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QUALITY CERTIFICATE / CEPTUDIKAT AKOCTI

NAMF OF PRODUCT: |NUROFEN®

CERTIFICATE/CEPTH®IKAT

HA3B \ IPOAYKIYL:  [HYPODEHR N2 238176
Country of manufacturing / Kpaina-snpobnnk United Kingdom Benuxa bpuranin

CERTIFICATE REGISTRATION NUMBER: UA/6313/02/02 from 12.06.2017 till unlimited registration

HOMET PEECTPAINIHOIO MOCBITYEHHA: UA/6313/02/02 ein 12.06.2017 nificue no HeofmexeHnit

Strength / Potency: / Caaa gil/ AkTaBRiCTL: IBUPROFEN 200 mg / IEYITPO®EH 200 mr

Dosage form / Jikapcoka dropma Coated tablets / TaGnerxs, BKpHTI 060N0OHKOKD

Package size and type / Poamip Tn Thn nakosaRnn Na 6 (6 x 1) per blister / No 6 (6 x |}y 6aictepi

BATCH NUMBER / HOMEP CEPII: KAT71 DATE OF MANUFACTURE: / IATA BHPOBHHITTBA: Jun-20

'"BATCH SIZE / POIMIP CEPI{: 429 CA

EXPIRY DATE / JIATA 3AKIHUEHHS TEPMIHY Jun-23
[IPHIATHOCTI:

Responsible for manufacture of the product, packing,
quality conirol and release / Binnosinansanit 3a
Brpo6:ANNTBO, NAKYBANHS, KORTPOAb AKOCT TA
BAnYCK cepilt

Reckitt Benckiser Healthcare International Limited, Nottingham site, Thane Road,
Nottingham, NG90 2DB,United Kingdom

Pexxitr benxizep Xenckep [urepnemnn Mimiren, Horritrem caiit, Tefiu Poya,
Hotrinren, NG90 2DB, Bermuxa Bpuranis

Manufacturing License/ Jlinen3in na snpobunurso;

12862

Certificate of GMP compliance of listed site /
Ceprudikar sinnmopianocri GMP aan 3a3na=enol

UK MIA 12862 Insp GMP/IMP 12862/119098-0020

Appesrance (visual) /
Onne (Bisyansunit)

iU R
1 HIE

A white to off-white, biconvex, sugar coated tablet printed with
an identifying logo in black on one face/ Bini abo maiike Gini

I6ynpoedeny ( [Y-cnexTpockonin)

; . Complies /
ABOOTIYKITI TabneTkH, MOKPHTI 1UYKPOBOO 0CONOHKOK 3 Bifitoniiae
‘iﬂemc[nxylomm HAHCOM YOPHOrO KOMBOPY 3 OAHOT CTOPOHH
TabNeTKH.

Identification / Inenmndixania

Ibuprofen (IR) / Must comply with the approved test / Complies / Binnosiaae

TTOBHHHO BIANGBLIATH 3ATBEPIKEHOMY METOAY.

Complies / Binnosinae

*Titanlum dioxide / Must comply with the approved test / Last Tested / lata
*liokenn TATaRY [ToBMHHO BIOMOBIAATH 3aTREPIKEHOMY METOAY. QCT2HHBOD aHAINI3Y:

? 04.2020

Complies / Binnoninae
*Iron oxide / Must comply with the approved test / Last Tested / [lata
*Oxenn 3aniza [ToBHHHO BIANOBINATH 33 TBEPAMKEHOMY METOIY. OCTAHHBOTO AHANI3Y:
04.2020
“Average mass (Eur, Ph. 2.9.5.)} /
408 mg - —450

»Cepeans aca (Esp, ©, 2.9.5.) mg - 450 mg / 408 mr— 450 mr 434 mg /M
Disintegration / Must comply with requirements of Eur, Ph. 2.9.1./ Complies /
Poinznanna [TosuHHO Bignosinatys sumoram Epp. ©.2.9.1. Binnoginae
** Dissolution / Must comply with the requirements of the USP. Not less than
** Pozunuennn 80% (Q) of the stated ibuprofen content dissolves in 60 99%

Jminutes./ ITosusue pignosizaty ssmoram USP, 3a 60xs ne
senwme 80% (Q) Bin 3aasneHol KinskocTi B poanini Cxnaa,

*Microbiological Examonation /
*Mikpo6iororiana ancToTa

Total viable count: 3aransia KimbKICTL MHTTEIAATHIX
OpraHiIMis:

Acrobic Bacteria / AepoGuux Gakrepif (TAMC)
Yeasts and-Molds / JIpiscxenux T nnicenermx rpufis
(TYMC)

Escherichia coli

Complies / Binnosinae

< 10° CFU/g / <10° KYO/r 0‘;::;12‘:: : f;?:y

< 10° CFU/g /<10 KYO/r

Absent in 1g/ Bincytnicts B 1 1.
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DocuSign Envelope 1D: 19217302-SFE5-4E£91-ADIF-1EE08ACBD32A
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Certification statement: / 3asna npo cepragiraniio:

[ 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,

LTitM 8 3aCBiNTy10, N0 HABEeHA BHIIE iHQOPMALs € NOCTORIPHOI0 Ta TogHOw, Lo cepito npoxykutl Gyno eupobaero (BIIOYAKYH NAKYBAHHA / MADKYBAHHA) TA
MpoBEALHO Ku.rmPoL 1T AKOCTi Ha BHINEIAIHANeH R AimslnUi ¥ nosuil BianosimsocTi 3 psiMoramu GMP, BeTAHOBACHHMH MICUEBHM PETYIATOPHKEM OPraHOM, a TAKOX
BimmoBingo Ac cieungixadif, mo MicTATECS y peecTpaniftnomy focke. [poToxony BEpoGHHUITEA, NaKYBaHHA Ta aHATI3(B 6yno MEpETMAHYTO Ta BCTAHOBACHO
BimnorigHicTe GMP.

Comments /Komexrapi:

* The test for Uniformity of Mass (PhEur 2.9.5.) is performed on tablet cores in accordance with specification number 55437, entitled Cores for Ibuprofen tablets 200
mg. / Tect Omiopimiccti Macn (PhEur 2.9.5.) BHKOHARO Ha CepleBHHI TaGMeTkH ¥ BiAMOBIIHOCTI Ko cneumbikanii Ne 55437.

* One batch manufactured per year will be tested for compliance with these tests. / Tect nposonuTsCa BEGipKORO Ha otnill i3 cepili, ane e pigule oanore pasy Ha pix.
** 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. / Tecr
nposcacno AA nepmux 10 cepiax ana nixreepmxenny sianonimnocti. [ToTiM nposomTECA Ha oHift i3 10 srpobncumx cepift.

'The ba:ch size is indicated as cases quantity per manufectured batch. One case has 144 consumer packs.

Posuip cepil 3aseauero ax xinbkicts xopoGib Bupolnenol cepii. Omun kopoB MicTHTs 144 cnoXHBYMX YNAKOBOK,

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

2 . . Signature / MMianue .
[Ipissnne Ta nocana/inanns 0co6R, AKA BRAAAA A03BLN Ha BANYCXK cepil Jdata ninnmcannn:

DocuSigned by:
'?'hmd?. Turgeors

U Signer Name: Mandy Turgoose 10-08-2020 | 16:36 BST
Signing Reason: | approve this docum
Factory Suppliers Compliance Manager and Qualiffied $evngofme: 10-08-2020 | 16:36 BST

SA1AS64A1DFE4TA484BBBASTECO1P2EC

Mandy Turgoose
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6/08/20; 0:14:24
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SKU 8021400 it

Benckiser

Certilication statement: / Jussa npo ceprudikanio:

1 hereby certify thal the above information is authentie and aceurale. This bateh of prixluct has been manufactured, including packaging / labelling and quality
cantsol at the above mentioned site(s) 1n full compliance with the GMP requirements of the local Regulatory Authority and with the specification in the Registration
I:pssicr. The batch processing, packaging and analysis record were in compliance with GMP

| M £ 33CEITUYIO, LU0 HABECH BHILE Ik(POPMIULA € HoCTOBIpHOK Ta Tounmio Lo copio nporykuli VA0 BMPOGACHO (HKTIONAKOYH NAKYBAHHA / MAPKYBANNY) T2
RPOBSIEND KONTPOS VT AXOCT) 2 BHLSIA3NAUCH IR AINEHALT ¥ NOBILE BIATOBIAHOCTI 3 Bumoramd GMP, peTanosael HMH MICUEBHM PeTYASTOPHHM OPraHoM, 3

TakoA& BIANOBLAHO 10 encundikadii, wo mictateca y pecerpawiinomy ocs<. MpoTokonn BupoGEHUTEA, NAXYBAHHA Ta aHan3ia 6yno NEPETAAHYTO Ta BCTANDBNACHD
Bianoelaricte GMP,

Comments /Komentapi:

* The test for Umformity of Mass (PhEur 2.9.5.) 15 performed on tablet cores 1 accordance with specification number 55437, entitled Cores for Ibuprofen tablets 200
mg / Teer Onnopranocti vacn (PhEur 2.9.5 ) sixonano na cepuesnin raBreTxit y BIANABIAHAGCTI 10 ciewmdivanii No $5437

* One batch manufactured per year will be tested for compliance with these tests. / TecT npooInTRCA REGIPKORO HA AR It Cepil, ane e pifle OAKOTO 7Y HA PiX.
** The first ten batches manufactured wAll be tested far comphance with this test followed by a minimum of one batch in every ten batches manufactured / Tect
npoREIeno Ha neplix 10 cepisx and niateepmrenng manosianoctt MToTim IporoInTsca Ha 0aui 13 10 supobnennx cepil

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

POIMID CEPI J236A4EH0 AK KULLKICTE kopaGis skpobacnol cepil. Ok kopod mictirs 144 cliomusanx VILIKOBOK

MName and position/title of person authorizing the batch release / Date of signaiure /

: ] . Signature / Tliankc .
11 1IBHIE Ta nm:a::afmamm IJCUBH, AKA BIAATE Z0IBLT HA BHIYCK Ce[I ;[B.TB TLANHCAHIIN:

DocuSigned by:
Jeanna Hodges
Joanna Hodges 21-04-202¢0 | 12:55

D Signer Name: Joanna Hodges
Signing Reason: | approve 1his docurment
Ls:gning Time: 21-04-2020 | 12:55 BST

auaiified Person GAGOSAFET1E440098F3ACA461BEFCB]R

Reckitt Benckiser
Webwww.reckitbenckiser com
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JEEPXUIIIKCIIYIKBA
JOEPXABHA CIIVIKEA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKI OBJIACTI

npocriext Banepis Jlobanocsxoro, 51, m. Kuis, 03110, Ten/ thaxe: (044) 2753030
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €IIPTIOY 37078774

BHCHOBOK
Npo AKicTh BBe3eHOro B Yipaiy mikapenkoro 3acoBy

08.09.2020 g Na 44399/20/10

HYPODEH®

(Haltentypamin nixapcexoro 3ac06y 3rinHo 3 peectpanifmm nacahqéumu)
Tabaerkn, BKpATi 060108K010, 0 200 mr; o 6 Tabaerox y Gaicrepl; no 1 Gnicrepy B
KapTonHiii kopobui

(qmbm ﬁ:mycxy. RO3YBAHHA, BUA NEKYBANMNA ik8PCHKOTD 3acoby)
Homep aniftnoro nocaimennn UA/6313/02/02 crpox ait peectpauiftioro nocsimuesms 01.01.2099
peecTp . CTpo

Cepin nirapcbkoro 3acofy e KA771 KinskicTs BBeaskoro nikapesxoro sacoby 61776

Bipo6ux Pexxirr Benkisep Xenckep Inrepnemmn Jlimiten, Bemska Bpuranis
- (nafmenyaanng BRPOGHHKA NixapesKoro Jacoly, ¥palna NOXOMKCHAS)

Bacacro 8 Yepalny Tonapucreo 3 ofmexenoio signonigansuicrio "Pexxir Beukizep

Xaycxonn Eun Xenc Kep Yrpalaa", inent, xon: 33696041

(natuerrysanns 18 xoa 32 EPIIOY ropuavanol acobm aGo npissuule, in's, 1o Gatexosi inryol

ocobH - nignpueMug, T micue npoxcupania a peecrpanifinus HouMep oBnixoeol KBpTEM NIATHRER -
nozavxis 460 cepix T Homep necopra)

Mpotoxon siayansnoro kourponio six 01.09.2020 2 2783/2.

38 pe3yNBTRTAMH  ACDXEBHOIO  KOHTPOMO TCTAHOBNEHO, 1O nikapcbkhft 3aci6 mmeseno ®» Vipahy 3
AOTpHMaRHSA T 33KOHONABCTBA MO0 3abesmeyerua akocTi Mxapchkix tacobin.

Sactynidpimmma X K " Onexcitt CONOJIPAIA

{mianic) (luiutamt o rpisenme)




JEPXUTIKCITYXXBA
AEPIKABHA CJYXKFA 3 JUKAPCHLKHX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBChKTH OBJIACTI

npocriext Banepis Jlo6axoscskoro, 51, M. Kuis, 031 10, Test/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,hgpg://mvw,gls,gov,uﬂ, Kon €EAPIIOY 37078774

BHCHOBOK
npo gxicrb BBe3enoro s Yxpalny gikapebkoro 3acoGy

31.08.2021 M 4724121/10

HYPOOEH®
(mafuenypatns nixepchroro 38006y 3riano 3 peectpanifnd noceingennn)
TRG.1eTKE, BKpHTI 060n0BK010, mO 200 Mr; mo 6 Tabaerok y Gnicrepi; mo 1 Gnaicrepy B
Kaprouulit kopobmoi
{opua sumycxy, a03yBases, mua maxypanna Tix2PCLKOro 3aco8y)

Homep peectpauiitioro nocaimuenss UA/6313/02/02 CTpOx ail peectpaniiiroro nocaixzersx 01.01.2099

Cepis nixapcuxoro 3acofy Ne LN197 Kinbxicrs Baesenoro nikapesxoro sacoy 40896

Bupalmax Pexxitr Berkisep Xenckep Ixrepremnn Jlirivest, Bestuxa Bpuranis
(HafMeHynaung BupoGRma nikapcaxoro 3acoby, xpalna noxozxxesny)

Bseseno B Yrpaiy TobapreTRo 3 06Menenolo BizmoBiTATLHICTIO "PexkirT Beuxizep

Xaycxoax Enp Xene Kep Vipalua", igenr. won: 33696041

(RaRtneryRaxng T8 xon 32 €JIPTIOY opraEeHol ocoba afo upiaruwe, iM's, 1o GaTaxonl Sizwvnol

0cobx - nianpueMus, ¥ micue NPOXUBAHNE T8 pocCTPALIRHNE HoMep obnixonol XADTKR DATHHEA
nonatkis 280 cepis Ta woMep nacnopra)

TipoToxon misyansroro xorTpomo sl 20.08.2021 M 2900/1.

IO  Nikapcaku#t 3aci6 mmeacHe B Vxpainy 1
ﬁoc‘n Nikapchxax 3acobin.

Onexcitt COJIOLPAN

(isirtiams 12 npisaunte)
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SKU 8021400

‘;' Reckitt
Benckiser

LCOA VERSION 16

QUALITY CERTIFICATE { CEPTH®IKAT AKQCT]

NAME OF PRODUCT:  INUROFCN® CERTIFICATE/CEPTHOIKAT
HATBA IIPOQYRIOT:  JHYPODEHS Ne 256179

Country of manufrcturing / Kpafna-gupodnnw [United Kingdom Renxa Gpwraria

CERTIFICATE REGISTRATION NUMBER: 1)A/6313/02/02 from 12 06.2017 ull unlimited registration

HOMEP PECCTPALIANOIO NOCBUTYEIITH: UA/6313/02/02 rat 12.06.2017 anitene o Heolmexennii

Streagth / Potency: 7 Cuas i)/ ARTHBHICTL: IBUPROFEN 200 mg / IbY11POMEH 200 vr

Dosage form / Tikapenwa bopma Coaled tablets / TaGuerks, BkpHTI 0601011K010

Pacliage size and type / Poamip T4 111 nakosaunn N 6 {6 x 1) per blister + Ne 6 (6 x 1)y Guicrepi

BATCH NUMBER / HOMEP CEPII:  |LN197 DATE OF MANUFACTURE: /JIATA BHPOBLHMITBA: Jub21
BATCHSIZE (POIMIP CEPIL  fagacar  [FEEVSS BOh LA SARIISEIIEN TRINMILY Jul24

Responsible for manufacture of the product, packing,
guality control and release / Biinosiiansuni 32
wHPUGNAUTBO, m;h-ynmmu. KOWTPO. 1L KKOCT T2
NN R cepil

Nottingham, NG90 2DR, United Kingdom

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

Hotrinrem, NG90 2DB, Beanxa Bpivanis

PexiiTT Benkizep Xenckep lirvepuemna Jdimitea. Hovriurenm caire, TeRn Paya,

EManufacturing License/ Tinexsin ua supoduniyra:

12862

Certificate of GMP complisnce of listed site /
Ceprrgirat siunositnoeni GMP 125 323nauenol
L i i

UK MIA 12862 Insp GMP/IMP 12862/119098-0020

RESUTLTS OF
TESTS LIMITS ANALYSIS -
[HOKAZVGIKH MOPMH PEIVJIBTATH
x AHANIB
Appearance (visual) / A shile 10 off-white, biconvex, sugar coated tablet printed with
Dune (si1yansnni) ’ an identifying logoe in black on one face! Bisi abo maixe 6icii . )
ABoONYKI TAGRETXM,  HOKPHT  1YKPOBOK  OBOAOHKOK 3 (/gmphf:s!
Bianosiaae

i2eITNIKYIOUHM HAICOM YOPHOIO KOALOPY 3 DANOT CTOPOHH
TabACTKH.

Tdentification ¢ IaenTudixauia
Ihuprafen (1R} / |
I6ynpodeny { I-cnexTpockonis)

*Titanium dioxide /
*UORCHE THTAHY

*Iron vxide /
*Orcuit 1actiza

Must comply with the approved test /
[ToByMHO BIANOBIRATH 3ATBEPINEHOMY METOIY

Must comply with the approved test /
[MoBKHNO BILNDBIAATH 33TBCPIKCHOMY MCTUAY.

Must comply wilh the approved test ¢
TTOBHHHO BLANNBIABTI RATHEPDKEINMY METOTY.

Complies / Biumsiaac

Complies / Bianosiaae
Last Tested / Jlara
OCTAHHLOTO atianisy
022021
Complies / Buanosiase
Last Tested / LaTa
OCTANKLOTO aNHaAny

** Posyqinenan

022021
*Average mass {Eor. Ph. 2.9.5.) / - . R
Cepeana mack (Enp, B, 2.9.5.) 408 mg - 450 mg / 408 My —450 s 433 mgMr
Disintegration ¢ Must comply with requirements of Eur. Ph 291,/ Complies /
Pornanauns Tosiuno uiwiesisam samoran Eep. © 291 Biwmosijac
** Dissolution / Must comply with the requirements of the USP, Not less than Complics / Bianosinae

80% (Q) of the stated ibuprafen conient dissclves in 60
minutes./ Flosimimo siquosiunm sumoram USP, 3u 60xs 1ie
menine 80% {Q) Bia 1aaBaenol kisikocTi & po3aini Cxnad,

Last Tested / lata
OCTHIHUBOIC AWy
07.2021

*Microbiological Examonation /
*Mikpobinnorivna ucroTa

Total viable count: Jarwiwis KINLKICTY, AHTTCLIATHIN
OpTaMiINiR

Acrobic Bactera ¢ Aepodimx GakTepiit (TAMC)

Yeasts and Molds 7 Ilpimkcnuy Ta NMCCHEBMX rpnbis
(TYMC)
Escherichia colj

< 10" CFLijg /<10 KYOur

< 108 CFO/ig /<102 KYOIr

Absentin 1g / BiaevTuictu s ) r,

Complics / Bianogiaae

{.ast Tested / Jlara
OCIAHHBOTO 3HAM3Y

05.2021

Reckitt Benckiser
Web:www reckittbenckiser.com
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SKU 8021400 Wk

Benckiser

Certification statement: / 3arsa npo cepThikuniro:

1 hereby certify that the above mformation 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.

Lltas 7 3ECBUDTYIO, WO K2AENCHA RHILKE IHGOPMALLL € AOCTOBIPHOIO Ta T04HOW. Lo cepire nponyxuil §yno expos) (8% / MapKyBaHKs} T2
NPOBEACHO KONTPUIIL i} KXOCTI Ha BEINEIAIHANEHIN TINSHHLI ¥ TOBHIR BIUIORIIHOCTI 3 BUMOraMH GMP, SCTAHORNEHHME MICIEBHM PENYTISTOPHKN GPraHOM, 2 TAXOK
BiANOSLAMO 00 cneuudikadif, Wi MICTATECH ¥ PRLCTPALIfINOMY 20CrE, LIPOTOKONM BUPCOHHUTA, NakyBanua T2 ananizia Gyno aepernakyTo Ta BCTaHORAEND
suanoziaricte GMP.

Comments [Kamenrapi:

" The test for Unifonpity of Mass (PhEur 2.9.5.) is performed on table1 cares in accordance with specificanon number 55437, entitled Cares for Ibuprofen tablets 200
mg. / Tecr Oanopianocti macH (PhEur 2.9.5.) sHxonano Ha cepriesnni TabneTxy y wianosinwocti no crenndikani Ne 55437,

* One haich manufastured per year will be tested for compliance with these tests. / Tect nporonsTACS BHGIPXOBG Ka ORIA i3 CePIR, ane He plawie SIHOMO PA3y HA Pik,
** The first ten batches manufactured will be tested for conpliance with this test followed by @ minimum o{ vne batch in every ten baiches manufaciured. / Tect
nposeacho 12 ncpwwx 10 cepisx At niztsepyxesna sianosianocti, Ilomin nposoavTres na oath 13 10 enpoSnesinx cepif.

"The batch size is indicatcd as cases quantity per fectured batch. One casc has 144 consumer packs,

Poamip cepil 323ea1eH0 3Kk KiNsKICTs xopoBis BupoSaeHol cepii. GauH xopo6 MicTHTE 144 cnoAHBYHX yNIax0BAK.

Date of signature /
Jlata niinucanns:

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

" < p 3§ L
Tlpizemaie T nOCAAR/3BAHHS 0cofH, AXE BHAAND IOZRLT HA BUDYCK CCPii Siguature THanye

Mandy Turgoose, QP Mandly Targoose == 11-Aug-2021
Reckitt Benckiser V PAGE2 OF 2

Web:www.tzckittbenckiser. com ) 11/08/202113:49



http://www.tcpdf.org

