TEPXKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KHIBCHKIN OBJIACTI
npos. Ceitnuunoi Hagii, 3, M.Kuie, 02099, ten/dakc: (044) 363-06-50
E-mail: dls. ko@dls gov.ua, Kog €JIPTIOY 37078774

BI/ICHOBOK

19.02.2024 N 5227/24/10

HYPODEH® EKCIIPEC YJIbTPAKAII

(HEIHMEH}'B&HHH nmapcaxom 3&006y 31"1.11H0 3 pEECTan,lHHHM HOCBIJ]}IGHHHM)
kancyan m'siki no 200 mr; mo 8 xancya y 6aicrepi, mo 2 6iicTepu B KAapTOHHIH KopoOui
(bopmMa BMIYCKY, 103YBAHHA, BUA ITAKYBAHHA JIIKapChKOro 3acody)

Howmep peectpaniiinoro noceimuenns UA/13599/01/01 crpok aii peectpauiitnoro noceizuenns 01.01.2099
Cepis sikaperpkoro 3acoby Ne RVS82 Kinskicts BBe3eHOrO Jikapcskoro 3acoby 25920

Pexkirr Benxizep Xenckep Intepuemnn Jlimiten, Benauxa Bputanis
(HaiiMeHyBaHHA BUpOOHUKA NIKAPCHKOrO 3aco0y, kpaiHa [MoXo KeHHs )

Bupobuuk

BaeseHo B Vkpainy Tosapucreo 3 o6Mekeno1o BignopigansHicTio '"PexkirT Benkizep

- Xaycexoan Ena Xesie Kep Ykpaina', inenr. xoa: 33696041

(naitmenyBanHA Ta Koj 3a EAPTIOY opuouunoi ocobu abo npizeuuie, iM'a, o 6aTskoBi GizuuHOl

oco6u - mianpuemnd, i Miclie IPOXMBAHHA Ta peECTpaliifHHi HOMep 06JIIKOBOT KAPTKM INTATHUKA
noJaTkis abo cepis Ta HOMEp NacmnopTa)

IIporokoa BisyaasHoroe konrpoaio six 15.02.2024 Ne 0056/2.

3a  pesynbTaTaMd  OEPKABHOrO KOHTPOJIO BCTAHOBJIEHO, 1IIO -_niRapCBKHﬁ 3aci6 BBezeHO B Ykpainy 3
AOTPHUMAHHSM BHMOT 3aKOHOJABCTEA 100 3a0e3neueHHs AKOCT IIKapChKUX 3acobiB.
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{ldentity of ibuprofen test A / InenTudikanis
{ibynpodeny sunpodypanus A

|(TLC/TLLX)

J(Ph. Eur. 2.9.40/Cpp.Papm. 2.9.40)

{idynpodeny Bunpobysanns B
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SKU 3177527 F Reckitt
~ Benckiser

COA VERSION QUALITY CERTIFICATE / CEPTUDIKAT AKOCTI

NAME OF PRODUCT: |NUROFEN® EXPRESS ULTRACAP CERTIFICATE/CEPTU®DIKAT
HYPODEH® EKCIIPEC VJILTPAKAIL

.
;

Ne 344012

Country of manufacturing / Kpaina-supoouux United Kingdom Benuka Bpuranis

Nel6 (8x2)in blister / Ne16 (8x2) y Gmicrepi \

DATE OF MANUFACTURE: / JATA BUPOBHUILITBA: 10 2023

‘ .

EXPIRY DATE / JATA 3AKIHYEHHS TEPMIHY

NIPUIATHOCTI: 10 2025

Responsible for Manufacture of the in bulk:
Bianosizanbuuii 3a Bupoduuureo in bulk :

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

Reckitt Benckiser Healthcare International Limited, Nottingham site, Thane Road,
Nottingham, NG90 2DB,United Kingdom
Pexxirt benkizep Xenckep Inrepruemnn Jlimiten, Horrinrem caiit, Teitn Poyn,

Responsible for product packing, quality control and
release / Binnosizanbuuit 3a nakysanus, KoHTpoOaL
AKOCTI TA BUNYCK cepil:
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Red, oval-shaped transparent soft gelatin capsule with a
«NUROFEN» logo printed in white ink /UepBona oBanbua
npo30pa M’AKa XKENAaTHHOBA KaNCyJa 3 JJOrorpaMoro
«NUROFENy, HagpykoBauoio 6inoro ¢apboro.

Complies /

Bignosinae

Disintegration / Posnan

(Ph.Eur., 2.9.1./ €xp. Gapm 2.9.1) Not more than 15 minutes / He 6inpine 15 xpunun

min /xB
{

Complies / Bingnoginae Complies / Bignosinae

(HPLC/BEPX) | |
Identity of ibuprofen test B / InenTudikauis

1

Complies / Binmosinae Complies / Binndni,uae

UV/VIS /Y®-BUT

Identity of ponceau 4R (E124)*/ Inentudikauis nonco
4R (E124)*

omplies / Bianosigae
Last tested:
Jlara 0CTaHHBLOTO
TECTYBAHA:
112023
Complies / Biarnosinae
Last tested:
JlaTa oC¢TaHHBOrO
TECTYBAHA:

Positive/TIosuTusHa

Uniformity of dosage units** / Onnopinnicrs
A030BAHUX OAHHHIL™*

Complies / Bignosinae
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1Esters of ibuprofen and macrogol /edipn idynpodeny i

{IBPA)

{ibynpoceny (Buxntouaroun edipH) |
'} Microbiological tests*/Mikpo6ionoriutHa uncrora*
|(Ph.Eur. 2.6.12, 2.6.13 / €pp. Papm. 2.6.12., 2.6.13

-~ Benckiser .

\

SKU 3177527

Assay of ibuprofen / Kinbkicue Bu3navuents

ibynpogeny
(HPLC, Ph. Eur. 2.2.29 /BEPX, €sp.®apm. 2.2.29)

Dissolution of ibuprofen* / Pozunnenus idynpodeny
(Ph.Eur 2.9.3/ €sp. ®apm..2.9.3)

200,0 '(19.0.,0-- 210,0) mg/capsi.i.le_/ MI" Ha KaIICyJy

203.8 mg/caps

203,8 MI/Kafcyny

Complies / Bianosinae

Last tested:
JlaTa OCTAHHLOTIO
TECTYBAHi:

11 2023

* No't_less' than 75% (Q).iﬁ: 30 minutes for each capsule /
He menue 75% (Q) 3a 30 XBHIMH )18 KOXKHOI Kancymiu

Deg.rzidii‘t.ibn Pmducts of I-bﬁ.profen/l'lponymﬂ po3Kaany
(HPLC, Ph. Eur. 2.2.29 / BEPX, meton komnaHuH, €sp.dapm. 2.2.29) .

Not'.more than .0.8'..molé % relative to ibuprofen/
MAKPOTOJY He 6insie 0,8 monapuoro % sianocHo i6ynpodery

Sorbitol eStll‘-l../C{)pﬁiTHHﬁ edip 1 ~ ~ [Not more than 0.1 mole % / He Ginbiue 0,1 monsipHOTrO %
Sorbitbi..es.ter-ZICopﬁiTunii edip 2 Not more than 0.1 mole % / He 6insute 0,1 monapHoro %

Total esters of ibuprofen/3aransuuii BmicT edipis Not more than 1.0 mole % / He 6inbiue 1,0 monspHoro %
ioynpodeny o | _

2-(4-isobutyrylphenyl) propionic acid (2,4 IBPA)/ Not more than 0.1 mole % w/w relative to ibuprofen/
2-(4-I300yTHpradenin)nponionora kuciora (2,4 He 6insue 0,1 Momapuoro % M/M BigHOCHO i6ynpodeny

Ndfmore than 0.1 mole % wiw relative to ibuprofen/
He 6insime 0,1 monspuoro % M/M BigHocHO ibynpodeny

p-isobutylacetophenone (PIBAP)/
n-izo6yrunanerodpenon (PIBAP)

Any individual unspecified impurities (ibuprofen related) /
OyAb-siKa OXPEMA HeBH3HAYeHA gomimka (i0ynpodeny)

Not more than 0.1 mole % w/w relative to ibuprofen/
He 6inbiue 0,1 monapuoro % M/M BigHOCHO i6ynpodeny

Not more than 0.2 mole % w/w relative to ibuprofen/
He 6inswe 0,2 momspuoro % m/M BigHocHo i6ynpodeny

Total degradation products of ibuprofen (excluding
esters)/3aranbHuii BMiCT NPOAYKTIB Po3KIany

[ ast tested:

Jara 0CTaHHBOI'O TECTYBAHS: 112023

Not more than 10°/g bacteria. Not more than 10%/g yeasts and
moulds. Absent of E.coliin1 g/

_ PR e ) L __ Complies / Bignosizae
He 6inpine nixx 10°/r 6axrepiit. He Oinbie Hix 10°/r rpubis. |
1BincyrHicts E.colin 1 r.

Certification statement: / 3asia npo ceprudirkanito:
[ 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.

LM a 3acBiaty10, 110 HaBeASHA BHUIE iHGOPMaNis € JOCTOBIPHOIO T8 TO4HOI: Llt0 cepito npoaykuii 6yno BupobneHo (BRIOUAIONH NaKyBaHHA / MAPKYBaHHA) Ta MPOBEAEHO KOHTPOD 1i AKOCTI
HA BUINE3ASHAYEHIN QINBHULY Y MOBHIA BiRnosiaHocTt 3 sBumoramy GMP, BCTAHOBIEHHMH MICUEBUM PErYIIATOPHHM OPLaHOM, & TAKOX BLANOBIAHO 10 crietmdikadiii, o MicTaTsCA ¥
peecTpartiitHoMy aocse, IIporoxonu BupoOHMItTBA, NAKYBaHHA T &HANI3IB 0y10 NeperaHyTO T8 BCTRHOBAEHO Bignosinuicts GMP.

Comments /Komenrapi:

* not performed routinely; will be carried out on the first 10 batches and then every 10th batch or at least once a year/ *perynspHo He KOHTPOMOIOTE; KOHTPOMOIOTs nepri 10-Ts cepiii, a motim
koxkHy 10-1y cepito, ane He pinme HiX pas HA piK

** not performed routinely; will be carried out every 10th batch or at least once a year/** peryaspHo e KOHTPOMOIOTS; KOHTPOMIOIOTH KOxHY 10-Ty cepito, ane He pimwe Hix pas Ha pik

'The batch size is indicated as cases quantity per manufectured batch. One case has 72 consumer packs.

Posmip cepii 3a3easeHo AK kinsKicTh kopobis Bupobnenoil cepil, Oanu xopob MicTHTE 72 CNOKHMBYHX YIIAKOBOK.

Name and position/title of person authorizing the batch release /
IIpizeuue Ta nocaga/3pannsa ocodH, iIKa BUAAJA J03Bi HA BUNIYCK cepil

Date of signature /
HaTa mianucaHHn:

- | "r ?fecrranfcaﬂy signed by: Mandy
. . \-{3&‘“’- ; urgoose _
Mandy Turgoose. QP / Operations Quality Manager Signature: % Reason: | approva this document.

Date: Jan 31, 2024 14:41 GMT
Ematteaandy.turgoose@reckitt.com

Signature / Ilignuc

F e G ’Ff, ..”'“'ﬂ._?“fﬁ__‘ s :l“s

Elsctronically signed by Andrew Godber B g3 b f -\ ! WSl LT Electropically signed by Philip Knight

Reason: | am the author of this % - R J BT .o\ </ vy O 1Y Reason: Fhave raviewed this
ey 11 AludaeurC,. . \ <A A iUdacument -\

document S Mlege g 7 L
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