Synedab

& [#Em ALCALA FARMA

BATCH RELEASE CERTIFICATE

CEPTHQIKAT AAKOCTI
PRODUCT IMET® FOR CHILDREN 4% 100 ML BATCH 506854
MPOAYKT IMET® ONA DITEN 4 % 100 mA CEPIS

MARKETING AUTHORISATION NUMBER

Homep peecTpauiiiHoro noceiaueHts UA/16881/01/01
MANUFACTURING COUNTRY Spain
Depxaea-supoBHUK lenania

STRENGTH / POTENCY
Cuna giilaktueHicTs

5 mi oral suspension with 200 mg ibuprofen
5 mMn cycneHsil MicTaTe: 200 Mr iGynpodheHy

DGSAGE FORM
Nixapcuka chopma

Oral suspension 200 mg/5 mi
Cycnenain opanbHa, 200 mr/5mn

TYPE AND SIZE OF PACKAGING
Bup Ta poamip ynakoaxm ¢

100 ml in a bottle; 1 boltle with dosing device in a carton box , labeled
in Ukrainian

Mo 100 My dnakoni; no 1 chnakoHy B koMInexTi 3 Goaylounm
NPUCTROEM Y KAapTOoRKiA KopoGUi 3 MaPRYBaHHIN YKPATHCEKO0 MOBODIO i

DATE OF MANUFACTURE

RATA BUPOBHULITBA 05-2024

EXPIRY DATE 05-2027 B

BATA 3AKIHHEHHS TEPMIHY NPUBATHOCT! e )

RESULTS OF ANALYSIS CONFORM

PEIYNBTATH AHAM3Y BIANOBIAAKDTH

N® OF RELEASED UNITS

PO3MIP CEPI 36,484 - .
Bulk shared with: Mig for Children FTE 100 ml AM NF Batch 805927

OBSERVATIONS

CNOCTEPEXEHHS Macoei cnineHi 3: Mig for Children FTE 100 ml AM NF CEPIR

906927,

MANUFACTURER’'S NAME AND ADDRESS
HaéimenyBaHHA | MICLIE3HAXOQMEHHA BupobuuKka,
wo BunycTHR cepio a obir

Laboratorios Alcala Farma, S.L.

Avenida de Madrid, 82, Alcala de Henares, Madrid, 28802, Spain
NaGopaTtopioc Anxana ®apma, C.J.

Asenina ie Manpun, 82, Ankana ae Exapec, Magpun, 28802, lenavis_

AUTHORISATION NUMBER
Homep niuenxaii Ha BUpoBHUUTED

927-E

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling, serializing (if applicable) and quality control at the above mentioned site(s} in full
compiiance with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing
Authorisation of the importing country or product specification file for Investigational Medicinal Products. The batch
processing, packaging and analysis records were reviewed and found ta be in compliance with GMP,

3anea npo cepTudikayio; UM A 3aceiguy!o, WO HaeedeHa BULE INIODMALIA € JOCTORIPHOID Ta TOWHOIO. Lo cepiwo
npoaykuli Gyno BupobneHo (BKMKINAIGMM NakyRaHuaivapkyBaHua) Ta NpoOBEIEHO KOHTPONL 1T AKOCTI ¥ noBhiiA
BignosigHocTi 3 Bumoramu GMP, BcTawoBneHumu MICLIEBUM PETYNATOPHUM ODTaHOM, 8 TaKOX BIANOBIAHO 10
cneuydikauii, WO MICTATLCA ¥ peecTpauiiHOMY A0CLE KpaTHU-IMNOpTepa abio ¥ focke cneyudikalii Ha npenapar ana
BOCAIKYBAHOr0 nikapcekoro aacoby. MpoTokonw BupoSHwuTea, nakyeaHHA 7a avanidie Gyno nepemaHyTo 1A
BCTAHOBNEHO BignoBigHicTe GMP

ISSUED BY QUALITY ASSURANCE
BUMYLWEHO 3ABE3NEHEHHAM AKOCTI
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AHAJITHYHUEA CEPTU®IKAT / ANALYTICAL CERTIFICATE

IMET® JIJIA TITEHN 4 %
IMET® FOR CHILDREN 4
%
AnaniTHiHe TIOCHTAHBEA CA AF 225322/ Rev.3 CEPIH 906854
Analvtical reference Batch
MOKAIHHK CHET MDIKAHTIST Oanns PEIYJILTAT
ITEM SPECIFICATION BHMIpIO- RESULT
PAHHS
Unit of
measure
B’sa3xa cycnedsis, wo He MICTHTE CTOPOHHIX
peHoBlH, Ginoro abo maibxe 6intoro xonsopy
30BHILHIH BHISA 3 XapaKTePHAM NOMYHITHAM 3aTaX0M Birnozinae
Appearance Viscous suspension, free of foreign : Complies
substances, white or off~white characteristic
strawberry flavouring
B’mxicTs 350800 cIkz 386
Viscosity cPs
3Haqenns pH 3,6-46 4,1

PH

Cepeanifi 06’em 10 praxonis Koxuoro
s3aABneore gosysanis {100 ra/aéo 200 mm)
He noswmpen cKkMagaTH Mernre 100 %
3A4BIEHOTO BMICTY, | MOHeH 06’ eM He MoXe
croTanaTi MeHuie 95 % aasenenoro o emy.
Axno cepensifi 06’eM CTAHOBUTL MEHIIE
100 % saasnenoro o6 emy, a of’eM opHoro
thrakouz crafae Mewe 95 %, aGo sxilo
06’em ne Ginnuie oguoro himaxoHa
CTAHOBHTH MeHiIe 95 %, ane He MeHlle

90 % zagpneHOro 06 emy, CHifl HepeRIpHTH
20 pofaTxopAx §uakonis. ¥ whoMy
BHOANKY cepefrilt 06 em posunmy 30
(G1aKkoniB Mac cTAHOBRTH He Merme 100 %
3a9BRACHOT0 08’ eMy, A 00°eM ne Glmnine nixk
1 i3 30 dnaxoHiB DOBHHEH 2HAXOAHTHCL ¥
nianasoni 90 — 95 % sagmnenoro of’emy

Bignosipae
Complies

06 em, 110 BUTATAETRCH
Declared volume

Average volume of 10 bottles of each
labelled dosage (100, and/or 200 ml)
showld not be less than 100 % of the labelled
content, and ro volume should be less than
93 % of the labelled volume. If the average
volume is less than 100 % of the labelled
volume, and the velume of one bottle is less
than 95 %, or if the volume of not more than
one bottle is less than 95 %, but not less
than 90 % of the labelled volume, inspect 20
additional bottles. In this case, the average
volume of the solution from 30 bottles
should be not less 100 % of the labelled

SYNERLAB ALCALA FATMA: Avenida de Madrid 82, Apariado de correos 37, C.P.28802 Alcala de Tlemares - Madnd - Tél +34 91 35906485
Tnscrita e ol LML de Madeid, of 11-1-9%, Temo 3053, £cfio 23, Secitn ¥, Hafa M-82857, Iuse. P - N.Li, BS B-28659012
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volume, and the volume of not more than 1
of 30 botrles should be in the range of 90 —
95 % of the labelled volume

. He Ginpme xeox inmusigyansmmx Bipnorigae
OIHOPIAHICTS MACH JIO3, IHO . . : i
BUTATAOTbCA i3 GaraTogosonmy | 10 KAHVIKIB MaCH %‘viO)Ky']‘b‘BlﬂX!fIIIﬂ'I("HCS.I sin Complies
———— CepesnLol Mack §1n1,me ik Ha 10 %, 1

. . . #opeH Gineme #ixk Ha 20 %
Ukiformity of mass of delivered N .
doses ! fm!ﬁ multidose Not more than two of the individual masses
, deviate by more than 10 % from the average

conlainers v . ! 5

mass and none deviates by more than 20 %

BizcyraicTs acrox 6imeme 100 muxm i Bianosinae
Posmip uactor U BiHCYTHICTh alsioMepaTia Complies
Particles size Absence of particles larger than 100 um and

absence of agglomerates
[nentudixania iynpodeny
ldentification of ibuprofen
Merog 1 Yac yrpumypanas iGynpodeny ua Binnosinae
Method | XpoMaToTrpami sRIPOSOBYBaHOTO 3pazka Complies

KimbkicKoro ananizy iSynpodeny

BIATIORi A€ Hacy YTPHMYBAHHA CTARZAPTY

The retention time of ibuprofen in the

chromatogram ebiained with test sample of

ibuprofen assay shall match the retention

time of the standard

Yac yrpuMyBarHs i6ynpodeny na Binnosizae
Meron 2 XPOMATOrpani BURpoboBYRAHOTO 3pa3ka Complies
Method 2 BHIpOGYBANHA Ha PO3YHHEHHA BiATIOBIaE

HACY YTPHMYBAHHS CTAHAAPTY

The retention time of thuprofen in the

chromatogram obiained with test sample of

the dissolution test shall match the retention

time of the standard

Yac yrpunmyBsadia HATpio Gen3oaTy Ka Binnosizae
Inemruikanis watpiro xpomaT'orpaMi BEOpOGOBYBAHOTO 3pazKa Complies
Genzonty BLREOBINAC 4aCy yIPUMYBAHRA CTAHARDTY

g ) . The retention time of sodium benzoate in the

Fdentification of sodivm . .
benzoate chromatogram obtmm.zd Wftk test sample

shall match the retention time of the

standard
Posunmenus iGynpodeny Q= 80 % nporarom 15 x8/ 9% E.;ﬁ;;giae
Dissolution of ibuprofen 0 = 80 % for I5 min © 6~98°/; )
Kinexicau#i ananis natpio 4,5 — 5,5 Mr/5 M (90 % — 110 %) MI 4.9
Genzoary 4,5 3,5 mg/Sml (90 % — 110 %) mg
Assay of sodium benzoate
Kinexicrit ananiz iGynpodeny | 190,0 - 210,0 mr/5 mn (95 % — 105 %) mr 194.2
Assav of ibuprofen 180,0 - 210,0 mg/5 ml (95 % — 105 %) mg ’
Kinskicuuit smicT momMiniok
Quantitative composition of
impurities
4"-izofyTunaueToderoy <0.10 % He Busereno
4 -isobutylacetophenone - Not detected
2-(4-6ymuirdenim)nponionora He nsmnesio
KHCITOTA <030 Yo Not detected
2-{4-butyvlphenyl)propionic acid
Heinentudikopani noMimKy,
QKpEMO <6,10 % (Rrt 0,353 0,04

Unidentified impurilies,

SYNERLAR ALCALA FARMA: Avenida de Madrid 82, Apartado de correos 37, C.P28802 Alcala de Henares - Madrid - Tl +34 91 889 06 00
Inscrite er; o RLM. de Madeid, ef 13-1-06, Tomo 5058, Felio 78, Secxidn £, Hoja A-32957, Tnse. 7 - NLF. E§ B.25059012
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separalely

Cyma uelgeutuiicoranmx

JOMILIoK £0,70 Yo 0,04

Sum of unidentified impurities

3a]"a}I!::HHH B.M.IECT AOMILLOK <1,00 % 0.04

Total impurities

Mikpo6ionoriyea YyHcToTa

(TAII:/IC) D <102 KYO/mn | <10

Microbial purity (TAMC) " CEU/mL

Mikpo6ionorivHa YyucToTa <10

(TYMC) D < 10! KYO/mn
CFU/mL

Microbial purity (TYMC) Y

Mikpobionoriuua sucrora
Escherichia coli ©

Bincyraicts Escherichia coli/mn

BincyTHicte/Mn

Microbial purity Absence of Escherichia colifml Absence/mi
Escherichia coli ¥
1jennpobysanna nposoIaTs Ha Kol 10-H cepii, ne pimue ogHoro pasy Ha pik
1)ithe test perform on one af each 10 batches or ai least one batch per year
IHDOPMAILIIA PO ADI iBUPROFEN
INFORMATION ABOUT APY Ph. Eur.
Cepin 014004/014630
Batch
Cepia nocrauaipinka 4050-4853/4050-4855
Supplier's batch
Bupobunk SI GROUP INC
Manufacturer
Hocrauansnux AZELISESPANAS A,
Supplier

Hara anamisy:
Date of analysis:

Ceprudikar Bix:
Certificate dated in:

10/06/2024 }E

fﬁi&w&" :
{ 4

oL LE
10/06/2024 Luis Fitentes

Hauannuuk Bigainy xoHTpoIo

AKOCT

Head of Quality Control

SYMNERLAB ALCALA FARMA: Avenida de Madrid 82, Apartado de correos 37, C.P.28802 Aleala de Henares - Madrid - TéL. +34 01 880 06 00
Ingcriia e ff RM. de Madnd, 8 11-1-96, Teoto 5U5%, Folm 28, Seccidn £, Kojz M-82957, Inse. 7* - N.LF. FS B-28055012
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AHAJNITUYHHUUI CEPTHOIKAT
ANALYTICAL CERTIFICATE

IMET® JIJISI JITEW 4 %
IMET® FOR CHILDREN 4
%
ABATITHIHE TIOCKARHHSA CA AF 225322/Rev.3 CEPIS 906854
Analytical reference Batch
MOKAZHEHK CITEUA®IKAIIA Quatsnus PE3YJILTAT
BHMIipro-
ITEM SPECIFICATION BaHHA RESULT
Unit of
measure
.. BigcyrricTs 8 10 M1 Bincyrnicts
C. Iypoitica Absence in 10 mi Absence

Jlara agaiizy:

Date of analysis:
Ceprridikar siz;
Certificate dated in:

i

10/06/2024 (i y

(Signasir i [,é{r‘
10/06/2024  Lutis Fitciites
HavaneHux BiALTY KOHTPON
AKOCTI
Head of Quality Control

SYNERLAB ALCALA FARMA: Avenida de Madrid 82, Apartado de correns 37, C.P.28802 Alealo de Henares - Madrid - TéL +34 91 889 06 00

Inscrite on g} R, de hadrid. of 11-1-96, Torun SO58, Folic 28, Sectivn 8, Hofa M-82057, Insc. 7 - ML, ES B-23050012




