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CEPTUDIKAT SIKOCTI
CERTIFICATE OF QUALITY
Hassa npoayxry: [TIPAHTEJ], cycriensis opaneHa, 250 mMr/S mn
Name of product: BYRANTEL’, oral suspension, 250 mg/5 ml
Cuna git: [lipanTeny namMoar eXBiBaNEHTHO NipanTe1y — 250,0 Mr/5 M
Strength: Pyrantel pamoate equivalent to-pyrantel — 250.0 mg/S ml
Cepia Ne / Batch No.: SPC3002 Posmip ynaxosin / Package size: 15 mit/m!
Peectp. Ne / AR.No.: FP/0955/23 | Tun ynaxoskn / Pack type: dnaxoH Nel / Boitle No.1
Posmip cepii / Batch size: 500 aitpis/litres Iara surotopnenns / Mfg, date:  12.2023
Kin-16 ynaxosox / No. of packs: ~ 33 333 Tepmin npunarrocri/ Exp, date: 11,2026
Kpaina / Market: UKR
| Peeerpaniiae mocsiguenns Ne: . TepMin RiT HeoOMexeHNH
Registration Certificate No.: UA/6151/02/01 unlimited validity
Ne n/n Hasea ananisy Crenudixauis PesynsTaTh anasisy
Sr. No. Test name ‘Specification Test result
Onue | Cycnensia KOBTOFO KOJbOPY 3 XapaxTepHUM Binnosinae
387aX0M.
! Description Yellow coloured suspension with the ‘characteristic | Complies
flavour.
Inentudixauis 2.1. Yacu YIpHMyBaHHS OCHOBHAX NikiB Ha | Binnosimae

XpOMATOrpaMax BHIPOOOBYBAHOIO T4 CTAHAAPTHOTO
PO3UMHIB, OJEPNAHIX TPH KIIBKICHOMY BU3HAYCHHI,
MartoTh cnisragati (nipawrer). ‘

2.2, Yach yrpumypamys nixis narplio MeTHnma- Binnosinae
parizpoxcufensoaty Té warpiio mNponinfaparix-
poxcuGensoary 'Ha XpoMarorpamax  BHNpoGOBY-
BAHOTO T& CTAHJAPTHOIO PO3UHHIB, ONEPIKaHHX TIPH
K¥iNBKICHOMY BM3HaueHHi, MAIOTb CIBNATATY.

Identification 2.1, In the assay, thé principal peak in the | Complies
2 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 | Complies
Pasahydroxybenzoaté 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
and Sodium Propyl Parshydroxybenzoate in the
chromatograms obtained with the standard solution.

pH Bin 4,5 o 6,0 5,1
> |pH 451060 5.1
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Nen/n Hasea anajisy Crenudirantist PesyanTaTH ananisy
Sr. No. Test name Specification Test result
QpuopignicTs Macu A0S, 10 He Ginpiue .ABOX -IHAMBIimyanpHHUX ~Mac BimxpIL- | Bixnosinae
BUTAraAIOTHCA 13 6araToON030BHX othes BiK cepensboi Macy Gineile abx na 10 %.
xonTeiiHepin TIpH oMY JKOLHA innuBinyanbHa Maca A03 He Ma¢
piaxMIsTHCS Bin cepenHboi Macu Ginpure HbK Ha3
4 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 %.
| TycruHa Bin 1,16 r/ma no. 1,26 r/mn npu 25°C. 1,251 r/mn
5 | Density 1,16 gfml to 1.26 g/al at 25 °C. 1.251 g/l
KinpxicHe BUSHAUCHHA ‘ .
ITipanTen Bix 237,5 mMr po 262,35 Mr nipanTeny B 5 Ml 257,1 mr/§ mi (102,8 %)
npenapata (95,0-105,0 % mipanteny Bill 3aABIEHOL
xinbkocri). v
Harpito MeTHImAapa- Bix 45 Mr go S5 Mr nampio merwuapa- | 4,776 Mr/5 MA (95,5 %)
rinpokcybensoar rinpoxcnBersoary B 5 M1 npenapara (90,0-110,0 %
Hatpiio MeTHaTIapariapoxcubensoary Bin sassreHoOl
xiskocrti).
Harpiro nponinnapa- Bin 045 mr nmo 0,55 Mr narpiio nponinnapa- | 0,4821 Mr/5 i (96,4 %)
1inpoxcubensoar rinpoxcubensoary B 5 M1 Npenapara (90,0-110,0 %
HATpiio npominmaparinpoxcnbensoaTy Bix 3anBeHol’
6 Kinsxocti),
Assay
Pyrantel 237.5 mg to 262.5 mg of Pyrantel per 5 ml of the 257.1 mg/5 ml (102.8 %)
. suspension (95.0-105.0% of Pyrantel of label claim).
Sodium Methyl Pardhy- 45 mg to 5.5 mg of Sodium Methyl Parahy- | 4.776 mg/5 mal (95.5 %)
droxybenzoate droxybenzoate per 5 ml of the suspension (90.0-
116.0 % of Sodium Methyl Parahydroxybenzoate of
label claim).
Sodium Propyl Parahy- 045 mg to 0.55 mg of Sodium Propyl Parahy- 04821 mg/5 il (96.4 %)
droxybenzoate droxybenzoate per 5 ml of the suspension (90.0-
110.0 % of Sodium Propyl Parahydioxybenzoate of
label claim):
MixpoGionoriqsa gucToTa BaranmsHe  yHeno  aepofHuX mikpoopraniamis S
(TAMC) — ne Sinpue 102 KYO/mii. < 10 KYO/mn
3arabHe THCIO APDRIKOBYX T2 IUHCEREeRHX rpubis
(TYMC) — ne Ginpitte 10" KYO/MI. <10 KYO/un
Bincyruicts Escherichia coli 8’1 Mit ripeniapary. BincyThs
7 Microbiological purity Total aerobic microbial count (TAMC):
NMT 102 CFU/ml. <10 CFU/inl
Total combined yeasts/mouilds count (TYMC):
NMT 10! CFU/ml. < 10 CFU/ml
Escherichia coli must be absent in 1 ml. Absent
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BHCHOBOK: / CONCLUSION:

TIpORYKT BUFOTOBIIEHO, YIIAKOBAHO Ta NPOZHANI30BAH0 3Ti/HO 3 BUMOTAMH peecTpauiifHoro nocsiN4eHH.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosinae cranaapram Ta samoram GMP, Ceptadixar Ne 080/2023/GMP
Jt complies with GMP standards and requirements. Certificate No. 080/2023/GMP
Jliuensis na prpoGHUITBO NiRAPCHKHX 3ac0GiB! Cepis AB Ne 598054

Licence for medical products production: Batch AB No. 598054

LInM RiATBEP/DRYIO, W0 Kol BApOBRII craii g wiel cepii roTosol npopykitil Gy, 3xiticReni B nonHiA BIANORIANCCT] 3 BIMOTAMY, 3A3HAUCHHMH B CEREIC]
HacTaHosi 3 GMP, 3aTaepioKeHis MinicTepCTBOM OXOPOHH 3H0POB’S YKpalHn, | 3 BuMOramMu PEECTPAUIHHOTO OCHE KPATHH IPHINAHCHHA,

I licreby certify that all the manufacturing stages of {his bateh 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-ananitak f_SaB. na6oparopiero BKST | Hawamsank BKSA VrosHosaxeHa ocoba
Analytical Chemist | QC Lab In-charge QC Head Qualified Person .
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