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SKU 3013222 Frecuitt
COA YERSION 19 u E T PTH®OIK
NAME OF PRODUCT:  [NUROFEN® FOR CHILDREN CERTIFICATE/CEPTHOIKAT
HA3BA NPORYKIH: HYPOOEH® IJA JUTEN Ne 1

United Kingdom Beamxa Spurauin

Cauntry of manufacturing / Kpatha-supoluux
ICI‘.RTIF ICATE REGISTRATION NUMBER:

UAS791400101

Dosage form / Jlikapcesa dopma

HOMEP PEE(.TPAHEHHOI"O MOCBLAMEHHA: JUA/79140101 '
Strength / Potency: / Cuna aff / Actinnlcrs: !buEroren 100 mg/5 mi / 16ynpadien 100 Mo/ mn

MESS MR

Strawberry Oral suspension, 100 mg/5 mIACycnensis opanbia 3 momyHyHHM cMaxon, 100

{Package size and type / Posmlp Ta THR nakesanun

200 ml in a bottle, | bottle with & syringe as a dosing device in carton box /
no 200 Mn y dinaxoi, no | drexoHy ¥ xomnaexTi 31 WNPHUOM-ToIATOPOM ¥ KAPTOMRIH

kopobul -
BATCH NUMBER/HOMEP CEPIL:  |aGeoas [Ri0 o8 MACKEACTURE: FAATA 01/2024
|*BATCH 512E 1 *PO3MIP CEPIL: 4270|§’§$T?l‘6%f‘“ JAKIHYENHA TEPMIHY 0172027

Respoasihle for mauufa_cture of the product,
packing, quslity controt and release /
lBlnnonbum.nun 38 BipoSHIUTBO, NAKYBAHNA,

Reckitt Benckiser Healthcare (UK) Limited, Densom Lane, Hull, HUS 7DS$, United Xingdom

Pexxirt Betxizep Xencxep (KOKef) Jlimiten, ﬁwwu .ﬁcm&, Xann, HUS TDSTEEnnm

KGHTPONR MicoeT] Ta BHAYyeR ceplf Bpurais
Manulactueing License/ Nluemin na snpofunurso:  |[MIA 63 )

RESULTS OF RESULTS itnv

ANALYSIS ANALYSfS
TESTS LIMITS PEIVALTATIS PEXVRRTATI

MOKAIHIIKI HopMit HARIID ANAIDIR

10060071 10050068

Description / Oniac: White or an off-while, steawberry flavoured

[(Visual/Bizyanbus) suspension f Complicy/ Complics/

Bina abo mafwe 6ina cycnensis 3 nosywmunnm {Bisnosiaae Binrosiaad

3ANANOM,

Identification / LaenTudinauln
buprofen {HPLC)/ 16ynpoden (BEPX):

PositiveTlozuruang

Positives Flovmmans

Positivef Noaurineny

1dentificstion Domiphen Bromide/
LrenTudixauis Nomideny Gpomin

PosltiveATosnrunio

Positive/ Mosicrneso

Positive/ [lonmteno

" 1dentiflcatlon fbuprofen by IR/

" lnenrndixauln [Gyapoden (14 dyp'e
CneKTpoMeTpin)

PositiveNossttheno

Positive/ [Novmne

Positive/ Novrristo

Last tested:
ZIATa OCTANHLOMD TECTYRAMA:

04.2024
pH (at 20°C)/ pH (npn 20°C) 4.0~4.5 44 44
Density (st 20 °C) / Tycruna (npn 20 °C) 114118 g/ml/ 114 =118 A 1,18 g/ml 1.15(han)] 1,15 g/mi LiS{rn)
Ibuprofen content/ ; N
Kianxicue suanavennn I6ynpodeny 1.9-21%wh /1.9 ~2.1 % miob 2.0 % whv 2.0%:1/08] 2.0% wiv 2.0% miob
Domighen Bromide content / Klankicue
~ |BIIHANEHHA Jomidery Spomin 0.0095 =0.0105 % wiv D.0101 % wiv 0.0101 % wh
0.0095 ~ 0.0105 % mioS 0.0101% /o6 0.0101% w8
=) .
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SKU 3013222 W reckitt

I:Microbl_al Quality: /* MixpaGionorians wacrora:

Last tested:
Eur. Ph/Esp. . 2.6.12, 2.6,13) . Jlara ocTakHbOr TeCTyRENA:
04.2024
a) total aerobic microbial count (TAMC)anransue .7 . Cormplics/ Complies/
4¥Cn0 acpoBiux Mixpoopranizstis (TAMC) not more than 102 CFU/mI # ue Sineure 102 KYOdMn Blanosiaae Binnoaizas
b) tatal fungal yeast and mould count (TYMC) _ .
AragLHe YN Apixaxosux | nnicerenix rpubie not more than 10" CFU/ml / we Ginswe 10' KYO/mn Complies/ ‘C.omplmf
Binnositee Bianodiaac
{TYMC) .
e s - . Complies/ Complies/
ic) Esherichia coli Absent In liml f BincytHicte » [ ma IBi,nnoslnac Bianosizse

Certification statemvent; / 3asinsa npo ceprudixanin: -

L hereby centify that the sbove information is authentic and accurate. This bateh of product has bees, manufactured, including packaging / labelling and quality control a1
Lhe above menttoned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the apecification in the Reglstmtion Dossicr, The
[batch procesting, packaging and snalysis record were in compliance with GMP.

15181 2 3ac8inetyio, o pancaena snme indopaanin € ACCTOBIPHOK TA TOYH0N. LI cepina npomyxult Gyad mipoSnctn (sxmousom ITAKYBEHHA / MApKYREHHE) TA
nposeatio kouTpont T AXOCTI HA Mrwesmiaveiilt Abrssynl ¥ noatif) elanonlznocti 3 anvotasn GMP, scranosnemay sicuesin PETYATORHNM OPTAHOM, § TAKOK

rinnosimio g0 coctidinadhifl, mo micTrTaca y peceTpauinuomy nocut. Tipotoxonit spoSiaxres, naysanin T ananizis 6yNo REPEEIHYTD Ta seTRIORNCHD
rianosigiicn GMP,

Comments /Komenrtapi:

*Every tenth batch or st least apnually / TecTycanen xoxus 10 cepla, ane ne wemue | copil na ple
" Non routine, The initial three production batches will be lested and thereafler every tenth batch or at least annually / He pyTiimufi recr, TecT nposcacto Ha nepmix
Tp30x supodaiin ceplex, noTix NPoREANTLCA HA xoXcll) RecaTii, anc ue plmue oasero pasy ua plic.

* The batch size is indicated a3 cases quantity per manufaciured batch. One case hain consumer packs. / Paruip cepil imnauciio ax kimxicts xopobls supolisenol
cepil. OZnM kopol MiCTITE | croxiBuIe ynaxoaok.

Name and position/title of person authorizing the batch release/ Date of signature /

nglsmme T nocma{:namm orobu, aica BHIAATE no3Bla HA BNYeK Signature / Mianue . Jarn nignncanus;
9 PASASE AR o, &P > » =~ | oa%m«ﬁl&é
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