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SKU 0162721 Y Reckitt &
Benckiser
COA VERSION 19 ALITY CERTIFICATE / CEPTUDIKAT SKOCTI
NAME OF PRODUCT: JNUROFEN® FOR CHILDREN CERTIFICATE/CEPTH®DIKAT
HA3BA RPORYXILL: HYPOGEH® I AITEHN Ne 1

Country of manufacturing / Kpaina-snpoGusr

United Kingdom DBestuka Bpurastis

CERTIFICATE REGISTRATION NUMBER:

UA/7914/01/01

HOMEP PEECTPAUIHHOIO NOCBIAYEHHA:

UA/7914/01/0]

Strength / Potency: / Cuna ail/ AkTneHicrs:

fbuprofen 100 mg/5 m! / I6ynpoden 100 me/5 mn

Dosage form / Nikapceka hopma

Strawberry Oral suspension, 100 mg/5 ml/Cycnensia opansia 3 nOAYHHYHHM entakom, 100

MC/S M

Package size and type / Posmip Ta Thn maxonanus

100 ml in a betile, ] bottle with a syringe as a dosing device in carton box ¥

no 100 Mn y Grrakoni, no | daakoiy ¥ XOMMAEKTI 31 IIMPHIION-N03ATOPOM ¥ KAPTOHIIH

kopoOui
BATCH NUMBER / HOMEP CEPLI: AGBO077 IDATE OF MANUFACTURE: f TATA BIIPOBHIIITBA: 12 /2023
_ EXPIRY DATE / AATA 3AKIHYEHHA TEPMIHY
*BATCH SIZE / *PO3IMIP CEPI!: 96385 OPHIATHOCTI: 12/ 2026

Responsible for manufacture of the product,
packing, quality control and release /

Reckitt Benckiser Healthcare (UK) Limited, Dansom Lane, Hull, HU8 7DS, United

Kingdom

BianopinansHudt 3a BIPOSHHUTEO, NAKYBAHMA,
KOMTPOAL AKOCTI TA BHOYCK tepil:

Pexkirr Benxisep Xenckep {I0Ke#) Jlintiten, dedcom Jefir, Xaan, HUS 7DS, Benuxa

cneKTpoMerpin)

Bpumania
Manufactering License/ Minensin us nuwpobunurao: [MIA 63
RESULTS OF RESULTS OF
TESTS LIMITS ANALYSIS ANALYSIS
OKATHIIL HOPMIL PE3YJILTATII PE3YABTATII
AHAJIIIB AHAJIIB
10057547 10057548
Description / Omirc: White or an off-white, strawbetry flavoured suspension /
{Visual/Bisyansno) Bina aBo maitwe Gina cycrensin 3 nonyiyimy zanaxost. J[Complies/ Complies/
Binnoeinae Binnosizac
Identification / Izentsipinanin . 'Positivel Positive/
Ibuprofen (HPLC) / I6ynpoden (REPX): PositivefTlosuTibio TMonrnuiio ToaMtHuna
Identification Domiphen Bromide/ Positi .
; A ositive/ Positive/
InesTudixauis Hosieny Gpomin PositiveTloskrwano Moaurusso [Mo3uTuaxo
*Identification Ibuprefen by IR Posilive/Tloaurusho Paositivel Positive/
*laentidicauia Iynpoges (IM Dyp’c Taznruano Nosurusno

Last tested:
Hata ocTaniboro rectyraus:

0l /2024

pH (at 20°C)/ pH {npx 20°C) 4.0 4.5 4.5 4.5
Density (at 20 °C) / ycriwa (npu 20 °C) 1.14— 118 g/ml/ 1.14 — 1.18 taun I"l‘sj(gf’“') l"l':(ﬁf‘“')

. riMn, * A
Ibuprofen content/ o s
Kinbxicne Bminanenun I6ynpodeny 19-21%wiv/19-2.1 %wm/ob 2'02/:};” tof 20% ‘??62'0%

f MG M
i’:":':;l’q:m B';"";" conent ! Kiawiciene 0.0095 — 0.0105 % wiv 0.0099% wiv | 0.0100% wiv

nug Qomigeny Gpomin 0,0095 — 0.0105 % /06 0.0099% mio6 | 0.0100% w/os

Reckitt Benckiser
Web:www .reckittbenckiser.com

PAGE10OF2

31/01/2024 07:49

brall 5 07

o fL aﬂ/%




SKU 0162721 W reckitt

Benckiser
**Micrebial Quality: / **Mikpobionoriuna Last tested:
4HCTOTAS
Eur. PWEsp. ¢ 2.6.12, 2.6.13) Ilata OCTaHHLOTO TECTY BANA:
01/2024
a) total acrobic microbial count (TAMC)/3arantse 3ot more than 10° CFU/mI / ne Glasuse 10° KYOfsia Complies f Complies /
uncno acpobuux sikpoopraniamis {TAMC) Binaosinae Biznosinac
b) total fungal yeast and mould count (TYMC) . .
f3aranbHe YHCRo ApiXmHoBHX | nricesedux rpubis  fnot more than 10' CFU/mL { we Ginsure 10" KYO/n g?T]E:;S:c (l;:umnﬂ::;:ai
(TYMC) ia
¢) Esherichia coli Absent in 1 ml / Bincyuicts & 1 s gzl“:;::a’; g?m"r’lzzﬁa’;

Certification statement: / 3assa npo cepTidixaniio;

[ hereby centify that the above information is authentic and accurate, This batch of product has been manufactured, including packaging / labelling and quality contro]
Jat the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the specification in the Registration Dossier
The batch processing, packaging and analysis record were in compliance with GMP.

Ll % 32CBINYYIO, 10 HaBeAcHR BHIIC inGOPAALLA € ROCTOBIPHOK Ta Toutew. Lo cepito npoaykuii 5yno sHpoBRCHe {BXNIOYAIGHN NAKYBARKE { MAPKyRAKHR) TA
POECACHO KOHTPOE ¥ AKOCTI Ha BumeImINAEIiN NinbiL ¥ noswifi sinnoBiAHOCTE 3 Bisorastst GMP, BCTAHOBREHIINII MICIICBIA PEFYIATODHITM OPTAHOM, 8
TakoK BiAROEIANG A0 cneundikadit, wo MicTaTeer ¥ peceTpauifinony nocse. [IpoTokonn BUPOSHILTEA, MAKYBARHA T4 AHANIIIB GYNO NEPEFNAHYTO TA BCTAHOBREHD
|einnosinuicts GMP,

Comments /KonenTapi:

* Every tenth batch or st least annually. Tectycrsca xoxna 10 cepia, ane we semue 1 cepii #a pix.

** Non routine. The initial three production batches will be tested and therealter every tenth batch or at Jeast annually

He pymvinmisit Teer. TeCT nposcacno 1A MEPIN TPhOX BHPOGHIMHX CEPIAX, NOTIM NPOBONMTEC HA KOWHIlT necaTifi, Ane He PLIE OANOTD Pasy Ha pik. The
ralch size is indicated as cases quantity per manufactured batch, One case has 12 consumer packs. / PosMip cepii 3a3Hayeno ax KIAbKicTh xopobie anpobnenoi cepii,
Ontin xopol aicTHTE 12 CROXUBUIIN YNAKOBOK,

Name and posltion/title of person authorizing the batch release /
Tipiasnmte Ta nocanafipanun ocofit, #KA BHAANA Q03BN HA BHNYCK Signature / Iianne
cepil

Date of signature /
Jata nianucannn:

avis Hﬂ“’*ﬂf&; b ( ! 31} el 2c 2y
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