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NAME'OFLPRODU,CT i INUROFEN® FOR CHILDREN CERT]FICATE/CEPTHO!KAT

A3BA NPOSYKIE: _ [HYPOOEH® LA nmm Ne

Country of manufacturin IKpama-mpoﬁmm ‘ Umtcd ngdom Benum Epm-ania s

CERTIFICATE REGISTRATION NUMBER: JuA/8233/0101

HOMEP PEECTPAIIIF(HOTO ﬂOCBI}l‘!EHHﬂ‘ UA/8233/0101

{buprofen 100 mg/ 5 mi I lﬁynpoq:eu 100 ).trl SMn

Strength /- Potency: v ) Cuan gt/ Axrusulers:

Dosage form / Jlikapenxa.dopma

" Otange Oral suspension, 100 mg/$ mi/Cy
Jse/San

cneiaia opansha 3 anenwuuonsm cmxom, to0

Package size and type 1 Poamip Ta TH NAKOBAHHA

{100 ml ina bottle, ¥ bottlc wnh an oral syrmg
1no 100 ma'y dnakonl, no 1 ‘pnaxony’y kamnne
fxopobui

¢ as a dosing’ devuce in cmon box /
KTi 3 GINPHLOA-ROIATOPONMY xaprounift

BATCH NUMBER/HOMEP CEPIL: |AGALI4 ‘;;‘,Tf,gf,m;'i‘f‘m’“ TRATA 1172023
; 1
*BATCH SIZE/ *PO3MIP CEPIT: o048 | "ml‘; o ;;r:;.: %’;;‘0% "““3" 1112026

quality’ control and release. hnoaimnmun 1

Responsib!e for manufacture or th ¢ pmduct, pu:klng o

cnckxsa Healthcm (UK) anted Dansom Lane,

Hull; HUS 7DS; United Kirigdom

BHPOSHIITRO, TAKYBAHNA, KoHTPOAL RKOCTITA

nnnycx cepil:

: Pexxirr Scnmep Xencxep (1OKeR) Rmm.n, Ilc

HCOM Jleml, Xalm, HUR7DS, Benuxa

, Reckitt Benckiser
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ABpurauin ,
Mnnufacturing L!cemel Jliuemlx na Bnpoﬁmﬂuao. IMIA 63 5 L
TESTS LIAMITS RESULTS OF ANALYSIS | RESULYS OF ANALYSIS
QOKABHIIKI fOPMIt rszms{:;wumzm PERY .ns‘:",\m ,\:Mms
Description/ Omne: White or an off- white, orange flavoured
suspension / Complics/ Complies/
bima 260 anftwe  Gina. cyencinia 3 Binnosinac Binnoninac
‘ ) ,  |ancnucuuonny 3anaxos
{identification / tacxTndixauin B ,‘ ’ e ‘ S
Ibuprofen / 16ynpoden: | ?o§§§?§}§:no§nwnlxo S : ?qs:t\feffnmnmxano Positive/ Toaumitsto
tdentification £ laenidixanin e ' e o
Domiphen Bromide / Il.omlq:euy Gpondn Pu:nligclno:nxunrto Pom’lw’el DNontmzio Positivel [Tonrenano
pH (AL 20°C) pH (npH20°C) Jo-45 44 44
Density at 20 °C glem® / Tyeruna np1 20°C 1 14= I8 g/ml/ 114=1.18 thin Li6gmif1i6rhm | 116 gmi/ LIS thin
Assay lhuprofen/ 50 —
Kintiicue siiznasenun 16ynpogeny ~ ’9"“% » 21% 21%
Assay Domiphen Bromide/ ‘ 1 s ;
Kinnxicue nnmmcuna ,ﬂomiq:eﬂy Gpcmh > 0‘;, e -00!05 % y ’ 0.0101-% 0.0103%
**Microbial Quallty.l"MixpoﬁlMorhm -mcron. e ‘Last tested: o
(Eur. Ph/Esp. ©.26.12, 2.6:13) Jlat ocrannboro TecTysann] h 2023
4) total acrobic: ricrobial count. (TAMC)bammc not more than 10} CFU/ml /ue Gimwe 107 |Complies/ Binnosinac Comphcsl Btanosinac -
uticho acpoluux Mlxpoopram:mlu (TAMC) KYOfMJI
b) total fungal yeast and mould count (TYMC) Compties/ Binnoninac Complies/ Bianosindt
faransiie yucno-apiaxakosmt i nnicenesux rpubis :‘(o;g;o:: then 10" CRUAmt / we Ginsiue 10° .
(TYMC) ’
Complics/ Binnosial Complies/ Bi inae
¢) Esherichia coli Absent in ) ml 7 Blzcyrwicrs = 1 nn plics Bignoniaae | Complies/BIAROHA
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Certification statement: / 3anpa npo ceprudicauiro:
L heeby cealfy thatthe above nformation s shentic and aecurate
ihe above mentioned site(s) in full compliance with the GMP requir

batch processing, peckaging and analysis rec ord were in comp

This batch of product has been manufactured, including
the mmegutgm;mhoﬁgy;m with ification inthe chismﬁon Dossier. The

‘ b.{mo,qc,pho npoaykuit Syno sipobacuo (sxiouBIONs TIAKyBaH

uding packaging/ labelling and quality control &
the spec g

1A/ MapkyRsINg) TR

i 8 38¢Bineye0, WO HaseacH e bidop ; 1010 T8
& T axocri #a srmezmmyenlf Ainsistud y nosuift

poBEAcHO KOHTPON ; 0 asns y 1 i o :
sianosinno 50 cneindikadifl, o MICTATECA ) pec’crp‘aumuo‘say aocsc. TTpatoxotit e1tpoBHIUTES, NAKYBAHRETA ananiais Gyno NEPErRAHYTO T8 BCTAIOBACHO
sinnosinnicts GMP. : ) ] ) » ‘J

p0cT, 3 syoraxin GMP, BCTasoBICRAMI MICUEDIL pEryT:

ATOPHIIN DPIBHON; 8 TAKOX

Comments /KomeuTapl:

nually. Tectyerses komna:10 cepln, ane ne sepe | cepil pix,

Every tenth batch or i {cast an
 Non routine, The iniitial three production baches will be tested and thereaftet every tenth batch or at least annually
$1e: pyvossifi Tecr TEcT nposeaciio 1 fle LI TPLOX anpotitix ceplax, 1IOTIM NPOBOMIITECR K KONHIN Aecarill; anc e piawe ONHOIO paty 1a pix.
+ The batch size Is indicated as cases quantity pes mianufactired batch, One case has i3 consumer preks:¥ Posulp cepll anaseno.ax xinskicns xopoSis supolnerol
cepit, Onitn kopoS uicTiits 13 .c0MIsHIX yORKOBOK.
Name and position/title ofkp‘crmgntho:iz‘ingithe‘ba‘tch release/ Date of signature/
{MiphenweTa nocann/3sanns ocolii, AKA BIAAAR Ao3sin Ha BHAYCK Signature Iianue.  § ; Jllti»ﬁin:ilcluud'
‘ - E N k 1_‘——.— 14 ojl 2024
! i
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