%ﬂ

JIEPXKABHA CJIYXKEBA 3 JIIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KMiBCHKIN OBJIACTI

npos. Ceitanunol Haail, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €JIPIIOY 37078774

BUCHOBOK
npo fKicTh BBe3eHOro B YKpaiHy Jixapcbxoro 3acofy
11.06.2024 Ne 29688/24/1011
HYPOD®EH® EKCIIPEC ®OPTE

(nafimenysansa nixapcsxoro saco6y sriaHo 3 peecTpauifiaun NOCBiAICHHAM)
xancyau m'siki no 400 mr no 10 xancya y 6aicrepi; no 2 Gaicrepn 8 kapTonsiit xopo(iui
{dopma murTycKy, AO3YBAHHA, BRA NAaKyBaHHA Jixapchxoro 3acoby)

Howmep peecrpanifinoro mocsinuenns UA/14179/01/01 crpox aii peectpanifinoro nocsinuenns 01.01.2099
Cepin nikapcsxoro 3acoby Ne SA297 Kinekicrs BBe3enoro mikapcrkoro 3acoby 38016

BupoGuitk Pexxitr Benkizep Xenckep Intepnemnn Jlimiten, Bennka Bpuranis
(nafimenysammx sHpo6HuKa NiKapchXoro 3acoly, KpaiHA MOXOMKCHHR)

Beeaeno B Y xpainy Tosapncrso 3 o6mexenoro Bignosiganbuicrio "Pexkirr Benkizep

Xaycxoag Enn Xenc Kep Ykpalua", inenr. xon: 33696041
(mmemamu Ta xox 38 €PTIOY 1opramarol oco6n a6o npissame, iM's, o 6aThxDBi ismmiol

oco6H - migmpueMus, Ti wicne npoxuBannx Ta peectpauifiumli Homep 06ixoBoT XapTKH MNATHMKE
nonarxis a6o cepix Ta HoMep macniopra)

TMporoxona sizyansuoro xonrpomo six 11.06.2024 M 1661/3.

3a pesynsTaTaMM ACpXABHOTO KOHTPOMIO BCTAHOBMEHO, (O Jikapcekudi 3aci6 Beesewo B Vipainy 3
AOTPHMMAHHSAM sHMOT 3aKOHOARBCTRA LIOMO 3a6E3NEUCHHA AKOCTI NiKkapchiux 3acobis.

i @«/ Bixrop CTEQKIBCKHIA

umm: (iniuiany ra apizsmue)
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Benckiser
COA VERSION 20 OUALITY CERTIFICATE / CEPTH®IKAT AKOCTI
NAME OF PRODUCT: NUROQFEN® EXPRESS FORTE CERTIFICATE/CEPTH®IKAT
HA3BA NPOJAYKIUL: HYPODEH® EKCIMIPEC ®OPTE N2 348335
Country of manufacturing / Kpaina-snpo6anx United Kingdom Beanxa Bpuraris
CERTIFICATE REGISTRATION NUMBER: UA/14179/01/01
HOMEP PECCTPALIIIIHOIO MOCBIAYEHHA: UA/14179/01/01
Strength / Potency: / Cnna nii / AkTnBHiCTS: IBUPROFEN 400 MG / IFYTIPO®EH 400 MI'
Dosage form / Jlikapcoxa dopma Soft capsules / Kancysu M’ ski
Package size and type / PoiMip Ta THN NAKOBAHHA No20 (2x10) in blister / Ne20 (2x10)y 6nicrepi
BATCH NUMBER / HOMEP CEPII:  [sA297 DATE OF MANUFACTURE: / IATA BUPOBHHUTBA: 012024
EXPIRY DATE / TATA 3AKIHYEHHSA TEPMIHY
'BATCH SIZE / 'PO3MIP CEPII: 1212 Ca {PUIATHOCTL: 012027
Responsible for Manufacture of the in bulk: Patheon Softgels B.V., De Posthoomstraat 7, 5048 AS Tilburg, The Netherlands

Bianosinanuuuii 33 supobusurec in bulk :
Mareos Codrxenc B.B., [e Moctoonctpaar?, 5048, AC TinGypr, Hizepnanan

Manufacturing License/ Jliueniin na pupobtnurso: 4955F

Reckitt Benckiser Healthcare International Limited, Nottingham site, Thane Road,
Nottingham, NG90 2DB,United Kingdom

PexkirTT Benkizep Xenckep [ureprewwsn Jlimirea, HoTrinrem caitr, Tein Poyan,
Horritres, NG90 2DB, Benuxa bputania

Responsible for product packing, quality control and
release / Bianogizaasunit 33 naKynasHa, KOHTPOIb
AKOCTI Ta BUNYCK Cepil:

Manufacturing License/ Jlinensin ua supounurno: 112862

KESULTS Uk
ANALYSIS
YJIRTATH

Appearance/3osaiwniii Bnrann Red, oval-shaped transparent soft gelatin capsule with a

(visual /sizyateunit) «NUROFEN» logo printed in white ink /Hepeona oarsua Complies /
Npo3opa M’SKA XeNATHHOBA Kancyaa 3 ineHTHdikyrounm Bunosinae
uanucom «NUROFENDy, saapykosanum Ginow dapboro.

Disintegration / Po3na; g ; 7 mn

g & Not more than 15 minutes / He 6inewe 15 xsuamn 7 xs

(Ph.Eur, 2.9.1/ €ap. dapm 2.9.1.)

identity of ibnprofen test A / Inentudiranin
ibynpodeny Bunpobysannn A Complies / Binnosinae Complies / Bianosiaac
(HPLC/BEPX, MeToa koMnakii, €sp. Gapm. 2.2.29)
Identity of ibuprofen test B / Laentndixkanin

iGynpodeny sunpobysanus B Complies / Bianosinac Complies / Bianosinae
(UV/VIS 7Y -BULL, €ap. Gapm. 2.2.25)
{dentity of ponceau 4R (E124)*/ Ineurndikauin nonco Complies / anéaMac
4R (E124)* Positive/TloanTuana . Bast fesied
(TLC/TILX, meton xomnanii, Cep. dapm. 2.2.27) TR ouTRnRaRe
TECTYBAHA,
03 2024
Uniformity of dosage units** / Oanopianicts Comptiess Binmonigae

Last tested:
JlaTa ocTaHKbLOrO
recTysana

n030BAMUX OIHHHUB™* Complies / Bianosinac
(Ph. Eur, 2.9.40/Csp.®apm. 2.9.40)

Tested on the batch. /
Bunpobysano Ha

napTif
Assay of ibuprofen / Kinskicne snznauennna 380,0 - 420,0 mg/capsule / Mr Ha xancyry
i6ynpodeny 95,0 - 105,0% of stated content / Bijt 321B1€HOT KL1bKOCTI 406 8 mg / caps
(HPLC, Ph. Eur. 2.2.29 /BEPX, Csp.®apy. 2.2.29) 4068  wrfxaneyny
Dissolution of ibuprofen / Posunnennn iGynpodeny* [Not less than 73% {Q) in 30 minutes for cach capsule / c ies/Bi ;
(Ph.Eur 2.9.3/ €pp. Papm. 2.9.3) He memie 75% (Q) 3a 30 XBRIUH A1A KOKHOT Kancynu ampliesiinaRiaG

Last tested
ara DCTAHNLOFD

Reckitt Benckiser
Web:www reckittbenckiser.com
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Benckiser
6.7
pH (Ph.Eur.2.2.3/ Esp. dapm. 2.2.3) 6.0-70 l 6.7
Degradation Products of Ibuprofen/TIpoayKTH pOIKAANY
(HPLC, Ph. Eur. 2.2.29 / BEPX, MeTon KOMNaHHH, Cep.dapm. 2.2.29)
Esters of ibuprofen and macrogol Jedipn i6ynpodeny i jNot more than 0.6 % relative to ibuprofen/ <0.1 %
mMaKporony He 6itbwe 0,6 % sianocuo i6ynpodeny <0,1
Sorbitol ester-1/Cop6iTunii edip 1 Not more than 0.1 %/ <0.1 %
He 6inbwe 0.1 % <01
Sorbitol ester-2/Cop6iTnuit eip 2 Not more than 0.1 %/ <0.1 v
He 6iabure 0,1 % <0,1
Total esters of ibuprofen/3aransHui pmicT edipin Not more than 0.8 % / 0.1 %
iGynpodeny He 6iasme 0.8 % 0,1
(2RS)—2-[4-(2-methy|pmpanoyl)phenyl]propanoic acid [Not mere than 0.1 % relative to ibuprofen/ i
(2,4-1BPA, BTS 4771 1y He 6inbme 0,1 % siznocno ibynpodeny i %%
(2RS)-2—[4-(2-MemnnponaHoin)d)cuin]nponiouonn <0,
kncnora (2,4-1BPA, BTS 4771 1)
1-]4-(2-methylpropyt)phenyljethanonc Not more than 0.1 % relative to ibuprofen/ <01
(PIBAP) BTS 40655 / He binsue 0,1 % sianocno iGynpodeny <0.1 %
1-[4<{2-meTuanponin) dennajeranon (PIBAP) BTS 40655 *
Any individual unspecified impurities (ibuprofen related)/  |Not more than 0.1 % relative to ibuprofen/ <0.1 %
Syav-aKa OKpeMA HEBNIHAYEHA aomimxa (i6ynpodeny) He 6invue 0,1 % sianocuo iGynpodeny <0.1 ‘
Total degradation products of ibuprofen (excluding Not more than 0.2 % relative to ibuprofen/ w1
estersy/3aranbinit sMicT 1poayKTiB poiKaany He 6ianme 0,2 % sianocyo iGynpodeny <l %
iynpodeny (8nKINHAOYH edipn) . :
Microbiological tests*/Mikpo6ionoridms uucroTa* Last tested: 03 2024
(Ph.Eur, 5.1.4/ €p. ®apm. 5.1.4) JlaTa oCTaHHBOTO TCCTYBAHA:
a)_Toti'il bacteria/total a.crobnc mnc.rob.zal Count/ 3aransna Complies / Bianosiase Complies / Bianosiaac
KinbkicTh 2epoOHHMX MIKPOOPraHI3MIB
0 .Total furigal t%oum #IRTENNHA KUIELICTE APRIOKES IS Complies / Bianosizac Complies / Bianosisac
nnicuesrx rpubia
¢) sizcytnicTs (2bsence) Escherichia coli Complics / Bianosizae Complies / Buanosinae
1) BizcyTuicts (absence) Salmonella Absent from 10 g / Mac 6ys Bincytsime 10 T Complies / Binnosinae
¢) Entzrebacteria and centain other Gramnegative bacteria 5 2 . ) .
(EOGNY TonepaTHi 20 ®08ui rpamueratnani Saxrepit <10° CFU/g /<10 KYO/r Complies / Bianosiaac
Certification statement: / 3ansa npo cepTudixauiio:
! hereby certify that the above information is authentic and accurate. This batch of product has been manufact ed, 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 Regivration Dossier. The batch processing, packaging and analysis record
were in compliance with GMP.
1lim 2 3acsiawyIo, mo HaveacHa Busue inGOPMBLA € AocTopiptolo T8 Touuoro. Lho cepito npozyxisi Bynto srpobeno (BVOULONH NAKYBIHNY / MAPKYBAHHA } T3 MPOBEACHD KOHTPOM: i axocTi
H8 SWeIAIHAYEHIR JiNPHIL Y TIOBHIR BIAIGALABOCTI 3 BUMOTAMK GMP, BCTEHOBIEHHMH MICUCBMM DETYATOPHHM OPIBHOM, & TAKOX siznosiano o cneumikadif, Mo MICTATHCR y
peccTpauifinomy socee. [poroxatu supobHLTSA, NaKyBaMHY TA shanitis Gylo MEPErAHYTO TH BCTAHORNCHO rianosiaricts GMP.
Comments /Koveurapi:
* not performed routinely; will be carried out on the first 10 batches and then every 10th batch or at least once a year/ *pery apHO He KOHTPOIMOTE, KOHTPOIOIOT: nepuwi 10=Ts cepili, & noTiM
xoxaty 10-Ty cepio, anie He piame wbk pas Ha pix
** got performed routinely, will be carried out every 10th batch or at least once 8 year/*® PEryNAPHO HC KOHTPOMOIOTY, KOHTPOIROIOTS KOWHY 10-1y cepito, ane e plawe Hi P2s HA DK
"The batch size is indicated as cascs quantity per manufectured batch. One case has 72 consumer packs.
Poamip cepii 3a3cadeH0 XK KITHKICTH xopobia supobnenoi cepii. Omun x0pob sticTHTE 72 cReXHBAIX yRAKOBOX.
Name and position/title of person authorizing the batch relcase / . ; Date of signature /
; . Signature / Tlianue ]
Ipi1asniie Ta NOCAIA/IBAHNA ocobit, RKca 8H1AN8 103IBLT HA BUTTYCK Cepil JlaTa pianscaHus:
Elscironicatly signed by: Martha
Martha Mukange. QP / QA Technical Support Manager. signature: Wlaaiha M?‘ e approve this document.
Date; Apr 2. 2024 15:26 GMT+1

Email: Martha.Mukange@reckitt.com

Emctronically signed by: Andrew Godber gt Electronicatty signad by: Philip Knight
Signature; Nk famon {mnupe buter G0 Signature: < L Raason: | have roviewed this documont
Date; Mar 27, 2024 21:02 GMT * . Date: Mar 27. 2024 23:04 GMT

Email: Andrew.Godber@reckitt.com Email:

Reckilt Benckiser
Web:iwww.reckittbenckiser.com
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JEPXKABHA CIIY)KBA 3 JIIKAPCI:KI/IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KMIBCBKIIT OBJACTI

nipos. Ceitmurol Hazil, 3, M.Kuis, 02099, 'lenfq;axc' (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BHUCHOBOK
Nnpo sixicTs BBe3eHOro B YKpainy JikapcbKoro 3aco0y

24.09.2024 Ne 46801/24/10

HYPO®EH® EKCIIPEC ©®OPTE
(neiiMexyBanl mxapcbxoro 3ac00y 3riguo 3 peecrpamauuu NOCBIAYECHHAM)
Kancyau M'aki no 400 mr; no 10 kancya y 6aicrepi; no 2 6aicrepu B KapTonuiii xopobui
:(dopma BHITYCKY, NO3YBAHEN, BHA MAKYBAHMNA JiKapCHKOrD 32c06Y)

Homep peecrpaniftnoro nocsiauenns UA/14179/01/01 érpox aii peccrpauiiisioro nocsiauenna 01.01.2099
Cepia nikaperkoro aacoby Ne SM386: Kinbxicts seaeHoro nixapcsxoro 3aco6y 103680

BupoSHnxk Pexkitr Benkizep Xenckep Inrepuemnn Jlimiten, Benuka Bpuranis
(uaftmMeHyBarEA BUPOGHHUKA TikapCHNONO 3ac00Y, KpaiHa NoXOmKeHHN)

Baeseno B Ypality TosapictBo 3 o6mesxkeHo0 BignopigansuicTio "PexkirT Benkizep
Xayexonn Enn Xeac Kep Ypaina", inexr. xos: 33696041

(naﬁuenyaauwl Ta xoa 3a €APTIOY: iopuamunol 0co6H a60 npizsuiue; im's, no Gatexoni dizuunol

ocobu= = nizmpuemun, 1T Micue npoxvBanna Ta peectpauiftuuit Homep 0671ik0B0T KAPTKH NNATHHXA
- nofiaTkis a6o cepia Ta HOMep nacnopra)

Nporokon sizyansuoroe konrpomo sia 24.09.2024 N 2775/1.

32 pesyNeTATAMH JEPXABHOrO KONTPOMO BCTAHOBNEHO, 1IN0 JKApChKMM 3aci6 BBeseHo B Vkpainy 3
nofp,nM‘aH‘HnM, BHMOT 3aKOHOZABCTBA ILOA0 3a6e3nieue s AKOCTI NiKapchkux 3aco6iB.

% @‘/ Bixrop CTEOKIBCHKHI

uxnnc (iniuiany Ta npizanute)
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- SKU 3146120 "
: ‘ s e Bencklser
S 2y RO ‘—" -
COA VERSION | 22 -I‘ ALITY CER TE / CEPTUDIKAT KO
NAME OF PRODUCT: © [NUROFEN® EXPRESS FORTE 2 'CERTIFICATE/CEPTHOIKAT
HA3BA IPORYKIII:  JHYPOOCH®. EKCIIPEC ®OPTE o N2 365496
Country of manufacturing / KpaTua-shpoGuux JUnited Kingdom Bennxa Bpmnu Sy e B B B )
CERTIFICATE REGISTRATION NUMBER: - - UA/14179/01/01 : -
HOMEP PEECTPAIIITHOTO MTOCBITYEHHS: UA/14179/01/01 B
Strength / Potency: £ Couna il / Axruanicrn: - [IBUPROFEN 400 MG/ IBYTIPO®EH 400 MI‘ :
Dosage form/ Jixapenxa dopma -~ - -~ |Soft capsules/ Kancyau M’ aiki '
© |Package size and type / Posmip Ta Tan niaKosanun N'_20 (2x10) in blister/ Ne20 (2x10)y Gnic'repil
BATCH NUMBER/ HOMEP CEPIl: - |SM386 DATE OF MANUFACTURE: / AATA BUPOEHHLITBA: 06 2024
5 S e e e ‘ 7
BATCHSIZE/'POIMIPCERIE:  J1733Ca gmgﬁ,‘gg‘m AKIHERHA TEFMILY 062027

5 Responslble for Manufacture of the in bulk:
Biagosiiansnuit 38 supoGunursd.in bulk:

Patheon Soﬁgels B.V,, De Posthoommat 7, 5048 AS ’I"lburg. The Netherlands

Tareor Codrxenc b.B., lle nomonqpuﬂ, 5048, AC Tin6ypr; Hincpranan

Mahu,fuﬁctuﬂn‘s’ ' License/ Jlinensin wa apobuniirao:

Responsible for product packing, quality control and
release/ Blanopiasnsizull 3a miakysan g, KOHTPOT:
axocti T4 sanycx cepll: ]

4955F »
“JReckitt Bencklscr Hcalthcare lntematxonal Limited, Nottmgham site, Thafie Road,

[Nottin NG90 2DB,United Kingdom
Pexxitr Bertxisep Xencxep Intepuetnin Jlimiten,- Hotrinrenm caltr, Tektn Poya,

Hotriurem; NG90 ZDB Bennka. Bpmmx

: Batharasy S, ; AR i o L AN 23 230
AppelnnceBoanimuiI BRrng ST Red., oval-shaped transpnrcnt soﬂ gelatin'capsule with a g e T
{(visual Imsymrmﬂ) «NUROFGN» logo printed in white ink /Hepnora osamna Complies/
'|rposopam’ *SX8 XeMATHHOBA KANCY A 3 ineHTnAixyI0MnM Bianopinae
narmcom «NURQFEND, nanpyxosanum 6ino10 ¢ap6oio, i
‘h ety = “[Not more than 15 minutes/ He 6inbiie 15 xsuhuii 7 min/xs-
|Complies / Binnosinat - éomplits/ Bianosinae
« i prol‘eu lutB ! Iztemlbixlmn e ) e e =
eiy Brnpobysanns B WComplies, / Binnosinae Complies / Binrosizae
(UV/VIS [YO-BIJL, €sp, Gapm. 2.2.25) R R e Y . D L
Identity of poncean 4R (E124)*/] Inemqmcani- nonco _ Complies / Bianosizac
4R (E124)* Positive/Tlosmmitbia Resttonted:; -
| TLCTUDY, weton sovmasit, €p. dapu: 22:27) i
- g ] . Tectysanx:
- L j T 07 2024.
Unlformity of dosage uinits** / Onpopianicrs. - L = ) - . Complies / Bianoninac.
1030BAHEX OZMHMULYS - ' Complies / Bianosinae e e
lph. Eur. 2.9.40/€8p.0apu. 2.9.40) - ] , Agta QsTaliinorg
£ ke . TECTYBAHA:
_ 072024
. Erctronically tighed by: Ancrew Godber” Eloctronica
Signature:  Niwke St om. e v <0 Slznature. @ ""’“”"? S
Date: Aug 29, 2024 18:00 GMTH Cale: Se0 32024 13:43 GMT+1
Emall: Andrew.Godber@reckitt.com K - Emalty Philip. nght@reck ,tt O
Reckntt Benckiser

Web:wwiw.reckittbenckiser.com —
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Benckiser
Ass of fbuprofen / mbxicue suInavennn 380,0 - 420,0 mg/capsule / Mr ua xancysny . . ;
l6y|::o¢e ? 95,0 — 105,0% of stated content / »in 3aseaenol ximsxocTi. :gi; “?/‘n:;y
(HPLC,. Ph. Eur. 2.2.29 /BEPX, €sp. diapu 2.2.29) i
Dissolution of ibuprofen® / Poyamnenns iGynpodeny* [Not less than 75% (Q) in 30 minutes for cach capsule / |Compties / Binnosinae
(Ph.Eur 2.9.3/ €sp. ©apn. 2.9.3) He menme 75% (Q) 3a 30 xsunus /1% XOXROT Kancynn :
Last tested:
. Jlata ocTaRHBOTO
TECTYBEHS:
07.2024
lpl-l (Ph:Eur.2.2.3/ €sp, Papu.2.2.3) |6.0 =70 |6.S /6,5
Degradation Products of Ibuprofen/IIpoayxTu poskaany
(HPLC; Ph. Exit; 2.2:29 / BEPX; MéTon xoMnanuu, Esp.dapu. 2.2.29) )
Esters of ibuprofen and macrogot /e¢pipn i6ynpodeny i [Not more than 0.6 % relative to ibuprorenl 0.1 <0,1 %
Ivaxporony ' He Gireme 0,6 % siznocno i6ynpodeny - e
FSorbitoI ester-1/CopSirnuit edip 1 F Not more than 0.1 % / 0.1 <0, %
. He 6itbmne 0.1 %
Sorbitol ester-2/Cop6irunit edip 2 Not more than 0.1 %/ <0.1 <0.1 %
He Ginsine 0,1 % '
Total esters of ibuprofen/3aransanit smict edipin Not more than 0.8 %/ 0.1 <0, (73
liGynpodeny' ~ He 6intme 0.8 % o -
(2RS)-2-[4-(2-melhyIpropanoyl)phenyl]propanoic acid JNot more than 0.1 % relative to ibuprofen/
(2,4-IBPA. BTS 471711y He 6lisme 0,1 % sianocno i6ynpodeny 0.1 <0 %
(2RS)-Z-M-(annponanoh)d)enh]nponionou o
xucnora (2,4-1BPA, BTS 47711)
1-[4<2-methylpropyl)phenyl]ethanone Not more than 0.1 % relative to ibuprofen/
(PIBAP) BTS 40658/ He Sinswe 0,1 % siauocno iGynpodeny. <0.1 <0,1 %
-]4-(2-umnuponln) dennajeranon (PIBAP) BTS 40658
Any individual anspecified impurities (ibuprofen related) /' INot more than 0.1 % relative to ibuprofen/ 0.1 < %
|6yas-axa oxpema mesmannvens aomimun (I6ynpodeny) He 6insme 0,1 % siznocno iGynpodeny T
Total degradation products of ibuprofen (excluding  [Not more than 0.2 % relative to ibuprofen/
esters)/3aransunit smicr npoayxtis posxnany He Ginnme 0,2 % sianocuo i6ynpodeny <0.1 <0, %
I6ynpodeny (smrionaroun edipn) )
Microbiological tests*/MikpoGiosioriuna ancrora*: Last tested: 0 2'02 4
(Ph.Enir, 5.1.4 / €sp. apm. 5.1.4) JaTa OCTAHHLOTO TECTYBAHA:
a)Total bacteris/total acrobic microbial Count/ 3aramna T e
rimxers Gitirx seixpoopraiauis [Complies / Bianonigac Complics / Bianozinae
6) Total fungal count / 3aransma xinsxicrs Apiacoxesux Ta Compies / Bizmosizac Gompllee Siamostme
nricuenmx rputin I ' : :
c) sincyruicrs (absenice) Escherichia coll Complies / Bianosizac Complies / Bianosinac
n) Bincyruicts (absence) Salmonella ’ Absent from 10 g/ Mac 6yt sincytniM 3 10 ¢ Complies / Binnosizac
¢) Enterobacteria and certain other Gramnegative bacteria 5 . .
(EOGNY Tanepatri 10 #oswi rpaMuerarupni Gaxrepil <10° CFU/g / <10° KYOIr Coeplies / Bianosizae
ICertiﬁution statement: / 3agsa npo ceprndixaniwo:
I hereby certify that the sbove information is suthentic and sccurste, This batch of product hai been manuf d, i p.ckagm;/hbelhumdqmmyeomlttd\:lbmmﬂoned
she(:)hMeanplhnuwidnheOManmmofmahodMmymwmhwlﬁcmmhkepmnmboum The betch p ing, packaging and analysis record
were in compliance with GMP.
lmmﬂomlmem@wumcnmmmnm uuupmwnﬂsym pob. ( naxy 1 mapy ) Tanp poas i sxocti
a swmesasmavenilt ai g y nosnill sianosianocti s GMP, POTYASTOPINGL OP 2 TRKOX B4 im0 a0 bisadilt, mo sictaTnca y
pemplmhmyml‘, P y Ta ananizis 6y2o nep yTo T8 siznosimedcTs GMP. )
Comments /Komenrapi: '
* not performed routinely; will be carried out on the first 10 batches and then every 10th batch or at least once 2 yeat/ *perynspmo ne T 9 P nepmi 10+1s cepikk, & noris
xoncry 10~1y cepivo, are we pinme wbx prs Ka pix
*¢ not performed routinely; will be carried out every leﬂduulaﬂmnymP‘mmmmmmmmm 10-1y cepiso, axe we pimme wix pus ns pix
'The batch size it indicsted as cases quantity pet manufectured batch. One case has 72 consumer packs:
Imipeepﬁ‘mnmn imxicTs xopobis supoSnenol cepil. Ozuot xopob MicTith 72 CIONGBMEX YITAXOSOK.
Name and position/title of person authorizing the batch release / Signature / Tia
[Tpissnute Ta nocana/ssanun ocofn, xxa BuAANR A03BLT HA BHMYCK cepil FRAMLS. i
Natels Stylianou QP / Compliance and Validation manager. Signature:
Email;
Reckitt Benckiser

Web:www.reckittbenckiser.com
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Benckiser
CO A VERSION 24 VALITY CERTIFICATE / CEPTUDIKAT AKOCTI
NAME OF PRODUCT! |NUROFEN® EXPRESS FORTE CERTIFICATE/CEPTHOIKAT
HA3BA NMPONVENI:  |HYPO®EHR® EKCIIPEC ®OPTE N2 331893
Country of manufacturing / Kpaina-sspofinax United Kingdoni 'Benvixa Eparaniz
CERTIFICATE REGISTRATION NUMBER: UA/14179/01/01
HOMEP PEECTPAIIHOTO MNOCBUTMETA:  JUA/I4179/01/01
Strength / Potenty: } Cnnaa pil / Axtasuiers: [BUPROFEN 400 MG / IBYTIPO®EH 400 MI'
IDusaEe form / Jlikancexa hopma Soft capsules 7 Kancyns a'axi
Package size and type / Poamip Ta TR naxosanns 1620 (2x10) in blister / No20 (2x10)_y_6nic'repi
BATCH NUMBER/HOMEP CEPIl:  ITCI07 DATE OF MANUFACTURE: / RATA BUPOEHUIITBA: 11 2024
TE / NATA 3AKIHYEHHA TEPMIHY
'BATCH SIZE /'PO3MIP CEPIN: 1108 Ca w&%mﬁm Atk 112027

Responsible for Manufactire of the In bulk:
Birnoainansinil 3a srpobamurso in bulk

Paiheon Softgels B V., De Posthoorstraat 7, 5048 AS Tilburg, The MNetherlands

[Tareon Codroxenc B.B., Tl Tocrooscrpasr7, 5048, AC Tinfypr, Higepnanmy

Mancfactnring License/ Jlinensin wa sapoGnumrno:

4955F

iRaponsibIe for product packing, quality control and
release / Binnonizansanit 3a naxyBauns, KOATHOTL
axocTi TA BEMYCK cepilt

[Nottingham, NG90 2DB,Usnited Kingdom

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

Horrinres, NG90 2DB, Bemira Epuragin

Pexxitr Benrisep Xenckep Intepnemun Jiinirea, Hortrinrem cafit, Tefin Poyn,

Manufaclurin Llcensel Jlmeuain i3 anpoﬁnnmo.

29.1,)

RESULTS OF
ANALYSIS
Gl b ) 1 PESYIIBTATH:
Appearance3onaimeili Rurang Red, oval-shaped transpmnt soft gelatin capsule wuh a
(visual /nizyam i) («NUTROFEND lozo printed in white ink /‘leprona osansng Complies /
PA30pA M’ KA KENNTHHORE Kancyna 3 inenTHdikyiound Bixmosinae
nattacoM «NUROFCN», aanpyrosaruM Ginoro dapGoro
Disintegration/ Poynan (PhoBur, 2.9.1) €op.Dapse Lot wvve tian 15 minuntes / B Blustne 15 smsmee 7 sl A

Identity of ibuprofen test A / Inenrucivanin
ifynpoieny sunpoGypanns A
{HPLC/BEPX, meron xommanii, €xp, Gapm; 2.2.29)

Complies / Binnoninac:

Compties / Bianonaitar

Identity of ibuprafen test B / Inenitnndixania
6ynpodeny sunpoSynasna B
(UV/VIS /Y®-BHI, Enp. ®zpu. 2.2.25)

Complies / Binnonimae

Complies / Binnoeinae

Ldentity of poncean 4R (E124)*/ Inertndikania monco Complies / Binnosigae
4R (E124)* |Positive/TTozeiena Last tested: #Hara
(TLC/TLUX, vetor xommaaif, €sp. Papm, 2.2.27) OCTAHILOTD TECTYaaNA:
0l 2025
Uniformtity of dosage units** { Opnopianiers . Complles / Binnosinae
Ro3opakux opwHROL** (Ph, Eur. 2.9.40/Cep.Qapm, Complies / Bimnosinae Last fested/Rara
2.9.40) OCTAHHEOTO TECTYDANA,
Gf 2025
Disxalution of ibuprofen* / Posunuennn iyapogeny* [Not less than 75% (Q) in 30 minutes for each capsule / o
(Fh.Eur 2.9.3/ €ap. dapm. 2.9.3) He metiwe 75% (Q) 32 30 xewmie nn KoxKHOT KADCYM 104%
41 2025
Assay of ibuprofen / Kinexicue snanaaenns
ibynpodeny (BELC, Ph. Eur. 2.2.29 /BEPX, gg%o '1‘:)2062/'"5’ Cpstle/rinom . o mg f caps
€xp.Oapy. 2.2.29) 20— 105,0% of stated content/ sln sansncmo¥ xinnxoeti 407,6 Mr/ Kancymy
pH (Ph.Eur.2,2.3/ €sp, ®apm, 2.2.3) 6.0—17.0 ,-~16.E168 -.

Degradation Products of [buprofen/Iiponyxrys posxasgy (HPLC, Ph. Eur. 22,28 / BEPX, me1oa KOMIARHH, Eup.@apm. 2.2,29)

Reckitt Benckiser
Web:www.recklttbenckiser.com
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SKU 3146120 W reciatt

Benckiser
Esters of ibuprofen and macrogol fecdipu iGynpodeny i [Not-more than 0.6 % relative to {buprofen/ <0.1 %
MAKpOrony He Ginnme 0,6 % sinnocno iGympodeny <0,1
Sorbitol ester-1/CopGiranii edip 1 Not more than 0.1 %/ <0.1 %
. L He Gimbwe 0.1 % <0,1
Sarbitol ester-2/CopBiTanii edip 2 Not mote than 0.1 %/ <0.1 %
, He Simme 0.1 % Dl
‘Total esters of ibuprofen/3arancnaif BMmicT edipin Not more than 0.8 %/ <0.1 -
ifynpodeny He Sinpwe 0.8 % <0,1
(2RS)-2-[4-(2-methylpropanoylpheny)]propanoic acid [Not more than 0.1 % relative to jbuprofen/
(2,4-TBPA, BTS 47711)/ He Ghaswe 0,1 % sinkocHo iGynpoteny <0.1 ”
(2RS)-‘2-[4-(2-umnnponnaulq)l[ieu[n]npunionoan <0,1
wwenora (2,4-IBPA, BTS 47711)
1-[4-(2-methylpropyl)phenyljethanone Not more than 0:1 % relative to ibuprofen/
(PIBAP) BTS 40655/ He Gimsine 0,1 % sinnocko {6ynpodesy <0.1 %
1-J4-{2-meTanmjonin) denwnleramon (PIBAP) BTS 40655 <0,1 )
Any Endividusl nnspecified Impuriiies (ibuprofen related)/  [Not more than 0.1 % relative to tbuprofen/ 0.1
Gyni-xxa oxperia AeanInaIeEs gomiwxa (I6ynpodeny) He Ginsme 0,1 % sipnocuo iGynpodery q)'! %
Total degradation products of ibuprofen (excluding  |Not more thar 0.2 % relative to ibuprofen/
Jesters)3aransimil Bmict zpoayicrie posknaxy He Gimsme 0,2 %6 wignocao ifynpodeny :g: %
{6ynpodeny (Brrmonatous edipi) : ¥
Microbiclogical mt.s*ﬂ\flixpuﬁionoﬁqu: yperoTR* Last tested: //{aTa OCTAHHLOTO TECTYRAHA: 01 2025
(Ph.Eur. 5.1.4 7 €sp. hapm. 5.1.4)
a)'I‘_ulz.al bacteriaftotal aerobic microbial Count/ 3aranesa Complics / Bianosinae Complies / Binsosinae
kluxicrs aepobin Mixpoopratiamis
jstote ragal i S Complies / Binnoninae Complies / Bianopinae
nnicrennx rpaGis p
¢) sincyrnicrs (absence) Bdcherlchia coll Complies / Biqnontnae Complics / Biznorinac
) mincyTaicrs (absence) Salmonella Absent from 10 g/ Mae Gyt sincymnim e 10 ¢ Complies / Bimroninac
g%@?:mm?::;ﬁ?;;:?ﬁ::&:::;;n < 107 CFU/g /5007 KYO/r Complics / Binnosiaac
Certification statement: / 3asna npo ceprudixaniio:
1 hereby certify that the above informution s authentic and accurstz. This batch of product hes been manufactured, fncluding p 3 / Inbelling rnd quatity contro] at the abave mertioned

site{s) in full compliance with ihe GMP requirsments of the local Regulstory Authority and with the rpmﬁmun inthe R:gtmnm Dossier. The hatch processing, packaging and analysia record
wmmcmnphmewthMP )

Llme x 3acximrye, mo g f PMALIX € SOCTORIPHO® T8 TOTR0. Lbocepno npo.:mm.i Gyno Enpabiesn (ormrmoTs m:ymnmlmpmnmu)n TIPOALALNO KOHTPAM: [ AxoeT]
v oA rrRm il Aimemg y ronedf aipmonitsoct 3 1 GMP, seT pery;m'rspnnll opramu, a mxon sicnovizme o coeipidixadill, mo micorses y
pempxmmmxynm Tipororame sxpofitnages, makysainie T2 paanisls Gymo IepermiyTo Tk BcTANOAICHD BidnoMamcTs GMP,

Comments fKomerTapi:

‘mtperﬁxmedme‘y; will be eartied out on the first 19 batches and then every 10th batch orat least voce @yEar/ *PErynRpHO HE KOHTPOMOHTE; KOHTPMOKTS Mepm 10T Cepiif, & noTiM
Koty 10~ty cepio, ane sie plame Hhx pas Ka pix

** ot performed rautinely; will be earried it every 10t batch or at Jonst omco & yorr/* perynepuno He KopaoMoTL: KowpumaTs kuxary 104y copizo, ane e plawe npk a1 Ha pix

"The bateh size it indicated as cases quantity per manufictired bateh, COne case hay 72 consumer packs,

Patuip eopil 3areratno ax imeadeTa xopofin mipotinenol copif. Ot xopo MicTHTE T2 CIOAAMITIX YRAKOBOX,

Name and position/title of person authorizing the batch release / Stznature / TH Date of sigoature /
TIpizsxme Ta nocanafapanns ocofn, KK BEAMIR F03BLT HE BHITyCK tepil BIRAEEL TS JEaTa niansteasnn:

=T Elscirch 8 ¥ Iy

Blgnature: W Tt soprove s docernent
Daty: fph 10. 2025 O7:19 GMT

Email: mandy.turgoose@reckitt.cofn

Mandy Turgoose. QP / Operations Quality Manager.

Ehmly Andraw Gpdber s .
Signature; M lankio- m”"ﬁﬂ";’; of thix Si'gnature. (’é B - ﬂmﬁgﬁgﬂf“mmﬂm
Dals; Fab 7, 2025 10:35 GMT ; ot 7. 2025 13:30 GYT
Email: Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com . |
' i
Reckitt Banckiser PAGE2OF2

Web:www.reckittbenckiser.com - .07/ 02]2 02510:31 " '-‘---‘




JTEPKABHA CJIYKEA 3 JJIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH ¥ KHIBCBHKII OBJIACTI

npos. Caitmrizol Hanil, 3, mKuis, 02099, Ten/diake: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Ko €IPIIOY 370738774

BHCHOBOK
npo gKicTh BBe3eHOro B YKpainy Jikapcbxoro 3acoby

05.03.2025 Ne 8945/25/10

HYPODOEH® EKCIIPEC ®OPTE

(HaftMeHysaug nixapcskoro 38008y ariaeo 3 peecTpaLiiiAMY TOCHIAYCHHAM) _
kancyan m'sxi no 400 mrs ne 10 xancya y Gnicrepi; no 2 Gnicrepn B kapToHHIH kRopobui

(dropra prITYCKY, MOSYBRHAX, AR TAXYBRARY MIKAPCEXOTO 3acoby)
Homep peectpavifiroro noceigaenns UA/14179/01/01 crpox Ai'l'.peecrpauiﬁnom nocsimgennn 01.01,2099
Cepis nixaperkoro aacofy Ne TC107 Kim.xicts, seeseaoro nixapeskore 3acofy 33696

Brpobumx Pexkirr Benkizep Xenckep Inrepremun Jlimiten, Bennka Bpuranisa

{uathueuyparmw supabumka nikapeskoro 3acoy, xpalHa NOX0XCHER)

Beeaeno 8 Vipaly TosapHcTRO 3 06MexkeH00 BinoRiganeHicTI0 "Pexkirr Benxisep
Xaycxoag Erx Xenc Kep Yipaina", igenr. xoa: 33696041

(mathuenyrame Ta xon 38 €/IPIIOY wpramanol ocofu abo npisemme, iM's, o GaTexosi dizyrorol
o¢o0r - mimpresna, T Micne npoxamakEd T8 poectpaiiimtt momep o6nixosol kaprry nmaTRAKS
nonzrxis abo cepin Ta HoMep macnopra)

Iporoken sityasnrors Kerrpomo six 27.02.2025 M 0583/9,

3a pesymsTeTEMM LEPRARHOrO KOKIPO/IO ECTAHOBNEHO, INO Jikapchbkufl 3aci6 mmeseno B Vipaiuy 3
AOTPHMAHHAM pymor 3akoHoAaBCTES IM0M0 3afeanedemnLs AKocTi ixapesxux 3acobis,




IEPXKABHA CJYXKEA 3 JIKAPCBKHX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBHKIN OBJIACTI

npos. Ceitnranoi Haaii, 3, M.Kuis, 02099, ten/dake: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Koa €APIIOV 37078774

BHCHOBOK
npo sKicTh BBe3cHOro B YKpainy aikapcskoro 3acoly

14.05.2025 Ne 22330/25/10

HYPO®EH® EKCIIPEC ®OPTE

(nafimesyBaHns Nikapcsxore 3acofy 3riaMo 3 peccrpanifinum noceiavennam)
Kaucyau m'axi no 400 mr no 10 xancya y 6iicrepi; no 2 Gaicrepa B kapTonsiii xopobui

(dopma sumycKy, A0IYBANKA, BHI NAKYBRHHA NiXapcrKoro 3acoly)
HoMep peccrpaniitioro nocsizuenns UA/14179/01/01 crpok aif peectpauittroro nocsiaacnma 01.01.2099
Cepin nixapcrxoro 3acoy Ne TG163 KinskicTs BBe3eHOro nikapeskoro sacoby 54432

BupobHux PexxitT Benxizep Xenckep Inteprewnn Jlimiten, Bennka bpuratis

(HafiMeryBaHuA BMpoGHUKa slikapcskoro 3acoby. kpaiHa [OX0KCHHA)

Beeaero B Vxpainy Tosapucrso 3 abmexeHolo BianosinanshictTio "PekKiTT benxiep
Xaycxoan Ena Xenc Kep Yipaina', igenr. xon: 33696041

(raitvenysansn Ta xox 338 €IPIIOY ropuavanoi ocobu afo npissuine, in'e, no Gatskosi diznunol
ocofm - miampuemun, Ti Micue mpoxuBaNHA Ta peecTpauifnuit nomep 061ik0BOT KAPTKH MNATHMKZ
nioaatkis 260 cepia Ta HoMep macnopra)

TTporoxoa sisyansnoroe wourpomo sia 12.05.2025 X 1440/1.

Ja pesynbTaTaMM OEPXKABHOTO KOHTPONIO BCTAHORICHO, IO nikapchxmit 3acié Bresewo = Vkpalwy 13
JOTPHMAHHAM BuMor 3aKOHONABCTBA LIOAO 3abe3neneHn axocTi nixapcekux 3acobis.

Onsra EPLOMEHKO

(iniulamn Ta npbnauime)




SKU 3146120

‘;:.Reckitt

Benckiser
COA YERSION 24 QUALITY CERTIFICATE / CEPTHOIKAT AKQCTI
NAME OF PRODUCT:- INUROFEN® EXPRESS FORTE CERTIFICATE/CEPTHDIRAT
HA1BA NTPOJVKINI: HYPODEH® EKCIIPEC ®OPTE Ne 388617
Country of manufacturing / Kpaina-snpo6unx United Kingdom Bennka Bpuraris
CERTIFICATE REGISTRATION NUMBER: UA/14179/01/01
HHOMEP PECCTPALIITHOI'O NOCBIIYEHHS: UA/14179/01/01
Strength / Potency: / Caua ail / Axrusnicrs: IBUPROFEN 400 MG/ IBYITPO®EH 400 MT"
Dosage form / Jlixapchxa dopma Soft capsules / Kancyau M’axi
Package size and type / Posmip Ta Tun nakosanns Ne20 (2x10) in blister / Ne20 (2x10)y 6nicrepi
BATCH NUMBER / HOMEP CEPIl: [TG163 DATE OF MANUFACTURE: / IATA BUPOBHHLUTBA: 01 2025
% . EXPIRY DATE / JATA JAKIHYEHHA TEFPMIHY
BATCH SIZE / 'PO3IMIP CEPII: 900Ca PHIATHOCTI: ol 2028

Responsible for Manufacture of the in bulk:
Biznosizaneunit 3a apobuuurso in bulk :

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

Tareon Cogaene B.B., [le locrooncrpaar?, 5048, AC Tinbypr, Hinepnanan

Manufacturing License/ JIinensin na snpobunurse:

4935F

Responsible for product packing, quality control and
release / Bianopizantuunit 32 naKysasnun, KOHTPOIL
AKOCTI T2 BHOYCX cepii:

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

Nottingham, NG90 2DB,United Kingdom

Pexxitt beuxizep Xenckep lurepnewnn Jlimiten, Hotrinrem caiit, Teitn Poya,

Hotrinrem, NG90 2DB, Benmuxa Bpurauis

12862

2.9.1)

kst gain RESULTS OF

3‘% i s ”[ih ANALYSIS

Soamn i ORI i AL PE3YJILTATH

Appearance/3osrimuiit Burnnn Red, oval-shaped transparent soft gelatin capsule with a

(visual /sisyansunil) «NURQFEN» logo printed in white ink /epaona opansya Complies /
1po30pa M’AXA XEJATRHORA Kancyna 3 Lnextudikyrounm Bianosinae
samicoM «NUROFEN», ranpykoraruM 6incio dapboio

Disintegration / Poinan (Ph.Eur,, 2.9.1/ €ap. Gapu Not more than 15 minutes / He 6insme 15 xsmwmn 7 min /xs

Ldentity of ibuprofen test A / LaenTudixanis
ibynpodeny sunpobysannn A
(HPLC/BEPX, meton xomnanil, Epp. dapu. 2.2.29)

Complies / Bianoninae

Complies / Bianosinar

Ldentity of ibuprofen test B / Inentudixanis
i6ynpodery sunpoSysanazn B
(UV/VIS [YO-BU], €rp. Qapm. 2.2.25)

Complies / Binnonigac

Complies 7 Biianos a

Identity of poncean 4R (E124)*/ Ineutudixanis nonco
4R (E124)*
(TLC/TIUX, mMetoa xommarii, €8p. Papm. 2.2.27)

Positive/Tloantueua

Complies / Bianogiiar
Last tested. /data
OCTAHHLOIO TECTYSAHS:

01 2025

Uniformity of dosage units** / Oanopiasicrs
no3osanux onnanne** (Ph. Eur. 2.9.40/€ep.Qapm.
2.9.40)

Complies / Binnosinae

Complies / Bianosinac
Last tested /flata
OCTAHHBATO TECTVRANSK

O M2k

Dissolution of ibuprofen® / Posunnennn i6ynpoceny*

Not less than 75% (Q) in 30 minutes for each capsule

€ep.dapm. 2.2.29)

(Ph.Eur 2.9.3/ €ap. Papm. 2.9.3) He menue 75% (Q) 32 30 xBunuH Ans K0oXHOT Kancy au 104%
01 2025
Assay of ibuprofen / Kinnkiene ansuawennn
. 380,0 - 420,0 mg/capsule / Mr Ha kancyy 409 5 mg /¢
6 PLC, Ph.Eur.2.2.2 ’ : Bl caps
i6ynpogreuy (H ’ ar 9 /[BEPX, 95,0 — 105,0% of stated content / ia 3asBnenoi kinnkocti 409.5 MF / xancyny

L

pH (Ph.Eur.2.2.3/ €ep. Dapm. 2.2.3) 60-7.0 //s‘ 56,
Degradation Products of Ibuprofen/TIpoayicrn poaknany (HPLC, Ph. Eur. 2.2.29 / BEPX, meton xomnauun, €gp#§§/a.;£(2}ﬁ§)\” TS ;t:\
; L L} R |
palvt 5
)3
. _,‘“ S/
5 a/ */
Ny
Reckitt Benckiser AGS IQ:K&/
Web:www.reckittbenckiser.com D8I15:57




SKU 3146120 F Reckitt

Benckiser
Esters of ibuprofen and macrogol /edipn iGynpodreny i Not more than 0.6 % relative to ibuprofen/ <Q.1 ”
MAKDOTONY He Sinwime 0,6 % sinnocwo iSynpodeny <0,
Sorbitol ester-1/Cop6iTrnii edip 1 Not more than 0.1 %/ <01 "l
He 6inbine 0,1 % <0,1
Sorbitol ester-2/Cop6iTnuii edip 2 Not more than 0.1 %/ <0.1 9%
He Gimbure 0,1 % <0,1
Total esters of ibuprofen/3ararsnnii smict edipin Not more than 0.8 %/ <0.1 w,
iGvnpodeny He 6Ginsine 0.8 % <0,1
(2RS)-2-[4-(2-methylp ropanoy!)phenyl]propanocic scid {Not more than 0.1 % relative to ibuprofer/
(2,4-1BPA, BTS 47711/ He Ginvine 0,1 % sinnocHo i6ynpodexy <0.1 o
(2RS)-2-[4-(2-Mmernanponanoin)denin]nponionons <0,
xncnora (2,4-1BPA, BTS 47711)
1-[4-(2-methyipropyl)pheny}ethanone Not more than 0.1 % relative to ibuprofen/
(PIBAF) BTS 40658/ He Ginsne 0,1 % siznocHo iGynpodeny <0 | ”
1-[4-(2-mernnnponin) deannjeranon (PIBAP) BTS 40655 <0, 1
Any individual unspecifled impurities (ibuprofen related)/  [Not more than 0.1 % relative to ibuprofen/ -
Syns-uxa oXpeMa searInatenz nomlmka (I6ynpodeny) He Ginbime 0,1 % sinnocyo i6ynpodeny (0"1 %

Total degradation products of ibuprofen (excluding Not more than 0.2 % relative to ibuprofen/
esters)3aransnnl BmicT npogyxris poaxaany He 6inbme 0,2 % siasocno iympodeny :g : v,
ibynpodeny (suxnouatoun edipn) g

Microbiolagical tests*/Mixpo6iosioritaa uncrora* Last tested: /[lata octannsoro TecTybans: 01 2025
|(Ph.Eur, 5.1.4/ €sp. Dapw. 5.1.4)
a)‘Tut?l bacteria/total a’eroblc mxc‘rotfml Count/ 3aransua Complies / Bianoaiase Complies - BranonLiat
ximbkicTs AEPOGHMX MiKpOOpraHiIMiB
6) ‘Total fungal c'oum / 3araneHa KiNBRICTD APIAOKEBUX TA Complies / Bixnosizae Coiplies A Biiosiane
ruricsenmx rputis
¢) lacyrricts (absence) Escherichia coli Complies / Binnopinae Complies / Bignosipae
1) sincyTricTs (absence) Salmonella Absent from 10 g / Mae 6yTu nincyrniv e 10 1 Complies / Bixnosigae
¢) Enterobacteria and certain other Gramnegative bacteria <102 CFUg /<10 KYOIr Complies / Buznosiae

(EOGNY TonepayThi R0 o8t IpaMHeraTusgi Saxrepii

Certification statement: / 3asea npo ceprudikaniio:

1 hereby centify that the above information is suthentic end acourate. This batch of product has been manufactured, includmg packaging / labelling and quality control at the above mentioned
site(s) in full compliance with the GMP requi of the local Reguiatory Autherity and with the specification in the Registration Dossier. The batch processing, packaging and analysis record
wett in compliance with GMP.

Llum 2 sacsizryro, mo 18 BHme iHGOPMMIN € AOCTORIP ™ roTHma. Lo cepiro npoayxuil Gyt anpobiens (axmowaons NAKYPAMIA / MEPKYBAIDA) T2 TPOBEALHO KOMTPONL ft AKGCT
Ha BUIMeARyHRTCHIR HUTLHHIE Y noRHIN nmﬂmuumm 1 nioramu GMP, BCTAHORICHHMA MiCUCOHM PETYRATODHHM OPraHOM, & TAKOK BiATOBZHO A0 cneundiradill, o Micormsea y
pecetpaniftuomy gocwe. Mp 1 Tha, faKy n isis Syno neperaamyro Ta scraronnento sisnosigicrs GMP.

Comments /Kosmenrapi:

* not performed routinely; will be carried out on the first 10 batches and then every 10th batch or at least once a year/ *peryupHo HE KOHTPOMOIOTS, XOHTPOMOKOTL ntepmn | 07w cepifi, & noms
kowHy 10-1y cepio, ane Be pimme #ix pas za pix

** not performed routinely; will be casried out every 10th batch or st ieast once & year/** perynapio e XOHTPOIOIOTY; XOHTPOAIOKITH KOXHY 10Ty Cepilo, Ane He pualie HIK paj k8 Pix

"The batch size is indicated ax cases quantity per manufectured hatch. One case has 72 consumes packs.

Poamip cepii 3a3eaueno Ax kinbxicTs kopoBis supobrenoi cepii. OmMH xopo§ MICTHTH T2 CHIOAMBIX yIAKOBOX,

Name and position/title of person authorizing the batch refease /
Tpitsne Ta nocana/ysannn ocofn, axa ARN218 A038LT Ba BUNyck cepil

Date of signature /
JaTa nianucanusa:

L . Mukan
Ilgnature. Hlanta M?t Reaso] e(ap;mwv thiy docurment.

Martha Mukange. QP / QA Technical Support Manager ) Date: Apr 13. 2028 13:14 GMT#1
Email: Martha.Mukange@reckitt.cofn

Signature / Iiannc

Electronicalty signed by: Andrew Godber Z {ty signed Dy Phitp Knignt
Reason: | am the aumor of this
Signature:  Aliwke e 3 . avwed s docurent
& Dm.-Aprlvtms 16:02 GMT+1 Signature: 1352 GMT !
Email: Andrew.Godber@reckitt.com Email:

Reckitt Benckiser
Web:www.reckittbenckiser.com
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SKU 3146120

reckitt

COA VERSION. 45 QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI

NAME OF PRODUCT: {NUROFEN® EXPRESS FORTE CERTIFICATE/CEPTHDMIKAT

HAIBA NTPOIYRIN: HYPOPEH® EKCIHPEC TOPTE No 399510

Country of manufacturing / Kpaiua-supobunx United Kingdom Bensika Bpiranis

CERTIFICATE REGISTRATION NUMBER: UA/N4179/01/01

HOMEP PECCTPAUIITHOI'O NIOCBLAYEHHA: UA/14179/01/01

[Strength 7 Potency: 4 Craa aii/ Axtnsuicrs: IBUPROFEN 400 MG / IBYTIPODEH 400 MI

Dosage form / Jdikaptexa dopma’ Soft capsules / Kancynu s’ xxi

Package size #nd fype / Poymip T8 TRO navonamix IN220 (2x10) in blister / No20 (2x10) y Gnjcrepi

BATCH NUMBER f HOMEP CEPIﬂ TT273 |JDATE OF MANUFACTURE: / JATA BHPOBHHUTBA: 05 2025
. e ¥ EXPIRY DATE f BATA JAKIHHEHHA TEPMIHY

I‘llA'I‘CH SIZE/PO3MIP CEPITI. 495 Cn |nPraarsoct:: 05 2028

[Responsible for Manufacture of the in bulk:
Binnorlgankusit 12 pupoSuurired in bulk :

IPalheon Sofigels B.V., De Posthoormstraal 7, 5048 AS Tilburg. The Netherland-

!l’Imﬁn Cotmxene B.B., Ae Houcroonerpuat?, 5048, AC Tifiym . Hiwpian.te

Manufectnring License/ Jluensis na sapobHunrso:

4955F

Responsible for product packing, quality control 2nd
relense/ Binuonigensnnhi 32 naxynanng, koarpons
axocri Ta Bimwyck cephls

Nottingham, NGS0 2DB,United Kingdom

Reckitt Benckiser Healthcare International Limited. Nottingham site. Thane Ruad.

Hotrinrem, NG90 2DB, Benuxa Bputayin

Perxitr Benxiep Xenckep Inrepuertin Jimiten, Hotrinrem cait, Teku Poya,

29.1)

Mlnufx:h:ring Licensel JIlueuaist Ha nnpnﬁ:mmo‘ 12862
ERTINE = T T T RESULTS OF
% T 3 ANALYSIS
S BEIVIALTATH
Appurance/&onmmmﬂ puCART Red, oval-shapcd lransparenl soﬂ gelalm capqule wﬂh u
[(visual /alzyam.musit) «NURQFEN» [ogo printed in white ink /Uepsona osansna Cunmpies
NPO30Pa M'AKR KEAATHHOBA KANCYNA 7 iAEHTHDIKY KIUHM Ha o L
HanucoM «NUROFEND, nagpykosaHiM Ginuw dapbor
Dhintegration / Poviay (Ph.EUr, 2,91/ €ap. Dapue [Not more than 15 minutes / He Ginbute 15 xaunun 7 min X8

[dentlty of ibuprofen test A / Inestredhixaris

nﬁynpmbcny panpobynannx A
(HPLC/BEPX, Meron xommanil, €5p, dapw. 2.2,29)

Complies / Binnosizae

Comglies/ Bianosinae

Identity of ibuprofen test B / Iaewrudixanin
i6ynpoenry nitipofysanixB .
(UV/VIS /VO-BH], Eap. Dapm. 212.25)

Complies / Bianosinae

Complies 7 Biznbsiue

Eap.Papm. 2.2.297

Identity of ponceau 4R (E124)*/ Inenritdikanix mouco Complies Bi e i
4R (E124)* Positive/TToautusua Fas teted  dure
{(TLC/TINX, meTon xomMuuni, €5p. Papa. 2,2,27) VLU 0 1oL A nare
06 2025
Uniformity of dosage units** / Osuopiauicrs Complies / Blanoseaar
Jaosonannx apmrame** (Ph, But, 2.9.40/€sp, Qapm. Complics / Binnosinae Last tested /flata
2.9.40) QCTAHHLOID TECTYDANA
. 06 2025
Assay ofibuprpf_eg { Kinpxlene BRINAMEHAN 380,0 - 420,0 mgfeapsule / Mr Ha kaneyny .
iGynpodery (HPLC, Ph, Eur. 2.2,29 /BEPX, 95,0 — 105,0% of stsited contenl / ain 3ansrierot KinbRueTi :gg ; ’ M:ngx-a:'la;\'.\“

|Disselution of ibuprofen® / Poanmmennx. iGynpodemy*
(Ph.Eur 2,9.3/ €sp. Tapm, 2.9.3)

Not less than 75% (Q) in 30 minutes for each capsule /
He mesne 75% (Q) 28 30 xzsuu A kokHOl Kancy ms

HI Yy

Last waed lory
UV Tdh B0 120 INgarb

Reckitt Benckiser
Web:www_reckittbenckiser.com

‘ 16 2023
pH (PhEur.2.2.3/ Eap. ®apx. 2.2.3) 6.0 ~7.0 6.5/6,5
Degradation Products of Ibuprofen/IXpoaykrn poskaany (HPLC, Ph, Eur. 2.2.29 / BEPX, meton xomnanny, Cep.dapm. 2.2.2%

PAGE }'OF 2
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SKU 3146120 (©)
reckitt

Esters of Ibuprofen and macrogol /2dipx i6ynpodreny | {Not more than 0.6 % relative 1o ibuprofen/ <0, %
A A 5 % (]
MAKTOCOSTY .. ... . ) He bimtne 0,6 % mlgnacuo i6yupodeny <0,
Sorbitol uter-llCupdimnn qulp 1 [Not more than 0.1 %/ <0.| %,
He Slisine 0,1 % <0,
Sorhltni eater-llCnpdmmn cq:Ip 2- Not more than 0. %/ <t | 5
: He Gineie 0,1 % <0,1
Total esters of ibnprofen/3aranprintt saict edipin Not more than 0.8 % / <0 1 o
ibynpodeny’ He Gineie 0.8 % <0,
(2RS)-2-[42-methylpropanoyl)phenyl)propanoie acid |Not more than 0.1 % relative o ibuprofen/
(24-TRPA, BTS 47711V He inbtue 0,1 T4 »iafocuo iGynpodeny <0.] %
(2RS)-2-[4-(2-M¢mnu ponarokn)denlalnponionona ) <0,1 :
wnénora (2,4-IBPA; BTS 477115 ) ) .
[ [qun:thy_lpmpyl)phenyl[cthlnonb : Not more than 0.1% l‘clau'.'e 1o ibuprofen/ 0.1
(PIBAP) BTS 40555/" He Gimsme 0,1 % aljzidoco iBympodeny g %
1-[d-{2-itermnmponls) denwnlerinon (PIBAT) BTS 40655 i
IAny {ndividual nnspectficd Impurlties (fhuprofen related)/ Not mgr¢ t'hhn 0 1 % h:lnthre to ibupmfenf <D 1 .
SyjiL-xxa OXpema Rerminawens xomimxa (lﬁynpnq:eny) He Gmwm 0, ] % him{ocnu lﬁynpod:euy <0 (]
Total degradation products of ibuprofen (excluding |Not ntote thatt 0.2 % relative 1o lbuproﬁ:nl
l:sters)BnrnnbuHR eMler npopyicils poakany He Sintitre 0,2 % nlthocia lﬁynpo:hel:y :g : ”,
iGynpodeny (surarovatotn ehipd) ) . ] ' ’
Microbiological tests*/MixpoSiosorivra aucrora® ] ) l.ds't tested: /i fBata veraiitoro tecTynRans: 06 2025
(PREi; 5, 1.4/ €p, Caps. 5.1.4) ; - .
a)Total bactenahoml acrabic microbial Count/ 3arammd [, . - S B . )
xinnnm aepnﬁm Sdxpoopraniamia Conmplles/ Bl.zumalna& Camplies/ Biznoainag
?n;:?:,im ;’:’!ﬁiﬂm’ TRy RTER o npixoxe!nx o CDI‘dp"tl f Blﬂnoﬂhﬂt Complies f Brianomiw
¢) slueyraicis (sbsence) Escherichfa coli CDH‘!p"ﬂ / Blﬂﬂnnhut Compligs - Huion
n) eineyreicr (absence) Salmonella Abgerit Iham o g/ Mar Gytu shacyrita g 10 ¢ Complies W s
e} Enterobacterla and eértal other Graffinegntive bacterla IO S TR BIRLLN . .
(EOGNY Tonepawtal ro mopui rpamuctarneni Gaxrepil s 101 thJlg !;m KYOIr Sompliss” rsionizg
Certification statement: / Jazna npo ceprndircanito: : '

1 hereby cortify that the aiiovo infbrmation I rithentic end wocurate, mw&normumm&-& inlisding packeging / tabelling and quality control st éhe sbave mentioned
site(s} i A1 nompﬂmecm’th th GMP requirements of the kocal Regulntory Autbority s w!éh be:!‘:dhh tw Regiztration Doarier. The batch proceasing, packaging and amalysis record
were i compliancs with GMP,,

Lot & 3¥caimrym, mo raserere dime fndophamic e, i T TOmIOY I.bocqihu W‘nﬂﬁ:ml ittioBinenn (ummmwnmumlunpmam)ﬂ nposencHo xoxTpoxs 1 axoci
I lmunm-uaﬂi mimatady roardh lmnnﬁmocd 3 lmorumGMP. icrlml.'mmh‘ ey ﬁemmm CPrEHOM, & Takoa slzonimHo 2o cretpidikadifl, mo Micrien ¥
peTCTPALLIG: ,noc-n-e.f’ 7 2, oy, n 8 yAo pep Atrtyto T h sitricrs GMP,

Comments /Komertapl;

* riot perforried ioutisely; will ba cittied obt'Ga the £if3t 10 batchea'and theii eveiy 10th batch or at Jeast ohee & Fenrs *perynapis KE woHTRONIOUTE KUMIPEInIAI . epmn 1511 SE[IM w I
{dnary L0y vepho; irid 1 plamo’ efic pas i pix

"nolpuformdmtndrwiﬂbeumedumwuylﬂthb:wharnluulonculyeul“ PeryRapHo HE E Th, KOHTY Th kowcHy 10-Ty Cepuo, ane HE pLewe HN Py iy g

"The batch stz hhdmbdlsmesq\nnmypcrmmfecnuedb&mh.()necmhuﬂcummpadcs

Pemiip eepi anananons s simadcns mopobis sipobnencl cepii O xapoS sicTirts 72 cnoxanwin ynaxosark.

Date of batch release / Hara munycky cepil: 22.07.2025

Name and position/title of person guthorizing the batch release / . : Date of signature /
Fic ; E Signature / [Tianne :
Hphsuwe ta nocana/znauun ocolix, axa supana qosnin na sunyes cepii AaTa niantcannm:

Elactrofcaly sigrag by, Dawn

Sgnature: Daewrr Harvigore  Hamso

. . Rapsord ! ¥porove: s Tt
Dawn Harrlson QP Dare M 29 20251030 "2 GMTe

Email: Dawn.Harrison@reckitt.com

Eloctronicaly tionsd by: Andrww Godber Eracmvcawﬂgmdbypmoxnw
Slgnature;  Mfke Gocumant e suor ofite Signature: %2 Bocamant T e
. Dalx: Jd 28, 2025 17:21:24 GMT+1 Data: KA 28, 2025 22:00:00 GMT+1
Email: Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com
Reckitt Bencklser , . PAGE 2°0F 2

Webrwww.reckitthenckiser.com




JMEPXKABHA CIIVKBA 3 JIIKAPCBKHIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHE V KUIBCBKII OBJIACTI

npos, Ceinrunol Hagil, 3, M.Kuig, 02099, Ten/daxc: (044) 576-40-4 |
E-mail: dls.ko@dls.gov.ua, Kon €APNOY 37078774

BHCHOBOK
npo AKicTb BBe3eHOro B YKpainy gikapcskoro 3acoly

20.08.2025 Ne 39861/25/1¢

HYPOPEH® EKCIIPEC ®OPTE

(natmenysnHus Aikapcobkoro 3acofy ariauo 3 peectpauiiiuum nocainyeHkAM})
xancynu m'axi mo 400 mr; no 10 kancyn y 6xicrepi; mo 2 6aicrepy 8 KapTonuiit Kopobui

{thopra BuNYCKY, DO3YBAHKA, BILL NAKYBAHHA Nikapcakoro 1acoby)
Homep peectpaniitroro nocaiguenns UA/14179/01/01 crpok aii peectpauiftioro noceinuenns 01.01.2099
Cepix nixdpcricoto aacoby Ne TT273 Kinekicts BreseHoro aixnperxoro sacoby 35640

BrpoSipx Pexxirr Benxisep Xenckep Inrepuermmn JliMiten, Bemuxa Bpuranis

(uaiimenynems ripoGimxa Aikapeskoro 2acoby, Kpalua TOXOLKEHHA)

Bseacud B Vxpalny Togaprerso 3 o6mexenomw Bignosinansrictio "Perrirt Beukitep
Xaycxoan Eun Xenc Kep Yrpaiua', jneirr. xoa: 33696041

(xatiMerynanus Ta xon 3a €XPTIOV opunHunoi ocoby abo npizsiue. iM'a. no Garuxor: disumn
ocolH - nigmpsemns, 1T Micie npoxiBanus T2 peecTpaniiiiuil HoMep 0GNiKOBOT KAPTKH NAXTHHKS
nogarxis afo cepis Ta Romep nacnopra)

Hporokon siyysaenore korrpoao six 18,08,2025 N 2559/1.

3a Pe3YMETATEMH  ASPARBHONO KOHTPOMIO ECTAHOBNCHO, M0 Nikapchkuh  3acif meesemo B Yipainy 2
AOTPHMAHHAM saior 3akoHOIABCTEA iNono 3abeinedeunn akoeti nixapceRRx sacofis.

oAl Omera EPLOMEHKO
7 todanne (Inftiams 1a nplaanme)




JEPKABHA CIIYIKBA 3 JHIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHIBCBKII OBJACTI
mpos. Ceitnnanoi Haaii, 3, m.Kuis, 02099, Ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JPTIOY 37078774

BUCHOBOK

PO SIKICTHL BBE3€HOro B YKpaiHy JikapcbKoro 3acody
Ne 46302/25/10

26.09.2025
HYPODEH® EKCIIPEC DOPTE

(naitmenyBaiiist sHiKapebkoro 3acoGy 3rijino 3 pecctpatiiiuM HOCBIMCHIAM)
kancyan m'siki 1o 400 mr; no 10 kancyn y Gaicrepi; no 2 GiaicTepn B KapToHHiit kKopobui
((hopma BOITCKY. ZO3YBAHHS, BILI IAKyBaHHS 1ikapcbkoro 3acoby)

Homep peectpatiiinoro nocsizucnus UA/14179/01/01 crpox aii peecrpaniiinoro nocsinuenns 01.01.2099

Kinbkictb BBescHoro sikapepkoro sacody 41472

Cepis nixapeskoro 3acoby Ne TY0S55
Pexkitt Benkiszep Xenckep lureprernn Jlimiren, Besmxa bpuranis

BupoGuuk
(daliMeHYRaHHS BHPOGHIKA AikapchKOro 3acody. kpaiua NoXoMlKeHHS)
Tosapucrso 3 06MeReH0I0 BianoBixanbHicTio "PexkirT benkizep

Bseseno B Yipainy
Xaycxoan Eng Xenc Kep Ypaina', inenr. kox: 33696041

(naiimenypanns Ta ko 3a CJAPTIOVY jopuimtinoi ocobu aGo upispiie, iM', 1o darbroBi (iznuol
0COOH - TNPHEMILSE, T MICTE TIPOKHBANS Ta peecTpaliinii nomep 00:1KOBOT KAPTKH IaTHHKD
noparkis abo cepist Ta HOMEp Haciopra)

[porokos sisyansnoro konrposnio sia 26.09.2025 Ne 2964/1.
BCTAHOBACHO, 110  JiKapebkuil 3acid  BBescHo B Yipaidy

3a  pesynpraTaMi  JIEpIKaBHOIO  KOHTPOIO
JOTPHMAHHAM BHMOT 31KOHOJABCTBA HIOA0 3a0C3ICUCHHS AKOCTI JIKAPCHRIX 3ac00IB.

{inirdane Ta npisnnme)

Omnera €PBOMEHKO

3
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SKU 3146120

COA VERSION 25

QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI

NAME OF PRODUCT:

NUROFEN® EXPRESS FORTE

CERTIFICATE/CEPTH®DIKAT

OPHUIATHOCT):

HA3BA NPOAVKLII: HYPO®EH® EKCTIPEC GOPTE Ne 404031
Country of manufacturing / Kpaina-nupotuux United Kingdom Bermixa Bprranis

CERTIFICATE REGISTRATION NUMBER: UA/14179/01/01

HOMEP PECCTPAIIIITHOTO NOCBIAYEHHS: UA/14179/01/01

Strength / Potency: / Cuaa ail / AwrnBuicT: IBUPROFEN 400 MG / IGYTIPO®EH 400 MI'

Dosage form / Jlikapenka opma Soft capsules / Karicysn M siki

Package size and type / Posmip Ta Tun nakosauns Ne20 (2x10) in blister / Ne20 (2x10) y Guicrepi

BATCH NUMBER / HOMEP CEPIi: TYG55 DATE OF MANUFACTURE: / JIATA BUPOBHHIITBA: 07 2025
'BATCH SIZE / 'PO3MIP CEPIi: 2177 ca TR IRATE FAATASAKIHHERHA YREMIFGY 072028

Responsible for Manufacture of the in buik:

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

Bianosinannuuii 3a supoduunTso in bulk :

Harcon Codroxenc B.B., [le Hocrooncrpaar?, 5048, AC Tinypr, Hiepnar

Manufacturing License/ Jinemsist na pupodunurso:

4955F

Responsible for product packing, quality control and

Noutingham, NG90 2DB,United Kingdom

Reckitt Benckiser Heallhcare International Limited, Nottingham site, Thane Road.

release / Bixnosinansunit 3a nakysauus, KoHTpoas
AKOCTI TA BHIYCK cepil:

Horrinrem, NG9O 2DB, Besuka Bpuranis

Pexirr Benkizep Xeackep Turepuennn Jivitey, Horrinres caiir, Teiiu Poyit,

Manufacturing License/ Jinewsis ua pupodnuurso:

12862

TESTS
TTOKA3BHHUKH

LIMITS
HOPMH

RESULTS OF
ANALYSIS
PEIYJILTATH

Appearance/3oBHimnii surisg
(visual /Bizyannnuii)

Red, oval-shaped ransparent soft gelatin capsule with a
«NUROFEN» logo printed in white ink /Yeppoua opaspia

Complies /

2.9.1.)

MPO3OPa MSIKa JKENATHHORA KANCYIHA 3 1ACHTH(IKYIO UMM Biarosinac
sancoM «NUROFENy, nazgpyroBanum Giiowo dapdoro
Disintegration / Poznaa (Ph.Eur., 2.9.1./ €up. dapm . " .
Bra ! ’ ! f Not more than 15 minutes / He Sinbiue 15 xpiomn il min /xis

Identity of ibuprofen test A / lnewrudirauin
ibynpodeny punpobysanmus A
(HMPLC/BEPX, Meroa komitanii, €ap. dhapm. 2.2.29)

Complics / Bianosinac

Complics / Bianosinac

Identity of ibuprofen test B / Lnentudixanin
iGyrmpodieny Bnnpodysanns B
(UV/VIS /YD-BU]L, Crp. Dapu. 2.2.25)

Complics / Bignosigac

Complics / Bianosigac

Identity of ponceau 4R (E124)*/ 1nentndirauia nosco
4R (E124)*
(TLC/TIIX, metox koMmanii, €sp. hapa. 2.2.27)

Positive/TTozuriBHa

Complies 7 Bianosinac
Lasl tested: fJlara
OCTAIILOFO TECTYBALIN:

07 2025

Uniformity of dosage units** / Oaunopianicts
A030sanux oauunues™* (Ph. Eur. 2.9.40/€sp.dapm.
2.9.40)

Complics / Bianosizae

Complies / Bizutosizae
Last tested:/lara
OCTANRLOIO TCCTYBAMS:

Assay of ibuprofen / Kiabkicne susHavuenns
idGynpogeny (FIPLC, Ph. Eur. 2.2.29 /BEPX,
Cpp.hapm. 2.2.29)

380,0 - 420,0 mg/capsule / mMr na xancyiy
95,0 ~ 105,0% of stated content / Bin 3a9RCHo1 KisibkoeTi

07 2025
404.6 mg/ caps
404.0 M1/ Raleyay

Dissolution of ibuprofen* / Posustnenns i6ynpodeny™
(Ph.Eur 2.9.37 €np. dapm. 2.9.3)

Not less than 75% (Q) in 30 minutes for cach capsule /
He menmie 75% (Q) 3a 30 XBRIIH A8 KOKHOT Kancys

Complies / Bianosinae
p

fast tested:/Ilara
JRHHLOTO TeCTyBaus!:

072025

g

Bipain

pH (Ph.Eur.2.2.3/ €sp. dapm, 2.2.3)

6.0 7.0 /u ,;_.[

Degradation Products of Ibuprofen/Tlpoayxrn poskaaay (MPLC, Ph. Eur. 2.2.29 / BEPX, meron

A BT

¥ %
% Q‘)

e
Yo

Reckitt Benckiser
Web:www.reckittbenckiser.com

3o
G
4 Wfieaia O™ J\:‘\A\Q)
Diva w.

.

PAGE 1 OF 2







SKU 3146120

ibynpodeny (Bukaouaroun edipn)

Esters of ibuprofen and macrogol /edipu iGynpodeny i [Not more than 0.6 % rclative fo ibuprofen/ <0.] v

MAKOroay He Ginbie 0,6 % sinnocto iSynpodeny <0,1 !

Sorbitol ester-1/Cop6iruuii edip 1 Not more than 0.1 % / <(),1 o
He Ginbare 0,1 % <0, ’

Sorbitel ester-2/Cop6irumii eip 2 Not more than 0.1 %/ <0.1 o
He Gubuie 0,1 % <0, ] /"

Total esters of ibuprofen/3araannuii BmicT edipin Not more than 0.8 % / 0.1 ‘)

iGynpodeny He Ginbine 0.8 % 0,1 &

(ZRS)-2-[4-(2-methylpropanoylyphenyl|propanoic acid JNot more than 0.1 % relative (o ibuprofen/

(2,4-1BPA, BTS 47711)/ He Biswme 0,1 % rijwocto iGynpodeny <0.1 »

(2RS)-2-[4-(2-meTnnnponaunoin)deninnponionosa 0,1 “

Kuesora (2,4-1BPA, BTS 47711)

[-[4-Q2-methylpropylphenyl|ethanone Not more than 0.1 % relative to ibuprofen/ <01

(PIBAP) BTS 40655 / ] He Ginbime 0,1 % wignocuo i6ynpodeny il Y

F-[4-2-mernanponian) pemnaferanon (PIBAP) BTS 40655 2

Any individual unspecified impurities (ibuprofen related)/  [Not more than 0.1 % relative o ibuprofen/ <01 “/

Dyith-fKA OKPEMA HCBI3NATICNA AoMinka (iIGyupodeny) He Ginue 0,1 % pizamocto iGyipodeny <0,1 ’

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

esters)/3araneunii BMICT 1poAyRTIB po3KAALY He Ginbwe 0,2 % riagocno ibynpodeny %

Microbiological tests*/Mixpo&ioaoriuna wncrora®
(Ph.Eur. 5.1.4 / Cap. Gapm. 5.1.4)

a)Total bacteria/total acrobic microbial Count/ 3arussua
KIAABKICTH acpobiix Mikpoopranismis

) Total fungal count / 3araibia KiMBKICTs APHKIKCBHX Ta
MCHeBIX Tpudin

¢) BijeyrhicTn (absence) Escherichia coli

1) BijicyTRicTh (absence) Salmonella

¢) Enterobacteria and certain other Gramnegative bacteria
(EOGN)/ Toseparhi 10 wonui rpamuerarin o6a wrepii

Complies / Bianogizae

Complics / Bijinosijace
Complics / Bijuosijiac
Absent from 10 g / Mac Gyd Biacytnis s 10 T

< 10° CFU/g /<10° KYO

Last tested: /ITara ocraunboro recrysans:

07 2025

Complies / Bi;uosiac

Complies ¢ Bianwsizac

Complics / Bijutosijae
Complies / Biutosiiac

Complies / Bixnoniaac

Certification statement: / 3ansa npo cepTdikaunio:

1 hereby certiy that the above information is authentic and acenate. This bateh of product has bheen manufactured. including packaging 7 Jabelling and quality control at the above mentioned

site(s) in full complinnee with the GMP sequireivents of the local Regulatory Authority and with the specification in the Regisiration Dossicr. The hatch procussing, packaging and analysis record
were in compliance with GMP,

Hust o sacaizyto, 1o maneiens mne indopymatis ¢ soctosipioio ta rounoio. Lo Cepito NPoAYKIT BY:10 MIPOGACHO (BRAOUAIOUI HAKYRAIIS { MAPKYBANILY T2 HPOICACHO KOITpOIL i Akoc
A BRI i y nowiit sionizuoesi 3 susoras GMP. seranonsenua MICHCHUM PEEYARTOPIIM OPIIHOM, 3 TAKOAK BUOBULHO 20 cuetusdiradiii, wo Micuwres y
pecctpattiiinosy aoene. [poTokomt sIpoSmmTs, NaRYBAINS Ta amasizis GYA0 HePEragnyTe Ta BeTaloLeno sianonitmicts GMP.

Comments /Komenrapi:

* not performed routinely: witl be carricd out on the first 10 batches and then every L0th bateh or at Jeast once w yeur? *peryaspio 1e KowpoonoTs; ROIFTPOMIOIOTE tepusi [0-11, cepiii, a notim
koacny 10-Ty cepito, ane ne pimie itix pa3 1a pik

** nol performed routinely: will be carried out every 10th bateh or at least once a YORITFH PCTYISPHO 1 KOUTPOAIIOTLL KOUTPOMOIOTY komHY [0-1y cepilo, aze e pinise Hix pas it pik

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

Posatip cepil sasuieno sk gbibkicrs kopoGis supoGucrol cepii. Qi KOpol MICTITS 72 CHORUBUIN YHAKOROK,

03.09.2025,
12:47:12

Date of batch release / Jara sunycky cepii:

Date of signature /
Jara nignncannsn:

Name and position/title of person authorizing the batch release /

. . Signature / Mignue
Fpizenuwe ta nocaga/3sanns 0codi, AKA BRAATA X03BLT HA BHNYCK Cepil

Electronically signed by:
Joanna Hodges
Reason: | approve this

Corporate Audit and
Vendor Quality Director|

Joanna Hodges 05-Sep-2025

2] s unant
W’f%aw: Sep 5, 2025 11:40.02
GMT+1

Electronically signed by: Keflie
Fairholm

Elvclionically signod by: Philip
Knight

Reason: | am the author of this
document

Date: Sep 5. 2025 07:36:07
GMT+1
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,IlEP)ICABHA CIYXBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
' HAPKOTUKAMM Y KUIBCHKII1 OBJIACTI :

npos. Cmmmmox Hanit, 3, m. Kuis, 02099, Ten/daxc: (044) 576- 40-41
~ E-mail: dls.ko@dls.gov.ua, Kox CIIP!‘IOY 37078774 '

BHCHOBOK
npo nmc'n. BBE3CHOr0 B chpal‘ﬂy muapcmoro 3ac06y

e B e

HYPODEH® EKCIIPEC ®OPTE

(naﬁuenynamu :ﬁxapcbxoro 3acoBy 3riano 3 peecrpautiftium nocsinuennsm)
KAncyam m md no 400 mr; no 10 kancyn y 6xicrepi; no 2 Gicrepu B xapTontiit Kopobui

{bopma BuITycKY; RO3YBaHHR, BHA NAKYBAHEN mxapcbxom 3acoby)
Homep peem-pamﬁuom nocsizuentn UA/14179/01/01 crpox ai peec-rpaumﬂoro nocaiguenns 01.01.2099
Cepin mmpct-xom sacoGy Ne TT286 Kumdc-n. BBE3EHOTO MiKapcLKoro 3acoby 58464

Bupobumx: = Pexxirr Benxizep Xencxep Inrepremnn JliMiten, Benmca Bpurauis

(natimenyBanHa BUPOGHHKE JIKAPCHKOrO 3ac00y, KPATHA NOXOAKCHHA)

Baeaeno 8 Vipaiy - Tobapucrso 3 obmexcenoto sianosinansuictio "Pexxirr Benkizep
Xayexona Enx Xenc Kep Ykpalua", inenr. won: 33696041

s (uaﬁucuynamu 8 oz 38 E/IPTIOY topuap4noi ocobu abo apiieie, iM'a, 1o Garokosi disnuuol
o oeoﬁn «nignpuemin, i micre nponcunamu il pecc'rpaumnnn HoMep 06itikoBoi K xamxu npatHuka
. nionatkis 60 cepin T8 HoMep nacnopra)

Mporoxo iixymnom, xompomo »in 18.08.2025 M 2559/2.

3a: pcsymmann nepmnom xompomo BCTAHOBJIEHO,  ‘LIO mxapcumﬁ 3aci6  mBeleHo B VYipaiHy 3
: norpnmaﬂunm BiMOr :mconouanma mozno 3a6e3neqenm AXOCTI JTikapCHKMX 32COGIB.

Om,ra GPLUMEHKO
(intitairsaplsnmic)
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Q_QAL!TY QERTIF]QATE [ CEPTH®IKAT AKOCTI

CERTIFICATE/CEPTU®IKAT

NAME OF PRODUCT: - INUROFEN® EXPRESS FORTE F
HA3BA niPOYKIUL: - - {HYPO®EH® EKCIPEC ®OPTE. . . No 399271
. fCountry of manufacturing / Kpaina-supobunx United Kingdom: Benuxa Bpurauix
|CERTIFICATE REGISTRATION NUMBER: UA/14179/01/01
HOMEP PEECTPAIIIHOIO IOCBLUTYEHHS: UA/14179/01/01
IStre gth /Potency: / Cunn ail / AxraBricrs: - IBUPROFEN 400 MG / IBVHPOOEH 400 Ml
Dosage form / Jlixapesxa dopma e o 4Soft capsules £ Kancyn. s exi :
Plclmge siu and type/ Posmin T4 THI naKosanan’ Ne20 (2x10) in blister 1 Ne20 (2x10) y- Gmc-repx
BATCH NUMBER /HOMEP cr:rm TT286 mm\or,mumcrum / AATA BUPOSHHLITBA: 052028
'BATCH SIZE/'POIMIP CEPIL: Jprcy i sl o e 052028

Responsible f'”,' Manufactqn of the in bulk:
Bignosinmnenns 38 snpobumirsd in bulk:

Patheon ‘SOﬁgel'S B.V., De Posthoornstraat 7, 5048 AS Tilburg, The Netherlands

Rupomible for product pacldng, quallty control and
releasel Binnonmmuni " mkynmu. m:rrpona
sxocti Ta unycx eepils

Tlzreon Cod:menc BB, lle l‘locmuucrpam‘l 5048, AC Tmﬁypr. Hiaepiaiim

Mnnufacturing License/ Jdinenzis na nnggﬁnmrmo“ 4958F .

Reckitt B::F\ckxser Healtbcare lntemauonal Limited,: Nomngham site: Thanc Roud

Nottingham, NG90 ZDB‘Unlted kingdom g

Horrinrem, NG90 2DB, Benuxa Bparanin.

Pexxirr Beuxizep Xenckep Iurepuemun JliMiten, Ho-rrmreu caﬁr, Te#n Poyu,

Mnnnfacturln License/ Jlmen:i- Ha snpobunurao::

Appnnncefjonuimuii BHEAS]

‘i« RESULTS OF

ANALYSIS
PEIVILTATH

Rcd oval-shaped transparem soft gelatin capsule m(h 4

Erp.Dapm. 2.2.29)

(visual /aisyamsem) «NUROFEN logo printed in white ink /Mepsona osasHa Cotaplics
nposopa u 'RKA KeNATHHOBA KANCY.NA 3 LieHtudixyiouum Biaiomy ac
5 oM «(NUROFCNy, Haapykosaitum Bi:ivw pupGory
zf;:;exmiouromm (Ph.Eur,, 2.9.1./ Cnp Paph ,|Not' wiore than 15 minutes / He Sinbiie 15 xwini ; w8
- [Identity of ibuprofen test A/ Iuemtbimuiﬂ o ’ RS ’ NERE T S LR
i6ynpodeny shnpoSynanny A |Complies / Biznosinae Complies/ Bisnosiaac
|(HPLC/BEPX, meron xomnasil, €sp. Gapm. 2.2.29) ' S
Identity of ibuprofen test B / Iaemtplmmu J o kL k
ibynpodeny unpobysarna B Complies / Binnosinae Complies/ Bianosinac:
- (UVIVIS 7Y O-BUJL, Esp. @apu 2.2.2%) " L : ¢ : :
- fldentity of ponceau 4R (E (E124)%/ laemuqnxanm nouco i : Complies Bunmisngar
4R (E124)* 2 Positive/Tlosurinna Last texied )/ {ur
l('ILCfI'mX, nerop xm\mmm an Oapm 2 2.27) e mm...m 1eCrYhUHN
: i Ob 2028,
) Unlfornuty ofdouge units**/ Onnoplaslm . b Complmlenoamac
|n0s0mammx axmmmn** (Ph. Eur. 2.9 40/€sp.Dapre. -Cpmpn«=/ Binnonsinae . Last tested:/lara
2.9. 40) . A e OCTARHLOMO TecTyBAHA:
y i 1 . 062025
Assay of nbuprofen / Kumcicne BH3HAMEHHN 380,0 - 420,0 mgjcapsule / Mr Ha xancyny
i6ynpodeny (HPLC, Ph. Eur. 2.2.39 /BEPX, 95,0 - 105,0% of stated content / six samsnenol kisbkoeri o0 © * mBLoES

Dissolution of ibuprofen* / Poswnuenun i6ynpodeny*
|(Ph.Eur 2.9.3/ €sp. Gapn. 2.9.3)

Not less than 175'% (Q) in 30 minutes for cach capsule /
He menwe 75% (Q) 3a 30 xeunnn ans komHoT kancyam

’0 lk“"’n,

Lastested vty
A aHHBO O T T rin

06 2025

pH (Ph.Eur,2:2.3/ €sp. Gapm. 2.2.3)

60-70

6716,

Degndutjon Products of Ibuprofen/IIpoayxkTn posknany (HPLC, Ph: Eur.2.2.29 / BEPX, meton xoMnanwy, €sp.Qapm. 2:2:29)
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Esters of ibuprofen and macrogol /eipn iGynpodeny i [Not more than 0.6 % relative to ibuprofen/ <01 %
Maxporoay | He 6inpe 0,6 % siznocuo ibynpodeny <0,1
Sorbitol u!er-llCopGi'mnﬁ e(bip l Not more than 0.1 %,/' < [ "
He 6innine 0,1 % <i,i e
Sorbltol ester»Z/CopGl-runﬁ edaip 2 Not more than 0.] %/ <0l B
' ~ iy He Ginibre 0,1 % o LSINE
otal esteu of ibuprofenBamsnnn lmicr edupll Not.more than 0.8 % <Pl %
ibynpodeny , o IHeGinine 0.8% ; PO
(ZRS)-Z-[Hz-melhylpmmnoyl)pheny]]propanoic acid |Not more than 0.1 % relative to ibuprofen/
(2,4-IBPA, BTS 47111) He Ginstite 0,1 % sipuiocko iGynpodesy <01 %
(2RS)-2-[4-(2-mcmnponuuobl)¢euh]nponiomxn <0;) ’
Kkuenora (2,4-IBPA, BTS 47711) - ; :
-I*(Me!hylpmpyl)ph:nyl]ethunone Not more than 0.1 % relative to ibuprofen/ i
(PIBAP) BTS 40658/ He Ginktiie 0,1 % vinrocHo iGynpotheny e y
1-{4-(Z-merannpotin) gemnnjeranon (PIBAP) BTS 40655 o AR . : il
< JAny individusl nnapecified impurities (lbuprofgn related) / - [Not:more than 0.1 % relative toibuprofen/ < 1 ¢
[oyas-nia ckpema menusmnaenn aomivixa (1ynpodeny) He Ginsiue 0,1 % pinnocno iGynpodeny = <u ) o
Total degradation products of ibuprofen {excluding. .- INot more than 0.2.% relative to ibuprofen/ o i
esters)3arannnnk amicr nponyieris poaxnany : He Ginsime 0,2 %nlzmocxo xGynpocbeny Asi Y
|isynpodeny (auxmousroun edipn) : A :
Mlcroblolog;c;l mn"IMmpolﬁz;uoriqm uncroTa* ‘Last tested; //lara. OCTRHHEOTO TeCTyBANA! 06 2025
2':::::;““""‘;: "im;m':::;‘;z;" Count/Saraman e/ Bianostuse Complies/ Bisnosiasc
?m";:‘:::““’;ﬂs‘:‘m‘ /3aransin ximxicrs apimoreni Ta Icompties / Biarosizac Comples » Bunasiac
c) ni,ucymim (nbsence) Escherichia coli Complies / Binnosinee: , Complies Bramow, i
) nincynﬁm (ab:cnee) Snlmonella i i Absent ﬁ-om 10 g/ Mac 6yt sincyThims 10 r L’om‘va‘ies‘/ Buaronier
’m"mm::‘;mm“”x;ﬁ:r o,"”m“ﬁ"  fe10*crur 1102 kvor Comples/ Bunnos.zme

Certlﬁcltlon statement:. /3anna npo. eepmq)ixluno- i

lmmuu mwmhmimdc nndncumg mwammm mam:fm\nd, k:ludingmklm I)nbemngmd mnlnycmrul at ﬂwabovemnuoned
site(s) I full somplixncs with the GMan\dfamm ofhwmmmmmmwiﬁmm ‘the Registration Dossier, The hntchpmcamg. pnchpng md analysis ncord :
m m wmphm withOMP

Sre | : paanie ¢ non‘mipmwn TOWNOI0:; !.bo cepiro npom 5 Gyno. lupoﬁneuo (KmOMaIONH MKy BaHHR | nm:y-mu) ™ npommw XOMTPORS 1T AkovH
L mmmi mmmn ¥ N0tk simosiznocr 3 srocorann GMP, BCTRHOANBHIOK Mictesnu peryneTopmm oprumn 8 TaROR BUANOHLAHO 70 CrretuiKANIA, O MICTHTRCN ¥

anﬁwnnpﬁmmmmuumﬁuﬁym P Y0 TR NCTRH .GMP
|Comments /Komenrapi: - .
'mperﬁmmd mem bowned ot on the first 10 batches and thet every’ {0th batch or &t w-n oncc ) yw{ ‘perymlpuo He KoHtno: mn\m. xumw KT uepmi AU L, h O

woncy 1091y cepho; wie we pimme Wik piy s pix
“notperﬁm\odmnely.wﬂlhumedo\nemy '10th bateh or st least once ayeurfe pexympnonexompomom. xmnpomoms Koty 1 0+ty Cepio, e He PLitiie Hiw pas Wi W
muamnmwnmmmmmmmommmnmmum ;

[Posicig cepil swmmneno ax ximaics xopobis Supobriesol cepii. O xopob mncmmynmm

: Dm of bntch release /nm BHmyeKy eepll: 21072028

Name and positlou/tltle of person :uthorizing tha batch re!usel

Date of signature /-

Signature / ianne o
’ : Jara niinucanuR:

Efectrorjcaty. ssjned by Dawn

Slgnature: DﬂWn H aﬂ’ISOH g:::; 1.approve this dosurmen
Dawn Harrison QP ’ ; Date p 267628 102676 GRets1
Email: Dawn.Harrison@reckitt.com
: : Electonicaty signisd by: Andrew Gotber EMcironicany signed by: Pl Knight
Signature:  Mdke S id signature: @ S e
: Datn: A 25, 2025 15:15:30 GMT+1 Date: Jul 28,2025 21:58:50 GMT +1
Email: Andrew.Godber@reckitt.com Email: Phllip. Kn!ght@reckltt com
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