SKU 3286871 Frecatt 2

Benckiser

COA VERSION 24 QUALITY CERTIFICATE / CEPTH®IKAT AKOCTI
NAME OF PRODUCT: |NURQFEN® FORTE CERTIFICATE/CEPTU®IKAT
HA3BA ITPOYKIIIN: HYPODEH® GOPTE Ne 377157
Country of manufacturing / Kpaina-supofuux United Kingdom Benuxa Bpurasnis
CERTIFICATE REGISTRATION NUMBER: Ne UA/6313/02/01
HOMEP PECCTPAUIHHOIO IIQOCBLTUEHHS: Ne UA/6313/02/01
Strength / Potency: / Cuna nit/ AxrisricTs: IBUPROFEN 400 MG / IEYTIPO®EH 400 M
Dosage form / dizkapcbxa dopaa Coated tablets / TaGnerxw, srpari oBononxomn
Package size and type / Poamip ta Ton nakosanns Ne24 (12x2) in blisters / Na24 (12x2) y 6micrepax
BATCH NUMBER / HOMEP CEPIY:  [TA031 DATE OF MANUFACTURE: / JATA BHPOBHHUIITBA: 112024

: EXPIRY DATE / JATA 3AKIHYEHHS TEPMIHY
*BATCH SIZE / PO3MIF CEPIL: 544 Ca HPYJATHOCTL: 11 2027
Responsible for manufacture of the product, packing, [Reekitt Benckiser Healthcare International Limited, Nottingham site, Thane Road,
quality control and release / Binnonigansmmii 3a Nottingham, NG90 2DB, United Kingdom
EHPOGHHIOTRG, NAKYBAHNS, KONTPOIE STKOCTI Ta PexkirT Benkisep Xencxep Inveprermr Jlintiren, HotTinres caiit, Teiin Payn,
BHOYCK cepii: Hotrinres, NG90 2DB, Benuxa Bprratis

Manufacturmg License/ Jiuenain na BnpnﬁlmuTBo 12862
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A whlte to off white, biconvex, sugar-coated tablet prmted wath
an identifying logo in red on one face / Bini abo aatbxe Gini,

Appearance/Omie

mBOOIYKI TabmeTKy, BRpHTI MyKpono0 060MoHKO0 3 C?mp li?'s /

inerrTudiryroumm nanmcom sepsoHoTo KOJNILOPY HA ofuiif Binnosixae

CTOpOHI TabneTkn,
Identification of Ibuprofen/ Must comply with the approved test/ . . .
Ineutndixauia iGynpopeny Tosumno pignosinary sarsepmuenonmy Metony. Complies / Binnosinae
Identification of Titanium dioxide?/ Must comply with the approved test / . L
Inenrndikayis tarany Dioxenay* Horunno einnonigarty 38TBEPEHOMY METOLY. Complies / Binmosigae
Identification of Iron oxide¥ Must comply with the approved test / Compli . .
Inenridixanis 1aniza oxenny? ITosxmH0 BinnonifaTH 3aTREpIKCHOMY METOLY. omplies / Biznoeinae
Average mass / Cepegua Maca 816 -900 mg /816 — 900 mr 261 mg fur
Unifirmity of mass¥ Must comply with Eur.Ph/ . . .
Oanopinnicts Mac? Honmma signopigare Esp. Dapn, Complies / Bianosinac
Disintegration / Must comply with Eur.Ph (not more than 30 minutes) / ]
Poanaganin IMosuuuo winnonizars Enp.®apn. (ne Hinpme 30 2B) 10 min /xs

Dissolution® / Not less than 80% (Q) of the stated ibuprofen content dissolves in

s 60 min/ 3a 60 x» ne Meame §0% (Q) ria xinexocri Bkasaxol n p.l1 95% g;:?{g::f:;
Crnan
Microbiological Examonation?/
MikpoGiomoriana wmerorat
Acrobic Bacteria / AepoBiuix Gaxrepiti (TAMC) <10° CFU/g /<10° KVO/r Complies / Biznosizae
Yeasts and Molds / Opiznxesux Ta mricenesmx ulis
e Api i < 10° CFU/g / <10® KYO/r Complies / Biymosinae
(TYMC)
Escherichia coli Absentin 1 g/ Mae 6yn BifgcyrniMze 1 ¢ Complies / Bignosinae
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SKU 3286871 Weaciit

Benckiser

Certification statement: / 3anpa npo cepTidicanio:

[ hereby certify that the above information is authentic and accurate, This batch of product has been manufactured, including packaging / labelling and quality control
at the above mentioned site(s) in full compliance with the GMP requirements of the [ocal Regulatory Authority and with the specification in the Registration Dossier.
The batch processing, packaging and analysis record were in compliance with GMP.

lum 2 32CBIATYIO, IO HABEAEHA BULLE (HQOPMALIA € AOCTORIPHOIO Ta ToMHOM. Lo cepito npomykuil §yno Bitpobneno (Bknovaloni naKynanns / MEpRYBAHHA} Ta
NPOEEACHO KOKTROME TI AKOCTI Ha BHLLE3A3HAMEHIT AMBHHL Y NOBNIH BinnoninmocTi 2 BuMorami GMP, BCTaHOBNEHIMY MICHEBHM PETYIATOPHHM OPTAHOM, A TAKOK
Biamoiane 1o creundikadiff, wo Mictarsca y peccTpanitinosy aocse, Tlporoxomi BHpOGHEITBE, NAKYBAHHA Ta AHANI3IE GYNO NEPErIANYTO TA BCTAROBAEHD
BipnosigMicTs GMP.

Comments /Komentapi:

" This test is performed on the tablet cores/ Le BunpoGynana BHKOHYETHCA Ha ANpax TA0NETOK

? These tests will not be performed routinely. One batch manufactured per year will be tested for compliance with these tests/ He pyTuupmii Tect, IIpoBoniTeca
B1BipKORO An% oxkici cepi, Bitpobaenol npoTarom POKY.

® These tests will not be performed routinely, the first ten batches manufactured will be tested for compliance with this test, followed by a minimum of one batch in
every ten batches manufactured! He pymunsuii rect. Ilposogntsca s MEPIIHK ACCATH! BHPoONeRHX cepiil, Hanani, sk MiniMys, s xoxuol aecaTol sipobnerol
cepil.

"The batch size is indicated as cases quantity per manufectured batch. One case has 144 consumer packs.

iPO‘.‘sMip cepil 3aseaveno ax KUTEKICTE kopoGie BupoGNeHol cepil. Oann kepob MicTiTh 144 CHOXHBYIX YIAKOROK.

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

: . Signature / YTimmre
Ipizeime Ta nocana/3sanna ocofn, axa BuAaAa Ko3Bin Ha BHIIYCK cepit g B Hara nigmican

Elactrorfcally signed hy: Martha
3

Signature; Martha Mukange s
Martha Mukange. QP / QA Technical Support Manager. Dalo: By
Email: Martha.Mukange@reckitt.coth

! qu rova this documant.
c 19, 2024 14:45 GMT

Elactronically signed by: Androw Godber Electronically signed by: Phitlp Knight
H R - f th, - 2
Signature:  MNids documant 1 2uer of s Signature: @ o
Dalo: Dec 17, 2024 19:18 GMT Date; Dac 18. 2024 20:08 GMT
Email: Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com
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AEPIKABHA CIIYKBA 3 JIUKAPCBKHX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTHKAMM ¥ KHIBCHKII OBJACTI

npog. Ceitnuanoi Hagii, 3, m.Kuis, 02099, Ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
Ipo SIKICTH BBE3€HOro B YKpaiHy JiKapchKoro 3acoby

13.03.2025 Ne 10465/25/10

HYPODQEH® ®OPTE

(Hafimerypanua nikapcbkoro 3aco6y 3rimuo 3 peecTpauiiinny TOCBIAMEHHAM)
rabnerxn, BRpuTi 060101K010, 10 400 MF N0 12 TabaeTox y Gnicrepi; o 2 GuicTepn B
KapToHHIi Kopobui

(§opma BuTIyCRY, KO3YRANHA, B NAKYBAHAA TIKAPCHKOTO 3acoly)
Howmep peectpauiittoro noceiguenna UA/6313/02/01 crpox nif peecrpanitinoro noceimenns 01.01.2099
Cepis nixapcororo sacoby Ne TA031 Kinexicts BBE3¢HOr0 nikaperkoro 3acoby 51840

Bupo6unk Pexxirr Benkisep Xenckep Inrepuemsn Jlimiten, Benuxa bLputanis
{naliMenypanmss BHPOGHMKA Nikapcskoro 3acoby, Kpaina rnoxomxeHHg)

Bresero s Yxpainy Toeaprcreo 3 ofMesxeno10 BigNOBIRANLIICTIO "PeRKITT Benxkizep
Xaycexomr Eng Xene Kep Yiepaina, inenr. wox: 33696041

(uafinenypanns ta xog 3a CJIPTIOY opHIHOT 0cO6H 260 npispuime, in's, no Gatekoni diseol
0colu - mignpreMus, i Micue nposxmanus Ta peecTpanifinuit HoMep o6nikosol kaprku onaTHEKA
nonarkis affo cepin Ta Homep macnopra)

Hporokon sisyansrore xonrpomo eig 05.03.2025 N 0666/1.

3a pesynbraraMHM [ep:aBHOTO KOHTPOIO BCTAHOBNEHO, IO JiKapchKmit 3aci6 pBneseno B Vkpailny 3
AOTPHMAHHSM BHMOF 3aKOHOJARCTEA [OA0 3a6E3EYCHES AKOCT] miKapceKuX 33cobiB.

SacTympincalaie e : ' Omtra EPEOMEHKO

N KoHTPONtO) (minnuc) {inininny 18 npizpnineg)
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SKU 3286871 B reckitt
Benckiser
COA VERSION 24 QUALITY CERTIFICATE / CEPTUDIKAT AKOCTI
NAME OF PRODUCT: |[NUROFEN® FORTE CERTIFICATE/CEPTHDIKAT
HA3BA ITPOIYKIN: HYPOMEHR @OPTE Ne 372281
Country of manufacturing / Kpaiua-supobinx United Kingdom Benmxa Bpurranin
CERTIFICATE REGISTRATION NUMBER: Ne UA/6313/02/01
HOMEP PEECTPALIIHHOIO NOCBITYEHHSL: [N UA/6313/02/01
Strength / Potency: / Crna aiil/ AxrirenicTs: IBUPROFEN 400 MG / IBYTIPODEH 400 MI”
Dosage form / Jlikapenka (opaa Coated tablets / Tabnerky, sBKpuTi 0G0JIOHKOK
Package size and type / Poamip Ta Tin naxosanns Ne24 (12x2) in blisters / No24 (12x2) y Briicrepax
BATCH NUMBER / HOMEP CEPIT: |SW195 DATE OF MANUFACTURE: / IATA BUFOBHHIITBA: 10 2024
o EXPIRY DATE / JATA 3AKIHUEHIIS TEPMIITY
*BATCH SIZE / PO3MIP CEPIL: 532 Ca MPHIATHOCTI: 10 2027

Responsible for manufacture of the product, packing,
quality control and release / Bianocinannunii 3a
BHDOGHHITBO, MAKYBAINIE, KONTPOIE AKOCT] TA
BUNYCK cepil:

Nottingham, NG90 2DB,United Kingdom

Reckitt Benckiser Healthcare International Limited, Nottingham site, Thane Road,

Hotrinren, NG90 2DB, Benuxa Bpuranis

Pexxirr Fenxisep Xencxep Inrepnernn Jlimitey, Horriures cajit, Teiin Poyn,

Manufacturmg License/ Jlluemm Ha Bnpoﬁnnu'mn. 12862
;1:31?; %ﬁl,ﬁfﬁ Shpiyiian i RESULTS OF

> gé i3 gigz 3,3 ?a’nfasmmes i LIMITS ANALYSIS

i ;F? el a% jﬁ%ﬂ;!ﬁ%{},}ﬁmpﬁ M = PE3YJLTATH

el '::s- it i e el 5 B, 5§ Yt . R AHAJIIZIB

Appcarancc}'{)mxc A Whlte to off- whlte blconvex, sugar-coated tablet prmted w1th
an identifying logo in red on one face / Bini abo matixe 6ini, .
NBOONYKNI TaflIeTKH, BKPHTI LYKPOBOIO 0G0IOHKOIO 3 C?mpllf’.s !
inenTudiKyloMuM HAMHCOM YEPROHOTC KONBOPY HA OAHIl Biznosinae
CTOpPOHI TabNeTkH,

Identification of Ibuprofen/ Must comply with the approved test / . . ]

Complies / Bionozrinae

Inenrudixauia iynpodeny

TToruHHO BIATOBIAATH 3aTEEPIKEHOMY METOMY.

Identification of Titanium dioxide?/
ImenTidikanin Tutany aiokenmy?

Must comply with the approved test /
TTonHHO BiTIOBIHaTH 3aTBEPIKEHOMY METOMLY.

Complies / Bianosinae

Identification of Iron oxide?/
Inenrudicanin 3amiza oxengy?®

Must comply with the approved test /
[ToBHHHO BiANORIAATH 3ATHEPAKEHOMY METOAY.

Complies / Bizuiosiaac

Average mass / Cepeqns maca

816900 mg /816 — 900 mr

868 mg fmr

Unifirmity of mass¥/
Omnopiguicts macit?

Must comply with Eur.Ph /
Ilonunua signosinats €ap.Pap.

Complies / Bianoninae

Disintegration /

Must comply with Eur.Ph (not more than 30 minutes) /

Poznagams [losunno sinnosigaru €ep.Qapm, (re Ginsme 30 xB) 10 min /xe
Dissalution? / Not less than §0% (Q) of the stated ibuprofen content dissolves in
issolution 60 mi - . 3 3 " Complies /
? 2 min/ 3a 60 xe e menwe 80% (Q) sia kizbkocti Brazanoi & p. 91, ]
O3UHIICHIA B uose i

Crnag

Microbiological Examonation?/
Mixpobioneriyna unerera’

Aerobic Bacteria / AepoGHux Gaxtepiit (TAMC)

Yeasts and Molds / ipixmxersx Ta miicenesix rprbie
(TYMC)

Escherichia coli

<10 CFU/g /<10° KYOIr
< 10> CFU/g / <10° KYOIr

Absent in [ g/ Mae Gy nigeytHiMe 1

Complies / Binnosinace

Complies / Bianosinae

Camplies / Bianosigae
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SKU 3286871 it

Benckiser

Certification statement: / 3aaea npo ceprudiranino:

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging / labelling 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.

ITum 2 3aceinyywo, wo raseaesa enme indopManis € noctoipHoo Ta Touroio. Lo cepito npoayknii Gyno supoGieno (BkAOYAIOUN nakyraHHa / MAPKYBAHHA) T2
MPOBEAREHO KOHTPOM 1 RKOCTE HA RHLIEIA3HANeHH AimerLi y nopHi BianosizsocTi 3 BiMoraMit GMP, seTaHOBNEHIMI MICLEBYM PeryIIITOPHHM OPTOHOM, 2 TRKOXK
Bimmosipto Ko cneundikadiii, o MicTaTeeH ¥ peecTpauiiinoMy aocse. [Ipotoroni BUpOGHILTES, NAKYSaAMIIX T2 aHANiain Gy0 NEPErAAHYTO TA BCTAHOBAEHO
Bignosinguicts GMP.

Comments /Konerrrapi:

' This test is perfermed on the tablet cores/ Lle sitnpoGyBatiia BIKONYETLCA a AAPAX TABNETOK

* These tests will not be perfermed routinely. One bateh manufactured per year will be tested for compliance with these tests/ He pyrunsiii Teer. [iposonntscsa
fsirGipxoBo ana ofHiel cepil, RupolneHoi IPoOTAroM PoKy.

* These tests will not be performed rowutinely, the first ten batches manufactured will be tested for compliance with this test, followed by a minimum of one batch in
every ten batches manufactured/ He pyTaimtit 1eet. IIpoBozistTscA 48 Mepimnsx JecaTH BIPOGNEHNX Cepift, Hanani, K MiRIMYM, [N KOXHOT AecATol BHpoGhencE
cepil.

“The batch size is indicated as cases quantity per manufectured batch. One case has 144 consumer packs.

Posmip cepif saseaueno ax xinbkicTs kopobis Bipotinenoi cepil. Onmi kopob MicTTs 144 CHOXKHAYHK YNaKOBOK.

Name and position/title of person authorizing the batch release /
Ipissuime Ta nocaga/ssamnus ocobn, SIKa BRAAKkA 103Bi1 13 BIRYCK cepi

Date of signature /
Hara ninnecanns:

.--—\-- ?.'eclron' Cally signad by Mandy
H . e 33 L WIGOos
Slgnatu re: l’% Reason: | approve this documant

Dato: l:!jl . 2024 07.15 GMT

Signature / ITignre

Mandy Turgoose. QP / Operations Quality Manager,

Email: mandy.turgoose@reckitt.co

Elacironically signod by: Andraw Godbor = Efzcironically signed by: Philip Knight
* 5 Reascn: | am tha author of this . 2
Signature;  Mowke dacamant Signature: <y g Roadn F avaagvined nls
Date: Nov 7, 2024 11:27 GMT DPata: Nov 1. 2024 13:31 GMT

Email; Andrew.Godber@reckitt.com Email: FPhilip.Knight@reckitt.com
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JEPXABHA CJIVYKBA 3 IIKAPCBKHX 3ACOBIB TA KOHTPO.IXO 3A
HAPKOTHKAMI Y KHIBCBKIN OBJACTI

npos. Ceitmranot Haadl, 3, mKnis, 02099, ten/taxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JIPI10Y 37078774

BHCHOBOK
IIpo SIKicTH BBe3eHOT0 B YKpainy Jikapcbkoro 3acody

04.12.2024 Ne 62428/24/10

HYPOQEH® OOPTE

(Hafimerynams nikapebkore 3scofy 3rinHo 3 peecrpaniiinks nocsizuesnan)
rabaerky, BRpnTi 06000HK00, no 400 Mr o 12 TatGrerox y Gnicrepi; no 2 baicrepu B
kaproHuiil kopoGni

{dopma BHITYCKY, AOIYBANNA, BILI NAKyBaukd aikapeexoro sacoby)
Homep pecetpariftuoro noceipuckns UA/6313/02/01 crpox ait peectpanifinoro nocainuenus 01,01.2099
Cepis hixapeskoroaacoby Ne SW195 Kinexicrs pezenoro aixapeexore acofy 24192

BupoGusk Pexxirt Benkizep Xenckep Inrepretnun Jlimitexn, Benuxa Bputanis

(nattenyparna 3HpofHAKa NikapesKoro 3acofy, KPAiHA TOXOLKCHHA)

Beeseno B Yxpainy TosapucTBO 3 06Mexerow Binnosinansuicrio "Pexkritt Benkizep
Xaycxonn Enp Xenc Kep ¥rpaiua", inenr. won: 33696041

(uatiserrynamia Ta kom 38 €APIIOY opsawanoi ocobi abo npisexie, iv's, 1o 6aTLkos: PrIvvHO)
acobu - mignpuemns, ii aicie npoxieakig Ta peceTpanifinuit Homep o6nikosol kapTKH NABTHHKA
noAsTKiB abo ceplx ta Homep nacropra)

TipoTokon mizyannuoroe conrpomo sin 28.11.2024 N2 3752/4.

3a pesynrTaTAMH HepKEBHOTC KOHIDONK BCTAHOBJNEHO, 10O nikapcskuft 3aci6 moczeHo B Vipainy 3
AOTPHMAHHAM mmor 3ax0HONABCTEA 0RO 3a0e3neuenny AxocT Jlkapcrkux acobis,

Ossra EPEOMEHKO
(ulularie v nplanying)

-
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