AEPKITKCIIYIKBA YKPATHU
AEPIKABHA CJIVIKBA 3 .JII'KAPCLKI{_IX BACQBIB TA KOHTPQJUIIO 3A
HAPKOTHKAMH Y KHIBCHKIH OBJIACTI

npocnekt Banepia JloGanoscskoro, 51, m. Kuis, 031 10, Ten/pake: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kon €XPIIOY 37078774

BHCHOBOK
Upo AKicTh BBE3eHON0 B YKpaiuy mixapenkoro 3acoly

27.07.2020 Ne 35181720410

HYPO®EH® EKCIIPEC ®OPTE
{(naitmenyBasua nikapebkoro Jacoly 3rinHo 3 pecorpaifinme nocainYennam)
Kancyaa m'axi no 400 mr; no 10 kancya ¥ Gaicrepi; no 2 6aicrepn B kapTouNii xopobui
{shopma surycky, nosyBanns, pUL MaKyBaHas Tixapeexoro 1acoby)

Homep peecrpavitinoro nocsiasems UA/14179/01/01 crpox ait peectpauiitvoro noceinenns 01.01.2699

Cepin nikapesroro sacofy Ne JY140 Kinbxiors aesenoro nikapcskoro sacoy 77472

BHpoGux Benkisep Xesnckep Inrepuernin JMimitesn, Benuxa Bputanis
(HafimcHysannA BHpOGHKKa nixapesxoro 3acoBy, kpalia TICXOAMEHHR)
Baesexo B Yipainy

Tosapucraoe 3 o6mexenomn BiANOBiAAILHICTIO Y PekKiTT Benxizep
Xayexosn Eua Xesic Kep Yipaina®, inesr. xan: 33696041
(afimenypanms T kox 31 CJIPTIOY topaauiol 00o6u abo npisenute, iM's, no Garsroni dismmiol

0cobH - mignpremus, 1 Micue npoxusanng Ta peeetpanitianit Homep o6nIKoBOT KRPTRE MUATHHKA
noxaTkis A50 CEPif TA HOMED MACHOpTA

TtpoTokon sisyansiore komrponio sin 21,07.2020 X 2251/1.

32 pesynyraTamp  gepsasHOro KOHTPOMO  BCTAHOBAEHO,

O  JIiKADCBKHA 3aci6 BReseno B Vipatry 3
AOFTPHMAHHAM BHMOr 3aKOHOAABCTEA WOAO 3a663mene

AKOCT] JikapCLKUX 3acobis.
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V?Reckitt

Benckiser

COA VERSION 13

QUALITY CERTIFICATE ; CEPTHOIKAT HKOCTI

NAME OF PRODLUCT;

NUROFENR EXPRESS FORTE

HAIBA MPORVKLIT:

HYPOQEH® EKCIIPEC DPOPTE Ne

NA

CERTIFICATE/CEPTHDIRAT

Country of ma nufacturing / Kpaina-rupofivar

United Kingdom Deymxa LpuTiniis

CERTIFICATE REGISTRATION NUMBER:

UAI3IT0010] frons 21112019 TILE unlimited

IIOMEP PEECTPAITHHOTO NOCBLTMEHHST:

UAD 790107 ni 2111 201y JACHE 1O eotMekommn

Strength / Potency: 7 Cuuag T AKTHBIEICTL:

[BUPROFEN 400 MG ¢ IBYTIPO®EH 400 MT

Dosage form ! Jikapcuka dopsia

Sufl eupsules * Kaney. i v'sixy

Package size and Lype / Poswip 13 1un nakosanny

No20 (2% 10) in hlister £ N20 (25 10y fnicrepi

BATCH NUMBER  HOMFp CEPIT:  [vida DATE OF MANUFACTURE: 7 J{ATA BHPOEHHIETBA: Apr-20
5 = EXPIRY DATE £IATA TAKTHUEHHH TEPVILY

" SE S Apra

BATCH S1ZE / 'POIMIP CEPIE: tzca HPHAATIIOCTL Apr-23

Responsible for Manufacture of the in bulk:
Biamnrizananii 1 BHPO{imITea in hullk :

Patheon Softgels BV, De Posthoomsiraar 7, 504% AS Tilburg. The Netherlsnds

! laceon Codrrascene BB e Moctooe punr?, 3048, AC TiaGypr, Vaepaan

Manufucturing Licease/ Minensis na BHPOGRUN RO

49551

Certificate of GMP compliance of listed site ¢
Ceprisdicar Blanosianoeri CMP s asnauenoi
MiNbHI:

NI/H 16/1008917A

UROCH Ia Bumyek cepli:

Responsible for product packing, quality control and

Nattingham, NG9O 2DB United Kingdom

Reckitt Benekiser Healthcare International Limited, Nottingham site, Thune Road,

redease / Bianosiaanninii 1a UAKYBAHIA, ROWTpO.TI,

PRRKITT Benkinep Xeackep laepacanca JTimeces, Toinang o vapir,
Hornmrem, NGYS 2D, Benka LpHTAlR

Teitn Powva,

Manufaciuring License/ inemnis na supodnnuTse:

12862

Certificate of GAP compliance of listed site /
Cepragirar sinnoniznecri GMP us swinanensi

UK MIA 12862 Insp GRTPAVIP 1286271 T9093-1020

ALNBHH NI
RESUL TR UT
TESTS LIMITS ANALYSIS
NOKA3HUKH HOPNM UK PE3Y.IETATH
ALUAIIIR
Appearance) Jomuiimisi oy 1n.¢ Red. oval-shaped transparent soft gelatin capsuly with a
(visual ‘AaryanAni) NLRUFONS Ioge printed in white jnk Slepsona vannng Cumplies

TIPOIOPA M IR RSTITIIHORY RATICYILE 3 KICHT Hehixykisim
Hanncom sNUROFCN b, qappyvkona s Givoio dapdor.

Bigronizae

Disintegration / Posnuy
HPh.kur, 2.9 1. Cap, Mapar 2.9, )

Nolmore than 15 minuies - He Giapie 13 gy 7

mm xp

identity uf ibuprofen test A / Lienthinanin
idynpadeny BHIDNGY RaIN A
(HPLC:BEPX, seton kostanii, £ap, Gapy, 2,2.29)

Complics ¢ Bi;wioninac

Complies - Binnanizar

identity of ibuprofen tost B ¢ Tnewradicanis
ifxnpodeny BunpoSveanus B
[UVAVIS ‘YALBL, Cup. Gapm. 2.2.25)

Complics ¢ Biznosizae

Complics * Bianowizne

4R (E124)*
(TL.CTHIX, Meton konmanii. Erp. dapu. 2.2 27)

Identity of poncean 4R (E124)% Lreurndiraniy noitcy

Positive losiruana

Complics * Binnonar
Last 1ested.
Rata cctanusiero
TELIYIANA

Sep-19

Uniformity of dosage unigs** ; Oanopinnicrs
ODBARNK DIHHHLLLY*
(Ph. Lur. 2.940:Cap.Dapm, 2.9.401

Complies ¢+ Bianosisue

Complies - Bz,
Lost tested:
et oe e
TCCTYBdHA:

Tested on batch

GBX Ok »/ow o7 .08 10 V‘”/

Reckitt Bencklser
Webwww reckittoerckiser.com
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Assuy of ibuprofen / Kinnkicne pusnsaenns 50,0 - 420.0 myseapsule [ w1 ta kancyy b
iByupofeny . . 930 - 105.0%, of siated content ¢ Birt sass:cnol kinsgoet|. 40%.5 M:",E‘K'm:{:_;ly
(HPLC, Ph. Eur. 2,2.29 ‘BEPX. Enp.apu. 22.39)
Dissolution of (buprofen* / Porsnnenig iGynpodeny* [Nol less than 75%; (QV in 30 minutcs for cach capsule }
(Ph.Fur 2.9.3: €ap. Dupm. 2.9.3} He Merine 75% (Q) 1a 30 xaumar ns xomiod Kalcyan
Litst rested
Jlata ocTannnoro
1 IZL"'I'}‘“LHI'H:
Sep-19
pH (Ph.Eur.2.2.3/ Cap. Gapy. 22,3 6.0-710 6.7
Degradation Products of Ibuprofen/Npoayxrn Po3KNELY
(HPLC, Ph. Lur, 2.2.29 7 BEPX, smetos KoMliauny, Cep bapa, 2.2.29)
Esters of ibuprofen and macropol /egipn iGynpodeny [Not more than 0.6 % relative to ibuprofen/ ol ”
i makporo.ay e Giibwe 0.6 % piarocny ibyipudeny )
ﬁSorhilol ester-1/Copfiiraxii edip 1 Not more than 0.1 % / o ”
~t). B
He dianme 0,1 %
Sorbitol ester-2/Copbituus eoip 2 Not mure then 0.1 % / - i
He Gictnine 0,1 % :
Total esters of ibuprofen/3uranbnng BMict edipie Not more than (.8 % i "
~ o
ifivilpodeny ¢ Gicbore 0.5 %
2RS)-Z-[4-(Z-methylpmpannyl)phrnyl]pmpnmdc Not more than 0.1 % relative to ibuprofen/
cid (2.4-1BPA, BTS 4771 1/ He Bitnoie 0.1 % wivtocns iy npodeny P "
12RS}-Z-]4-{2—ue‘ru.’lupealauniﬂ)qneum]rlpouiouona B -
KHCA0TA (2,4-1BFA. BTS 47711)
L-{4-(2-methylpropyliphenyl|ethanony Not more than 0.1 % relative fg ibuprofen/
PIBAP) BTS 40655 / He Bianne 0.1 % wi.yrocuo iyupopeny <, | %
1-{d{2-men HARPoni) drswajerauon (PIBA P} BTS 40455
Any indhvidual unspeeifivd impuritics (ibuprafin related) / Not more than 0,1 % relative o ihuprofen/ ”
YAL-H KL AKPCMA HEBMIHRUCHE 0] WKy (i6y npugeny) He Biannre 0,1 % niInocrno jﬁv“poq.e"}r w41 %
otal degradation products nf ibupraten (excluding  [Not more than 0.2 %, relative to ibuprofen/
esters)/3aransuuii pmict OpoAYKTIR posKILIY He Ginnie 0,2 % ui (mocns ifiyupadeny <1y, ¥
i¥npodeny (ux.novamnyy egphipn) .
Microbiolagical tests /Mixpofio.ioriumg anero ra® Last tested: po—_—
(Ph.Eur.5.1.4 ¢ Cup. dapm. 5.1.4) dara ootanuborn reeTyass: e
) Total bacterin totat acrobic microbiyl Count/ Javannma | N . . . .
SN . . e Complics ! Bianuainae Complics : Biasizae
RULKICTE 4epoGUHX MIKpoopr anisvin
G) Tolal fungal v TRaraiei kmxiomn, apiacanx
0). olal funga L_Uunl ST KLIbICT, jipiackans 12 Complies * Bi:uosi.ae Complics » Bianosizae
ILNCHEBKX rpHOIB
) BiacyTaicTs {ahscnee) Eseherichia colj Complies * Bizuomizue Complics & Hi,unai pa
1) pincyThicTL {absence) Salmonell Absent from 10 g - Mar Byru sifeyTiive 10 ¢ Complics ¥ Bizuopzar
€] Faterabugiena anad cenam other Gramnegmive buctesia B Symes . i s -
(EOGNY Tosepanti 10 xopni TRanieraTuani Gartepsi < LT CrLg - <107 Ky Complies -~ Bizinoniane

Certificatiun statement: / 3agna Tpo cepTirdirani

| hereby corfify thar the ahove infonnagan 1y nothentiv and securate
SIS(8) i Hil! camplianie wilh the GMp fequrernents ol e loge! B
revord were in comyptiance with (A

Ll 3 SacBLto0. w0 iasesenta ainLe MPSRUOA ¢ AncTom
jskacri ua Brwcmaseniti
pece1paniinowy ey,

HITHIN

Hiremrui v nomkin REQIOR L
. Hporogas PHROCIINDE. RN IUHEN 1

Ay G D

n:

This hawch ut aroduct s heen ionnafictored, incleding
cpulinany Authotity and weth the spevitieunion in 1he Regisisatien Dossier. The hatch peo

TaTasnui. 1o copite npoaysti FEN0 RUROTICHG BRI M L
'+ MEIRHONILH NI SECI kg PE YN apr;

s l-!’\'nl\ LIS WAL TR

P RANA T Mapky Bl
AIOM, 0 1AKOH BEznonitme
19 L RCIIBOMIES R ORI (PP

packagzg ¢ laellg and wuality centzal at the abave mentionud

vessing. packagng and analysis

M) T2 aponc

XHITPOT Ty

A0 CHCIIEAIBIT, mE Wiy weey ¥

Commients /KomenTapi:

Reckitt Benckiser
Webswww.reckitsbenckiser.com
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* not performed routinely: will be camied ow on the (ira 10 aiches and

** not performed mutinely; will be carricd put every [0th batch
The batch sive is indicated o mnnher of casas Per munutcturs
" PUastip copif msHaictn AK saroing sineicn, 1Py SIUKRY el

or ol [eust pnoe a year*4 RENIATHIO HE KDITPOIHOTE;
4 butch. Fach cass contains 72 capsiles in
KORub B Ripelaciil cepir. Koana rpyona ynaxomka wicism.

‘rReckitt

Benckiser

then every 10th batch or at least once o FRIET P YAMPHU UG KON PRI B K10 pOunoni b wepuii 10-)1 copuit, 2
el kommy 10-y cepin. ane pe pinue nix Pa7 Ha pir

FOUTPOAOKILL Kowny 1015 vepan. 23e He pimire nik pes na pix

X waneya .
Name and position/title of person authorizing the batch relense / ; Date of signature /
; ! 2 Signature / Minnue
Tipizsusne 13 nocasn/aBannn ocoby, Akn BHIA.14 1 6IBIA 14 sHDYCR cepii Aata nianHcuuns;
Docusmnes oy T —
Matels Stplinnae
Signer Name: Natela Stylianou
. Signing Reason; | approva this dacument
Natela Styliunou - Quality Support Manager and Qualified Person l Signing Time: 14.07-2020 | 16.69 BST
B2FA1E884BO4BBDAABTRE0252D1034E

14-07-2020 | 1

b:59 BST

Rackltt Benckiser
Web:www.reckittbenckiser.com




HEPXITIKCIIVKBA VKPATHI
AEPKABHA CJIVIKEBA 3 .JIII{APCBKI:_IX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KHIBCBKII OBJIACTI

npocnexT Banepis HoGaHOB(:bxoro, 51, M. Kuis, 031 10, Tern/dakc: {044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox EJIPITIOY 37078774

BUHCHOBOK

NPO AKICTH BBe3e¢HOro B Ykpainy JiKapebkoro 3acody

12.08.2020 Ne 38631/20/10

HYPO®EH® EKCITPEC DOPTE

(#aiivenysanms RiKapCEKOTO 3aco0y 3rinno 3 PeecTpayiinmm TOCBITUEHHAM)
Kaneym m'siki mo 400 mr; mo 10 Kancysr y daicrepi; mo 2 buaicTepn B KapTommiii Kopo0ui

(opma sunycxy, NO3YBAKHA, BHA MAKyBaHHs mikapchkorg 3acolby)
Homep peectpauizivoro nocsiguerny UA/14179/01/01 CTPOK AT peecTpailinoro nocsinuenns (1,01 2099
Cepis nikapcskoro sacoby Ne JY141 Kinsxiers sBesenoro nixapcskoro sacoby 40680

BrpoBunx Pexiirr Benxizep Xenckep Inreprermm Jimiten, Benuka bputanig
(matiMexyBans BHPOOHMKa fikapchxoro 3acofy, KpaiHa TOXOIKEHHS)

Beeseno B Vipainy Tosapucrse 3 00MeKeH010 BiqmosizaisHicTIO "PekrkiTT Benkizep
Xayexoun Epx Xene Kep Ykpaina", izenr. xon: 33696041

(mafisenypanns ra kon 3a CIPTIOY 1oprimaol ocodn abo npiswuie, iM's, 10 6aTbEOD] dizuunof

0cobH - mianpuemus, i micne NPOXKHBANKS Ta peecTpanifinuil HOMED 08ikoBol kapTxH mmaTHme
TOJATKIB abo cepis Ta HOMep macnopra)

Dporoxon sisyansuoroe KouTpoio Bin 03.08.2020 N 2439/4,

32 pesyapTatamm ACPKABHOTO  KOHTPONIQ BCTAHOBNIEHO, M0 nikapcekull  3acil BBE3¢HO B VYkpainy 3
HAOTPHMAHHAM sunor 3AKOHOZARCTBA 1010 3a0eareyenns skocTi NiKapchkmx 3acoBis.
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Benckiser

COA VERSION 13

QUALITY CERTIFICATE ! CEPTU®IKAT HKOCTI

NAME OF PRODUCT:

NUROFEN® EXPRESS FORTE

HA3BA IPOAYKIT:

HYPODEH® EKCIIPEC DOPTE

CERTIFICATE/CEPTUBGIRAT
Ne 237367

Country of manufacturing / Kpaiua-snponuk

United Kingdom Benuka Gpuranis

CERTIFICATE REGISTRATION NUMBER:

UA/T4179/01/01 from 211 1.2019 TILL unlimited

HOMEP PECCTPAIIHHOIQ HOCBLTYEHHST:

UA/14179/01/01 Bin21.11.2019 JUHCHE HO neobmescen uii

Strength / Potency: / Cuna Lii / AkTHBHicTR:

IBUPROFEN 400 MG / IBYITPOMEH 400 MI"

Dosage form /Jlikapenka hopma

Soft capsules / Kancynu w’sxi

Package size and type / Posmip Ta Tun NAKOBAHIA

#20 (2x10) in blister/#20 (2x10) y Sniicrepi

BATCH NUMBER / HOMEP CEPIl:  |Jy14p

DATE OF MANUFACTURE: TIATA BHPOBEHHI[TBA:

052020

'"BATCH SIZE / 'PO3MIP CEPIF; 565 CA

EXPIRY DATE { DATA 3AKTHYEHFS] TEPMIHY
NPHIATHOCTI:

052023

Responsible for Manufacture of the in bulk:
Binnonizannnuii 34 BHpOGHANTRO in bulk )

Patheon Softgels B.V., De Posthoornstraat 7.5048 AS Tilburg, The Netherlands

Mateon Codrkenc BB, Jle anrooum'paaﬂ, 5048, AC TinGypr, Hinepnanau

Manufacturing License/ Jlinensia na BHpoGunnTRO:

4955F

Certificate of GMP compliance of listed site /
Ceprugixar BiTnoBiuocTi GMP g1n 3a3uavenoj
BER ISR

NIH 16/1008917A

Responsible for product packing, quality control and
release / Bianosinannnuii 34 MAKYBANNS, KOHTPoOIN
SKOCTI Ta Bunyck cepii:

Nolttingham, NG90 2DB United Kingdom

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

Hotrikrem, NG9O 2DB, Benuka Bpuranis

PexkiTr Benxizep Xenckep [nteprenmn Jimiten, Horriiren caiir, Teitn Poya,

Manufacmring License/ Minensiz HA BHDOBHHITRG:

12862

Certificate of GMP eampliance of listed site /
Ceprudirar uip nosignoeri GMP qag 3asnagcHol

UK MIA 12862 Insp GMP/IMP 12862/1 19098-0020

(Ph.Eur, 291/ €sp. Dapy 2.9, 1)

AL
RESUTTS OF
TESTS LIMITS ANALYSIS
NMOKA3HHKH HOPMHU PE3VIIBTATH
AHAJIZIR
Appearance/3osnimnig BHIJIH Red, ovail-shaped transparent soft gelatin capsule with g
(visual /Bisyansunii) «NUROFEN» logo printed in white ink /Uepeonza osansha Complies /
11P030pa M aka Kena OB KAnCyna 3 1neHTudikyion um Binnosinac
Hanncos «NUROFEN, Halpykosanum Sinowo dapGoio,
Disintegration (Foznan Not more than 15 minutes / He Ginsue 15 XBHIIHH 7 min /xn

Identity of ibuprofen test A / Lieutugiranin
Eﬁynpotpeny BUApoDyBanus A
(HPLC/BEPX, MeTon xoMnanii, Cap. Dapm. 2.2 29)

Complies / Bianosinae

Complics / Binnosijae

Identity of ibuprofen test B / Laenrudirania
iﬁynpoq)my BHIPoDYRanns B
(UV/VIS YO-BU, Esp. Gapu. 2.2.25)

Complies / Binnosinae

Complies / Bianosinae

Identity of ponceau 4R (E124)%/ Lnentagikanis nonco
4R (E124)*
(TLC/TUIX, metox komirauii, Cap. dapp, 2227

Positive/Tlozutiena

Complies / Binnoninae
Last tested:
Hata ocranmsoro

TCCTyBﬂHFIf
09 2019
i i . g Complies / Bianonizae
Umforrmry of dosage unigs** / Ounopmchh f—
¢ . . 3 Sled:
AO30BAHNX OAMIH I * * Complies / Bianosijae S
ur. 2.9.40/€ @ 29 40) Hata octanuore
(Ph. Eur. 2.9, ap.tDapm. 2.9, TECTyBaNa:

Tested on batch

Reckitt Benckiser
Web:www.reckittbenckiser.com

fr ot 4 1377 z;/// A0.0). iy % *f
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Assay of ibuprofen / Kinexicie suzna-tenns 380,0 - 420,0 mg/capsule / mr na Kancyny .
iGynpodeny 95,0 - 105,0% of stated content / BIJl 3aABNEHOT KilbKOCT]
(HPLC, Ph. Eur. 2.2.29 /BEPX, Cap.Papwm. 2229

1/
409.1 mg /caps
mr/ Kancymry

Dissolution of ibuprofen® / Pozsaunennn iSynpodeny* [Not less than 75% (Q) in 30 minutes for cach capsule /

Complies/Binnosiae

a)Total bacteria/total acrobic microbial Count/ 3aransua

i . 2 L. Complics / Binnosinae
KITLKICTE 2epoGHiX Mikpoopratizmis

6) Total fungal count / 3aransua KiTLKICTS Opisokesnx ta

. e Complies / Bianosinae
IIICHEBHX I'puoie

) BincyrHicTs (absence) Escherichia colj Complies / Binnosinac

) BIACYTHICTE (absence) Salmonella Absent from 10 &/ Mae 6yrn BIACYTHIM B 10

¢) Enterobacteria and certain other Gramnegative bacteria

< 10* CFU/g /<10 KYOur

(EOGNY Tonepairtni zo skonqi "PAMHCTATHBHI Gakrepii

(Ph.Eur2.9.3/ €8p. Gapm. 2.9.3) He menwe 75% (Q) 3a 30 xsumuy JUIAl KOKHOT Kancynu

Last tesied:
Hata ocramiboro

TECTYBaHA:
092019

pH (Ph.Eur.2.2 3/ €zp. Dapm, 2.2.3) 6.0-7.0 6.7

Degradation Products of Ibuprofen/TIpoayicru posknany

(HPLC,Ph. Eur. 2229/ BEPX, metogn komnanuu, Cep.Mapm. 2.2 29)

Esters of ibuprofen and macrogol /epipn iGynpodeny |Not more than 0.6 % relative to ibuprofen/ ol %

i Makporomy He 6itbmie 0,6 % pinnocno ibynpodeny ’

Sorbitol ester-1/CopbiTauit edip 1 Not more than 0.1 % / 201 %

He Giipme 0,1 %
Sorbitol ester-2/CopGirumii edip 2 Not more than 0.1 % / <0] o
He Ginbure 0,1 %

Total esters of ibuprofen/3aranonag BMicT edhipin Not more than 0.8 % / 01 %

ibynpodeny He Ginpure 0.8 %

(2RS)~2—I4-(2-mcthy!pmpanoyl)phenyl]propanoic Not more than 0.1 % relative to ibuprofen/

acid (2,4-IBPA, BTS 4771 1/ He dinbure 0,1 % signociro idynpodeny

(2RS)-2-[4-(2-m cTHAnponanoit)henin]nponiononsa el *

KHenoTa (2,4-IBPA, BTS 4771 1)

1-[4-(2-methylpropyl)phenyljcthanone Not more than 0.1 % relative to ibuprofen/

(PIBAP) BTS 40655 / He 6inswe 0,1 % signocuo ibynpodeny <0.1 %

[-ii-(l—meﬂmnponi.ﬂ) fenualeranon (PIBAP) BTS 40655

Any individual unspecificd impurities (ibuprofen related) / Nof more than 0.1 % relative fo ibuprofen/

Oynb-nKa okpesa IEBLIHAYEHA JoMimKa (i6ynpoteny) He Gijibue 0,1 % mignocno iﬁynpodmny <0.1 %

Total degradation products of ibuprofen (excluding  [Not more than 0.2 % relative to ibuprofen/

esters)/3aranuumii syicr UPOAYKTIB posKiiany He Ginbme 0,2 % sixnocno iGynpodeny <0.1 %

iBympodeny (Bmcmiouaroun ehipn)

Microbiological tests*/MixpoGiosoriuna wncrora® Last tested: 092019

(Ph.Eur. 5.1.47€up. dapm. 5. 1.4) Hara octannsoro TeCTyBaHs:

Complies / Bianosigac

Complies / Binnosizac

Complies / Binnosinac

Complies / Bianosinae

Complies / Bianosinac

Certification statement: / 3asna npo ceprudikauniro:

record were in compliance with GMP.

PeccTpauifinomy focke. [poroxom 8upobHluTea, nakysag Ta ananisie dyno NEPETNANYTO Ta BCTAHOBACHD BiANOBI AHicTs GMP.

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

L 7 3acsinuyso, uo sasencna Bhme inopmavis € IOCTORIPHOI® Ta ToUHOO, Lo cepiro npony kuii 6yno sipoBacio (Brmouaioan NaKysaKua / mapkyBaiis) ta MPOBENEHD KOHTPONS Ti
AKOCT] Ha BHIEIasHAYeH] i AinbHUL y moBnHifi BIANOBIAHOCTI 3 BiMOraay GMP, scTanosnenmsm MICUEBHM perynsTopiim OPraHom, a TaKox Bl anoBiaHo a0 cneundixadiii, 1o micraTees %

Comments /Komeutapi:
noTiM KomHy 10-ry cepiro, ane He pigwe 1w Pas Ha pik

'The batch size is indicated as number of cases per manufactured batch. Each case contains 72 capsules in
' Possip cepii sagiaveno sk JATAIEHA KiNbKICTS rpynoBny YNAKOBOK B Bupobaeniii cepii, Kowmna TPYN0Ba yNaKkoska micTiTs 72 Kancyn.

Reckitt Benckiser
Webwww.reckittbenckiser.com

* not performed routinely; will be carried out on the first 10 batches and then every 10th batch or at least once a year/ *peryaspito ve KOHTPOMMOIOTS, KOHTPONFOKITH Nepuui 10-Th cepiit, a

** not performed routinely: will be carried out every 10th batch or at least once a year/** CrYMAPHO HE KOHTPOMOKTH; KORTPOMOIOTH komHy 10-1y cepiro, ane ue pinme i pas ua piK
¥, y ¥ perynap: p P P
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b b
4 Reckitt

Benckiser

Name and position/title of person authorizing the batch release /
Hpiseume 12 nocanarsannsg 0cofiH, HKA BHIANA K03Bid I BHAYCK ecpii

Signature / Tignue

Date of signature /
Hara ninnueanns:

Natela

DecuSigned by:
Natela Stylianou
Stylianou - Quality Support Manager and Qualified Person

Signer Name: Nateia Stylianou

Signing Reason: | approve this document
Signing Time: 27-07-2020 | 15:56 BST

27-07-2020 | 1

156 BST

Reckitt Benckiser
Web:www.reckittbenckiser.com
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