-re ynaronosx / No, of packs: 5000 Tepmin npugatnocri / Exp. date: 042026
Kpaina / Market: UKR
€ b - - .
ﬁg@;ﬁ:ﬁiﬁﬁ:’%‘;";ﬁg‘;‘;’: :N UA/18844/01/01 Tepuin i 1o / valid to 15.07.2026 B
Ne 1t/ne Haspa ananisy Cremndirani Pesynbrard ananisy
Sr, No. Test name Specification. Test result
Onne Cupon vepsonero KOABODY 3 XapakTepHsM 3a- | Bimnopizac
| TAXOM,
Description Red coloured syrup with characterstic odcur. Complies
Inentudixauis —1
Bantnpoar narpino Yack 'yIpumysanns mia BafbHpoenot KHCNOTH Ha | Binnoeizae
APOMATOTPAMAX  RHIPOSORYRAHOrO PO3MHHY TA
CTAHAAPTHOTG PO3UMHY, OJIEPHKERAX Ipu KibKIGHOMY
BH3HAYSHAL, MAIOTL criBmayaTy.
Hatpio Hacn  yIpHwypaunn  mika MeTHaparinpoker- | Bignosiae
METHIIAPariipokcHBeH30aT Genzoary wma XPOMATOTpAMaX  BHNPOGORYBAHOIG
POSUMRY Td CTZHAAPTHOTO POSUMHY, ONSPIAHMK npH
KUTBKICHOMY BH3HAYEHHI, MAKXTh CRIBN2 aTH,
Hatpixo Yacu  ympuMysamss  mixa nporimTaparinpoxen- | Bignopinae
npofinnaparinpokcubenaoar Gemscaty wHa XpomatorpaMay  eunpoGosyBanorn
POTSIRTY Ta CTAEHAAPTHOTO POSUHHY, ONEDIKAHMX Opy
KiILKICHOMY BH3HAEH, MAIOTH CITiBTiaAATH.
Basstpoar marpio IHUcnewrp spatka mMae BILNOBI A2 TH MH-cnexpy | Binnosizae
CTAHNAPTHOTO 3pasky BANBIPOATY HATPIG.
Houco 4R Y®-coextp mornuHanna BunpoBesysatore pozunay | Binnosinae
2 NOBHHEH Matd MIKCUMYM 1IDM  AOBWHMI  xaumi
(508 = 3) nm. Far
LI Ay
Identification . Y
Sodium valproate The retention time of the Valproic acid peak in the | Complies}! ! xor 20
¢hromatogram of sample solution corresponds to Can{ﬂm .
that of the chromatogram of standard solution as ARG
obtained under assay.
Sodium Methyl The retention time of the methyl parahy- | Complies o
paraiiydroxybenzoate draxybenzoate peak in the chromatogram of sample T
solution corresponds o that of the chromatogram of
standard solution as obtained under assay.
Sodium Propyl The retention time of the propyl  parahy- | Complies
parahydroxybenzoate droxybenzoate peak in the chromatogram of sample
solution comresponds to that of the chromatogram of
standard solution as obtained under assay.
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Nen/m Hasea ananizy Crewsdhicanin Pesynerarn ananisy
Sr. No. Test name Specification Test result

Sodium Valproate The IR spectnnn of sample should be concordant | Complies
with IR spectrum of sodiym valproate standard.
Poncean 4R UV-absorption spectrum of the sample solution [ Complies
should have maxima at (508 + 3) .
Iiroma rycTiHa 1,10 - 1,50 - 1,333
3 Specific gravity 1.10 - 1.50 1,333
*B’H3KfCTL, BUKOPHCTOBYIOUH . 300 150 N1 370,4 cIT
BICKO3HMETD Bpyxdineaa
| Viscosity by Brookfield 300+ 150 P 370.4 cP
viscometer
pH 6,50 - 8,50 740
> lem 6.50 - 8.50 7.40
O6'em, mo BHTSTaeTHCA Cepeauifl o0’em piminm, oxepakanol 3 10 kow- | Bimnosigae
TefiBepis, CTaHOBUT: He Mexme 200 m.
6 Deliverable volume The average volume of tiquid obtained from the Complies
10 containers is NLT 200 ml,
Oumxopiamicts mack 103, mo He Gimpwe npox IHOMBILYATEHIK Mac BiNXIIa- Binnosinae
BHTSTAIOTLCA 13 GaraTonosormx HOThCS BT Cepeausol Macy Ginsie gk ma 10 %. [Ipu
KonTeligepin DBOMY MONHZ HAMBIEYaNLHA Maca A03 He mae
DIRXBNATHCA Bix Ccepellnbol Mach Ginmsmre ax wa
7 20 %,
Uniformity of mass of delivered Not more than 2 of the individual tnasses deviate | Complies
doses from multidose containers from the average mass by maore than 10 per cent and
none deviates by more than 20 per cent,
- Kinsricne sizyavenny Banpnpoar parpio;
95,0 % - 105,0 % pix saspnenof KERLKOOTI 101,7%
{190,0 MI/5 M -2 10,0 Mr/5 nm) (203,4 mr/5 mm)
Hamilo-Memnnapariggoxcnﬁemom‘:
90,0 % ~110,0 % vin 3asmnenof kinskocr 99.3 %
6,75 Mr/5 MB — 8,25 mr/5 M} (7,444 mr/5 yum)
Harpio TpOniIARAr ApOKCHBEHIOAT:
90,0 % -110,0 % xin 3asBnenol KLREKOET 97.4%
(0,675 mr/5 Mn — 0,825 Mr/5 MIT) {07307 mr/5 vur)
8 Assay Sodivm Valproate:
95.0 % - 105.0 % of label claim 101.7 %
{190.0 mg/5 ml - 210.0 mg/5 ml) (203.4 mg/5 m))
Sodium Methyl parahvdroxybenzoate:
90.0 % - 110.0 % of iabel claim 99.3.%
(6.75 mg/5 mi - 8.25 mg/s ml} (7.444 mg/5 mi)
Sodium Propyl parahydroxybenzoate:
90.0 % - 110.0 % of label claim T, | 974 %
.67 -0, e R S e of
[ {0.675 mg/s ml - 0.825 mg/s ml%x S Rgo 7307 mg/5 ml) _J
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Ne ni/fn Hazsa anamisy Cneundicamin PesynvraTn ananisy
Sr. No. Test name Specification Test result
Cynipoziasni nomitugy Hafi6inba mesinoma pomimka — e Biirbie
0,2 % m/n. 0,098 %
9 CyMa poMiniex — ve 6igsue 0,4 % i, 0,335%
Related substances Highest unknown impurity: NMT 0.2 % w/w. 0.098 %
Total impurities: NMT 0.4 % wiw, 0.335%
-Mikpoﬁiono'riqua YHCTOTA 3aransHe wuene  aepoBmmx Mikpoopranismis
(TAMC) - we Binbine 10 KY O/, <10 K¥YO/un
Jaranbre YHCIO APDEIROBRX Ta Mricenenyx rputis
S {TYMC) ~ ne Gineure 10! KYO/n <10 KYO/ma
Bizcyruicrs Escherichia colie 1 un Hpenzapary. Biacyrna
1o Microbiological purity Total acrobic microbial count (TAMC):
NMT 102 CFU/ml. < 10 CFU/m]
Total combined yeasts/moulds count (TYMO):
NMT 10! CFU/fml. < 10 CFU/ml
Escherichia coli is absent per ml, Absent
I

BHCHOBOK: / CONCLUSION:

Uposyxr Buroronnens, YUAROBSHO Ta NPOANANI3OBAH0 ATiMHO 3 BUMOraMH: peecTpanifivoro nocsiguens.
The product is manufactured, packed and enafyzed as per requirements of Registration Certificate.

Biarosixae crannapram ta Bumoram GMEP. Cepradirar Ne 080/2023/GMP
It complies with GMP standards and requirements. Certificate No, 080/2023/GMP
JHieH3Is HA BHPOGHMNTRD JKapChKUX 3acobia; Cepin AB Np 598054

Licence for medical products production; Batch AB Ne. 598054

Ll migrBepmiyio, wo pei BHDOBEYT cvagil mas el cepii roTosot npoayii Gynn agificneui & nopuii BIARORIABOCT 3 BuMoTaMy, 3AIHAUECHHMH B UHBHIK
HacTanoni 3 GMP, sarseppxenis Minicrepctsom oxoponn 330pOB’a Yxpaing, | 3 PHMOTaMI: PEECTPANIINOrG HOChe Kpaiim NIPHINAICHI DL

Thereby centify thal all the manufacturing stages of (his bateh of finished product have been carried out i fizll compliance with the GMP requirements of the
Ministry of health of Ukraine and with the requirements of the Markeling Authorisation file of the destination country,
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