JIEPJKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KUIBCBKIU OBJIACTI

npos. Ceitinynoi Haxii, 3, m.Kuig, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €[JPIIOY 37078774

BHUCHOBOK
Mpo AKICTH BBe3eHOro B YKpaiHy JiKapchbKOro 3acoly

29.02.2024 Ne 7519/24/10

HYPO®EH® JJIsI IITEN
(uafiMenyBaHHs TiKapchKoro 3acoly 3riaHo 3 peecTpauiiHuM NOCBiIYEHHAM)
CyCneH3isi OpasbHa 3 aNeIbCHHOBUM cMakom, 100 mr/5 ma, no 100 ma y ¢uiaxoni; mo 1
¢d1aKOHY B KOMILIEKTI 3i IUNpUIoOM-103aTOpOM y KapTOHHii KopoOui
(popma BumycKy, NO3YBaHHS, BUA AKYBAHHS JiIKAPCHKOTO 3acoby)

Howmep peectpaniitioro nocsimuenns UA/8233/01/01 crpox aif peectpauiiinoro nocsintenns 01.01.2099
Cepis nixapcwkoro 3acoby Ne AGA113 KinbkicTb BBe3eHOrO Mikapchkoro 3acoby 17280

Bupo6Huk Pexkirr Benxizep Xenckep (I0Keif) Jlimiren, Benuka Bpuranis
(naiiMenyBaHHs BUpO6HMKa TiKapchKoro 3acoby, kpaiHa MOXOKEHHS)

Bee3eno B YkpaiHy ToBapucTso 3 06MexenoI0 BianoBigaabHicTio "'PexxirT Benkizep
Xaycxoan Eua Xenc Kep Yipaina", inenr. xon: 33696041

(naiiMeryBanHs Ta ko 32 €IIPTIOY ropuanuHoi ocobu abo npizsuuie, imM's, o 6aTekoBi hizHyHOT
ocobu - mianpuemus, if Micue IpoXKMBaHHA Ta peecTpautiiinuil HoMep 06MiKOBOT KAPTKH MIATHUKA
noaatkis abo cepist Ta HOMEp MacnopTa)

IpoTtokon Bisyansuoro kourpomo six 27.02.2024 Ne 0227/2.

3a  pesynbTaTaM JIEP)KABHOTO KOHTPOJIO BCTAHOBMNEHO, IO Jikapchkui 3aci6 BBeseHo B VYkpainy 3
JAOTPHUMAHHSIM BUMOT 3aKOHOAABCTBA IOA0 3a6e3MeueH s AKOCTi JIIKapchKUX 3acobiB.
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E_QA VERSION 19 OUALITY CERTIFICATE / CEPTU®IKAT SAKOCT]
NAME OF PRODUCT:  [NUROFEN® FOR CHILDREN GERTIFICATE/CEPTHOIKAT
HA3BA POAYKII:  |HYPO®EH® IIA JUTEW Ne 2
Country of manufacturing / Kpatua-supobuux United Kingdom Benuka Bpuranis
CERTIFICATE REGISTRATION NUMBER: UA/8233/01/01
HOMEP PEECTPALUHOIO NOCBUIHEHHA: UA/8233/01/01

Strength / Potency: / Cuaa aii / AKTHBHICT:

Ibuprofen 100 mg{ 5 ml / 16ynpothen 100 M/ 5 Mn

Dosage form / Jlikapcbka gopma

Orange Oral suspension,
MI/5 M1l

100 mg/ 5 ml / Cycnensis opansha 3 anesCHHOBHM cMakoyM, 100

Package size and type / Po3mip T2 THN NAKOBAHHA

100 ml in a bottle,

1 bottle with an oral syringe as a dosing device in carton box /
no 100 Mn y dnakoHi, nio 1 drakory y KOMMANEKTI 3 WPHIOM-103aTOPOM Y KapTOHHIf

xopobui
BATCH NUMBER / HOMEP CEPIl:  |AGA115 gﬁig‘?:lfl'l'}‘;‘if“c’”‘*ﬁ’ G 11/2023
3 EXPIRY DATE / JATA JAKIHYEHHA
*BATCH SIZE / *PO3MIP CEPII: 1483 [oaraty IPHAATHOCTL: 11/2026 |

Responsible for manufacture of the product, packing,
quality control and release / Bianogizansunii 3a

Reckitt Benckiser Healthcare (UK) Limited, Dansom Lane,

Huil, HU8 7DS, United Kingdom

BipoGHILTBO, NAKYBAHHSA, KOHTPONL siKkocTi TA
sanyck cepils

BpuTanis

Pexxitt benkizep Xenckep (I0Keh) Jlimirez, Tlercom Jletin, Xann, HU8 7DS, Benuka ‘

Manufacturing License/ Jlinen3in na Bnpo6unurso:

MIA 63

Ibuprofen / i6ynpoden:

TesTs e O s | PEWLTATI AMARTD
MNOKA3HIKI HOPMIt cananes) 10084256

Description / Onue: White or an off- white, orange flavoured
suspension / Complies/ Complies
Bina abo waftke 6ina  cycreusis 3H Binnosinac Bianosinac
ANENLCHHOBHM 3aNaxoM

Identification / InenTndixanis . .
Positive/Tlo3utnei0 Positive/ [Tozumiteno Positive/ INostirieuo

Identification / InenTndixauin
Domiphen Bromide / Hdosmicpeny Gpomin

Positive/Tlo3uTHBHO HPositivel TMo3sTHBHO

Positive/ [To3THBHO

pH (at 20°C)/ pH (npu 20°C)

4.0 ~4.5

4.4

44

Density at 20 °C g/em® / Fycria npn 20 C

1.14 - .18 gfml / 1,14 ~ 118 v/nn 1.16 g/mi/ 1.16 r/mn

1.16 g/ml £ 1.16 rivn

Assay Ibuprofen/

{3AransHe YHCAO APIKIKOBHX i NTiceHeBuX rpuGin
(TYMC)

¢) Esherichia coli

not more than 10' CFU/ml / ne Binbwe 16’
KYOinn

Kinbkicxe pusravenns I6ynpodeny 19-2.1% 20% 21%

Assay Domiphen Bromide / .

Kinokicne sunavenns Jomidgeny Gpomin 0.0095 - 0.0105 % 0.0101 % 0.0102 %
~*Microbial Quality: / **MixpoGiosoriuna uncrora: Last tested:

(Eur. Ph/Esp. ®. 2.6.12,2.6.13) JlaTa OCTAHHLOTO TECTYBAHS: 11.2023

a) total aerobic microbial count (TAMC)/3arantue not more than 10? CFU/m} / e Ginvwe 10 Complies/ Bianosinae Complics/ Binnosinac
HMCNO aepoBHMX MiKpOOPraHismiB (TAMC) KYOima l

b) total fungal yeast and mould count (TYMC) Pamplics/ Binnosinae Complies/ Biznosinae

. . . Complies/ Bianosinae
Absent in 1 ml # Bincytnicte B 1 M1

Complies/ Binnosinae

Reckitt Benckiser
Web:www.reckittbenckiser.com




SKU 0127146 ﬁpReckitt

Certification statement: / 3aaea npo ceprudikauiio:

I hereby centify that the above information is authentic and accurate, This batch of product has been manufactured, including packaging ! Iabelling and quality control at
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.

Lis A 3acainvyto, wo Hasenewa e indopyautia € aoctosipoto Ta Tounoto. Lo cepito nponykuil 6yno supobnena (Brmiouasodit nakysaHua / Mapkysakua) ta
NposeseHs KORTPONS i AKOCTI HA BHLICIAIHAEHIT AinbHIL y NOBHIN BIAMOBIAHOCTI 3 BiMOraMi GMP, BCTAHOBNEHHMH MICUEBIM PEryASTOPHIM OPraHoM, & TakoK
pinnosiano 20 cnewtdixadift, wo MicTATLCA y peectpauiitory gocse. IpoTokonr BPOGHILTEA, NaKyBaHHR Ta aHani3ia Gyno nEpernsHyTO TA BCTAKOBIEHO
sianosignicts GMP.

Comments /Komeurapi:

2 Every tenth batch or at least annually. Tectyctsea koxkna 10 cepin, ane He meuwe | cepil va pik,

§" Non routine. The initial thre¢ production batches will be tested and thereafier every tenth batch or at least annually

He pyTunsnit Tect. TECT NPoBEEHO Ha AEPLIHX TPHOX BIEPOBHHUNX CEPIAX, NOTIM NPOBOANTLCA HA KOXHil AecaTifl, anc He pinwe opHOro pasy Ha pik.

* The batch size is indicated as cases quantity per manufactured batch. One case hag¥3 consumer packs. / Poswmip cepil 3a3Haueno xk kinbkicts xopoGie supoGaenoi
cepii, Oaun kopo6 MICTITD 12 CROXIBYIX YNAKOBOK.

Name and position/title of person authorizing the batch release /
Hpissiuge Ta nocana/3saunsg ocobi, AKa BHAANA H0IBIA HA BHNYCK Signature / ITiamse
cepil

Date of signature/
JAara nianncannn:

pre

D )’}Vft&vi«/} R l\; 3 | 2y )ei] 2¢2¢

Reckitt Benckiser
Web:www.reckittbenckiser.com
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COA YERSION 19 QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI
NAME OF PRODUCT: NUROFEN® FOR CHILDREN CERTIFICATEICEPTHOIKAT
HA3BA NPOAYKUI:  JHYPOGEH® i JITEH No I
Country of manufacturing / Kpaiua-pirpofuny United Kingdom Bemuxka Bpuranis
CERTIFICATE REGISTRATION NUMBER: JA/8233/01/01
HOMEP PEECTPALIHHOIO NOCBIIMEHHS: |UA/8233/01/01
Strength / Potency: / Cnas aii / AktisHicrs: lbuprofen 100 mg/ 5§ ml / 16ynipodert 10§ Mr/ 3 atn

. Orange Oral suspension, 100 mgf 5 ml / Cyenchiia opaneya 3 amenbCHHOBHM CMaKOM,
Dosag‘e form / Jlikapeska dopata 100 Mr/5 an

100 m in a bottle, | bottle with an oral syringe as a dosing device in carton box /
Package size and type / Poamip Ta Tin nakopanus o 100 s y qunakoui, no | Qnakony y kosnaeri 3 WNPHLOM-20TaTOPOM } KAPTOHYUIH
Kopobui

DATE OF M | URE: / A
BATCH NUMBER/ HOMEP CEPIE:  [agm3ss [0/A0F OF MANUFACTURE: /24T, 0712024
) By
*BATCH SIZE / *PO3MIP CEPil: 4562 g’g,’;‘l‘[‘l{;’f};‘fl’nﬁ{;‘&'}'ﬂ ENRA 07/2027
Responsible for manufacture of the product, Reckitt Benckiser Healtheare (UK) Limited, Dansom Lane, Hull, HU8 7DS, United
packing, quality control and release / Kingdom

Bianoesizansririi 3n supoSannren, nakypsusns,

. o PexkitT Benkisep Xenckep (IOKel) Jlimiten, Rencoat Jeihn. Xann, HUS 7DS, Bennxa
KOHTPOAL AIKOCT) T8 Bitnyck cepil:

Bpuranin
Manufacturing License/ Jiuenata ua supobunurac: |MIA 63

RESULTS OF ANALYSIS
TESTS LIMITS
NORAIINEN HOPMI PE3YNbTATH AHANI3IB
10074707
Pescription / Onuc: White or an off- white, orange flavourcd
suspension £ Complies/
Bina abo aaitwe Oina cycnemsis s Bimnogiage
ANCALCHEIOBHA 3A0BXOM
Identification / InenTuhixauin
Ibuprafen / lﬁynpmpeﬂq:) Positive/lloantiane Pasitive/ loantiano
Identification / IrerTudikauin . :
Domiphen Bromide / Jlomidesy 6pomin Positive/lToasTHeno Positive/ osntneuo
pH (at 20°C)/ pH {npn 20°C) 4.0 -4.5 4.4
Density at 20 °C g/cm® / Tyernna npu 20°C Li4-1.18g/ml71.14 - 1.18 rima 116
Assay [huprofen/ j g
Kinnricne siusuavenns [Gynpodeny 1.9-21% 2.1%
Assay Domiphen Bromide / 0.0095 ~ 0.0105 % .
Kinnilene puznazennn Jomideny Gpomia 0095 ~0.0105 % 0.0100%
**Microbial Quality: / **Mixpoblonariuna uncrora: Last tested: 07.2024
(Eur. Ph/Erp, . 2,6,12, 2.6 13} Hata acTanueoro Teerysans: )
a) total aerobic microbial count (TAMC)Aaranene not more than 10 CFU/ml / ue Ginkume 102 Complies! Binnosinae
4neNo aepoGHUX Mikpooprasiisis (TAMC) KYOiun
b) total fungal yeast and mould count (TYMC) . \ ) Complies/ Binnosizac
f3pransue uncne Apixpxosnx i niccHesnx rpudis ;c;(l):}ore than 10" CFUAn /e Gineure 10
(TYMC) B
L Complics/ Bianoni
c) Esherichia coli Absentin | ml/ Biacytuicta B 1 Mn PRSI

Reckitt Benckiser
Webiwww.reckitthenckiser.com
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Certification statement: / 3asra npo ceprudikanizo:

[ hereby cmiljr that thy above information Is authentic and aceurate. This batch of product has been manufactured, including packaging / labelling and quality
control at the above mentioned sliefs) in full complinnce with the GMP requirements of the local Regulatory Authority and with the specification in the Registration
Dossier, The batch provessing, packaging and analysis recond were in compliance with GMP,

LIt 5 3aceiAnyto, Wo nascacua suwe indopmauls © aoctopipiioe Ta tounoio. Lia cepilo nponykuit 6y10 BupodicHo (BRNONAIOHN HAKY BAHHS / MapKypaiNIg) Ta
nponeacHo Kontpo:s i akocTi 1A simetasiavenil AN ¥ nosui elanoainiectl 3 pusorasit GMP, BcTaHOBACHNMN MICUEBIIM PErYIATOPLIM OPraHOM. A
Takos Bianosinno uo cieundisadiil, wo MicTaTseA ¥ peceTpatliilronmy Aocke. FlpoToroms sipoditursa, naxy sanig Ta auanisis 5510 REPCrNRHYTO Ta BCTAHORNEHO
stanopipnters GMP.

Comments /Komeurapi:

2 Every tenth baich or ot least annunlly, Teeryerses xomna L0 cepia, axe ne sequne | cepli va pix,

# Non routine, The initial three production batches will be tested and therealler every tenth batch or at least annwally

He pyTunteni Teet. TecT RpoBeae!o HA 0EpWX TPAOX BHPOGHIKNX cepifX, NoTiM NPOROLITECA 1A Koxill accatili, ane ne pimwe oaxoro pasy 1a pik.
* The batch size is indicated s cases quantity per manufacturcd batch. One case hast2 consumer packs. / Poastip cepil sala4eno AR Kinkkicts kopoGie
sripoBacee] copil. O:tnn kopoS MieTnTe 12 cnomUBYHK yNAKOBOK,

Name and position/title of person autherizing the batch release /
; . Date of slgnature /
Tpissmwme Ta nocasa/ipanys ocofit, AKa BHARAA AOITIA HA BUYCK Signature / Minnne .
2 Hara nignHcansa:
cepit—n _—
E £3 V T

PAGE 2 OF 2
9708/2024 11:53

Reckitt Benckiser
Webrwwnw.reckittbanckiser.com




AEPKABHA CIYIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBHKIA OBJIACTI

npoB. Ceitmmanoi Hanif, 3, M.Kuig, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOV 37078774

BUCHOBOK
PO AKiCTH BBE3eHOr0 B YKpaiHy JdikapcbKoro 3acoly

21.01.2025 Ne 860/25/1011

HYPODEH® I JUTER

(nabivenysanns nixapeskoro 3acoby sTiaHO 3 peecTpauiHHMM NOCBIMCHIIM)
CyCIIEH3ifl 0pAJbHA 3 ANELCHHOBIM cvaxoM, 100 mMr/5 mux; o 100 ma y daakoni; oo 1
duraKony B KOMIIEKTI 3i IINPHIIOM-A03aTOPOM Y KAPTOHRI KOpoGLi

(hopra BumyCKy, AO3YBAHUA, BHA NAKYBAHHA NiKapchkare 1acoby)
Howmep peectpaniitioro noceinzenns UA/8233/01/01 crpox nii peecrpauiiinoro nocsiguenns 01.01.2099
Cepia nixapcskoro sacoby Ne AGMV388 KinexicTs BBe3eHoro nixapcrxoro sacoby 20736

Bupo6uux Pexxitt Benkizep Xenckep (IOxeit) Jlimiten, Bemuxa Bpuranis

(Haiinenynanng EupoGHIKa nikapeskoro 3aco6y, Kkpaina MOXOLKEHIE)

Brezeno B Yipainy Topapucreo 3 oGmeacenoro Bignoginanbictio "PexkiTt Benkizep
Xaycxonn Enp Xene Kep ¥Yipaina", inenr. kon: 33696041

{Hafiserysanng Ta kog 3a €APTIOY 1opumuiof ocoby aGo npisnHLe, iM's, 110 GaTbKOB] hiznunof
ocobu - minnpuemus, 1l Micue npoxusans Ta peceTpauiiini HoMep obnikonoi KAPTKH [LIaTHHKA
nozgatkis abo cepia Ta HoMep racriopra)

IIpoTokon sisyansHoro kowrpono sig 15.01.2025 N2 0060/3.

3a pesyneTaTaMH JFEPXABHONO KOHTPONID BCTAHOBNEHO, LIO nikapceknit  3aci6 Bsesemo B Vipainy s
AOTPHMAHHSIM BrMOr 3aKOHONABCTBA HIOAO 3a0e3Me et s AKOCT] NiKapchkux zacobie.

Y KP A Fidu
TA KON, | .
<§_ *b\;‘?ﬂHHRm‘;% . .
3acTyn HIKE o Onrra EPLOMEHKO

KOHTpOno) ' (nignuc) {iniuiany 1a npizoHme)
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