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CEPTURIKAT AKOCTI]
CERTIFICATE OF QUALITY.

Hasna npoayxvy: KBAHIU, po3uiH 1A OpayibHOro 34CTOCY BAHHA 100 mr/1 M
Name of product: QUANIL?, oral solution, 100 mg/1 ml
Cuuia aiit L{iTHKoniNy HATPIO eKBiBANCATHO ITHKONiHY — 100 Mr/1 M
Strength: Citicoline sodium equivalent to citicoline — 100 mg/1 mi
Cepist Ne/Batch No.: 'SQA3004 Posmip ynaxonk / Package size: 30 mn/ml
Peccrp, Ne/ ARNo.: FP/0601/23 Tun ynaxosku / Pack type: MOnaxon Ne 1/ Bottle No.1
Poamip cepii / Batch size: 300 nitpis/litres Iara purorosnenist / Mfg, date: 07.2023
Kin-15 ynakonox / No. of packs: 10 000 Tepmin npnaaruocti / Exp. date: 06.2026
Kpaina / Market: UKR
Peccrpauiiine wocsinuens No: TepMin i HeoGmexenuid
Registration Certificate No.: UA/13628/01/01 unlimited validity
Ne nfnt Hazpa anajisy Creunpianis PeayanTarh ananisy
Sr. No. Test name Specification Test result
Omic TIposopa GeaGapera pinKHa. Binnosinae
! Description Transparent colourless liquid. Complies
Irenrudixanis Tacu  yTpuMyBammd ~ OCHOBMEX — NiKiz  ua Binnosinae
Lharuxonin XpOMATOTPAMAX ~ BHNPOCOBYBAHOTO pPO3URHY  Ta
Merunmaparigpoxcrbensoar PO3UKHY NOPIBHAHISL, OTPHMAKKX NPy KinpxicHoMy
Harpio BASHAYENH], MAIOTh CITIBMAfaTH.
Tponinmaparinpoxcubersoar
HATRIIO
Kaniio copbar
Identification The retention time of the principal peak obtained | Complies
Citicoline with test solution should be the same as that of peak
Methylparahydroxybenzoate obtained in the chromatogram obtained with
sodium standard solution.
Propylparaliydroxybenzoate
sodium
Potagsium sorbate
OpnOpiXHicTs MaCcH 103, 10 Binnosinae BHMOraM. Binnoninae
BUTSrAIOTHCA i3 6ararofo30Bux
3 xourelinepin
Uniformity of mass of delivered Complies with the requirements. Complies
doses from multidose containers
BigHocHa ryCTHHA 1,08 - 1,18. 1,112
4 ; .
Relative density 1.08 ~1.18. p Y KPA i ' 1.112
pH 5,9 ~6,1. /,f’ 4 NN, 6,0
5 Y Ay \%
| pn 59-6.1. i e \\\ 6.0
T 0 Ja ':;v.:u Erarees (\‘
“‘ 'P" son 2007551 8
% FFPTZLI],M
A\ e SPTHROIKATIR
\L..\.'AZ\K AIKATTS ‘ 7
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Kuiscoka diais
TOB «Kycym Papm»
Yipaina, 02092, m.Kuis,
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Ne n/n Haspa ananisy Cneundiramis PesyapraTh ananisy
Sr. Ne. Test name Specification Test result
Kinbxicue BA3HaieHns Mernnnapariapoxcifessoar Hatpiio:
KOHCEPRAHTIB 90,0~ 110,0 % {144 - 176 Mr/100 MIT) BiJL 325BIEHOTO 97,9 %
BMiCTY. (156,7 Mr/100 M)
TIponiapariapoKkcHeH30aT HaTpiso:
90,0 — 110,0 % (36 ~ 44 mMr/100 mJ1) BiJI 325/BIEHOTO 98,7 %
BMICTY. (39,46 Mr/100 Mn)
Kanito copbar:
90,0 — 110,0 % (126 — 154 mr/100 M) 811 32881CHOTO 932%
BMICTY. {130,5 Mr/100 M)
6 Assay of preservatives Methylparahydroxybenzoate sodium:
90.0 % to 110.0 % (144-176 mg/100 ml) of label 97.9 %
claim. (156.7 mg/100 ml)
Propylparahydroxybenzoate sodinm:
90.0 % to 110.0 % (36-44 mg/100 mt) of label 98.7 %
claim. (39.46 mg/100 ml)
Potassium sorbate:
90.0 % to 110.0 % (126-154 mg/100 ml) of label. 93.2%
claim. {130.5 mg/100 mi)
KinpkicHe BH3HAUEHHA Bin 95,0 % jio 105,0 % wirakojiiny Bill 3aABNEHOTO 102,44 %
7 LHUTHKONIRY BMICTY.
Assay of Citicoline 95.0 % to 105.0 % of Citicoline of label claim. 1024 %
CynpoBinsi ZOMilIKK 5'CMP ~ e Ginsie 0,2 %; 0,013 %
Homimxa 3 RRT 1,4 — we Ginpiue 3,0 %; 0,016 %
Heinentnpicosana soMimxa ~ He Ginse §,2%; 0,043 %
Cyma nomiwox - ne Binnie 4,0 %. 0,072 %
8 Related substances 5'CMP: NMT 0.2 %; 0.013%
Impurity at RRT 1.4: NMT 3,0 %; 0.016 %
Unknown impurity: NMT 0.2 %; 0.043 %
Total impurities: NMT 4.0 %. 0.072 %
MikpoGionorivna yueTora TaranbHe  UMCIO  AepOBHHX  MiKpoopranismin
(TAMC) — ne Ginbiue 10* KYO/mn, < 10 KYO/mn
3arafbHe YHCI0 APHKLKOBIX Ta TiCeHeBHX rpubis |
(TYMC) — ne Ginpue 10° KYO/Mu. <10 KYO/mn
BincyrHicts Escherichia coli 8 1 M npenapary. Bincytis
o Microbiological purity Total aerobic microbial count (TAMC):
NMT 10 CFU/ml. <10 CFU/ml
Total combined yeasts/moulds count (TYMC):
NMT 10' CFU/ml <10 CFU/ml
Escherichia coli must be absent per 1 ml. Absent

BUCHOBOK: / CONCLUSION:

ITpogyKT BArOTOBNEHO, YIAKOBAHO Ta NpoaHANi3oBAHO 3riIHO 3 BUMOTaMH peecTpariiiHoro NOCRIAYCHHA.
The product is manufactured, packed and analyzed as per requirenents of Registration Certificate.

§ I/(te.',»-,l: “'xﬁ -
Binnosinae cranaapram Ta sumoram GMP. Ceprudixar Ne 009/2020/GMP HE Koy gd(u‘;?é:g{v”ﬁ
It complies with GMP standards and requirements. Certificate No. 009/2020/GMP y Clipy ,i”l({zl
' kAT
Jlinensis va BUPOGHUUTBO JAIKAPCHKIX 3aco0iB: Cepis AB Ne 598054
Licence for medical products production: Batch AB No. 598054
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Kuiscnka driais
TOB «Kycym Dapmp

LIuN DIZTBEPAAKYIO, WO BCH pupoBimi cragii s nieh oepil roToBol TIpoAyKuii Gynn 3aifcHeHi B noBHilt BIANORIANOCTI 3 BHMOTAMH, 3A3UAUCHIMA B wHHRIH
nacranoni 3 GMP, sarpepukeniii MinicrepcrsoM OXOPOHH 370p0B’8 Yxpait, 1 3 BIMOTaMH PEECTPALIHHOND AOCHE KPATHH NPHIHANEHNA,

T hereby certify 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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KiMik-aHanithK 3ap. naboparopicro BKS | Havamsnux BKSA Ynosnopaxena oco6a

Analytical Chemist 7 QC Lab In-charge QC Head Qualified Person
In’a/Name: Fopeenba 1010, Crorovee 15, P@Q}z{itum}) . Y%%C 00 /{({' W’/AU Jé(
i | 4§ | O SR, doaarseensi]
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