JEP)KABHA CJIVIKBA 3 JIIKAP CBKHX 3ACOBIB TA KOHTPOJIIO 3A.
HAPKOTUKAMNM Y KNIBCBKINA OBLJIACTI
npos. Ceitmranoi Handi, 3, m.Kais, 02099, ren/daxe: (044) 363-06-50.
E-mail: dis.ko@dls.gov.ua, Kos €7[PTIOY 37073774

BUCHOBOK :
TIPO SAIKICTH BBE3¢HOT0 B YKpaiHy JikapchKoro 3acoly

20.02.2024 Ne §577/24/10

(HaifMeHyBAHHA JHKAPCHROTO 34C0BY riAHO 3 PEECTPAniEAM [10CHIAYCHHAM)
Kamncysjn m'aki mo 460 mr no 10 kancyn y baicTepis o 2 Biicrepu B KapTonHiit Ropo6ui

{popma sumycKy, NO3YBaHHN, BHA TIAKYBAHHEA JIKAPTHKOTO 3acoy)

Howmep peecrpauiiinoro nocsimienns UA/14179/01/01 cTpoK Ail peectpaniiinore nocsinuenns 01.01.2099
‘Cepix sikapcexoro sacoby Ns RX815 Kingkicrs ssesenoro nixapcskoro sacoby 18144

Bupobuuk _Pexxitr benkisep Xenckep Inrepuetunn Jlimiten, Benuka Bpuranis

(nafivenyBanus BupoGHuKa MKApCHKOTD 3aco6y, KpaiHa HOXOmKEHA)

Baeseno & Ykpainy Topapiecrro 3 o6Mexenoo BiAnoBinansicrio "Pexxirt benxizep
_Xaycxonn Eng Xene Kep Yxpaina", inenr. voa: 33696041

{(maitmenysanis 12 xoa 3a €APIIOY opuprmHoi ocoGu abo npisaue, 1'%, 110 GETHKOBI dizmunol
ocobr - nianpuemus, H MiCKe TIPONKMBARIN T2 pecoTpaiitnnit HoMep 08riKOBOT KAPTKY IASTHHKE
TOHATKIB abo Cepis Ta HOMep nacnopTd).

Hperoxox eisyassnore xorrponw iz 19.02.2024 N 6088/1.

3z PC3yNsTaTAMH  AEpKABHOIO KOHIPOMIO BCTAHOBASHO, MG TMIKAPCRKMA  3acid  BEeleHO B Ykpaidy 3

BOTPUMAaHHSM BuMor 3aK0HOARBCTBA OO 3abesreeHHs TKOCT] HIKAPCHKIX 32¢00iR.
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Benckiser -
COA VERSION

NAME OF PRODUCT: NUROFEN® EXPRESS FORTE CERTIFICATE/CEPTHOIKAT
HA3BA ITPOIVKILI: Ne 343798

Country of manufacturing / Kpaisa-enpobuux United Kingdom Benuxa Bputanis

CERTIFICATE REGISTRATION NUMBER: UA/14179/01/01

HOMEP PECCTPAIIIHHOIO NMOCBITYEHHS: UA/14179/01/01

IBUPROFEN 400 MG / IBYTIPODEH 400 MI'

Soft capsules / Kancynu m’axi

No20 (2x10) in blister / Ne20 (2x10)y Gnicrepi

Strength / Petency: / Cuna xii / AXTHBHICTD:

Dosage form / Jlikapesnka thopma
Package size and type / PoiMip Ta THI Nakosanus

BATCH NUMBER./ HOMEP CEPII: m DATE OF MANUFACTURE: / BATA BUPOGHHIITBA: 112023 '
" EXPIRY DATE / JATA 3AKTHYEHHA TEPMIHY -

Responstble for Manufacture of the in bulk:
Binnosinansuuii 3a Bupobunurso in bulk

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

[Tareon Corxenc b.B., Jle Tloctooncrpaar?, 5048, AC Tinbypr, Hinepnauau

Responsible for product packing, quality control and

Manufacturing License/ Jlinenzist na supodunurso:
Reckitt Benckiser Healthcare International Limited, Nottingham site, Thane Road,
) _ . | Nottingham, NG90 2DB,United Kingdom
release / BianosinanbHiil 3a maxyBaHus, KOHTpOIS ; . — : - -
AKOCTI T4 BUIIVEK cenil Pexxirt benxkizep Xencxep Intepuemmnn Jlimiten, Horrinrem caiit, Teiin Poya,
a BI : .. .
y P Horrinrem, NG90 2DB, Benuxa Bpuranis

Manufacturing License/ Jliuensin na supobusurso:_ 12862 =~~~ ]
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Red, oval-shaped transparent soft gelatin capsule with a

«NUROFEN» logo printed in white ink /Ueppona osansua
Npo30pa M’AKa KENATHHOBA KAMCYNA 3 ineHTH(IKYFOTIM
HanhcoM «NUROFCN», nagpyxosauuM.6inoro. apboro..

Appearance/3oguimniii Bnmﬂn
(visual /izyansamif) Complies /

Biznorinae

Disintegration / Poinan
(Ph.Eur., 2.9.1/ €sp. Papm 2.9.1.)

Identity of ibuprofen test A / InenTudixanis
ibynpodeny sunpobysannn A
(HPLC/BEPX, meton komnauii, €sp, Gapm. 2,2.29)
Identity of ibuprofen test B / Inenrudixauin
ibynpodeny punpoGyBanusa B.
(UV/VIS /YO-BU/L, €sp. Gapu. 2.2.25)

Complies / Bianoginae Complies / Binnosinac

Complies / Bianorinae Complies / Bignosinac

Complies / Binnosinae

Identity of ponceau 4R (E124)*/ Inentndrikania nouco

4R (E124)* Positive/Tlozuturna L?SI tested:
(TLC/TIUX, meTox koMmanii, €sp. Papm. 2.2.27) Hata ocTanuboro
TeCTYBAHA:

122023

Complies / Biznosigae
'Last tested:
JlaTta ocTatHLOTO

TECTYBAHA:

Untformity of dosage units** / QmuopignicTs
AO30RAHHUX OAHHHIBY*
(Ph. Eur. 2.9.40/Cep.®apm, 2.9.40)

Tested on the baitch. /

Bunpobyrano ma
naprii

Assay of ibuprofen / Kinnkicne pu3navennn
ibynpodeny

(HPLC, Ph. Eur. 2:2.29 /BEPX, €ap.®apm. 2.2.29)
Dissolution of ibuprofen* / Po3unnenns i6ynpodeny* |Not less than 75% (Q) in 30 minutes for each capsule /
(Ph.Eur 2.9.3/ €sp. Papm.-2.9.3) He menue 75% (Q) 3a 30 xBunuH ana koxuot xancynu

mg / caps
MI™/ xancymny

95,0~ 105,0% of stated content / Bia 329B71eHOT KiNbKOCTI

Complies/Binnosinac

Last tested:
Hlata oCTaHHLOrG
TecTyesaHs: 12 2023

Reckitt Benckiser _. PAGE1 OF 2
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pH (Ph.Eur.2:2.3/ €sp. @apm. 2.2.3) 6.0—7.0 N 3

Degradation Products of Ibuprofen/IIponyxkrn posknany

(HPLC, Ph. Eur. 2.2.29/ BEPX, meton xomnauuu, €pp.Dapm. 2.2.29)

Esters of ibuprofen and macrogol /edipu i6ynpogeny i [Not more than 0.6 % relative to ibuprofen/ 01 o
MAKPOrony He giaswe 0,6 % signocuo ibynpodeny ’

Sorhitol ester-1/CopbiTunit edip 1 Not more than 0.1 % / <0,1 %
He inbure 0,1 % -

Sorbitol ester-2/CopbiTunii edip 2 Not more than 0.1 %/ <0.1 o,
He 6insine 0,1 % |

Total esters of ibuprofen/3araneunii BmicT edipin Not more than 0.8 %/ 0.1 "
ibynpodeny He 6inewuie 0.8 %
(ZRS)-2-[4-(2-methylpropanoyl}phenyl]propanoic acid |Not more than 0.1 % relative to itbuprofen/
(2,4-IBPA, BTS 47711)/ He 6inbue 0,1 % sinnocno ibynpodeny
(2RS)-2-[4-(2-meTuAnponanoin)denin]oponionosa
kuciaora (2,4-IBPA, BTS 47711)
1-[4-(2-methylpropyl)phenyl]ethanone
(PIBAP) BTS 40655/
1-[4-(2-meTnponin} penunjeranon (PIBAP) BTS 40655

Any individual unspecified impurities {(ibuprofen related) /

<0,1 %

Not more than 0.1 % relative to ibuprofen/
He 6invmre 0,1 % eianocuo iGynpodeny

Not more than 0.1 % relative to ibuprofen/

q
6yab-Aika okpeMa HeBH3HAUEHA JoMiwxa (ibynpodeny) He 6inbize 0,1 % sigtocno i6ynpodeny <0,1 Yo
Total degradation products of ibuprofen (excluding Not more than 0.2 % relative to ibuprofen/
esters)/3arannnuit BMicT npoaykrie poixnaay He oinewee 0,2 % einnocuo idynpodeny <0,1 %

ibynpodeny (Baxirouaicun edipn)

Last tested:
Jara 6CTaHHBOTO TECTYBAHA:

Microbiological tests*/Mikpo6Giesoriuna ancrora*
(Ph.Eur. 5.1.4 / €sp. Dapm. 5.1.4)

12 2023

a)Total bacteria/total aecrobic microbial Count/ 3aransua
KITBKICTE a6pOOHHMX MiKpoOpranismin

Complies / Binnosizae Complies / Binnoriaae

6) Total fungal count/ 3aransua KiTLKICTE ApiNOKEBHUX TA
wlicHeBHX rpubin

Complies/ Bianosinac Complies / Binnosinaé

c) BigcyThicTs (absénce) Escherichia coli Complies / Bianorinae Complies/ Binriosinae

n) BixcyrHicTs (absence) Salmonella Absent from 10 g / Mae 6yt BigcyTHiM B 10 T Complies / Binnorigae

e) Enterobacteria and certain other Gramnegative bacteria
(EOGN)/ Tonepaatui ao xo084i rpaMueraTuBri Oaxrepii

< 10* CFU/g / <10* KYO/r

Complies / Binnosinac

Certification statement: / 3anea npo ceprudixanio:

[ 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 i compliance with GMP.,

Llnu 1 3a3¢BLIMYI0, IO HABEAEHA Bhnfe iudopmania € aocTosipHoId Ta Toarow. Lo cepiro npogykuli fyno supobneno {prmodaloH naKysantA/ MAPKYBAHHA) TA NPOBEACHO KOHTPONL i1 AKOCTI
Ha BUIE3a3NAYCHIH AUTbHMW Y NOBHIH BiANOBIAHOCTI 3 Bumoramu GMP, BCTRHORNEHMMY MiCLEBYM PeryIATOPHMM OPT2HOM, & TEKOXK BIANCBLAHO A0 creumbixadiif, uo MICTATECA ¥
peecTpambmHoMy nocke. [Ipotoxony aupobHuuTea, MaKysau:s Ta aHANik. HyJI0 NEPErNAHYTO Ta BCTAHORIESHO BinnosipicTs GMP.

Comments /KomenTapi:

* not performed routinely; will be carried out on the first 10 batches and then every 10th batch or at least once a year/ *perynsapHo He KOTPONIOIOTE; KOHTPONIOKTS Niepnri 10-Tb cepii, a noTiM
-fwonary 10-1y cepito, ane He pifwe wix pas Ha pik.

** not performed routinely; will be carried out every 10th batch or at least once a year/** perynapHo He KOHTPOJIKIIOTS, KOHTPOMOKOTE KOsy 10-Ty ceplio, asne ue plaLle HiK pa3 Ha pik-

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

Posmip cepii sazeaueno ax kinkkicTs xopobie supoSrenoi cepii. Otk kopob mictuTs 72 CHOAMBIHX YIAKOBOK.

Name and position/title of person authorizing the batch release / . Date of signature /
. | . Signature / Iignuc g
Hpiisuie Ta mocaga/sganns ocofn, 1xa BHAANA A03BI/T HA BHITYCK cepil Jata ninnucanus:
\. .;E_Iactmnfcaﬂy sigmed by: Mandy
- L] H L - E
Mandy Turgoose. QP / Operations Quality Manager., Signature: r% & Reason: | approve this document,

Dala: Jan 29, 2024 10:02 GMT
Email; mandy.turgoose@reckitt.com

Elactronically signed by: Andrew Godber

. _ e T e Electronically signed by: Philip Knight
Reason: | am the author of this Signature: ' - Reason: | have reviewed this documeni
N, document tgnature:. . ‘Dale: Jan 26, 2024 11:24 GMT
% % Date. Jan 25, 2024 20:20 GMT

.{’s Email: Phitip.Knight@reckitt.com
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