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Benckiser

COA VERSION 2

QUALITY CERTIFICATE ! CEPTMOIKAT SKOCTI

NAME OF PRODUCT: ©

NUROFEN® FOR CHILDREN

CERTIFICATE/CEPTHOIKAT

JHA3BA NPORYKLH:

HYPODEH® ANA AITEN Ne 8

United Kingdom Bemixa Bpisranin

Country of manufacturing / Kpatwa-snponme
CERTIFICATE REGISTRATION NUMBER:

UA/8233/01 21 from 25.07.2017 <ill Unlimited

UA/8233/01-01 sia 25.07.2017 a0 seobuexennn

[ ————
ibuprofen 10O mg/ 5 wl / 16ynpoden 100 Mr* 5 mn

Dossge form / Jlicapcaka opma

!llO.\IEP PEECTPALIIHOIO NOCBIAMEHHN:
trength / Potency: / Cuna pif / AKTHBHICTM:

Oranze Oral suspension, 100 mg/ S ml  Cyenemin OPANLHA J ANEALCHHOBHM CMAKOM, 100 MI/S Ma

Package size and type / Pasmlp Ta THn asxosannn

100 ml m a bottle. t botle with an oral syringe as a osing device in cartan box /
110 190 Mn y GnaKoki, no 1 dnakoky y KoMTCIEKTi 3 LLTIPHUOM-10IaTOPOM ¥ KAPTOHHIR kOpPOSLL

BATCH NUMBER / HOMEP CEPH: - [024863

DATE OF MANUFACTURE: 1 AATA BHPOBHIUTBA: 09/2020

*BATCH SIZE / *PO3MIP CEPIE: - J4787

EXPIRY DATE ! fIATA 3AKIHHEHHA TEPMIHY [IPHAATHOCTI: 09/2023

-ﬁ;pomlbl! for manufacture of the product,
packing, quality control and release /
Bianoslaansinil 3a spoSunurao, naxysasus,
KOUTPOAL KKOCTI T2 BHnyesK cepil: !

T S W B SN B T T e i ———
Reckitt Benckiser Healthcare (UK) Limited, Dansom Lane, East Yorkshire, Huil, HUg 7DS,
United Kingdom

PewwiTr Benkiaep Xeackep (HOKen) Nisirea, HcHeon Jety, Xans, Cxiannit Mopswip, HUS
7DS, Peqisxa Bpirrania

Msnufacturing License/ Jlueinis ia aupoSnmurso:

MIA 63

Certilicate of GMP corspliance of listed site / Ceprginar
slanosianoeti GMP Ana s1uavens? alasunui:

UK MIA 63 Insp GMP 63:17092-0037

TESTS LIMITS RESULTS OF ANALYSIS
* (TOWATHIKR HOPMHY PE3YIBTATH AHANIIE
03929071
Description / Onite: White or an off- white, orange flavoured suspension Complics .
: Bi.ta o0 Maxe 6142 cycnernin 3 ANe:hcHIOBIM 2aN2XOM Buariosizae

Identification / lnenrndinnuin
huprofen / I6ynpoden:

Pusttive Tlossrunno Positive. Tloascnsno

Identification / Lacurnginsuin
Damiphen Bromide / Rosigseny ponria

Positive Tlowmasm Posilive Tloastusmo

a) total acrobic mecrobial count {TAMC) 3aramse
SIS0 28paSHIX ‘avlg'o;cpo’opnuimia (TAMC)

bitbinl fungal yeast ﬁnd moﬁlﬂ count (TYMC)
3arasiiHe $ieno npimomx i nniceMestix rpisdie
(TYMCI A SR

¢} Esherichia coh Ll

pH (at 20°C) pH (npus 20°C) 10 45§ 44

Density at 20 °C g/em? / Cyctatns npu 20 *C .14 118 L6 gem?r on')
Assay Ibuprofen/ . A
Kianwicne nmmvenun 16ynpogeny 19 2.1°% 20 %
Assay Domiphen Bromide / v . .
Kianxiene sunmvennn Rosigenty Sportls 0.0095  0.0185 % 0101 %
**Microbial Quality: 7 **Mixpo6ioioriuna wcrors:

(Eur. PVEsp. . 26,12, 2.6 13) ; Last 1ested.

9.202¢
llata ocTanHnore TecTyBanx 19.2020

not inore than 10 CFU ml  he Gutsine 10 KYQ'm3 Complics - Binnosizac

not more than 10'CFU ML . we Sunsiue 10' KYQry. Comphes Bianosizac

Absenin I ml Biacytwicts 8 ! s Complies - Bianosiaar

4 .
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Ceriification statement: /3assn nipo cepragixaiin:

| hereby cerufy that the sbove informatian is suthemic and accurate This baich of product has been manufactured, inchiding packaging labelling and quslity control at the

‘ sbove mentioned site(s) in full compliance with the GMP requirements of the locat Regulatory Authority end with the specificstion in the Registration Doasier. The baxch

. processing packepmng and snalysis record weve in complance with GMP

L 2 FACHLEMYI0. tI0 NABCALHS S3IMLE INGORMANIA ¢ ROCTOMPIOIO T8 TOHHOK Lio cepin npoaykuwri 6y10 aipoSaeno (sxnoumont RAKYSRNMA  MADKYSAHNA) TR NPOICLCHO
: RONTPONS T K0CTI WE BRLISISIANENA DAKHIIY ¥ TORMTT 81000BIANOCT! 3 2etMOTaMK GMP, actanoxnemim Nicuesnm perysxtopiny OPraNoM, & TAROW HANGBIANO 0

i encushixadilt, 10 snCTATMCH 3 peccTpamBnony nocse Npotorons sipobmiuTea nanyssrua ra anamns Gyno NCPECARNYTO T2 BCTANORIENG siADORIAMCTS GMP,

Comments /KomenTapi:

* Evary tenth batch or at east annually, Tectyeroca womna 10 cepin ane pe senme | Cepil xm pia

* No rootine Tha snthal thrae producnion baches wall be tesied snd thereafier every tenth batch or at least snnually

He pyrwsaent teer . Teer nposesens ma BEPIBILY TPLOX MPOBIIMITY CEPIAX. NOTIM APONOANTICE HA KONt Becatill, 85¢ he plawe 021Or0 paly e [

® The bach s is indicated as cases quanity per manafactured batch One case has I3 consumer packs  Porp cepil 333nsueno s aiabkicTs x0poSes supoSnencl cepit. Onnn

ame and posi(; the of person authorixing the batch release / Date of signature /
[piyeniue Ta nocazn/’nanss ocoba, KN ANA2I N0IBIA Ha BHIyEN Sigaatare / Itianue Jata nlanucauns:

: w core Ot P W 12-10-2020

i
§
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JEPXCUTIKCIIYXEA
AEPXKABHA CJIYKBA 3 JIKAPCBKUX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKIH OBJIACTI

npocnext Banepia Jlo6anoscbroro, 51, M. Kuls, 03110, Ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,b_mzmmm Kon €PTIOY 37078774

BHCHOBOK
PO SKicTh BBeaeHoro B Yxpaiuy jgikapcbkoro 3acoby

10.02.2021 . Nt 3974/21/10

HYPOOEH® JLIS JITER

(HaAmcitysaiHa AlkapcaKkolo 3acoly Iriano 3 peecrpauiiiuum nocolavemam)
CYCReH3ia OpATbHA 3 aneIbCHHOBHM emakom, 100 mr/S max; no 100 ma y daaxoniz no 1

JIAKOHY B KOMILIEKT] 3i MNpRIOM-T038TOPOM ¥ KADTORKIl Ko obui
(hopMa sunycKy, A03yBAHHN, BML NAKYBAHHN Aixapehkoro 3acoly)

Homep peectpanifnoro nocsinuenna UA/8233/01/01 ¢rpok 4il peecpauifinoro nocaiawenns 01.01.2099
Copin nikapcobkoro sacoby Ne 024863 Kinsxlers saeaeroro aikapenxoro sacofy 57444

Bupo6huk Pexkitt Benkizep Xencke xet) Jlimirexn, Benuxa Bputanis
{nafwenysanna anpoSikra nixapeskoro 3acofy. kpalia noxoypxerin)

Bacaeno a Ypalwy Tosapucreo 3 o6meskenoro BianoBinaabmicTIo "PexkirT Benxizep
Xaycxonn Enp Xesc Kep Yipaina", iaenr. woa: 33696041

(nafuerysaiina Ta xoa 3a CAPTIOY opnaninol 0co0n abo npisanme, in'a, no Saruxoni Qisuuol
ocobin « nianpiresun, it micue npoxusmmg Ta peectpauiftunit nosen ofitixonoT kapTKH naaTHMKS
noaarxis #6o cepia Ta iomep noacnopra)

Mporokon sisyansnoro konrpomo sia 03.02,2021 M 024871,

3a PeIynLTATAMH  NEDXABHOTO KOWTPOMO BCTAHOBAEHO, 10 nikapcbkiit  3aci6  meeleno B Ykpalny 3
ROTPHMAHHAM snmor 3axoHoRaecTSS W00 305e3nedeHns avderi AIXAPCHKHX 38C061D,

S
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Reckitt
i y e Benckiser
COA VERSION| 2 QUALITY CERTIFI "
" [NAME OF FRODUCT: . |NUROFEN® FOR CHILDREN | CERTIFICATE/CEPTHOIKAT
'HAIBA TPOAYKILY: . |HYPO®EH® /1A MITE Ng 10

Country of manufsciuring / Kpaina-supobume

United Kingdom Benusa bpurauis

CERTIFICATE REGISTRATION NUMBER:

UA/8233/01/0) from 25.07.2017 1il} Unlimited

HOMEP PEGCTPMIIEHOI"O NOCBITHEHHA:

UA/8233/01/01 sin 25.07.2017 go HeoBaemenuil

Strength / Potency: / Cuaa all / AxTusnlcrs:

Touprofen 100 mg/ 5 ml  16ynpode 100 Mr! 5 Mn

Dosuge form / Jlixapcswn dopma

Orange Oral suspension, 100 mg/ 5 ml - Cycrien 3 opanbHa 3 NCACHHOBHM Cataxoke, 100 Mr-§ M

Pniiige size”ax;d typie"/' Po;ulp Ti ™o iamu‘uﬁu

100 m m a botile, 1 bottle with an oral syringe as a dosing device in carton box /
no 100 mn ¥ daaxoki, No | Grakouy y KOMIAEKTI 3 WRPHUIOM-ROIATOPOM Y KAPTOHNITI KOpOOLL

BATCH NUMBER/HOMEP CEPIL: ~ fo24864

DATE OF MANUFACTURE: / IATA BEPOBRHUTBA:

09/2020

*BATCH SIZE/ *PO3MIP CEPIL:  [4799

EXPIRY DATE ! IATA JAXTHYEHHA TEPMINY TPUIATHOCTT:

0972023

Responsible for manufacture of the pmduct.
packing, quality control and release / -

‘| Bianosizaasii 32 snpobunuree, nlxynmm.

KauTpoas axocrl Ta BHNYCK eegﬂ

Reckift Benckiser Healthcare {LK} Limited, Dansom Lane, East Yarkshire, Hull, uuﬁs.

*Uniltd Kingdom

PekkITT Beuxirep Xencxep (ﬁxcn) Nimiten, lencon I'Ifcﬂu. Xanm, Cxiaui Hopxunp, HUS

DS, Bemsika Bprnitanin

Manufacturing License/ Jiueniin wa snpobuuurno;

MIA 63

Certificate of GMP compliance of listed site / Ceprndlaar
staiostanocti GMP ata saunvened alawmnal: -

UK MIA 63 Insp GMP 63/17092-0037

BSTS

S LAMITS RESULTS OF ANALYSIS
MUNATHHKH HOPAN PEIYIRTATH ANATIG
- 05919959
Description / Onmes <"+ White or an off- white, orange flavourcd suspension / Complies /
n Burs ab0 Maibxe Gina cycnendie 3 ONEABCIMORIN JANAXOM Bismosiaac

Identification / IzenTudinauin
Ibuprefen 7 18ynpoden:

Positive TiosTHaxo

Positive Tloawrrusno

Identificatian / Inentudixavin
Domiphen Bromide / Domigeny Gporia

Pasitive- Noaumneno

Posntive/Tlosnmieno

pH (at 20°CY pH (npn 20°C)

4.0 - 4.5

44

Density at 20 °C g/em®/ Tyernna npy 20 °C

1.14 - (.18

1.15 g/emd (ren)

Kinuilene sitinanennn Pﬂynpm-y B

19-21%

20 *

‘FAssay Domiphen Beomide /

Kiankicne musnavenns Romideny dpauin

0.0095 - 0.0105 *«

0.0104 *s

**Microbial Quality: / **Mixpobloaoriuna yucToTa:

(Eur, l’hl_;np. °. 2.6.!2. 2.6.13) _

Saramsie -mcxn npnxmnn‘ m:ilccﬂenmk rpuﬁlu
(TYMC) ‘

¢) Esherichia colt

not mcté than 102 CFU‘m! / ue Simowre 10? KYO'nn

not more than 10' CRU'm!  we Ginbwe 10" KYOiwn

Absentin | ml - BiacyTHicta » | s

Last tested:
Aara 0CTAHHLOrO TCCTYBAKA

09.2020

Complies /- Buanosizac

Complies / Bianomgac

Complies / Bignoriaac

//ﬂ T2 O~
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Certification statement: / 3anaa mpo ceprudicauio:

! heveby certify that the above information is suthentic and accurate This batch of product has been manufactured, including packaging ! labelling and quality control a1 the
sbove mentioned site(s) in ull compliance with the GMP requirements of the local Regulatory Authority and v ith the specification n ihe Regisiration Dossier The batch
processing, packaging and snalysis record were in compliance with GMP.

L{une 1 3acmiauyr0, IO HRBEACHR BLIC iHPOPMSLLIN € 2OCTOMPHOIO T8 T0 MO0, £l0 cepio NPoayKufi Gy0 BNPOSRCHO (BKAIONAI0NH NEKYRAHHA ! MADKYRANKE) T8 nposcarno
ronTpoah T xocts na mmsesasnanenif Rl ¥ ROSKIN 1n0MANOETS 3 ssorann GMP, BCTRHORYKIL MICUCSHM PCTYISTOPI QPTaNOML, & TAXON BLANOSIING 40

* Joacundisadift, mo nicrsracs ¥ pecctpauifinony Aocst. [TPOTORAINN BHPOBHHLTIL. RAKYSAHHK T4 #HANE 6Y20 NCPCrAsHYTO TR ncNo H GMP.

Comments /Komentapl:.. :- . ..

& E\a) tenth batch of st least annwally, T«Wl xoxmn 10 copaa, ane me acnwe | cophi na pix

. |? Non routine, The initisl three production batches will be tested and theresficr cvery tenth batch or at least annually

He pytmannil rect. Tecr BpoacACHD 18 NCPWIX TPaoX Sipobu itz CCpiax, AOTIM NposoaTICE Ka ktuktnfi accamn(l, anc Ko pinuse AHOTO paty na piX,
¢ The batch size is indicated a3 cases quantity per manufactured baich. One ease has 12 consumer packs, + Paistip cepit 381Ma4eHD ax XinkeicTh xopofis snpodiacHed copil. O
kopold micTirm 12 cnoxnawix ynaxosox. ;

Name and position/title of persoa authorizing the batch release /

A
Date of sigzatore /

Signature / Mizmic ZiaTa nlanneanun:

flplasnue T8 nocans/ssanna ocebuy, xKa anasss a01ala ua BURYCK

_» . 3 . &P W 05/10/2020

(&4

g Aeckitt Benckiser

v,




%ﬂ

TEPXUIKCITYKEA
REPKABHA CJIVIKEA 3 JUKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KATBCHKII OBJACTI

npocniexT Banepin Jlo6anoscskoro, 51, m. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,hitps://www.dls.gov.ua, Kox €/IPTIOV 37078774

BHCHOBOK
npo skicTk BBe3eHOTo B YKpainy ikapeskoro 3acofy

09.12.2020 Ne 65727/20/10

HYPOOEH® JUIs1 ITER
(nattMenrysanug nixapcekoro sacoly 3rigHo 3 peecTpanifinum TIOGB] MERHAM)
CYCIICH3is OPRJILHA 3 ANENLCHHOBEM CMAKOM, 100 MI/5 Mur; mo 100 mu Y $aaxoni; no 1
$aarony B xoMIICKT] 31 MINPHIOM-T03ATOPOM Y KAPTORKIL Kxopobni
{Popma Bunycxy, GIYBHENA, BEA NEKYBAHNA nixapcsroro 3acoGy)

Houep4 peectpanitroro nocsixzenns UA/8233/01/01 crpox aii peecrpauiftoro mocigsesnx 01.01.2099
Cepix nixapcskoro aaco6y Ne 024864 Kimbiders Be3enoro nixapeskoro sacoy 2292

BupoGuex Pexxitr Benxizep Xenckep (YOxeit) JTimiten, Bemxa Bpuranis
{naiMenyBaHN BHPOGHAKA NikapeLXoro 3acoly, xpaiHa ROXODKEHHE)

Baeaero s Vepatny Toapuctso 3 06mexcenoro BinuorinankaicTio *Pexwirr Benkizep

Xayexoan Eug Xeac Kep Yxpaina", izexr. won: 33696041
(nedtveHyBamia Ta xox 32 €JIPIIOY iopmauunof ocobn a0 nplaaame, iM's, no Garskoei diamkol

0cobH - nixnpuemug, I MicLe NpoxMBaHMR Ta peecTpaniiamit HOMep 061iR080T XapTKH IATHNKA
nozarxis alo cepis Ta womep nacnopra)

TIparoxon eisyansnore konrpomo sin 01.12.2020 M 4186/3.

32 pesymTataMH ZEPKABHOIO KOHTPOMO BCTRHOWIEHO, Mo Jrixapcekmdl 3aciG  meesedo B Vxpalwy 3
AROTPEMAHHAM pUMOr 32KOHOAZBCTEA MIOAC 3a6EITEqEHH TKOCTI JiRapesxHX 3ac06is,

Q @i Onexciit COTIOJPA

(niamsc) (ininiams ta nplpne)




HEPKIIIKCITYKBA
AEPKABHA CHYIKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIH OBJIACTI

npocnekT Banepis JlobanoBcskoro, 51, M. Kuis, 03110, Tem/takc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua https.//www.dls.gov.ua, Kox €IPTIOY 37078774

BHCHOBOK
Nnpo SAKICTH BBE3€HOI0 B YKpaiHy JTiKapchbKoro 3acody
21.03.2022 Ne 11793/22/10
HYPO®CH® JJISA NITEHR

(HaliMeHyBaHHA TTiKapchKOTO 3aco8y 3TiHO 3 peecTpaliliEIIM NOCRITYEHHAM)
CycIleH3is opajbHa 3 aNelbCHHOBHM cMarkoM, 100 mr/S mur; mo 100 ma y durakoni; mo 1
(p1aKkoHy B ROMILIEKTI 3i DIIPHIIOM-T03aTOPOM Y KapTOHHIH Kopooui

{thopMa BIUNYCKY, JOIYBAMEA, BILT HAKYBAHEA MiKAPCHKOIO 32c00y)
Howmep peectpaniitnoro nocsiquenas UA/8233/01/01 crpoxk aii peectpaniitzoro nocsiguenns 22.02.2024
Cepis nikapcekoro 3acoby Ne ADK674 KimbkicTp BBe3eHOIC MKApchKOTO 3acedy 33568

BupoOHik PekxitT benkizep Xenckep (FOKeit) Jlimiten, Bennka Bpuranisa

{HaiiMeHYBaHHA BIIPOOHIIKA IiKAPCEKOTO 3ac00Y, KpalHa IoX0KeHHA)

BBeseHo B YKpaiHy ToBapHcTBO 3 00Me:keHO0I0 BinmoBigaabHicTIO "PerKiTT Benkizep
Xaycxoan Exna Xexce Kep Yipaina", inent. xox: 33696041

(HaltMeHyRaHEA Ta koJ 2a € APIIOY ropimrdHoi ocodll abo MpizBNNle, iM'4, o BATEKOEBI
tizirEei ocodIl - NiTOpIeMd, il Miclie MpOKIBAHHA TA peecTpaltiiianil Homep obmikoBoi
KAPTKII IIMATHIIKA TOJATKIR 200 cepid Ta HOMep OacmopTa}

IIporoxon BizyanbHoro kontpomo sig 21.03.2022 Na 071972,

3a pe3yNbTaTAMH JEpKABHOIO KOHTPONK BCTAHOBIEHO, IO JIKapchKHil 3acid BBeseHo B VYipaiHy 3

JAOTPHMAHHAM BHMOT 33K0HOJABCTBA LICIC 3a0e3eUeHHS SKOCT] MKAPChKIIX 3ac00is.

Bragucnas [IETPOCOB

(nianuc) (iniuiany Ta npizauiue)
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COA VERSION 18 QUALITY CERTIFICATE / CEPTUDIKAT AKOCTI
NAME OF PRODUCT: NUROFENE® FOR CHILDREN CERTIFICATE/CEPTH®DIKAT
HA3BA HPO}IYKL[[I: HYPOOECH® NNA J_IITEIF‘I Ne 1

Country of manufacturing / Kpaiua-
IsspoGunk

United Kingdom Benuxa bpuranis

CERTIFICATE REGISTRATION
NUMBER:

UA/B233/01/01

HOMEP PEECTPALIIHHOID
MOCBIMEHHS:

UA/8233/01/01

Strength / Potency: / Cina fii/
AKTHBHICTE:

Ibuprofen 100 mg/ 5 ml/ 16ynpodgien 100 Mr 5 mn

Dosage form / Aikapceka dopma

Orange Cral suspension, 100 mg: 5 ml 7 Cycnensia opanbHa 3 aAMENsCHHOBAM cMakoy, 100 M5 w

Package size and type / Poimip Ta THn
|naxorannn

100 ml in a battle, 1 bottle with an oral syringe as a dosing device in carton box ;
no 104 M y qrakodi, no 1 §nakoHy ¥y KOMINEKT] 3 WAPHILOM-A03ATOPE ¥ KAPTORHIE Kopodui

BATCH NUMBER / HOMEP CEPIT:
ADK674

DATE OF MANUFACTURE: / TATA

BHPOBHHUTBA: 02,2022

*BATCH SIZE / “PO3MIP CEPII:
18288

EXPIRY DATE / IATA JAKTHYEHHA TEPMIHY

NPHIATHOCTI: 02,2025

Responsible for manufacture of the
product, packing, quality control and
release / Bianosinansuui 3a
BHpDOHUUTEO, NAKYBAHHS, KOHTPOAL
AKACTI TR BHIYCK cepil:

Reckitt Benckiser Healtheare (UK) Limited, Dansom Lane, Hull, HUS 7DS, United Kingdom

PekkitT Benkizep Xenckep (FOKeh) flistiven, Jencom Jleiin, Xann, HUB DS, Benuwa Bputania

Manufacturing License/ Jiuensin Ha

MIA 63
JeupobeuTno:
RESLULTS OF HESULTS OF HESLULTS OF RESLLTS DOF
ANALYSIS ANALYSIS ANALYSIS ANALYSIS
TESTS LIMITS PEIVIRTATR  [PEIVILTATH [PE3VABTATHY [PEIVABTATH
NOKA3NIKH [LOPNTH AHATIZID AHANGIB AHANIBIE AHAZIID
10010670 10010669 10010668 10010667
Description / Onuc: White or an off- white, orange flavoured suspensian| .
; Complies: JCompliesr |Complies/ |Complies:
Bina abo wafixc Gina cycnewsin 3 ancnbcunopuv|C AT0BMaE Bianosizac |Bixnosinac  |Binriosinac
gentilication | Lyeurbleanla Positive/l lozuTHRRG Pusitive. Posiliver Positive. Positive;
Ibuprofen / I6ynpegen: ) Mosarieno  floawTnavo  |[osktisHo  |[TosnTHEHO
Identification / InenThdiranin B . . i
Domiphen Bromide / Jomideny Positive/floznTumzo Peatlic Fesitive Posgive Bosikive
: ONozutnene  JloanTnano  JTlo3uTHBHO [Tesntuero
[6pomin
pH (at 20°CY/ pH (npu 20°C) 4.0-4.5 4.4 4.5 44 4.4
Deensity at 20 °C g/em” / T'ycTHHA npH LI LIS .15 glem? 1.15 glem® 115 prem? 115 glem?
w0C ) ’ {ricm™) {ricm?) {ricu®) {riem?*]
Assay lbuprofen/
o .
KinbxicHe Buinayvenns [6ynpodeny 1.9-2.1% 20% 2.0% 2.0% 2.0%
Assay Domiphen Bromide /
Kinbwicne sisnasenns llomideny 5 opps — 0.0105 % 00101% | o00101% | oow% | 0.0104%
Gpomiz
**Microblal Quality: /
**Mixkpobicaoriuna yneroTa: Last tested: 122021
(Eur. Ph/Epp. @. 2.6.12, 2.6.13) Hat2 oCTAHIILOTO TECTY BANS: ’
PAGE 10OF 3
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2) total acrobic microbial count g?mpli.es’. gf’m""_“! g?'“pli_es"‘ g‘.’m"““"
{TAMC)3aransne wucno acpoGuux not more than 10° CFU/ml / ue Ginbwe 10* KYOuhan |00 2ee 1anoRUac Hinoelaze Mmopldac
MikpooprarizMie (TAMC)
b) total fungal yeast and mould count Compliess  |Complies/ JComplies  [Complies:
; . . : . s
(TYMC} 3al‘anbllle HHCTO APIKIAOBHX i not more than 10! CEU/m] ¢ se Sinsute 10" KYOAM IRynoeinae |Binnorinac  |Bianominac fBuanoeinac
nmicesenix rpudie
({TYMC)
_ Complies. Complies/ Complies’ Camplies/
c} Esherichia coli Absent in § ml / BiacyTaicts 8 1 Mn Binoeinac |BiJJ.I1cun'm.ae |Binrmninac Bianoeigac
Reclitt Benckiser PAGE 2 OF 3

Web-www.reckittbenckiser.com

22/02/2022 09:10
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Certification statement: / 3anga npo ceprudixanin:

| hereby certify that the above information is authentic and accurate. This batch of product has heen manufactured, including packaging - labelling and quality control ai
the above mentioned site{s) in full compliance with the GMP requirements of the local Regulatory Autharity and with the specification in the Registration Dossier. The
batch processing, packaging and analysis record were in compliancy with GMP.
Llits 4 2aCRINNYI0, WO HAREAEHA Mituie iHGopMaU € JorToriploID T2 Touraw. Lo cepilo npozyxuii Gya0 rspoBaeHo (Bkmiouaoun NaKy BARHA ' MAPKYBAHHE) T2
NPOREAEHD KONTPONL Ti AKOCTi HA BIILE3aIHAYCHIR ALIBHHLL ¥ NOBHIH BiaNoRiaHOCTI 3 RUMaravn GMP, BCTAHOBKEHHMH MICHERKSI PETYNIHTOPHIIY OPranos, A TAKDXK
IANOBIAHO B0 cnewndikadif, Wwo MICTATLCA y peecTpanifiHoyy Aocke. TTROTOKONN BHPOGHIITEA, TAKYBAKAS Ta RHARIIE §y/10 MEPErNAHYTO T2 BCTAHOBNCHD

sianosiaHicre GMP.

Comments /Komentapi:

# Every tenth batch or at least annually, TecTyeTsen kosmHa G cepin, ane He MeHWE 1 cepil Ha pik.
P Non routine. ‘The initial three production batches will be tested and thereafter every tenth baich or at least annually

He pyTHunaf TecT. TCUT NpoBeaeHO0 HA MEPLUSIX TRRAX BHPOGHIMIX CEPifX, ROTiM NPOBOAMTECR HA KOMHIN accATif, ane We piawe aN0Te pasy Ha PIE
* The batch size is indicated as cases quantity per manufactured batch. One case hasl 2 consumer packs. ! Pa3Mip cepii 3a1Ha4H0 9K KidbKICTE KOpOOIB BIPAETE HI

cepii. Onnn xopod MICTHTL [ ] CIOKHBYKX ¥IIAKCBOK.

Name and position/title of person guthorizing the batch
release /

Mpiisvwe Ta nocana/isanns ocobH, AKa BHAAAS A0IBIN
HA BHUYCK Cepii

P

Signature / Miannc

Date of signature /
Nava nignucanHa:

ot~

1 e2] 21

Davin \hw&i kP

Web:www.reckittbenckiser.com

Reckitt Benckiser
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JIEPXJIKCITYKBA ,
JEPXKABHA CJHYIKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUMKAMH Y KUIBCBKIN OBJACTI

HPOCHEKT Banepis Jlo6anoscskoro, 51, M. Kuis, 03110, Ten/ axc:_(044) 363+06-50
E-mail: dls.ko@dls.gov.ua,hggs',[mlyw,g!s.gov,ga, Kop EAPTIOY 37078774

BUCHOBOK
Npo SKIiCTL BBE3EHOTo B YKpalty AixapesKoro 3acody
01.11.2022 Ne 46608/22/10
HYPO®EH® UL JITEN

(nadiMenyaaA TIKUPCBKOro 30606y Jrinno 9 peecTpuuifibnm HOCHIAMEHIAN)
cycrensist OPANLHEA 3 ANENLCHHOBHM CMAKOM, 100 mr/S muy no 100 ma 'y daasconi; no 1
duraony B KOMIIEKTE 31 LIIPHOM-O3ATOPOM Y Kaprouuii xopobui
(popma BrITYCKY, HOIYBBHAA, BHA NUKYBOHNA nixapeskoro 3acoGy)

Homep pecoTpauifHOro nocsienna UA/8233/01/01 crpox aii peeerpauiiHoro nocsiaMeHHA 01.01.2099
Cepin nikapcsxoro 3acoby. Ne ADV686 KinbKicTs BBE3eHOrO MiKapebkoro 3acofy 6912

BupobuuK Pexxitt Benxizep Xenckep (0Ke#) Jlimiten, Benuka b UTaHIA
(altnenysanna supoGuka niKaposkaro 2acoBy, KpaTHa NOXOJOKEHINA)

Bresero B YKpoiny Tobapuerno 3 06MeKeH0I0 BinNOBiAANLHICTIO "Pexriry Benkizep
Xavexona Eua Xeac Kep Vipaina®, inenr, xon: 33696041

(HaiMenyRauyA Ta KO 38 CIPTIOY sopumuuiol ocotn aGo npissniue, iM', 1o Garuron]
Qisnusof ocobr - mianpuesug, I miotie nposuBanna Ta peectpauiiinni nomep obaikosol
XApTKH NTATHHKS NOJATKIE a0 cepis Ta HoMep nacnopra)

[poToKoa Bi3YAILROTO KOHTPOMIO Bift 01.11.2022 N2 2842/2.

32 peaynbTATAMYM  JIEPHABHOTO KOHTPONIO BCTAHOBNEHO, WO nixapeskmd. 3aci6 smeseno B Ykpainy 3
JNOTPHUMAHHAM BUMOT 33KOHONABCTBA LIONO 3afeaneuenHn AKOCTi JiKapcrkyX 3acabis,

Wey
e Y ®

TG E B PR
‘;,/’ ,‘*)’“’Jﬂ‘ .!.:‘t :,w,l_;;g T
B.o. Hasnnuunnf/ CPROH ™~ Ty Ipnaa ITAJIAMAP
{nocauonn ocodik 8o ; : ‘ e s s

finiuinaw 18 npimne}




SKU 0127146 S

Certification statement: / 3azen apo cepriicaulto:

[ herehy certify that the above information is authentic and accurate. This bateh of preduct has been manulactured, inoluding packaging / labelling and qualily contro} st
the ahove mentioned site(s) in full compliance with the GMP requircments oF the loca} Regulatory Authority and with the specification in the Registmtion Dossier. The
bateh processing, packeging snd onslysis record were in compliante with GME, .

L{itM & JaCHIARYI0, L0 NAREASNS BHINE wihopsrantls € AOCTOBIPHOID TR TOUHMIO L cephto nponyxutiy 6y o K1poBIcHO (BKAIOAIOHIL NAKY BRHHE # vapxyesini) 7a
nponeaexo kommpas T AKOCTI Ha 8) wiesaayeif annii y HOsUif panosIHOcTE 2 BIMOTANK GMB, BEYAHOBACRINNIE MICHESHM PEFYINTAPHIM ORFANON. A TAKOX
sinnosiane Ao cnetidixagll, wo MICTXTLCA Y pecerpaiifiioay aockr TIporoRoni BipOGIILTEa, HAKYBINHR TR ananlais Oy 70 NEPErmINYTO TA SCTAIDBNNO
wenosinnicts GMP,

Commtents /Komentapit

6 Every tenth batch ar sl Jeact annually Teevycraca koxma 10 copin, wne e scnwe § copit na pis
s Non routine. The inttial thee production batches Wil be tested and therealter svery tenth batch or &\ teast annually
¢ pyronnnh oot Teer npoucieHo N NEPLURK TPhOX BIPOGHIKIX CEPIAX, NOTIN NpOBONMTICN 1t KORIT RECATIM, ANC M PIALIC ORHOFO PR3y HA PIK,
» The batch sixe is indicated as cases quantity per manufactured batch One case hias$2 consumes packs. / Poasiip cepll 3831a4eHO 8K KIILKICTE xopobis supodnenol
capil Onstst ROPOD SIETHTH 12 CAORNBHIK YTOKONOK

Name and position/title of person suthorizing the batch release !

Date of signature/
iimaume 14 ROCANS/IBRIHA 0COBH, AKS BILANA KOIBIN HX BUNYCK Signature / Mignae Tyvh silansicanm
Thee & SzoStaie | Quadakiell fevsom ) ST oo Tt

~ PAGE2 OF 2
/10/2022 08:01
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SKU 0127146 P necutt

COA VERSION | 18 I SRTIF
NAME OF PRODUCT: _INUROFEN® FOR CHILDREN CERTIFICATE/CEPTHOIRAT
HA3BA MPOAYKIY:  THYPODER® AIA MTER Ne 2
Country of manufacturlng / Kpatun-oupobuing United Kingdum Bennxa Bpurania
ERTIFICATE REGISTRATION NUMBER: UA/8233:01/01
HOMEP PEECTPALIIAHONO NOCBIAYEHHA: [UA/823310101
Strength / Potency: 7 Cuan I/ ARTHBHICTL: lbugrofcn 100 mg/ § mi/ 16ynpoden 100 me/ 5 mr
Dosage form / Jikapcoxs hopma Oranﬁe Oral suspension, 100 mg/ 5 ml / Cycnerals opaubia 3 S1CRECHNOBHM cml«m, 100 Me/S »
100 nil in & botile, § bottle with sn oral syringe as a dosing device in carton box /
Package size and type / Posmslp 1o Tun nawonzuns  {no 100 mny thnaxoni, no | Graxony y* koMnackti 3 LINPHIOM-AOFBTOPON Y xapronulit
xopobiul
BATCH NUMBER / HOMEP CEPIl:  JADV686  |DATE OF MANUFACTURE: 1 BATA BHPOBHIITRAS 0712022
3 EXPIRY DATE / IATA SAKIHMEHHA TEPMINY
*BATCH SIZE { *POIMIP CEPIL: 9084} N ATHOCTN 07/20258
Responsible for manufacture of the product, " : 5
packing, quality control and velesse Reckitt Benckiser Healtheare (UK) Limited, Dansom Lane, Hull, HUS 7DS, United Kingdom
Blanosigaaniu 3a BNPoSHUTEO, NAKYBIRHE, o
xoTpon HKouT| Ta sinye ceplt: :;T:ri::ifcuuhcp Kencxep (OKe) J!'hﬂwx. Tencont Neitn, Xann, HUS 7DS, Benuxa
Maznufacturing License/ Jliuen3lst 1a sipobunuvnos {MIA 63 ‘
TESTS LIMITS
HOKATHIKY HOPAMIE
10015400 10015401
Description / Onucs White or an off> white, orange flavoured suspension / Complies! Complies/
Bina 260 Mafixe Oina cycnewdix 3 uneabcHOBUMIninnoninac Bimtosinue
Tdentifieation / Inewvudpinauis Positives Positive!
thuprafen / I6ynpoden: JPosltiv:lnoamnmo |ﬂommmno flomrminio
Identification / [xenradixnuin , Posiive! Positive’
Domiphen Bromide/ Jomideny Gpomin PositivelosnThoito ﬂmlm:auo Hosmvnaso
PH (at 20°C)/ pH (npn 20°C) 4.0 - 4.5 44 44
Density at 20 °C g/em® / Tyesuus npn 20°C 1.14~1,18 .16 glem? (riow?) | 1.16 glom? (rfon?)
Assny Thuprolen/ .
Kinbxiche uasianensin I6ynpodesy 19-21% ' 20% 20%
Assty Domiphen Bromide/
Kiauctene sussavenns Jomipeny Spomin 0.0095 - 0.0105 % 0.0102% 0.0101%
4 Mierebial Qualitys / **Mixpofionorivmn ncroras
(Eur, Ph/Eap. ©. 2.6.12, 2.6.13) Last tested: 05.2022
Jlava ocTannLoro TECTY BRHR: '

) totat aeroble microblal {TAMC)4 e i
a) total & ¢ microbial count ArRNkHE ; Bianosinac Binnosinse
ticn aepoliix mikpoopratiais (TAMC) Enot more than 107 CEUIM / e Ginuine 10* KYO/imn ‘

b) total fungal yeast and mould count (TYMC) Camplics/ + Complies
aranuue sueno aphkixosnx L nnicenesux rpubie  |not more than 10' CFU/mI / ne Gimewe 10" KYO/ma Blapouizse R

| (TYMC)
. Complies/ Complics?
¢) Esherichin coli Absent in 1 ml/ Bineyruicte v 1 am Jag::;.'mc Bi:,n:.;m

Reckitt Benckiser
Webiwww.reckittbenckisee.com’




AEPXKABHA CJIYIKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBKIH OBJIACTI

npos. Ceitanmunoi Hanif, 3, M.Kuis, 02099, ter/dakc: (044) 363-06-50
E-mail; dls.ko@dls.gov.ua, Koa €EZIPITIOY 37078774

BHUCHOBOK
npo sIKicTh BBe3eHOoro B YKpainy Jikapcbkoro 3aco6y
19.10.2023 Ne 50729/23/1011
HYPO®EH® i1 NITER

(naliMeHyBaHHR NiKapchKOro 3acofy 3riAHO 3 peccTpatifiHUM NOCBIAYCHRAM)
CycneH3isi OpaJjibHa 3 aNe/IbCHHOBHM cMakoM, 100 mr/S ma, no 100 ma y paakoni; no 1
(hJjlakoHY B KOMIJIEKTI 3i IUMPHIIOM-Z03ATOPOM Y KapTouHili kopobui
(dopma BHnyCKy, RO3YBAHHS, BUX TNaKyBaHHA JNiKapobKoro 3acoby)

Homep peectpaniitiioro nocsiguennx UA/8233/01/01 crpox nif peecpauitinoro nocsinuenns 01.01.2099
Cepia nikapcsxoro3acoby Ne AETS07 Kinsxicts BBe3eHOrO Mikapcskoro 3acoby 53568

Bupo6ux Pexxitr Benkizep Xenckep (OKeit) Jlimiren, Benuxa Bpuranis
(uafiMenysanHa BHpoGinka nixapceKoro 3acoby, kpaiHa IOXOIKEHHR)

Bseseno B Vpainy Tosapucrso 3 o6mexcenolo BinnoBinansuictio "Pekkirr Benkizep
Xaycxoan Enp Xenc Kep Ykpalua", igenr. xon: 33696041

(HaltimeryBanna Ta koa 33 EJIPTIOY topuanunol oco6u a6o npizsuie, iM's, no Gatexosi disnumol
oco6u - nianpuemus, i Micne npoxnsanrs Ta peectpauiiinuil HoMep o67ik0B0OT KAPTXHM NMNATHHKA
noparkis a6o cepia Ta HoMep nacnopra)

Iporoxen Bisyanasnoro xontpomo six 11.10.2023 Ne 3254/2.

3a pesynyTaTaMM [EpXaBHOTO KOHTPOMO BCTAaHOBEHO, WO fikapchkui 3aci6 mBeseno B Vkpalwy 3
AOTPHMAHHSAM BHMOT 3aKOHOAABCTBA WONO 3a6e3neYeHNS AKOCTI NiKaPCHKHX 3aco6iB.

N7/

(niansuc) (ininjzan Ta npissuine)
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SKU 0127146 Preckitt
COA VERSION | 18| . QUAL TIFICATE / CEPTU®IKAT [Feey
NAME OF PRODUCT: |NUROFEN® FOR CHILDREN CERTIF]CATE/CEPTH'NKAT
HA3BA MPOAYKLIL: HYPOQEH® A1A NITEA ; . Ne |
Country of manufacturing / KpaTns-aupoSumk | United Kingdom Benuxa Bpm’ams :
CERTIFICATE REGISTRATION NUMBER: - JUA/82330101 :
HOMEP PEECTPALIINHOIO MOCBIAYEHHA: - [UA/8233/01/0]

Strength / Potency: / Cunn alt / AKTHBMICTD: (2

Dosags form / Jllkapcsxa Goprin:

buErofcn 100 mg/ Smi/ lﬁynpoqmcu 100 Mrf5 Mn

lOrange Oral suspension, 100 mg! Smi/ Cycneu:lx opanwa ] ancnscnuolml ‘chaxon, 100 urIS M

Package size and type/ I'omlp ™ -run 'nixnaluul :

100 mi in a bottle, 1 bottle with an oral syringe 858 dosmg device in carton box /"~

no 100 ma y dnaxoni, no | dnaxouy y-xomnnexri 3 mnpnuom-no:aropom y xaproumﬁ xopobui

Responsible for manufacture of the'prodlic‘t,\ ”
packing, quality contral and release /

BATCH NUMBER/HOMEP CEPIl: - |AETS07 . DATEOI-’ MAE‘tiFAC’I‘URE:IlIATA BHPOBHIIHTBA: et ,;_07/7.3023
e = . JEXPIRY DATE/ JATA 3JAKIHYEHHA 'n:mmy s
*BATCH SIZE / *PO3MIP CEPIL: * - ;’3\999 nen IlATHOCTI ’ 07/2026

Reckm Benck:scr Heallhare (UK) anned Dansom !.lne. Hull, HUS 7DS Umled ngdom

Bianoslaans#nit 3a BpoGruuTsO, mxyu HHR, -
xonTpoab sxocrl T Bunycx cepil: .

Pexkirr Bcnxi:cp Xenckep (lOKeH) J'liMi_Tcn; Dencom J!cHH.-;Xpnn, RUS DS, Benm(a Bpuranin

Manufacturing License/ Jinewsla ns mlpoﬁmmno: MIA 63
o Ll L i l:zs‘uuso’r., RESULTS OF .. JRESULTS OF
TESTS - . « ; CumMiTs foeavsis  favauysis - lanaLvsis
" NOKAIMITKH T qu.\m ' :ﬁﬁ.ﬁm :E.‘Iﬂ‘;.’.‘“‘ ’E‘Ij'r';.'."“
o gl 10045646 - [10043546 = 10043545
Description / Onne: White or an ofl- white, orange ﬂavoured suspension /- _ :
Bina a6a Mafbee Ginn qcnemla 3 BNEALCHIIORBHM Complies’. JComplies/. |Complics/:
3anaxom Bianosizac |Bianoginac |Bianosizac
Identification / InenTndixauin. - - e Positive/ Posiﬁvf NPoritive
Ibuprofen / I6ynpoden:. .- - Poslllve({lgamumto E Mowmisno |Nowrmsio  [Mlonmeno
tdentification / Laentudixauin: ) Gyrn e T Posltive? Positives: Positive?
Domiphen Bromide/ Zomideny Gpomia Positivé/Tozwrvsio Mominimo ™ |Mowmisio® [Mommiauo
pH (at 20°C)/ pH (rtpn 20°C) 4.0-4.5 44 1 a4 44
Density at 20 °C g/cm® c L14=1. s gemt |16 ghemt | 1 16 o
ensity at 20 °C g/cm" / Cyctuna npn20°C v » wullalb 113 wewd | o) trlenh
Assay Ibuprofen/ i ‘ S8 .
KinnxicHe BHINRYEHHN lﬁynpobeny 1.9=21 % : 20%- 2.0% 20%
Aasay Domiphen Bromide/: ' , e
Kinsxicue susnayenns Domideny Gpomin 0.0095-0.0105 % Q@lﬂ!}‘ 0.0!01?‘- o.0101%
**Microbial Quality: / **MikpoGionoriuna wncrora; )
|(Bur. Ph/Esp. ©. 2.6.12, 2.6.13) ' ; Last tested: 07 ‘2023
) * [laTa ocTaHiLoro TeCT'BAKA: :
ytotel bie microblal [(TAMC)I} e . S Complle;! Compllesl Comph'cu;f
a) total aerobie microbial coun C)aaramue = T g - Bianoninac - |Bianodinac .|Biancsinac
“mcno aepoSimx Mikpoopraiizmia (TAMC) ey Rt marg Al 16 CRLm 235 bimseme [0° YOl T e :
b) toral fungal yeast and mould count (TYMC). , C°'“P“5’ - |[Compliest-.. [Complies!
J3arabiNe SHCNO APIKTKOBKX | MnlcciesHx rpubin Jrot more than 10" CFUNL /e Ginsue 10" KYOhin Binnosiiac - |Binoniase |Bianosinae
(TYMC) ;
1
e , - Coniplics/” JComplics! - [Compliesf
c) Esherichia coli Absent in | m{/BiacyTricTn 2 1 M IB;;-,,,g,;,-m ,;;,,r,';-,ff:“ B-un’;,‘,-m‘

Reckitt Benckiser

~EH,
Web:www.reckittbenckiser.com 15]03/ 20 09~ g
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SKU 0127146

Ccrtil'iﬂﬂun mtem:ut* I:hun npd cepmqﬁlxaulm , . _ v
l hereby cenify that the nbovefinro \ vis lulhmuc and n ie.‘. his bau:h of pmd\m ha: becn mmufncmred. including pnclmging { labelhn; lnd qualny comml atth
|above mentiéned site(s) in Rull complinnce with the GMP requ rrm:nu of lbc local chulntory Authorlty and w{lh lhe xpcciﬂwlon in lhz chlslmlon Dossxcr. Thc batch
|processing, packaging and analysis record were In mmp!fince withGMPy;. © .« :
JLlione x sachinuyto. Lo ianenens sime: mdmunum tmc-mnipaom T m'mmo lbo cepho nponykun 6)~no nnpoﬂneno (nmmnmn nmmamul 4 mpn)unu:) n
l'lpOleACHO xonTpons 1T mxocTi #a sinuezamasenint nl.numuly noaii llnnoalnnocﬁ I AHMOMRNH GMP, sctanonnenivit sicuesin peryampmm oprano, & TAKOX -,
Jeiznostamo so cueundixadin, mo wicrTeen y pempnuinmm; RoCE.: l'lpommmc lnpoelmunl. nakypauiA T8 lumﬁh G)no MEPEFAXHITO T RCTRHOBNC1O |Innolinn’lcr
JGMP,. ; e -

! Commenu IKomnano

' Every-tenth balch or at least unnually, Tecrynun rmma IO cepln,, ane ue m:mue 1 caplrun ;

' Non rotitine; The Iiiltial three production batches will be u.-sted end ihereafler every 1enth baich o r ot lcut mnually o ‘ ]
%. He pyTmunift yeer. Teer npounew Ha NEpUIY wwx lupoﬁmwnx cepinx. Tiaris AposoanTeA HA xoxtiR gecstin, ane ue p!mne oBNor0 puy Ha p]lc.
|* The batch size s indlcﬂqi a5 cases quantity per manufactured bntch. One case hn mnsumer pncks omip cepil TaaHaveno ax xlnsxim xopoml nupoﬂncl—:nl’ cepil,
Jome xopos iicrivs 13 enowumunx ynakosox, - FE g -

{|Nsme and position/title of person nthorlzlng the bsatch rcleue [
: nphnnme T2 nocamlulnua ocodu. AKa nmmn nonln Hx nunyclc
deepir , L

Dn\nn' \)m kvE». GLP

2 Dgfes oﬁlgnnurel
Hata niznitcanus:

§ier11623

; W wwnckmbenckiser com

\\ /-o

/\r\ / J ‘
\ N i -
= /7, / '

: dIna M.



AEPXKABHA CJIYIKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBKIH OBJIACTI

npos. Ceitanmunoi Hanif, 3, M.Kuis, 02099, ter/dakc: (044) 363-06-50
E-mail; dls.ko@dls.gov.ua, Koa €EZIPITIOY 37078774

BHUCHOBOK
npo sIKicTh BBe3eHOoro B YKpainy Jikapcbkoro 3aco6y
19.10.2023 Ne 50729/23/1011
HYPO®EH® i1 NITER

(naliMeHyBaHHR NiKapchKOro 3acofy 3riAHO 3 peccTpatifiHUM NOCBIAYCHRAM)
CycneH3isi OpaJjibHa 3 aNe/IbCHHOBHM cMakoM, 100 mr/S ma, no 100 ma y paakoni; no 1
(hJjlakoHY B KOMIJIEKTI 3i IUMPHIIOM-Z03ATOPOM Y KapTouHili kopobui
(dopma BHnyCKy, RO3YBAHHS, BUX TNaKyBaHHA JNiKapobKoro 3acoby)

Homep peectpaniitiioro nocsiguennx UA/8233/01/01 crpox nif peecpauitinoro nocsinuenns 01.01.2099
Cepia nikapcsxoro3acoby Ne AETS07 Kinsxicts BBe3eHOrO Mikapcskoro 3acoby 53568

Bupo6ux Pexxitr Benkizep Xenckep (OKeit) Jlimiren, Benuxa Bpuranis
(uafiMenysanHa BHpoGinka nixapceKoro 3acoby, kpaiHa IOXOIKEHHR)

Bseseno B Vpainy Tosapucrso 3 o6mexcenolo BinnoBinansuictio "Pekkirr Benkizep
Xaycxoan Enp Xenc Kep Ykpalua", igenr. xon: 33696041

(HaltimeryBanna Ta koa 33 EJIPTIOY topuanunol oco6u a6o npizsuie, iM's, no Gatexosi disnumol
oco6u - nianpuemus, i Micne npoxnsanrs Ta peectpauiiinuil HoMep o67ik0B0OT KAPTXHM NMNATHHKA
noparkis a6o cepia Ta HoMep nacnopra)

Iporoxen Bisyanasnoro xontpomo six 11.10.2023 Ne 3254/2.

3a pesynyTaTaMM [EpXaBHOTO KOHTPOMO BCTAaHOBEHO, WO fikapchkui 3aci6 mBeseno B Vkpalwy 3
AOTPHMAHHSAM BHMOT 3aKOHOAABCTBA WONO 3a6e3neYeHNS AKOCTI NiKaPCHKHX 3aco6iB.

N7/

(niansuc) (ininjzan Ta npissuine)
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SKU 0127146 Preckitt
COA VERSION | 18| . QUAL TIFICATE / CEPTU®IKAT [Feey
NAME OF PRODUCT: |NUROFEN® FOR CHILDREN CERTIF]CATE/CEPTH'NKAT
HA3BA MPOAYKLIL: HYPOQEH® A1A NITEA ; . Ne |
Country of manufacturing / KpaTns-aupoSumk | United Kingdom Benuxa Bpm’ams :
CERTIFICATE REGISTRATION NUMBER: - JUA/82330101 :
HOMEP PEECTPALIINHOIO MOCBIAYEHHA: - [UA/8233/01/0]

Strength / Potency: / Cunn alt / AKTHBMICTD: (2

Dosags form / Jllkapcsxa Goprin:

buErofcn 100 mg/ Smi/ lﬁynpoqmcu 100 Mrf5 Mn

lOrange Oral suspension, 100 mg! Smi/ Cycneu:lx opanwa ] ancnscnuolml ‘chaxon, 100 urIS M

Package size and type/ I'omlp ™ -run 'nixnaluul :

100 mi in a bottle, 1 bottle with an oral syringe 858 dosmg device in carton box /"~

no 100 ma y dnaxoni, no | dnaxouy y-xomnnexri 3 mnpnuom-no:aropom y xaproumﬁ xopobui

Responsible for manufacture of the'prodlic‘t,\ ”
packing, quality contral and release /
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Bina a6a Mafbee Ginn qcnemla 3 BNEALCHIIORBHM Complies’. JComplies/. |Complics/:
3anaxom Bianosizac |Bianoginac |Bianosizac
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ensity at 20 °C g/cm" / Cyctuna npn20°C v » wullalb 113 wewd | o) trlenh
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1
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JEPXXABHA CJIYKBA 3 JIIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KUIBCBKIHN OBJIACTI

npos. Ceitauunoi Hagil, 3, m.KuiB, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
Npo SAKiCTh BBe3eHOro B YKpaiHy JikapebKoro 3acoby

30.11.2023 Ne 58925/23/10

HYPO®EH® JIUISI JITEH ®OPTE

(mafiMeHyBaHHS TiKapCLKOro 3acofy 3rifHO 3 peecTPaLiiiHUM NOCBIAYEHHAM)
Cycnen3is opajibHa 3 NOIYHHYHHM cmakoM, 200 mr/5 mn; no 100 ma y ¢uiaxoni; oo 1
¢d1aKoHy y KOMILIEKTi 3i LINPHIOM-103aTOPOM Y KapToHHiii Kopo6ui

(thopma BuIyCKY, 103yBaHHsA, BHI NIaKyBaHHA Jikapchkoro 3acoby)
Howmep peectpauiiinoro nocsinuenns UA/7914/01/02 ctpok nii peectpauiitnoro nocsizuenna 01.01.2099
Cepis nixapcskoro 3aco6y Ne AEW837 Kinbkicts BBe3€ROrO nixapcnkoro 3acofy 50112

BupoGHuk Pekkitt Benkisep Xenckep (FOkeit) Jlimiten, Bennka Bpuranis

(uaiiMeHyBaHHs BUPOOHMKA JiKapchKOro 3aco0y, KpaiHa NOX0HKEHHA)

Baeseno B Vkpainy Tosapucrpo 3 o6mexenolo Biznosizaanuicrio '"Pexkirr Benkizep
Xaycxona Eng Xenc Kep Ykpaina', inenr. xon: 33696041

(naitmeryBanna Ta xon 3a €/IPTIOV opuanwnoi ocobu abo npiseuiue, iM'a, mo 6arbkoBi disuunol
0colH - nianpuemus, i Miclie IPOKHUBAHHA Ta peecTpauifinui HomMep 061iK0BOT KapTKH NAATHKUKA
noparkis abo cepis Ta Homep nacropra)

Iporoxkoa Bisyaasnoro koutpoumo sin 27.11.2023 Ne 3759/3.

3a pesyinTaTaMH IEP/KABHOTO KOHTPO/IIO BCTAHOBNEHO, IO JikKapchkuil 3aci0 BBeseHo B YkpaiHy 3

JAOTPHMAHHSIM BUMOT 32aKOHOJIABCTBA IIOAO 3a6e3nedeHHs AKOCTI Nikapchkux 3acobis.

Biraniit BOHJAPEHKO

(initianu Ta npi3suiLe)
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