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TOBAPHCTBO 3 OBMEXEHOIO BIATIOBIHAJIBHICTIO
«TNIEODAPM JITI»

pyn. lasunoscskoro I'puropis, 54, m. Cymu, 40020

CEPTUMIKAT JIKOCTI
CERTIFICATE OF QUALITY.

Hassa npoaykry: BIHITEJ®, cuporn, 200 mr/5 mn
Name of product: VINITELS, syrup, 200 mg/5 ml
Cnuna aif: Bansnpoar garpito —200 Mr/5 M
Strength: Sodium valproate -200 mg/5 m}
Cepist No / Batch No.: VD6002UA Poavip pIERORIH / 200 mMa/m]
3 Package size:
Pecerp. Mo/ ARNo.: GP/EP/0136/26 Tiast YirATOS K / ®naxon / Bottle
: Pack type:
Poamip ccpii / Batch size: 4771 ¢naxonis /botiles fu‘ma BrpoGmBa / 02.2026
Wifg, date:
Kpaina / Market: UKR Tepmin npunatnocsi/ ) 509g
Exp. date:
3 T Y B O i 2] 93
]‘liigcl:t[:‘:tx::r'lizr(::tcx?nli:tz,;\l;:N B UA/18844/01/01 Tepmin aii 1o / valid to 15.07.2026
Jliuensin Ha BMPOGHRUTEO JIKADCHLKHX 3ac00iB! ez nomepy, sin 26.09.2023 poxy
Licence for medical products production: without number, from 26.09.2023
Ne n/n Hasga ananisy Crieundixauis PesyabraTi ananisy
Sr. No. Test name Specification Test result
: Onue CHpOI YePBOHOTO KONLOPY 3 XaPAKTEPITM 3aTIAX0OM. Bignosinae
{ : Description Red coloured syrup with characteristic odour. Complies
Inentndirauis
Banbnpoar HaTpilo Hacy yTpHMYBAHHA TiKa BaJLAPOEBOT KMCHOTH HA Binnopinac
XPOMATOIpaMax  RINPoBOBYBAHOro  pPO3UMBY  Ta
CTAHJAPTHOTO  POBUMHY,  ONEPI@HHX  TpH
, KILKICHOMY BH3HAYEHAI, MAIOTh CHIBNANATH.
; Harpio UacH yrpuMyBaHHs fixa Merinnaparinpokca- | Binnosinae
) MeTHnpaparipoxcudensoar GeH30aTy Ha XpoMarorpamax BunpoGoByEAHOro
PO34MBY T CTAHAAPTHOTO PO3UUHY, OCPKAHHX NPH
KiNTBKICHOMY BH3HAUERH], MAIOTH CriBIAKATH.
Hatpito Yacy yTpuMyBauus I1ika Tiporianaparinpoxch- Binnoninac
npogiapariapoxcuben3oar GenzoaTy Ha XpoMarorpamax BaIpoSoByEaHoro
PO3YHHY Ta CTAHAAPTHOTO PO3UMITY, ONCPHAHUX TIPH
KDIBKICHOMY BI3HAYEHN], MAIOTS CIBNALATH.
Bansnpoar HaTpio IY-criexrp 3paska maec Bignosimatd [M-criekrpy Bianosinae
2 CTARAPTHOND 33Ky BATLNPOATY HATPIO.
IMonco 4R Y®o-cnexrp TIOTJIHHARHS punpodouysatoro | Bianosinae
PO3YMHY [IOBHHEH MATH MAKCHMYM NpH NOBKHHI
xouii (508 £ 3) Bm.
Identification
Sodium valproate The retention time of the Valproic acid peak in the | Complies
chromatogram of sample solution corresponds to
that of the chromatogram of standard solution as
_ obtained under assay.
Sodium Methyl The retention time of the methyl paraby- | Complies
parahydroxybenzoate droxybenzoate peak in the chromatogram of
sample sofation corresponds to that of the
chromatogram of standard solution as obtained
under assay.
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Ne n/n Hazpa ananisy Cnenndikanis PesynbraTn ananizy
Sr. No, Test name Specification Test result
Sodium Propyl The  retention  time of the  propyl | Complies
parahydroxybenzoate parahydroxybenzoate peak in the chromatogram of
sample solution corresponds to that of the
chromatogram of standard solution as obtained
under assay.
Sodium Valproate The IR spectrum of sample should be concordant Complies
with IR spectrum of sodium valproate standard.
Ponceau 4R UV-absorption spectrum of the sample solution Complies
should have maxima at (508 = 3) rum.
TTaroma rycTusa 1,10 -~ 1,50 1,335
3 : .
Specific gravity 1.10--1.50 1.335
Bs13kiCTh, BUKOPHCTOBYIOUN 300+ 150 il 438,0 ¢l
BickoznmeTp Bpykdinnaa
4| Viscosity by Brookfield 300+ 150 P 438.0 cP
viscometer
pH 6,50 — 8,50 7,94
5
pH 6.50 ~8.50 7.94
OG'eM, IO BHTATAETHCS Cepenniit  06’em  pimumy, OfepxaHol 3 10 | Binnosinac
Koureiinepis, cranosuTh He Menwe 200 M.
6 Deliverable volume The average volume of iquid obtained from the Complies
10 containers is NL.T 200 ml
OnHopimicts macy 103, wo | He  Ginwe  asox inpusinyansuux  Mac | Bimnosinae
BUTSTAIOTbCS 13 GATATOMO30BMX | BUAXWIAIOTHCS BiZ cepennsol Macu Ginbuue sk Ha
xonTeinepis 10 %. Tlpn LbOMY MOANA IRANBIKYAILRA Maca 1103
He Mac BIXXMIATHCS Bia copeluboi MacH Gisiblue
7 AK va 20 %.
Uniformity of mass of delivered Not more than 2 of the individual masses deviate | Complies
doses from mullidose containers from the average mass by more than 10 per cent
and none deviates by more than 20 per cent.
KinnKicHe BH3HAUEHH BaiLnpoar HaTpio:
95,0 % - 105,0 % Bin 3aasnenoi KibKOCTI 101,7 %
(190,0 mr/5 mx - 210,0 mr/5 mu) (203 ,4 M1/5 mi)
Hatpilo MeTHanapariApoKcuoe30at:
90,0 % -110,0 % Bin sasBnenol KiJILKOCTI 99,2 %
(6,75 Mr/5 mn - 8,25 M1/5 Ma) (7,437 ms/5 M)
Hatpilo nponinnaparigpokcnben3oar:
90,0 % -110,0 % sin 3aspnenol KilipKOCT 98,1 %
(0,675 Mr/S M~ 0,825 mr/5 Mn) (0,7359 mr/5 M)
f Agsay Sodium Valproate:
95.0 % - 105.0 % of label claim 101.7 %
(190.0 mg/5 ml~ 210.0 mg/5 ml) (203.4 mg/S ml)
Sodium Methyl parahydroxybenzoate:
90.0 % - 110.0 % of label claim 99.2 %
(6.75 mg/5 ml - 8.25 mg/S ml) (7.437 mg/5 ml)
Sodium Propyl parahydroxybenzoate:
90.0 % - 110.0 % of label claim 98.1 %
(0.675 mg/5 wl - (.825 mg/5 ml) (0.7359 mg/S ml)
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Microbiological purity

Ne n/n Haspa ananisy Cuoeundixaunis PesybraTi anasisy
Sr. No. Test name Specification Test result
Cynposinui noMilky [ai6inewa newinoma nomimka — we 6Ginswe | 0,085 %

0,2 % m/m.
Cyma RoMilLoK — 16 Ginpie 0,4 % m/M. 0,213 %
9
Related substances Highest unknown impurity: NMT 0.2 % w/w. 0.085 %
Total impurities; NMT 0.4 % wiw. 0213%
MikpoSionoriuna uncrora Zaraibne  MHCHO  aePOGHBX  Mixpoopranizmin
(TAMC) ~ yie Ginvuwie 10> KYO/mun. < 10 KYO/mn
3aranbye YHUCRO APDKIDKOBMX T4 IUHCCHEBHX
rpu6is (TYMC) ~ ne Ginbiue 10" KYO/M. <10 KYO/Ma
BincyTicrs Escherichia coli 8 1 Mn npenapaty. | BincyTss
10

Total aerobic microbial count (TAMC):

NMT 107 CFU/ml.

Total combined yeasts/moulds count (TYMC):
NMT 10' CFU/ml.

Escherichia coli is absent per ml.

< 10 CFU/ml

<10 CFU/ml
Absent

3ASIBA IPO CEPTHOIKALLLIO:

L ninTeepmxylo, wo sci BupoSmmi cranii ans uiel cepii ToToBOT MpoAYKNIT Gynn 3ailiceni B nosnil signosiznocTi 3

el

BHMOTAMH, JA3HATEIMME B UMAHIT HacTanoRi 3 GMP, satsep/vkenill MinicTepcTBOM 0XOpOHH 30pos’ s Yxpainy, i 3 BUMOraMu

peecTpaniiHore A0che KpaiHy NPUIHAYEHHS.

I hereby cerlify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with
the GMP requirements of the Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the

destination country.
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XiMik-anasiTHi
Analytical Chemist

Hauannrux B35
QA Head

, Hauansnuk BIK
QC Head

Vriossopaxena ocoba
Qualified Person

116 / Full Name:
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