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QUALITY CERTIFICATE / CEPTH®IKAT AKOCTI

NAME OF PRODUCT: NUROFEN® CERTIFICATE/CEPTH®IKAT
HAZBA PO,TYKINT:  JHyPOWCH® Ne 239790

Country of manufacturing / Kpaina-supobsrk United Kingdom  Beanka Bpuratia

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

HOMEP PEECTPALIIAITONO HOCBIXYEHHA: UA/6313/02/02 nia 12.06.2017 ailicke 1o veobmexennid

Strength / Potency: / Crna ail/ AKTHEHICTL: IBUPROFEN 200 mg / IBYTIPO®DFEH 200 mr

Dosage form / Jlixapcnka popya Coated tablets / l'afaeTkn, Bkputi ofoioixkor

Packuge size and type / Po3mip Ta Ta nakosannn Ne 8 (8 x 1) per blister / N 8 (8 x 1)y Gaictepi

BATCH NUMBER / HOMEP CEPII:  |KD337 DATE OF MANUFACTURE: / JATA BIIPOBHHIITBA: 08 2020
*SBATCH SIZE/POIMIP CEPTE:  sisca  [PRTIRY DATE ANTA SAKIIIEIA TEFMIEY 08 2023

Responsible for munufacture of the product, packing,
quality control and release / Blanosiaaasnni 1
BUPOGHNUTHG, HAKYSAMNS, KONTPOIL AKOCTI TA
BUUYCK Cepii:

Nottingham, NG90 218, United Kingdom

Reckntt Benckiser Healthvare International Limited, Nottingham site, Thane Read,

Horrirem, NGYU 2108, Bennka Bpuranin

Pexxirt betikizep Xencxep lutepuewmnn Mimiten, Horrinrem caitt, Tefin Poya,

Manufacturing License/ Jiuensin na anpobunirao:

12862

Certificate of GMP compliance of listed site /
Cepradixar miznosianoeri GMP aag sasnauenol
ULTLICH i

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

RESULTS OF |
TESTS LIMITS ANALYSIS
TTOKAMIHNKH HOPMH PEIV.ILTATH
AHANIZIB
Appearance (visual)/ A white 10 off-white, biconvex, sugar coated tablet printed with
Ouxc (siryanLnui) an identifying fogo in black on one face/ Bixi 060 Matbxe Gini Cotnplies i
ARouYIL 1a6ietkn, NOKPHUTL LYKPOBOKO  OGOMONKOI 13 otmp e !
K Biuosinac

12CHTHQIKYIOHHM HAILHCOM HOPHUIV KOABOPY 1 OAHOL CTOPOHH
126CTKH.

Identification /- laexrndiranis
Ibuprofen (IR} /
10ynpodeny ( 14-cnextpackonia)

*“Titanium dioxide /
*liokeuz THTANy

*Iron oxide /
*OKkcua 3aniia

Must comply with the approved Lest /
[ToBHLILO BIINOBIIATH IaTREPAKEHOMY METOAY.

Must comply with the approved test /
TTOBHNIO BiMIORIXATH JATREPIKEHOMY METARY.

Must comply with the approved test /
TIORUHHO BUINOBI/ATH JATREPOKCHOMY MCTOAY.

Complics / Bianosinae

Complics / Bianosiaac
Last Tested / [lata
OCTaHHEOTQ aHansy:
09 2020
Complies / Biznosigac
Last Tested / fluta
OCTAHHLOTO aHANIFY:

09 2020
*Average mass (Eur. Ph, 2.9.5.) /
- — 450 4 §
‘Cepeuun micn (Eup. ©. 2.9.5.) 408 mg - 450 mg / 408 Mr— 450 mr 438 mg imr
Digintegration / Must comply with requirements of Eur. Ph. 2.9.1./ Complies /
Poinsaunusg [ToRuuHO Ri;IIOBIAATH BHMOram Eep. . 2.9.1. Binnorinac

** Dissolution /
** Pornnenna

Must comply with the tequirements of the USP. Not less than
80% (Q) of the stated ibuprefen content dissolves in 60
minutes./ Tlosunuo silosinati sumoram USP. 3a 603 He
mere 80% (Q) sia 3axancuoi kinskoeTi 8 poaami Craaa.

Complies / Bianosiaac
Last Tested / Jara
OCTRHHROID aHAMIY:
Tested on batch

*Microbiologicul Examouation /
*Mixpobionoriung umcrora

Totat viable count. Joranny KUmKieTs e eI
OpraniIMis:

Complies / Bitnoaigag

Acrobic Bacteria / Acpobanx Garcrepiii (TAMC) < 10° CFU/g 7 <107 KYOur Last Tested / Jlata
OCTAHHBOTO aKaniay:
Yeasts und Molds / Jlpixbxesux ta niceueaux rpubis 1 e 2
(TYMC) < 10° CFU/g /1 <10° KYOnr 03 2020
Escherichia coli Absent/g / Bigcvrhictu B 1 1.
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DocuSign Envelope ID: 7F570D8A-A70B-45CB-848C-819DCA91F2F0

SKU 3081345 W reckitt
Benckiser

Certification statement: / 3ansa ppo ceprudixauiro:

I hereby certify that the above information is authentic and sccurate. This batch of product has been manufactured, including packaging / Jabelling 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 pracessing, packaging and analysis record were in compliance with GMP.

LM 4 28CBITHYI0, IO HARCASHA BHILE iHDOPMAIIA € AOCTORIPHOIO Ta TOUHDIO. Lo cepuo npouykuwii 6yno snpobacho (BXMOIaXUK TAKYBAHHA / MAPKYBAHHY) TA
npoBeaeno KOHTPOIe 1T AXOCTi Ha BAIEIAIHANEKIN RUTLHELI ¥ NOBHii 8111081 HO0TI 3 BHMOraMn GMP, BETAHORTEHHMHE MICUCBHN PETYIATORHHM OPraHoM, 8 TAKOK
2o Gixedid, mo MicTATHER Y peccipattilnomy Aockt. [Tporokons BMPOGHHIITEA, NaKyRanKa TA AHARIIIB GYAC NEPErAANYTO TA BCTAHOBICHO
aimosianicts GMP.

Comments /KoMenTapi:

* The test for Uniformity of Mass (PhEur 2.9.5.) is performed on tablet cores in accordance with specification iumber 55437, entitied Cores for Tbuprofen tablets 200
mg. / * Tect Oanopianocti mack (PhEur 2.9.5.) BuKkoHaHO Ha cepuenuni valieTxy y sianosignocn a0 cneimdivauil Ne $5437.

* One baich manufactured per year will be tested for compliance with these tests. / TecT nposoauTLca 21Gipxo=0 Ha oaKik i3 cepidl, Anc He pimue ogHoro paly 12 pik.
** The first ten batches manufaciured will be tested fur compliance with this test followed by a minimum of one batch io every ten batches manufactured. / Tect
mposeacHo #a hepiix 10 cepurc AA niATACPIKCHNA Bimoaimiocn. JloTiM nPOR0AHTRCA Ha omHik 13 10 sxupobinenix cepifl.

*** The bautch size is indicated as cases quantity per manufactured batch. One casc has 144 consumer packs / Pasxip cepii 3amaneno ak xinskicTs kopobis aupotincHoi
cepii. O kopoS MicTHTL 144 coxHBUBX YIAXOROX.

Date of signatare /
Jara niqnacanns;

Name and position/title of person suthorizing the baich release /

[pizsenre Th nocuaa/3sauns ocobu, Axa snaana 2038 UA BERYCK cepil Signature / Mianwe

Mandy Turgoose DocuSigned by: 10-09-2020 | 1}:40 BST
Factory Suppliers Compliance Manager and Qual 'edsi;neérag&, Mandy Turgoose

Signing Reason: { approve this documerg
l Signing Time. 10-09-2020 | 12:40 BST

5A1A3G4A1DFB47A484BBRASTECDY TEC
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TEPNUIKCITYXBA
AEPKABHA CJYXFA 3 IIKAPCHKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHMKAMH Y KHIBCLKIH OBJACTI

npocriext Banepia JloGanoscexoro, 51, m. Kxis, 03110, Ter/daxc: (044) 363-06-50
E-mail: dis ko@dls.gov.ua,hitps://www.dls.gov.ua, Kon ENIPTIOY 37078774

BHCHOBOK
Npo sKiCTh BBE3eHOro B Ykpainy fikapcskoro 3acoly

08.12.2020 Ne 65115/20/10

HYPODQEH®

(nafivenynaung nixapcakoro sacoby 3MHO 3 peccTpaltifnim DOCBiAHEHHAM)
Tabnerku, BKpATI 06010RK0I0, N0 200 M1 no 8 TaGerox y 6aicrepi; mo 1 Gmicrepy B
K2pToHRi#H Kopobui

($popra mxnycxy, nosyBamus, BRE naxysania aivapcsxore aacoby)
Homep peectpauifinoro nocsixaenmn UA/6313/02/02 crpox aif peccrpamuiiinore nocsimerns 01.01.2099
Cepis nixapenkoro sacoby e KD337 ’ Kinsxicts ssesenoro nikaperkoro saco6y 74016

BupoSunx PekkiTt Benxisep Xenckep Intepremmun JliMiten, Bennka Bparanis
(natienysauin BUpoSrMKa NiKapCEKOTO saco0y, xpalia noxomeerrs)

Bresero s Vipaliny Tosapucreo 3 o6mesxenoro Biqnesina mEicTI0 "PeKKiTT Benkizep
Xaycxonn Ena Xenc Kep Yipaina®, inenr. xon: 33696041
(nafiMexryBarHg Ta xon 38 CAPIIOY loprmuHoT 0co6H 260 npisEume, iM'3, no GaTsxos! Hivamnol

o0co6u - nianpuemus, 1 Micue npoxuBanNg T2 peectpaniitunit Homep 0Gnixosol xeprr mMianmxe
noaaTkie 460 cepin Ta HoMep nacnopTa)

IpoToxan syansHoro xorrpomo sin 30.11.2020 M 4158/3.

332 pesyarraramu  jepmaBHOro KOHTPOJIIQ  BCTAHOBNCHO, mO Aixapchkull 3aci6 pmeseEo B Ypalny 3
AOTpHMA BHMOF 38KOHOAARCTBA MORO 3a0e3neue Ay ot nikapcEruX 33¢00is.

3 H qgm,v 3 Qlryx6u Onekcitt COJIOOPAY

( : MRWE* A ::;‘r }B"Om XGHTpOMO) (ninnuce) (inittiany Ta npisewme)




SKU 3081345 Wk

Benckiser

Certification statement: / 3assa npo ceprudirauio:

[ hereby certify that the ebove 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 il 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 comptiance with GMP.

L{}tm & 30CBEAMYI0, 10 HABCECHE BHINE INBOPMALLIN € A0CTORIpHOK Ta ToHOI0. Lo cepito npoaywsiil Gyno BHROGCHO (BKMOYAIOYH RAKYRAHHA [ MAPKYBANHA) T3
npopeacHo KoHTpans i 4KOCTi HA sHmeIazHayenit Ainsinui y nosHill sianonianocti 3 sisoranis GMP, BETAHOBIICIINIE MICLIEBUM PEFYNISTOPHIM CPTAHOM, &
Takom BiANOELANO a0 creunikadiB, moe MicTaTECA ¥ pecceTpanifitomy nocke. TIpoToxonmit EHPOGHILTEA, NaxyBasHA Ta aanilis SyNo NEpPErAKIYTO TA BCTAHOBACHO
nipmosimticrs GMP.

Comments /Komentapi:

® The test for Uniformity of Mass (PhEur 2.9.5)) is performed on tablet cores in accordrnee with specification number 55437, entitled Cores for Ibuprofen tablets 200
mg. / * Teer OanopignocTi Mack (PhEur 2.9.5.) snxouato Ha cepuesisi TafacTsi y pianosianact Ao cnetndixamit Ne 55437,

* One batch manufactured per year wifl be {ested for compliance with these tests, / Tecr nporoawTLct BuBipKoBs 1A oaHill i3 Copili, ane we pijite CAHOTO Paly HA piK.
** The first ten batches manufactured will be tested for compliance with thistest followed by 8 minimum of one batch in every ten batches manufactured. / Tect
nposencno ua mepurHx 10 cepisx anx nigreepmnennn signosianocti. [TotiM nposoaimscs 1a oanilt i3 10 supoGaeix cepift.

'The batch size 15 indicated as cases quantity per manufectured batch. One case has 144 consumer packs.

Poamip cepil 3a3caveno ax kinskics xopobis aupofenol cepif, Oamn kopob micTiTs 144 cnoamnsuix ynarosox,

Name and position/title of persen authorizing the batch release /
Hpissuate Ta nocana/seanur ocobin, AKa BUAANA 203BIN Ha BunycK cepil

Date of signature/

Signature / [Hamie j
JaTa nianucanua:

Natela Stylianou Qualified Person [wartaia stylianou G e | 06-Jul-2022
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SKU 3081345 -
Benckiser

COA YVERSION 18 QUALITY CERTIFICATE / CEPTHDIKAT AKOCTI
NAME OF PRODUCT: NURQFEN® CERTIFICATE/CEPTH®IKAT
HA3BA IPOAYKLI:  JHYPOOEH® N2 11713177
Country of manufacturiny Kpatua-supobunk United Kingdom Bennka bputania
CERTIFICATE REGISTRATION NUMBER: UA/6313/02/02
HOMEP PEECTPALIIHHOTO NOCBIMEHHI: LJAZ6313/02/02

Strength / Potency: / Cnta pil/ AKTREHICTS;

IBUPROFEN 200 mg / IBYIIPO®EH 200 mr

Dosage form / Jixapenks dopma

Coated tablets / TaGnerku, BrpuTi 000I0HKOIO

Package size and type / Poisip T2 THN fTAKORARNR

Ne 8 (8 x 1) per blister / Ne 8 (8 x 1) y Gnicrepi

BATCH NUMBER / HOMEP CEPII:  [MWs90 DATE OF MANUFACTURE: / JATA BHPOSHIIIITBA: 05 2021
EXPIRY DATE /JATA 3AKIHYEHIA TEPMIHY 02
***BATCH SiZE / PO3MIP CEPIi: 275 ¢ca MPHAATIIOCTE 05 2025

Responsible fer manufacture of the product, packing,
quality control and release / Binnosinansnuii 3a
BHPOGHHUTRO, MAXYBAIHA, KOHTPOAL RKOCTI T2
BHNYCK cepilt

Nottingham, NG90 2DB,United Kingdom

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

Horrinrem, NG90 2DB, Besnka Bpurania

Pexxitr Benxisep Xenckep lureprewrnn Jiaires, Hotrinrem caitt, Teitst Poyn,

12862

Appearance (visualﬁ
Onse (Bizyanninit)

A white to off~white, biconvex, sugar coated tablet printed with
an identifying logo in black on one face/ Biai a6o mafixe Gini
J80OMYKTI  TAGNETKM, NOKPHTI LYKpoBOlo 0GDAOHKOW 3
izeHTEHKYI0MHM HAMKHCOM YOPNOTC KOMLOPY 3 OAHOT CTOPOIH
TadnCTKH.

Comptics /
Bianosixac

Identification / ImenTndixanin
Ibuprafen {IR) /
I6ynpodieny { 14-crextpockonin)

*Titanium dioxide /
*Rioxenn THTAHY

Must comply with the approved test /
TToRMiHO BLIMOBLAATH JATBEPAKCHOMY METOTY.

Must comply with the approved test/
TNosiiKo BIAMOBIAATH 38TBEPAKEHOMY METOTY.

Complies / Bianosigac

Complies / Bianosinae
Last Tested / Jiata
QCTAHILOTO AHANILY:

04 2022
Complics / Bignosigac

*Iron oxide / Must comply with the approved test / Last Tested / Jlata
*Qxeng 38aida TosstiA0 BLANORLAATH 3ATBCPIKEHOMY METORY. OCTAHHLOTD aHanily:

042022
"Average mass (Enr. Ph, 2.9.5.}/
*Cepeann maca (Epp. . 2.9.5.) 408 mg - 450 mg / 408 Mr— 450 mr 429 mg /mr
Disintegration / Must comply with requirements of Eur. Ph, 2.9.1, / Complies/
Peananaunn lTormuno sianoninati sumoram Esp. ¢.2.9.1. Bianoninae

*+ Dissolution /
** Poiynnesinn

Must comply with the requirements of the USP. Not less than
80% (Q) of the stated ibuprofen content dissolves in 60
minutes./ [Tosunso pianoninate sumoram USP. 3a 60xa ue

Complies / Binnosijae

*Micrebiological Examonation /
*MixpoGionoriuna ancrora

Total viable count: 3aram.ua xinekicts ®RuTTERMATINX
}oprammia: '

Complies / Bianorinac

Acrohic Bactetia / AepoGuux Garrepifl {TAMC) <16’ CFU/g 7 <10° KYO/r Last Tested / Tara
OCTAHHLOTO ananizy:
Yeasts and Molds / Jipixhreanx Ta nnicenesnx rpuGis 5 1
(TYMC) <10° CFU/g /<10*KYQIr 062022
Escherichia coli Absent/g / Biacyrnictsn 1 1.
Reckitt Benckiser PAGE 10F 2
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JEPAJIIKCITYXKBA
AEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTUKAMM Y KHIBCHKIN ORJIACTI

npocniext Banepia JloGanopcrkoro, 51, m. Kuie, 03110, Ten/pake: (044) 363-06-50
E-mail: dis.ko@d!ls.gov.ua,https://www.dls.gov.na. Koa €APIIOY 37078774

BUCHOBOK
Npo AKICTh BBE3€HOr0 B YKpaiHy JikapcsKoro 3acofy
19.08.2022 Ne 32591/22/10
HYPOOCH®

(uaftmerrysasna nikapcekore 2acofy arimio 3 pecetpaifinnm nocoigueniam)
Tabaerkn, BpuTi 060o01K0K0, o 200 Mrj o 8 Tabnetok y 6aictepi; no 1 GicTepy B
raprouniit Kopobui

{thopma BUTYCKY, AO3YBAHUA, BHA NAKYBAHHA NiXaPChKOrD 3ac0by)
Homep peectpauifinoro nocsizvents UA/6313/02/02 crpox aii peectpanitinoro nocsizuenns 01.01,2099
Cepin nixapcekoro 3acoby Ne MWEG0 KintkicTe BRe3e0T0 Aixapcskoro 3acaby 39600

Brpobmx . _Pexxitr Benkisep Xencxep Iurepuewmnn Jlimiten, Bemuxa Bputanis

{naliMenyBanHs BrpobanKa TiKapchroro 3acoBy, Kpalua TOXOREHHA)

Beescuo B Yxpainy TosapucTso 3 o6mexenoro BianosinansuicTio "Pexxitr Benkisep
Xaycexona Ena Xeac Kep Yxpaina', iaent. kon: 33696041

{nafineHyBanng Ta ko4 38 €JIPTIOY ropuasunol ocobu ao npizsmute, iM'r, o Gathkosi
Qiawnot ocofu - nianpremis, I Micne npokuBanis Ta peecTpaltiftunit vomep obikosol
KapTKH MIETHHKA nopatkin afo cepis Ta Homep macnopra)

Mpovoxen siryaannore sontpomo pia 15.08.2022 N2 2029/4,

3a pesynbTaTaMii  epX4BHOrO KOHTPOMIO BCTAHOBNEHO, MO Jlikapchkmil 3aci6 BeezeHo s Vxpainy 3
AOTPHMAHHSAM suMor 3aK0HOARCTBA LIOAC 3a6€3NeMEHHR AKOCTI FIKAPCHKIX 3aC06iB.

W Iprs: TATIAMAP

{ntanmc) (injulany unphnme)
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