“y
L
SKU 3013230 F Reckitt
Benckiser
i
COA VERSION 3 QUALITY CERTIFICATE / CERTHOIKAT AKOCTI
, NAME OF PRODUCT: INUROFEN® FOR CHILDREN CERTIFICATE/CEPTHOIKAT .
o HA3BA MPOAYKUMN: _ [HYPOOEHS LN UTER No2
Cnnlz ufnanul‘atturlui { Kpatua-sxpofwninc Uniled Kingdom Beniuxa Epirvanx
CERTIFICATE REGISTRATION NUMBER: UA/R233:01 01 from 25.07.2017 ull Unlimited
HOMEP PEGC‘I'PAI.U“HOI‘O NOCBIAMERHA: | UA/8233.01 0] 3ix 25.07.2¢17 mo wcobaomeniit
Stnn‘ﬁu / hlenﬂ: 7Cnns afl / Axrusisicrs: Ibugmt‘cn 100 mz 5ml° lﬂwo‘kn 100 mr/ 5 mn
Dasage form / Jlikapcasia $opma s Orange Orslsuspension, 100 mg/ S ml ' Cycnensin opansus 3 aneALCHROBIM CAaK0M, 100 M5 am
200mlina bome. [ boitle with ant oral syringe as a dosiag device in carlan box ¢
Package size and type / Fonsip T8 Tunt asxossuun no 2008y b na | & Yy T1 7 INPHUOM+A03ATONOM ¥ KIPTOHHIR mpomu
BATCH NUMBER /HOME? CEPiL: © 021966 DATE OF MANUFACTURE: / 1ATA BEPOSHHLUTBA: : 0812020
*BATCH SIZE /*PO3MIP CEPIL: 2000 EXPIRY DATE/RATA JAKIHYEHHSA TEPMIHY NPHAATHOCTI: 0812023
Responsible formanufacture of the product, packisg, | Reckitt Benskiser Heakheare (UK) Limited, Dansom Lane, East Yorkshire, Hull. HUS DS,
quality control and release ) Biznosliansumii 3a United Kingdom _
) PHPOSKILTEO, HAKYRANHA, KOITPOAR NKOCTE T8 Pernart Benwnep Xeacxep (FOKeH) TIITEL, FLENCOM NERN, RAIN, CXUIHHA Tlop kg, HUR
. ' sunvex cepli: 7DS, Bemxa Bputanix
: " Mmul‘actutln‘ License! Jinenin 1m snpoSunszno: | MIA 63
Iy Certificate of GMP compllance of llsted site | Ceprudisar
' ; ; siznosianecti GMP 218 snmanenel Alysniui: UK MIA 63 lasp GVIP 637170920017
TESTS LIMITS RESULTS OF .\m\l.\'sls
HOKATHIRY HOPAR . PEIVABTATI AHAIRID
: 591428
v e b
Description ! Qune: : White oran off- white, arange flavoured suspension ; Comphes -
. Bing 860 maac 6113 CYCHCHTIS 3 BNCALENHOBHA 1ANAXOM Bianowiaac
Mentiflcat
lb::ut:u ':;;:,::’::::”m Positws c.Tlomrriaio Positive Tlonimuauo
! !
mm;':on‘:;";‘:o’:::w Sponia Posuw eTlomtueno Postve/MTlomtHsno
C ‘ pH (at 20°C)/ pH (npu 20°C) 4.0-45 45
‘ e 4i$
L : Density at 20°C, g/ern3 / Fycruna (npx 200C), riexsd [ 1.4 118 11 pem'irod)
. Iili
Ibupra(en content/ R
Kiavkiciie sniwagesua 16ynpodeny L9 21% :‘z ¢
i b
! Domiphen Bromide content / : . R
‘ Kinsxdene aemavenin Zonidery Sponka - 00093 ~p.aL05% : : g'g}:: *
HE T S ¢
; i (‘;Mkp;obl-l %m;gzy; 2/ ‘;r:';uﬂ“m‘:_ NCTOTA: " Last rested '8 2030 :
Do ur. Ph Esp S . Rata actansnoro Tectysana
Coq 1) total aerabsc microbal ) s
L .;:“::r:“::p::":mc:umwum-mcno nolmore than (02 CFU mi - ue Sinsuse 16° KYO mn ® Complles : Bunoli.::ac
! b) total fungal/ycasrand moukd countf:urulme aneno . L
Lo Apiwwenux nnicenenix rpuble Comphes - Buarosiaac
b ] E:heﬁchia coli ‘] Complies ! Bianosiaac

ﬂw Q{,/ NS
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SKU 3013230 W Reckitt
Benckiser

Certification statement: / 3anus npe ceprudhcanio:

) hereby cotify that theabove mformistion 13 authentic and accurste  This boich of product has boen manulactured, including packaging ! labelling and gquality conirol ai the
sbore mentioned sitc(s) in fulk compliance with the GMP roquirements of the local Reguisiory Authonity snd with the specificalson in the Regustration Dossier, The batch
proccssing, packagmg and zmalysis record were in compl with GMP '

Lhot 8 1C0124YI0, 0 1RBENNE AHIC ehopMAR € ZOCTOBINIOK T3 Touko®. Lio cepiio npoaykid) Gyso pipeliacnn (IA0UAIONM HAKYBAMS . MARK) BAHIA) T8 DPORCACHD
=ourtposts TV AKOCTI 1A MIURCKINANINT IwnINUE Y 9RHIR BUMICALDICT 3 A3M0i 2l GMP. BCTRIOR.StTINN HICULBIDN PAYIATOPISM OPERTI0N, 3 TOKOXK SUIHOBIAID fio
et iksdiR. w0 MICTATLEA § percTpAnftiony 20cke TIpoToKONI BRpoSiasa. nakysduit T8 anoains 6yN0 NEpernaNyTo Ta SCTEKIMIENO stanostancn GMP.

Commests fKoxmenrapi:

* The bach s1z¢ 15 ndicaicd ot cases quantity per manufactured batch. Onecase has 12 consumer packs 7 Poznp cepil 3319ucH0 K XinsxicTs xapo6is
supobacuo) cepit Oann wopoB suctims 12 cnoxumnix ynaxosox '

** The inrsal three production batches will be lesied and thereafier every tenth butch or al least annually.

TecT NPOSERCHO HE NCPUILY TPROX CCPIXX, MOTIM RPOSOAITILS HE KOXHIA 2eCATIR, AN e Plawe OAROIO PATY WA PiK,

Name and positionititie of person authorizing the batch release / Date of signature /
Tlplwioue T8 nocana’zeemx 0¢obau, Axn suasna 2o1sin Hs Bunycx Signature / {Tiagme Dlave mianmcsuin:
OBVH) Haavew (_;f ; - | 1nne
{ }
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JEPXKMKCIIYXBA
JAEP)XXABHA CJIYXEBA 3 JIIKAPCBKHX 3ACOBIB TA xompomo 3A
HAPKOTHKAMH Y KHIBCHKIM OBJIACTI

npocnext Banepix JloGanoscaxoro, 51, M. Kuls, 03110, ren/daxc: (044) 2753030
E-mail: dls.ko@dls.gov. ua,hmJ_m_d];.M Kon €APTIOY 37078774

BHCHOBOK
npo AKicTHL BBe3eHOro 8 Ykpalny aixapebkoro 3acoGy

21.10.2020 2 54167720/10

HYPO®EH® LIs1 JITEN
{nafbucrysania Xixapchxoro 3acofy ariguo 3 peectpaniiiond rocainrcHH)
cycnensid OpAILEA 3 ANEALCANOBHM CMAKOM, 100 Mr/S Ma; 00 200 ma y danxoni; no 1
$azxony » xomnnexTi 3 mnpunoM-Ko3aTOpoM y Knpronuill xopobui

(bopma sxNyCKy, IOTYBSHRR, RUL MAKYSARHA AIXAPCLEONO 32006Y)

Howmep peecpauifinoro noceixwenus UA/8233/01/01 crpox il peccrpaxistnoro nocaimaenns 01,01.2099
Cepin nixapcszoro sacafy M 021966 Kimuxics ssescsoro nixspesxero sacoSy 24000

BupoSunx Pexxitr Benxisep Xencxe xet) Jlimiten, Bemuxa Bprrrania
{Hafivexrypanite snpobuica ixapcrxoro 38cofy, kpalke noxomrenns)

Tosapucrno 3 abMexenowo nianosizansaicTo "Pexxcirt Beuxhep
Xaycxons Ean Xenc Kep Vicpalua®, ixenr. xoa: 33696041

(m«mm 8 202 32 CAIPTIOY 10pmureol 0cobk alo nplasiene, iM'a, 1o Gazsaonl Gizivio)
ocobin « nianpuexas, IF micue npoxweans Th peecTPALILiNUR stomep obtixosol XRpTICH DAETHIKR
noasTxis alo ccpin T8 HOMEP macnopTs)

Boeaeno » Yupaluy

Tipotoxon shyaasnore xouTpoaw sl 15.10.2020 2 3470/1.

3a PpEIYANTATENH ACPRASHOTO KOHTPONIO BCTAHORMRNEHO, mo aixapchxiit 3aci6 mscseso B Vxpalny 3
AOTPEMAEHRM 34MOr 3X0OHONARCTES MO0 YbearTenciin AXoCT Jixapenkix 3a¢o6in,

.JacrynEnx HaWILHAKE BizaiTy
J.lepmaor vl S

{/ / 3y6Gapera H. B.

(l‘l’iannc) (inluam ra npiasnme)

-




s

AEPXJIKCIIYXEA
AEPIKABHA CJIVIKEA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 34
HAPKOTHKAMH Y KnfBCBLKTI} OBJIACTI
npocnexr Banepis Jlo6anosckkoro, 51, . Kuis, 03110, Tes/dakc: (044) 363-06-50

E-mail; dls.ko@dls.gov. ua,hgpg://m.dls.gu.gg, Kon €IPTIOY 37078774

BACHOBOK
Ipo AKiCTbL BBe3eHOro B Yxpainy aikapebxoro 3acoby

20.09.2021 Ne 51588/21/10

HYPO®EH® 15t AITER

(raliMeryBanns nikapcroro 3ac0Gy 3rizHo 3 peecTpanitingm nocsiriennam)
cycnensist opaabua 3 AUENLCHHOBHM CMaKOM, 100 mr/S ma; o 200 pmy Y burakoni; no 1
baaxony s KomuuiexTi 3i Inpunom-103aTopom Y KapToHHii Kopobni

(dopma BRNYCKy, n03yBauus, BUA Pexysanua nixapcsxoro 3acofy)

Homep peectpanittioro nocainvenis UA/8233/01/01 CTPOK 2l peectpaniiivoro mocsimuenns 01.01 2099

Cepis nixapcrkoro 3acoby M ADASSS Kinexicrs saesenoro nixapcaxoro sacoby 24624
Bupo6uux Pexxitr Benkizep Xenckep (IOxeit) JliMiten, Benuxa Bputanis
(Haftmenysauna BHPOOHMKR ikapcEkoro 3aco6y, kpalua noxonxesng)
Baeseno B Vpaluy Tosapuerso 3 obmexcenoro Biamoninansuicrio "Pexckcirr Benxizep
Xayexona Enn Xene Ke YKkpalua", ixenr.
(naiMenyBanis Ta Ko 880 nipiannume, iM's, 110 GaTexoR] Gizuunoi
0coGH - nianpuemus, 1 Micue TIPOXHBEHHE TA peecTpaLitius HOMep o6aixoBot kaprxu NaTHHKA

32 pesymraramy ACpAABHOTO  KOHTpamo BCTAHORNEHO, o JiKBpCHKHH  3acif BBCIEHO B Vipalny 3
AOTPHMARHHGM pumor 3aKOHOAABCTAA WO/O 3abesneyerny KOCTi Jtixaper K 3acofis,

Onexciit COJIOZPALL

(iniviann ra npissume)




SKU 3013230

7‘vReckitt

Benckiser
COA VERSION 15 / CEPTHOIKAT Tl
NAME OF PRODUCT: [NUROFEN® FOR CHILDREN CERTIFICATE/CEPTH®IKAT
HA3BA BPOAYRIL: HYPOGECH® 118 UTEN Ng 1

Country of manulacturing / Kpaiua-supobus

United Kingdom Benuxa Epuranix

CERTIFICATE REGISTRATION NUMRBER:

UA/B233/01/01 from 25.07.2017 ull Unlimited

HOMEP PECCTPALIITHOIO NOCBIAMEHN5:

UA/8233/01/0! Bia 25.07.2017 xo0 HeoBrexenni

Strength / Potency: / Cuaa ait / Axtiusuicrs:
A

Ibuprofen 100 my 5 ml/ [6ynpochen 160 e/ 5 man

Dosage form/ Jikapena dopma

Jrange Oral suspension, 100 mg/ 5 mi / Cycneda opanbia 3 aneasciniosny caaxos, 100 Mr/S sn

Package size and type / Poiniip 14 Tien naxonatiug

200 ml in a bottle. ) botle with an oral synnge as a dosing device in carion box /
1o 200 812 y daaxoHi. no | drakony v KoMOnekTi 3 WINPHUON-ROITOPOM Y KAPTOHHIN kopobLi

BATCH NUMBER / HHOMEP CEPIi: JADASSS

DATE OF MANUFACTURE: / RATA BHPOGHHIITBA:

08/2021

*BATCH SIZE / *PO3MIP CEPII: 2052

lE XPIRY DATE ! JATA JAKIHYEHHH TEPMIHY (IPHIATHOCT):

082024

Respansible for manufacture of the product, packing,
quality control and release / Bianosinatnsuh 3a
BHPOGIIUTRO, RAKY BANNR, KOUT[OL AROCTI 72
BURYCK Cepili

Reckit Benckiser Healtheare (UK) Limited, Dansom Lane. Hull, Ht!8 718, United Kingdom

Perkitr Benkizep Xencxep (10Kei) Jivirea, Qencost Jlefn, Xana. HU'S 7DS. Benuka Bpurasia

Manufacturing License/ Jiueusin ua supobunuvaoc:

MIA 63

Certificate of GMP compliance of listed site / Ceprudluay
siznosianoeti GMP nas 1amaseno! uinsunai:

UK MIA 63 Insp GMP 63/17092-0037

TESTS
DOKATHIKL

LIMITS
HOPMIY

RESULTS OF ANALYSIS
PEYJILTATH AHATI B
10004878

IDescripllon { Ouue:

White or an ofl- white, orange flavoured suspension /
Bi.1a afo saibxe Gina ) cieHIIA 3 ACALCHIOBIIM JBIIANOM

Complies /
Bianosiaac

Identification / laenrudinnuin
Ibuprofen / 16ynpoded;

Positive/l lozutasHo

Positwe/Manrisno

[dentification / laewrndiranin
Domiphen Bromide / ilosideny Gposia

Posmive/tlontnene

Positive/l [oauTisno

{pH (at 20°CY pH (np3 20°C)

4.0 4.5

44

Density at 20 "C, gfemd / I'yetuma (npn 20 0C), r/evd

1.14 - 1,18

116 glem® tsien?

Ibuprofen content/
Wiriwlene siamasenin 16y npodeny

1.9-2.1"%

20 “

Domiphen Bromide content /
Klnsxicne sisnancunsx Jonigeny Spomin

0.0045  0.0105 %

Q0102 %

**Microbisl Quality: / **Mikpo6ioaoriuna unerora:
(Eur. Ph/Enp. ®. 2.6.12. 2.6.13)

Ja) total acrobic microbial counvaaraneie yneno
acPOBIIN MIKPOOPrAHiIMIG

b) total fungai/yeast and mould counldaransie wucno
piokensx/nRicencans rpubin

c) Esherichia coli

not more than 102 CFU/Mm / e Ginsie 102 KYO/Ma

not mare than 10' CFU/ml / e Ginswe 10' KYO/ya

Absent i 1 ml/ BiacyTHicts 8 1 s

Last tested:

JlaTa OCTAHHLOIO TCCTYRANA:

06.2021

Complies / Bianosiac

Complies / Bianositac

Complies / Bianoai.tat

Reck &t Benckiser
Web www reckittbenckiser com
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SKU 3013230 ‘;?Reckiﬁ
Benckiser

Certification siatement: / Jansa npo ceprudinanio:

I hereby centify thal the above information is authentic and accurate. This batch of product has been manufaciured. including packaging / labelling and quality control at the
above mentioned site(s) In full compliance with the GMP requirements of the local Regulalory Aulhonity aad with the specification in the Registration Dassier. The baich
processing. packaging and analysis record were in compliance with GMP.

Linyi & mcmavyio. wo sHuLe iHgoy iR € JOCTORI] T3 Toxnmo. Llia cepito apoaykuii Syao sipobacto (sxousiovs NAKYBAKIA / MAPKY BANIA) TO NPOBEICHO

KOHTPONM i) AKOCTH D BILICIAINBHEH I 2iNbIINL Y NOBHIA mianosianocTi 3 Busiorar GMP, SCTRHORTIHAIL MICUERHD PEMYIATOPINNM OPFOKOM. & TIKOX BiANCBIANG 20
I

bixadift. wo micTaTRCK y peccTpauiAvomy a0cse. Mp T4 BHPOOHHLITER, NAXY BAHNA Ta MIaninie Gy N0 NEPErNANYTO TA AL rAIOWICHO BLANOMANICTE GMP.

Comments /Komenvapi:

* The baich size is indicated as cases quantity per manufacwred batch. One case has 12 consumer packs. / Po3ip cepil 3asHaneHo ax xinuKicTs xopobis
Bupobaesiof copil, Daun XOpob MICTHTS 12 CNOXHBMIIN YIaKOBOK.

** The initia) three production bavches will be tesied and thereafter every tenth batch or at keast annually.

Teer npone:icho 18 nepimX TPLOX CepifX. NOTIM NPOBOINTHCA HA KDXMIf ACCATIA, ane e piniue 0;THOTO pasy Ha pix.

Nume and position/title of person authorizing the batch release / Signature / lizms Date of signalure /
Tlpissnuie T nocaia/isasiun ocofn, Ans Blaana 1018l ng BUnyeR o pRature ¢ Aata nlanucamus:
ST DE. Mo e, P /;)/ﬁ‘m 27.08-2021

t' -~
Reckitt 8enckiser ' AGE 2 0F 2
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