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JIEPJKABHA CJIYXBA 3 IIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCBHKIA OBJIACTI

npos. Ceirmaunol Hanil, 3, M.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BHCHOBOK
npo sKicTsL BBe3eHOro B YKpaiHy JikapchKoro 3aco0y

21,02.2024 N 5977/24/10

HYPOO®EH® ©®OPTE

(nalimeHyBaKHA MKAPCLXOTO 38c06Y 3rinno 3 peecTpanifnum nocein4eHHAM)
Tabaerkn, BRpUTi 06oaoHKo10, no 400 mr; no 12 Tabaerok y 6aictepi; no 1 Gnicrepy B
kaprouniii Kopobui

(tbhopma BumycKy, 103YBRHNA, BH NAKYSAHHA TKAPCHKONO 3acoby)
Homep peectpanifinoro noceimiemis UA/6313/02/01 crpox aif peccrpauifinoro nocainyeria 01.01.2099
Cepis nixapcsxoro 3aco6y Ne RS401 KinbkicTs sse3enoro nixapcsxoro 3acofy 129600

BrpoGuux Pexxirt Benkizep Xenckep lurepreurnn Jlimiten, Bennka Bpuranis

(Hafimerynanns BrpoGHuxa mixapcsroro 3acoby, kpaiHa NOXOKEHHA)

Boeseno B Yxpainy Tosapucrro 3 ofmexenoto sianosinansnicrio 'PexxirT Benxizep
Xaycxoig Ena Xenc Kep Ykpaina", inesr. xoa: 33696041

(uaBmeHysarna T xoa 38 CHIPTIOY 1opriuol ocobu abo npissume, iM's, no Garnkosi dianarzol
ocofim - niampuemiy, iT Micie npoxusanss Ta peecTpaniiunii Homep o6nikosoi KAPTXH INATHHKA
noaarxia abo cepin Ta HOMep nacropra)

[poroxon sisyamnoro xourpoato six 19.02.2024 M 0098/2.

32 pesynsTaTaMM [CpABHOrO KOMTPO/IO BCTAHORNEHO, WO nikapcuxuit 3aci6 seeseno B Yipainy 3
JOTPUMAHHSM suMOr 3aKOHONABCTRA 10RO 3abeaneuenna axocti Aikapcsxux 3acobis.
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SKU 0332263

‘;?Reckitt

Responsible for manufacture of the product, packing,
quality control and release / Biznosiaansuni an
supolHRLTRO, DAKYBARHS, KOHTPOL AKOCTI TR

Benckiser

COA VERSION 20 QUALITY CERTIFICATE / CEPTHOIKAT AKOCT 1
NAME OF PRODUCT: NUROFEN® FORTE CERTIFICATE/CEPTU®DIKAT
HA3BA NTPORYKIUI: HYPOOEH® ©OPTE Ne 338160
Country of manufacturing / Kpaina-supobuux United Kingdom Besnvxa Bpuranis
CERTIFICATE REGISTRATION NUMBER: Ne UA/6313/02/01
HOMEP PECCTPALIIAHOrO MOCBLIYEHHS:  |Ne UA/6313/02/01
Strength / Potency: / Chra aii / AxtusnicTh: IBUPROFEN 400 MG/ IBYTIPO®EH 400 MT'
Dosage form / Jlikapcbxa popma Coated tablets / Tafnerxn, sxputi oGot0HK0I0
Package size and type / Poamip Ta Thi naKosanHs Na12 (12x1) in blisters / Nel12(12x1) y Gnictepax
BATCH NUMBER / HOMEP CEPIl: |RS401 DATE OF MANUFACTURE: / JATA BHPOBHNLUTBA: 11 2023
o : EXPIRY DATE / JATA JAKIHYEHHA TEPMIHY

BATCH S1ZE / POIMIP CEPII: 1980 Ca PURATHOCTI: 112026

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

Nottinﬁham‘ NG90 2DBIUnited Kingdom
Pexxirr Benxizep Xeackep [urepuemun Jlimiren, Horrinrem caitr, Teln Poys,

sunyck cepil: Hotrinrem, NG90 2DB, Bennxa Bpuranis
Manufacturing License/ Jliuensiz ka supobunurso: 12862

Ty

Appearance/Omnc

-f“ m
A white to off-white, biconvex, sugar-coated, tablet printed with
an identifying logo in red on one face / Bini abo maibxe Gini,
asoomykni Ttabnerxu, Bxpuri wyxposoio obonomkow 3
inenTHdiXylOqHMM HANHMCOM YEPROHONO KONLOPY Ha OAHIA
CTOPOHi TaBNeTKM.

Complies/
Bianosizae

1dentification of Ibuprofen/
[nesrndixania iGynpodeny

Must comply with the approved test /

. R Complies / Bixnosina
[ToBHHHO BiAMOBIIATH IATBEPAKEHOMY METOMY. plies / BUmosiac

Identification of Titanium dioxide?/
InenTudikayis THTany aiokcuay?

Must comply with the approved test /

. . Complies / Biznosigae
[loaunno BiZNOBIZATH 3ATBEPAKEHOMY METOY. P SHoRi

Identification of Iron oxide?/
Inentadixauin 321i38 oxenay?

Must comply with the approved test /

; " Complies / Bignosigae
ITornuHo sinnorinaTH IATEEPAKCHOMY METOLY. omp WAHOBLY

Average mass / Cepeans maca

816900 mg /816 — 900 mr 868 mg /mr

Unifirmity of mass"/
OgunopianicTs Macy'

Must comply with Eur.Ph /

1 ' ies / Biznosi
TTosunna Bianorigatn €sp.Qapm. Complies/Bignoaiame

Disintegration / Must comply with Eur.Ph (not less than 30 minutes) / 1" .
Po3naxanus Mosuuno eignonsizaru €sp.Papm. (ne Sinbwe 30 xp) min /xa

. " Not less than 80% (Q) of the stated ibuprofen content dissolves in
Dissolution® / 60 min/ 3a 60 30% £ ; iy i Complies /
—— min/ 3a 60 xa ve mertue 80% (Q) Bin xinskocti sxaszaHoi B p. 97% Bianosizac

Cxan

Micrabiological Examonation?/
Mixpobionoriuna uncrora’
Aerobic Bacteria / Aepo6uex Saktepifi (TAMC) < 10’ CFU/g /10" KYO/r Complies / Binnoginae
Yeasts and Molds / JIpixlxeaux Ta iricenesux rpuGin )
(TYMC) o da < 10* CFU/g / <10° KYOIr Complics / Bianosizae
Escherichia coli Absent in 1 g / Mae GyTu BincyTHiMB I T Complies / Blunosinae

Reckitt Benckiser
web:www.reckittbenckiser.com
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SKU 0332263
Benckiser

Certification statement: /3ausa npo cepradixaniio:

I hercby certify that the.above information is authentic and accurate. This batch of product has been manufactured, including packaging / Iabelling and quality control
a1 the sbove mentioned site(s) in full compliance with the GMP requitements of thie local Regulatory- Authority and with the specification in the Registration Dossier.
The batch processing, packaging and analysis record were in complisnce with GMP.

[ 1w & 3aC8iaayI0, 10 HaBeAcHa BRrue indopmattix ¢ a0cTOBipHO0 T8 TogHO. Lio cepito nposyxuil Byn0 supoGneo (BXMOTAIONH Naxypauus/ MapKysaHER) Ta
nposenexa konTpons T sxoctl K sutmesaskascHist ainvunKi y nosxik siamosinnocti 3 sumoramu GMP, acranosnenrMa MiCUCBHM PErYRATOPHAM OPTauGM, & TAKOK
winnosiano no cneundixadifl, wo micTarsca y pecctpautilinomy nocse. [Iporexan 2VPOSHKUTSS, NAKYBAKHN TA AHANi3IA Gyno NEPErIAHYTO T4 ACTAHORICHO
niznonizmicts GMP.

IComments /Komesntrapi:

' This test is performed on the tablet cores/Lle punpoSysanta SHKOHYCTECA BE XAPAX Tabnerox

 These tests will not be performed routinely. One batch manufiictured per year will be tested for compliance with these tests/ He pyrumiull Tect. IlposoauTscs
anGipxoso anx oauicl cepil, anpoSnexof mpoTarom poxy.

r' These tests will not be performed routinely, the first ten batchies marufactured will be tested for complianée with this test, followed by:a minimum of one batch in

eviry ten batches manufactured/ He pyrusnnfl rect. [IpoNoAKTRCS ANA NEPITHX necaTy BupoGaennx cepilt, mastani, ax. Minisyst, A1% xoxcnol nocarol anpoSinenol

cepil.

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

Poawip cepil 3azeaueno ax xinkkicTs xopobia supolinexoi cepil. ORUK k0poG MicTHTS 144 CNOXHBSHX YNAKOBOK.

Name and position/title of person authorizing the batch release/ Signature / ITin Date of signature / ‘
Tpianume Ta nocaga/snansa ocofy, AKa AL noisin ma sunyex cepil & ¢ me Jars nlanucannn:
Mandy Turgoose. QP / Operations Quality Manager Signature: m,@ Egnm""”""_“"‘”"’""m"f“"’“’
: prg g v

Email: mandy.turgoose@reckitt.com

mwwm Godver g Elsctronically signed by: Philip Knight
Signature:  Niahs Reason: { am the suthor of s Signature: 'l ) Rsasors: | have reviewed this
Dats: Nov 17, 2023 1325 GMT Date: Nov 20, 2023 18:15 GMT

Email; Philip.Knlght@reckitt.com

Email: Andrew.Godber@reckitt.com
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SKU 0332263 -
Benckiser
COA VERSION 24 QUALITY CERTIFICATE / CEPFTH®OIKAT AKOCTI
NAME OF PRODUCT: .NUROFENGD FORTE CERTIFICATE/CEPTHDIRAT
HA2BA HPOAYKINI:  JuyPO@EH® ©OPTE N2 377378
Country of manufacturing / Kpaina-sapobanr United Kingdom Bemuxa Bpuranin
CERTIFICATE REGISTRATION NUMBER: Ne 1JA/6313/02/01
HOMEP PEECTPAIIITHOTO NOCBUTMEHHA;  [Na UA/6313/02/01
Strenpth / Potency: [ Cana ait / Axtansnicrs: IBUPROFEN 400 MG / IB¥TIPO®EH 400 MI™
Dosage form / Jlikapenka dopma Coated tablets / TaGnerxs, BrpHTI 060OHKOIO
Pachage size and type / Poamip 14 T™ar naxopanun IN212 (12x1) in blisters / No12{12x1) y GnicTepax
iBA’I‘CH NUMBER / HOMEP CEPIl: |TA039 DATE OF MANUFACTURE: / JIATA BUPOEHUI[TBA: 12024
EXPIRY DATE / JATA 3AKTHYEHHS TEPMIHY
*BATCH SIZE / PO3IMIP CEPI: 747 Ca NPHUIATHOCTIE 1t 2027

quality control and refease / Biaroslzggasnnii 3a
srpofninTao, DaKysanan, KooTpois axoctl Ta
RRMYCK cepli:

Responsible for manufachure of the product, packing,

Nottingham, NG5O 2DB=UnItcd Kingdom

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

Horrinrem, NG90 2DB, Bestoka Bpsranin

Pexxirr berkizep Xencxep Imreprewnun Jlisiten, Horrinrey caftr, Telin Poya,

nt,ll’}]

Sl

Appenrancd()nuc

Manufacturins License/ Jifnenala na nquﬁunmo:

Tl

el

12862

A whnc to uff-whlte, bwonvcx, sugnr-coated tablet prmted wnh
an {dentifying logo in red on one face / Bini afo Mafiske Gini,
maoomyxni TaGnetiy, skpHTi tykposolo ofononxold 1
inenTHQIKYI0NHM HATHCOM YEPEOROTD KONLOPY HE ognilt
cropoRi Tabnerke.

Camplies -
Bianosizat

[dentification of Thuprofen/
[nerTRikania iSyepodeny

Must comply with the approved test /
UTonnrra slgnoninars saraepmxenomy Metoxy.

Complies / Binnosinee

Identification of Titanium dioxlde?/
Inermmdivanis tarauny gloxeray?

Must comply with the approved test /
lonsmuo pignosinerit aareepReEHOMy METORY.

Complies / Binnosinae

Identification of Iron oxide?/
Tncuradixania annlsa oxcny®

Must comply with the approved test /
jHositreo sinnosinaTi 2aTEEpKEIOMY METORY.

Complles / Bianosinac

Average mass / Cepepust maca

816 - 900 mg / 816~ 900 mr

#bl mg Wi

Unifirmity of mass!/
Onnopigaicrs mac!

Must comply with Eur.Ph/
[Tosuuna sinnoslanTe €ep.Papy,

Complies / Bisnosinac

Disintegration /

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

Pojnapanns Mosunno einnosinati €ap.dap. (xe Giniue 30 xa) 10 rmin /s

Dissolution? / Not less than 80% (Q) of the stated ibuprofen content dissolves in Compiles
s N . . omplies

Posunschis® 60 min/ 3a 60 x5 ne memue 80% (Q) nix ximExocri Drazanol » p. 98% Bistiea e

Cxnag

Microbiological Examonation!/
MixpoGionoeriuta wncrorat

Aerobic Bacterin / Aepo6umsx Gaxtepili (TAMC)

Yeasts and Molds / Jpiwmscenins Ta miicenennx rpubin

(TYMC)
Escherichia coli

< 10° CRU/g £ <10° KV OIr
< 10® CFU/g /<10 KYOIr

Absent in 1 g/ Mae Gyrirsineyruise s 1 ¢

Complies . Buunoniue
Complies / Binoniiar

Complies / Binnorigae

Reckitt Bencklser
Web:www.reckittbenckiser.com
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SKU 0332263 Freckitt

Benckiser

Certiflcation statement; / 3anna npo ceprudikauito:

[ hereby ceriify that the above information Is authentic and accumte. This batch of product has been menufactured, including packaging / labeliing and quality control
at the above mentioned site(s) in full compliance with the GMP requirements of the locat Regulatory Authority and with the specification in the Reglstration Dossler,
Tho batch processing, packaging and snatysis record were in compliance with GMP.

1AM X JACBITYIO, 100 KERCRCHR B indopMatin € nocToniproto T& Taunor. ko cepito apomyrnil Gyno enpobreso (BRIMOMAIORH (IRKYRAHKE / MEDKYBAHAX) T2
nponcacHo XOUTPORs I AKOCTI HA pAwesEminsenill Almetu y noskilt sianoninAocti 3 RiMoTAMK GMP, BeTaHOBNERAMIT MICLIEBRM PETYATOPHHEM ORIAIOM, & TAKON
nifmoaingo o cnenudixedill, wo MicTaThes y pecerpanifinory Aocse. [IpoToxosra BHPelHHITAA, NAXYEIHHS T8 arania{p Gyno NEPETAKYTO T ECTAHOBIEND
simnosimuicts GMP.

Comments /Komenrapi:

t This test is performed on the tablet cores/ e piunpoSysauKa BHKOEYETLCH ha snpax Talnerox

2 These tests will not be performed routinely. One batch manufactured per year will be tested for complience with these tests/ He pyrisall reet Tlposuititees
pRGiproBo aax onutieT cepit, sapoBienol mpaTtroM poky.

*These tests will not be performed routinely, the first ten batches manufactured will be tested far compliance with this test, followed by a minimum ul wne hath i
every ten batches manufactured/ He pyrunsuil voct, IIpoaoanTees INA nepik Aecati pupobncux cepiil, Hanani, £k MIHIMYM, NA KOKHOL LELATOR pupudaeH
eepil.

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

Posmip cepil 3m3eaueno ax ximixiors xopoliis supobnenol cepll, Omnn xopeb MicTHTE 144 Cio:EMBUMX, yIAXODOK,

Name and position/tltle of person authorizing the batch release / Sipnatare / i Date of signature /
Ipbsaie Ta Hocana/3eannA ocofn, AKA BHARITA Ao3nim a2 nunycx cepil gnature nne Iara nipnicanin;
Eletrodeatty simad by: Marifia
. Hmtia 7;;;,4,,2?‘ Wk
Martha Mukange. QP / QA Technical Support Manager. Slgnature: , 35?_{.35 | oppre I ST
Email: Martha.Mukange@reckitt.co

Efactronkeally skmod by=Ancraw Godbar Elactronically sianed by: Philip Kefght
" Ranaon: | ant tho author of Uiz H
signature:  Abake Ddom&’:’:zzm;;‘m:gm Signature: < g B ot sz ot
Emalt: Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com
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- 27/12/2024 10:19

Reckitt Benckiser
Web:www.reckittbencklser.com
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JEPXKABHA CIIVIKBA 3 JJIKAPCBKUX 3ACOFEIB TA KOHTPOJIIO 3A
HAPKOTHXAMH V KUIBCHKIA OBJIACTI

npos. Ceitimrasol Hagtl, 3, mKuis, 02099, ten/akc: (044) 576-40-41
E-mail: dis.ko@adls.gov.ua, Kog €IIPIIOV 37078774

BUCHOBOK
npo AKIicTH BBe3eHOr0 B Yxpainy nixapcbroro 3acoby

24.02.2025 Ne 4845/25/10

HYPOPEH® ©OPTE

(nadfmeHyBaRTAXN MEApCEROIO 38000y 3rigHo 3 peceTpaniiiiem nocsizueaM)
TabaeTkn, BxpuTi o6onorko, no 400 mr mo 12 Tabnerox y 6aicrepi; no 1 6aicrepy B
xapToRdii Kopobixi

(opma BHMycKy, NOIYBAHNN, RE NAKYBAHHA NiXapcsKOrD 3acefy)
Homep peectpaniiinoro rocsinuenns UA/6313/02/01 erpox nii peectpanittuoro noceimennx 01.01.2099
Cepis nixaperxoro aacoGy Ne TA039 Kinekicts Bresenora nixapesxore sacoby 107568

Brpobuuk Pexxirr Benxizep Xenckep Inrepeemnn Jlimiten, Benuka Bpyraria

{(mafiMemynannx BEpoGHuKa NikAPCEKOTO 3ac00Y, KpaiHa NOXOMKEAHA)

Beeseno B Yrpaigy Tosaprcrso 3 ofmescenolo rinnosinansnictio "Pexkirt Benxizep
Xayexoan Eng Xenc Kep Yipataa", inesr, kon: 33696041

(naib.{eﬂysa.mm TR X0A 32 C,IIPHOY 1opuirTiol ocobi abo npisamne, im'a, Do Garexosi diznunol
ocoGH - nignpuemos, T micue WpOXHBAHES TR PecCIpAtiiuit HoMep ofnikorol KapTKE MiaTHinG
noawTxip sbo cepid Ta HoMep gacoopra)

Tporoxen Bizyaneroro xowrpeno eix 12,02.2025 M 0345/5,

32 pesyisTATAMHM  JNEPKARHOTO KOHIPOJIO BCTAHOWIEHD, INO mikapeskuil  32¢i6 Bneseno B Vipainy 2
BOTPHMAHHAM BHMAr 3aKOHOJABCTEA INOAQ 386canecdcHE AKOCTI nikapebKux 3acobis,

Onsra EPBOLEHKO
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