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CEPTUPIKAT AKOCT]
CERTIFICATE OF QUALITY.

Ha3na npogyxTy: KBAHIL, po3uuH s OpalbHOTO 3ACTOCYBAHHA 100 mr/1 mn
Name of product: QUANIL?, oral solution, 100 mg/1 ml

Cuua aii LluTHK0AINy HATPIO eKBIBANCHTHO L THKoNiRy — 100 Mr/1 mr
Strength: Citicoline sodium equivalent to citicoline — 100 me/l ml

Cepis Ne / Batch No.: 'SQA3004 Posmip ynaxonkh / Package size: 30 mn/ml
Peccrp. Ne/ ARNo.: FP/0601/23 Tun ynaxoskn / Pack type: Mnaxon Ne 1/ Bottle No.1
Poamip cepii / Batch size: 300 nitpip/litres Iara surotosnenis / Mfg, date: 07.2023
Kin-15 ynakopok / No. of packs: 10 000 Tepmin npugatuocti / Exp. date: 06,2026
Kpaina / Market: UKR

Peectpaniiine nocainuennn No: TepMin i seoOmexenui

Registration Certificate No.: UA/13628/01/01 unlimited validity

Ne n/n Hazpa anajisy Crneuundixanis PesyapTaTh ananiy
Sr. No. Test name Specification Test result

Omic TTposopa GesGappHa pinvMHa. Bixnosinae

! Description Transparent colourless liquid. Complies
Inenrudikanis Uach  yTpuMYBamHA  OCHOBHUX  NiKi3  na Binnoninae
Lhsruxonin XpoMATOTpAMaX BHNPOGOBYBAHOIO  PO3HRHY  Td
Merunnaparinpoxenbensoar PO3UBHY HOPIBHAHS, OTPHMAHKX NpY KipkicHoMy
HATPIIO BUSHAYENRI, MAIOTH CHIBIARATH.
Tponinmaparinpoxcubensoar
HaTpivo
Kaniio copbat
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
sodivm standard solution,
Propylpatahydroxybenzoate
sodium
Potasgsium sorbate
OpnopiapicTs Macn 103, o Binopifac BUMOTaM. Binnoninae
BRTATAIOTHCS 13 GArarofo3oBuX

5 KoHTeHHEpPIB
Uniformity of mass of delivered Complies with the requirements. Complies
doses from multidose containers
BijnocHa ryctuna 1,08 - 1,18. 1,112

4 , g .
Relative density 1.08 ~1.18. . 1.112
pH 5,9 -6,1. / ) \ 6,0
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Kuiscora dinia
TOB «Kycym Papm»
Yipaina, 02092, M.Kuis,
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Vipaiua, 40020, m.Cynn, syn. Cxpabina, 54
Ten.: +38(0542) 77-46-10, paxc: 77-46-11
e-mail: planti@kusum.ua

By, AMaTHRCbKa, 58
Ten.: +38(044) 495-82-88, daxc: 495-82-87 /6%5/4/% .7) /lﬂ_/"/fz www.kusum.ua
Ne n/nt Hassa ananisy Crieuntiranis PesyabTaTh ananisy
Sr. No. Test name Specification Test result
Kinbxicne BR3HAUEHRT Merrnnapariipokcyfes3oar HaTpito:
KOHCEPRAHTIB 90,0~ 110,0 % (144 - 176 Mr/100 M) Bixi 32ABAEHOTO 97,9 %
BMICTY. (156,7 Mr/100 M)
TponinnapariapokcuGeH3oaT HaTpiso:
90,0 ~ 110,0 % (36 ~ 44 Mr/100 M) Bizt 3as1BEHOTO 98,7 %
BMICTY. (39,46 mr/100 M)
Kanito copbar:
90,0 — 110,0 % (126 ~ 154 M1/100 M) BiZt 329B1CHOTO 932%
BMICTY. {130,5 Mr/100 M)
0 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 sodiumm:
90.0 % to 110.0 % (36-44 mg/100 ml) 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)
Kinbkicne BH3HAYEHHS Bin 95,0 % o 105,0 % wwrukoitiny Bill 3aABIEHOTO 102,4 %
- LWHTHKONHY BMICTY.
Assay of Citicoline 95.0 % to 105.0 % of Citicoline of label claim. 1024 %
CynpoBingi HoMilxn 5'CMP ~ ge Ginsie 0,2 %; 0,013%
Tlomimka 3 RRT 1;4 — ue Ginpiue 3,0 %; 0,016 %
Heinentndikopana JoMiixa ~ He Ginsue §,2%; 0,043 %
Cyma nomiuiox ~ ne Ginnme 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 %
Mixpo6ionoriuna ykcrora 3avanbie  UKCNO  AepobHHX  MIKpOOpramismis
(TAMC) — ne Ginbioe 10* KYO/ma. < 10 KYO/mn
3arafbHe YHCi0 APHKIKOBHX Ta IICEHEBHX rpubin | .
(TYMC) - se Ginpue 10" KYO/m. <10 KVO/n
BincyrHicts Escherichia coli 8 1 Mt npenapary. Bincytis
? 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
FEscherichia coli must be absent per 1 ml. Absent

BUCHOBOK: / CONCLUSION:

ITpoayKT BAFOTOBNEHO, YNAKOBAHO T& NpoananizoBaso rilHo 3 BUMOTaMH peecTpaniiiHoro NocRiueH .
The product is manufactured, packed and analyzed as per requiremnents of Registration Certificate.

Binosinae crannapraM Ta puMoram GMP.
it complies with GMP standards and Tequirements. Certificate No. 009/2020/GMP P

Jliuensis Ha BUPOGHHITEO JiKAPCHKIX 3ac06iB:
Licence for medical products production:

Izt

0 T,

Ceprudixar N 009/2020/GMP 1R e T
.‘./5/',\‘,'»;.,(j)m.”I‘_g

Cepisi AB Ne 598054 N

Batch AB No. 598054

FP/0601/23
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Knisenka piais TOB «Kycym bapm»
TOB «iyeym Papm» Yxpaina, 40020, m.Cymn, By1. Crpsbina, 54
Vipaiua, 02092, m.Kuis, : Ten.: +38(0542) 77-46-10, paxc: 77-46-11
Byn, ANMATHHCBKR, 58 e-mail: plant@kusum.ua
Ten.: +38(044) 495-82-88, paxc: 495-82-87 /(usum .7) /zar/n www.kusum.ua

L{uN DIATBEPAAYIO, 1O BEI pipobiii cragii s uiel cepil roTorol TpoAyKuii Gyan 3aifcieni b noBHIM BIANOBIAHOCTI 3 BPIMOTAMN, 3a3BAUCHIMH B qUHRIH

nacranoni 3 GMP, sarsepukeniii MinicrepcrsoM OXOPOHH 370poB’a YXpainy, i 3 BHMOraMi PeCCTPALIHHOND JOCHE KPAIHH NPHIHAUEHNA,

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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Analytical Chemist 7 QCLab In-charge QC Head Qualified Person
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