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CERTIFICATE OF QUALITY
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Hazsa npoiykry: TUPAHTEMN, cycnensis opansa, 250 Mr/5 M
Name of product: PYRANTEL, oral suspension, 250 mg/5 ml

Cuna gif TlipanTeny naMoaT eXBIBAICHTHO nipanTeny — 250,0 Mr/S mi
Strength: Pyrantel pamoate equivalent to pyrantel —250.0 mg/5 ml

Cepis No/ Batch No.: PCS001UA Posuip ynakosku/ 5 )

Package size:

Tun ynakosxu /

ceTp. Ne/ AR.NOG "P/0498/2
Peeerp. Ne/ A.R.No GP/FP/0498/25 Pack type:

dnaxon / Bottle

S e . .. | laTa npobruuTEa / 09
Poamip cepit/ Batch size: 30 493 duraxonis /bottles Mo, date: 07.2025

Tepuin npuaariocti/ ¢ 450

Kpaiua / Market: UKR Exp. date:

Pecerpauitine nocsinuennn Ne: TepMiH Ail HeoOMexennit
2
Registration Certificate No.: UA/6151/02/01 unlimited validity

Jlinensist ua BUPOGHHUTRO JHKAPCHKHX 3ac00iB! Ge3 Homepy, Bia 26.09.2023 poky
Licence for medical products production: without number, from 26.09.2023

No ni/n Hasea ananisy Crnenndikanis
Sr. No. Test name Specification

PesynnTaTn ananizy
Test result

Oumne CycneH3is KOBTOTO KOMBOPY 3 XApakTepHHM
3aMmaxoM.

Description Yellow coloured suspension with the characteristic
flavour.

Bianosinae

Complies

InentHbpikauis 2.1, Yacu yIpuMyBaHHS OCHOBHMX nikie Ha
XpOMaTOrpaMax BHIPOGOBYBAHOIO Ta CTAH/AAPTHOTO
PO3UKHIB, OZIEPKAHHX IPH KINbKICHOMY BH3HAYEHH],
MalOTh criBnagati (ripauTes).

2.2, Yacu yrpumysanna 1iKis HaTpito MeTHANA-
parinporcuCensoaty Ta Hatplio mnponinnaparim-
poKcuBen3oary Ha Xpomarorpamax BHNpodosy-
BAHOTO T2 CTAHAAPTHOIO PO3HHHIB, ONEPKAHUX P
KIALKICHOMY BH3HAMCHHI, MRIOTD ClIiBNAJATH.

Identification 2.1. In the assay, the principal peak in the
chromatograms obtained with the test solution has
the same retention time as the principal peak in the
chromatograms obtained with the standard solution
(Pyrantel).

2.2. In the assay, the peaks of Sodium Methyl
Parahydroxybenzoate and Sodium Propyl Para-
hydroxybenzoate in the chromatograms obtained
with the test solution have the same retention times
as the peaks of  Sodium  Methyl

[

Parahydroxybenzoate in the chromatograms
obtained with the standard solution.

Parahydroxybenzoate and  Sodium  Propyl

Binnosinae

Bixnosizac

Complies

Complies

pH Bin 4,5 1o 6,0
pH 451060
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Ne n/n Hassa ananisy Creundixauin PesybTaTi aHanisy
Sr. No. Test name Specification Test result
Oxarxopinricts Mack K03, 1O He Ginviue asox iMAuBifyansHuX Mac Biaxuns- | Binnosizae
BUTATAKOTHCS 13 6araToNo30B1X 10THCA Bift cepeanbol Mac inbuie Hix Ha 10 %.
xoHTelirepin Tpy ubOMy ®oAHA iBIMBiAYanbHa Maca a03 He
Mae BiAXHAATHEA Bia cepennsol Mack Ginbuie Hix
4 Ha 20 %.
Uniformity of mass of delivered Not more than two individual masses deviate from | Complies
doses from multidose containers the average mass by more than 10 %. No individual
dose mass deviates from the average mass by more
than 20 %.
Cycruna Bin 1,16 r/mn go 1,26 r/va opu 25 °C. 1,238 r/mn
> Density 1.16 g/ml to 1.26 g/ml at 25 °C. 1.238 g/ml
KinskicHe Br3nauerms
Mipanren Bia 237,5 mr no 262,5 mr pipateny B 5 ma | 253,2 mr/5 ma
npenapara (95,0-103,0 % nipauteny sin 3assresof | (101,3 %)
KiNbKOCTI).
Hatpiio Merusimapa- Bin 4,5 Mr a0 5,5 wMr wvarpiio smemmapa- | 5,051 Mr/5 mit
rinpokcubensoar rinpokcuGenszoaty s 5 mn npenapara (90,0-110,0 % | (101,0 %)
HaTPilO METHANAPAri IPOKCHOEH30aTY Bill
3aBIEHOT KUILKOCTI).
Hatpito nponinnapa- Bin 0,45 mr mo 0,55 Mr watpito nponinnapa- | 0,4952 mr/5 mit
rigpoxcnbensoar rigpoxcuBensoary 8 5 mu npenapata (90,0-110,0 % | (99,0 %)
HaTpIt0 niponinnapariaporcdenzoaTy Bl
3ABJIEHOT KiNbKOCTI).
§ Assay
Pyrantel 237.5 mg lo 262.5 mg of Pyrantel per 5 ml of the | 253.2 mg/5 ml
suspension  (95.0-105.0% of Pyrantel of label | (101.3 %)
Sodium Methyl Parahy- claim).
droxybenzoate 45 mg to 5.5 mg of Sodium Methyl Parahy- | 5.051 mg/5 ml
droxybenzoate per 5 ml of the suspension (90.0- | (101.0 %)
110.0 % of Sodium Methyl Parahydroxybenzoate of
Sodium Propyl Parahy- label claim).
droxybenzoate 0.45 mg to 0.55 mg of Sodium Propyl Parahy- | 0.4952 mg/5 ml
droxybenzoate per 5 ml of the suspension (90.0- | (99.0 %)
110.0 % of Sodium Propy] Parahydroxybenzoate of
label claim).
Mikpobionoriuxa yncrora ZaranbHe HHCHO  aepobHEX  MIKpPOOpraHisMis
(TAMC) - He Ginswe 10° KYO/Mvn. < 10 KYO/mn
3aranbHe HHCHO APDKKOBHX TAa [UICEHEBHUX
rputia (TYMC) - e Sinbute 10! KYO/Ma. < 10 KYO/ma
Bincytricts Escherichia coli 8 1 mn npenapary. | Bijcyths
7 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 CEU/ml
Escherichia coli must be absent in 1 ml. Absent
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3ASBA ITPO CEPTHORIKALLIO:

LM miaTeepmxyio, wo Bei BupoBHuMi ctamii ang niel cepil rotosoi upomyxuii Gysn snificneui b nosui# siAnOBINHOCTI 3
BHMOraM, 3a3HAYEHHMH B YRKHIN wacTaHosi 3 GMP, 2ateepiuxeniii Minictepcraom oXOpoHY 310p08’s VKpaiHK, | 3 BUMOray
peecTpauiiinoro [ocke KpalHu NPUIHAYESHHA.

I 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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axiseup BKS I/Ha‘{anmm( BKSI Havansnnx B35 VrosroBaxesa ocoda
QC Officer J QC Head QA Head ngliﬁed Person

115 / Full Name: Byegeds 4.0, [resreiues™ § % L0 MO (%MWWM #.0,
[fiznuc / Signature: /4574’ - hy R G YT - - o
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