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NAME OF PRODUCT: NUROFEN® EXPRESS ULTRACAP CERTIFICATE/CEPTH®IKAT
HA3BA 1IPOLYKINT: HYPO®EI® EKCIIPEC Y.JILTPAKATT Ng 234159
Country of manufacturing / Kpalus-supobuux United Kingdom Benuxa Bpuranis
CERTIFICATE REGISTRATION NUMBER: UA/13599/01/01 from 22.02.2019 - unlimited
HOMEP PEECTPAINITHOTO NOCBIAYEHHS:  |UA/13599/01/01 5ia 22.02.2019 - sseoBmexennit
IStrength / Potency: / Cuas aii / Axrssuicrs: IBUPROFEN 200 MG 7 IBYIIPO®EH 200 MI™
Doyage form / likapeuka dopma Sofl capsules / Kancyns M'axi
Package size and type / Poamip Ta Tun naxosanns Ne10 in blister / Ne10 y Guicrept
BATCH NUMBER / HOMEP CEPII: JJR962 DATE OF MANUFACTURE: / IATA BUPOGIHITBA: Feb-20
"BATCH SIZE / 'PO3MIP CEPIL: 580 CAR 'ﬁi‘;’}""‘n:;,’l‘o"'gr’,;““ SAKGINENIS TERMIIY Feb-22

Responsible for Manufacture of the in bulk:
Bianosiaanuuui 32 supobunursoe in butk :

Patheon Softgels B.V., D¢ Posthoornstraat 7, 5048 AS Tilburg, The Netherlands

1lateon Codmueae B.8.. Qe Mocrooncrpam T, 5048, AC Ti:Gypr, Hisepianiue

e rsni:

Manufucturing License/ Jlivensin ua snpoGunurso:  [4955F
Certificate of GMP compliance of listed site /
Ceprudivar winnostanocri GMP ans 3asiavenol NUIT 16/1008917A

Responsible fur product pucking, quality control and
releasc / Bianosizansunii 3s» nuxysanim, KOHTPOL
nrocti e Bnyex cepii:

Nou'mghn , NG90 2DB,United Kingdom

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

llorrinrem, NG90 2DB, Bennka Bpuranis

PexkirT benxizep Xesickep lurepnewnn Jlimitea, Hovrinrem caiit, Tedn Poya,

Maogulacturing Li / Jinensist 4a BupoGunnTso:

12862

Certificate of GMP complixnce of listed site /
Cepradixur sianosianocri GMP 218 3usnavenol

.’Iblbllllll-l.:.

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

(Ph.Eur., 2.9.1/ €sp. Gupm 2.9.1,)

T g " RESUCTSOF - |
TESTS. LIMITS ‘a" ANALYSIS.
HOKA3ITHKH HOPMIL PE3YJILTATH
. . AUAJLIIR
Appearunce/3onniumiit surina A#ch, oval-shaped transparent soft gelatin capsule with a
(visual /eisyansimit, n.1 MKS) «NUROFEN» logo printed in white ink /lepeoria opansua Complies /
1PO30OPA M AKA KCNSTHHOBA KUICYNIA 3 JIOIOIPAMOID Biznosiae
«NUROFEND, naupyxosaioro 6inow hapGo:o.
Disintegration / Posran Not more than 15 minutes / He Giteiuc 15 xeunnu 6 min/xa

hIdtnﬁt)' of ibuprofen test A / Licorudinuuin

(UV/VIS /YD-BBHJL)

i6ynpodeny runpodysannn A Complics / Binnorisiac Complics / Binnorinac
(HPLC/BEPX)

Identity of ibuprefen test B / Incivndixatrin

HiOynpotbury sunpobyranns B Complies / Binnoninac Complies / Bimnosixac

Identity of ponceau 4R (E124)*/ Inenrudisatis nonco Complies / Buuosiaac
4R (E124)* Positive/TlouTuena Last tested:
(TLC/TLUX) Jlara ocTanmsoro
TCCTyRaHS:
Jan-20

Uniformity of dosage units** / Qauopianicrs
1030BANNX ONKNHULA*
(Ph. Lur. 2.9.40/Cep.apm. 2.9.40)

Comiplics / Bianosinac

.. , Qi py 0L é/(j/g/a

Complies / Biasosigae

Reckitt Benckiser
Web:www.reckittbenckiser.com
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lAsn)‘ of ibuprofen / Kinskicue susnaucinn 200,0 (190,0 - 210,0) mg/capsule { mr Ha xancyny g fcapn
iGynpodeny 2022 mr / xaucyny
(HPLC. Ph. Eur. 2.2.29 /BEPX, €sp.®apwm.2.2.29)
Dissolution of ibuprofen* / Posunnenus ibynpodeny* |Not less than 75% (Q) in 30 minutes for each capsulc / Complies / Bianosinae
(Ph.Eur 2.9.3/ Cap. dapwm. 2.9.3) e menmune 75% (Q) 3a 30 xprann Ana xoxuol xaucynu Last tested:
JlaTa ocTauisore
TCCTYBANA:
Jan-20

Degradation Products of lbuprofen/lipoaywys poskaany
(HPLC, Ph. Lur, 2.2.29 / BEPX, meton xoMmnainm, €sp.®apu. 2.2.29)
Esters of ibuprofen and macrogol /epipn i6ynpodeny i [Not more than 0.8 mole % relative to ibuprofen/ <01
MaRporony He Gisswwe 0,8 Mo:mproro % siznocuo i6yipodeny )

ISorbilal ester-1/Copbirnnit edip 1 [Not more than 0.1 mole % / Be 6ineine 0,1 monapitoro % <0,1
[Sorbilol ester-2/CopBirnnil edpip 2 |Not more than 0.1 mole % / He Ginswe 0,1 monapioro % <01 %
Total esters of ibuprafea/larannuuit smict edipia Not more than 1.0 mole % / He 6inswe 1,0 monapuoro % . %
ioynpodeny ’
2-(d-isobutyrylphenyl) propionic acid (2,4 IBPAY Not more than 0.1 mole % w/w relative to ibuprofen/
2-(4-[306yTrpnadenin)nponionosa knciora (2,4 He Ginsoe 0,1 wonaproro % m/m sianocso ibynpodeny <0,1 %

[1ura)

Jp-isobutylacetophenone (PIBAPY Not more than 0.1 mole % w/w relative 10 ibuprofen/ .
o-isofynuiauetogenon (PIBAP) He Ginswe 0,1 Monapuoro % w/m siatocuo iGyupodeny <0l “*
Any individual unspecified impurities (ibuprofen related)/  |Not more than 0.1 mole % W/w relative to ibuprofen/ N

|fyae-xs oxpema nesuinanens nominixa (iGynpodeny) He Ginswe 0,1 monsprioro % MM Bianocno iGynpodeHy <ol *
Total degradation products of ibuprofen (excluding  [Not morc than 0.2 molc % w/w relative to ibuprofen/
esters)3arannnnii smict npopyxris poaxnaagy He Ginkine 0,2 Monapuoro % sm sianocuo iGynpodeny <0, %

1ibynpodeny (suxatouanyn edipn)

[Microbiological tests*/MixpoGiostoriuna uncrora* Last tested: Jan-20
(Ph.Rur. 26,12, 2.6.13 / €ap. dapm. 2.6.12,, 2.6.13 Aata ocTaiboro Tectysans:| an-

Not morc than lO’lg bacteria. Not more than lOz/g yeasts and
moulds. Absent of E.coliin 1 g/ . R .
. . 3 R . 2 ) Complics / Bianosinac
He Ginkuie six 10°/r Gakrepitt, He Ginnme vis 10%r rpuis,
Biacyruicts E.colis 1r.

Certification statement: / 3anen npo ceprudixanin:

[ hereby vortify that the above infunmation is suthentic and scewate, This batch of product has been f d, includi

g packuging / labelling atd quality control at the above mentioned ae()
in full comphance with the (M P of the local Regulatory Authonty and with the specification in the Registration Dossier. ‘The baich processing, packaging and snalysis record were w
compliance with GMP.
LInm £ 3nc3iauyr0. wo amme mipop ) ipiosa Ta ToNHOI0. Lo cepito mp it 6y10 snpob. { T NAKY ! )Ta Pom il axocTi
HA BHIEIZTHANEIA UNLHMID Y nORHIK sLanosuIoGT: 3 samarann GMP, 0 per p ©OpranoM, & Taxox sianusianc 20 cucimdixadii, umo McoTex y
P Auvuy avvse. [Ip pol, Y Ta ananizis Gyno nep v icre GMP.

Comments /Komenrapi:

* not purformed routmely: will be carried out o the first 1D batches ond then every 10th batch or at least once a year/ *
xooity 10-1y cepiio, ane He puite Hox pey Ha pix

** not pertormed rounnely: will be carried out overy |0th batch or at least once & YEAr'*® peryapHO HE KOHTPONIOKTS: KOHTPONIONTS KokHy 10-1y CEpIO, ANe He plame WK pa3 1a pix
'The batch suze 19 indicsted as number of cases. per manufactused batch, Fach case contains | 440 capsules in

! Posanp cepii 123ma%0n0 2K MMANLAA KILKICTL 1 » supob cepil. Konar mynosa ynaxosxa scnms 1440 xoncya

Y

PEFYNAPHO He KOKTPOIIGIOTH, KOHTPOMOIOT: nepaLl } O~ cepali. & nomm

Name and pusition/title of person suthorizing the bateh release /

. " Date of signature /
Tpi ™ nocau/ 0co6u, AKa BuALI2 1038E 12 BHNYCK cepil Sigoatare / Tliaune Aata nianncauns:
DOCISRITRI Ty
Natila Styliamon

Natela Stylianou - Quality Support Manager and Qualified Person m Signer Name: Natela Stylianou

Signing Reason: | approve this document
l Sgning Tima: 05-05-20:

BST
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JEPXJOKCJIYXBA YKPATHU
AEPIKABHA CJIVXKBA 3 JIIKAPCHKHMX 3ACOEIB TA KOBTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIi1 OBJIACTI

npocmext Banepix JloGanoecexoro, 51, M. Kuis, 03110, Ten/akc: (044) 2753030
E-mail: dis.ko@dls.gov.ua, Kon €JIPIIOY 37078774

BHCHOBOK
Opo AKiCTh BBe3eHOro B Yxpainy sixapeskoro 3acoby

27.05.2020 Ne 24307/20/10

HYPO®EH® EKCIIPEC VJIBTPAKAXL

(nalinenyranng nikapenkoro 3acoby arizeo s peecTpatliiingm nocainueH )
Kancysu M'siki xo 200 mr; mo 10 Kancys y Gaicrepis mo 1 Gxicrepy B KapToMmiit xopo6ui
({opma ernycky, nosysanus, Bux NAKYBAHHA JikapchKoro 3acaby)

Homep peecrpauilinoro mocuinsenns UA/13599/01/01 CTpox aii peectpavuifiuore nocsinuckna 01.01.2099

Cepin nixapcskoro aacoSy Ne JR962 Kinkkiers seesenoro aikapcskoro sacoy 83520

Bupo6unx Pexxirtr Benxisep Xencxep Iutepuenran Jlimiten, Bemika Bpuranis
(naltMeiryBaHES BUPOGHHKR nixapcsxoro 3acoly, xpalna TIOXOAMEHEA)

Baeseno s Vpainy Tomapncrso 3 o6mexenoio sianosizannuicrio "Pexcicirr Benkizep

Xaycexonn Eng Xeac Kep Y aika", inerer, xon: 33696041

(matverysanna Ta kox 3a EJPTIOY ropuanssol ocotx abo nplasuwe, IM's, mo Garsxosi drizuror
ocobk - ninnpremus, 1 Micue npoxnsatng Ta peecTpauifuuit HoMep 06aixoBOT KapTKK HAATHHKE
noaavis a6o cepis Ta Homep nacnopra)

Tporoxos sisyannuoro xontpomo sin 27.05.2020 Ne 1538/4.

3a pesymstatamu  nmepsarworo KOHTPQ/UO BCTAHOBICHO, w0 nikapcsxuit 3aci6 ppeseno 3 Vrpalny 3
AOTPHMSHHAM BHMOT 32KOHOABBCTEA WIOAO 3a6e3neuenHs AKOCTI NiKAPCEXIX 33¢06iB.

// 3ybapesa H. B,

(nianuc) (iniuiany Ta npizsnuse)
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