%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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