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SKU 3177527 Y reckitt
Benckiser
COA VERSION 24 QUALITY CERTIFICATE / CEPTHOIKAT SIKOCTIT
NAME OF PRODUCT:  [NUROFEN® EXPRESS ULTRACAP CERTIFICATE/CEPTHOIKAT
HA3IBA ITPOYKINL: HYPOOEH® EKCITPEC YJILTPAKAIL N2 373956

Country of manufacturiggiKpa'n‘nn-nnpnﬁnmc'

United Kingdom Benuxa Bpuratis

CERTIFICATE REGISTRATION NUMBER: UA/13599/01/01

HOMEP PECCTPAIINHONO NOCBIMYEHHT:  |UA/13595/01/01

Strength / Potency: / Crua pit/ Axtnrniers: [BUPROFEN 200 MG/ IBYTTPOGEH 200 MI"
Dossge form / Jlixapcuka dopma Soft capsules / Kancymm m"xxi

Package size and type / Po3mip Ta TAR nakosanna

Ne16 (8x2)in blister / Ne16 (8x2) y GnicTepi

BATCH NUMBER /HOMEP CEPIl: | SW558 DATE OF MANUFACTURE: / JATA BUIPOEHNITTEA: 08 2024
; . , : EXPIRY DATE / JATA SAKINUEHHA TEFMIHY _
"BATCH SIZE / 'PO3IMIP CEPIL: 355 Ca IPHIATHOCTI: 08 2026

Respouasible for Manufacture of the in bulk:
Blanoslnsnpunl 3a ppoluniTna in bulk :

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

Tlateon Codrrxenc B.B., ,ﬂefﬂomonﬂ‘paaﬂ, 5048, AC TinGypr, Hinepnangy

|Manofacinring Lieense/ Jdinenzin ra supoSHHOTBO:

4955F

Responsible for product packing, quality control and
release / Binnorinamrall 10 naxynannz, kowrpens
axocTi T2 BAMYCK cepil:

Nomngh% NGID 2DB‘Uruled Ktnﬁdum

Reckitt Benckiser Healticare !nlemahonnl Limited, Nottingham gite, Thane Road,

Horinrew, NG90 2B, Benuxa Bpuranin

Pexxitr benxisep Xencxep Inreprenmn Jliiren, Horrintrem caftr, Te#in Poyn,

Webiwww.reckitthenckiser.com

IManul‘acturin License! Jllucmln Ha nh oﬁnnmo. 12862
e o - RESULISOF o7
T ™ ANALYSIS |
PE3IYJIBTATHU
GG AHAIIE
Appenrancefsonnhnnm nnrmm Red, ovul-sh&ped h'ansparent soft gelatm capsule wnh a
(visual /nisyamsmi, m,1 MKS) WNUROFEN» logo printed In white ink /epaona osansua Complies /
Np030pA M'AKE KENATHHOBA KATCYNA 3 IOTOIPEMOI Binnosinae
«NUROFENY, nagpyronanoto Giroe dapbozo.
Disintegration / Posnan N than 15 mi /He 6i 8
(Ph.Eur., 2.9.1./ Cap. dapu 2.9.1) ot more than 15 minutes / He Ginsire 15 xapmm 6 min /xa
Identity of ibuprofen test A / Inentadirania I
i6ynpodeny smpefysamns A Complies / Binnosiane Complies / Binnosinae
(HPLC/BEPX)
Ldentity of ibuprofen test B / Ineamdikauin
iGynpodeny ennpolynanus B [Complies/ Binnoninae Complies / Bignosinac
!g!NlS IY(I’-BHE!
Identity of panceau 4R (E124)*/ Inenrndiicauwin nonco SERmpES Bum?amac
4R (R124)* Posltive/Tloasumia Lasriested:
(TLCITILY) F Jletn ocraunsoro
TECTYDAHA;
08 2024
Uniformity of dosage nnits** / Quopinuiers Camplizsy Bimion e
A03I0B3HAX opENnOE** |Compliss / Bismozinae kastieaed;
(Ph. Eur, 2.9.40/Cap.Gapy, 2.9.40) (T CTaNEEOR
TECTYBAHT:
09 2024
N
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SKU 3177527 Wrecutt

Bénckiser
Assay of {baprofen / Kimsxicae nuanarenns 200,0 (190,0 - 210,0) mg/eapsule / ur 1a kancysy 2051 mi/ caps
i6ynpo deny 205,1 3 { xancyny
{(HPLC, Ph.Eur. 2.2.29 /BEPX, €bp.Oapm. 2.2.29) T
Dissolation of ibuprofen* / Posunitenun i6ynpogeny* |Not less than 75% (Q) in 30-minutes for each capsule / Complies / Binnoainac
(Ph.Eur2,9.3f €sp. Dapm. 2.9.3) He merme 75% (Q) 32 30 xpanyH st koxuol KADCY N Last tested;
Jlara ocTakHeo Mo
TECTYRAHA:
08 2024
Degradation Products of Ibuprofen/Ipoaywts paxmany
VHPLC, Ph. Eur, 22,20 / BEPX, steton xomnauts, €ap.®apw, 2.229)
Esters of ibuprofen and macrogoel fedripn iGympodieny i |[Nat more then 0.8 mulc % relative to ibuprofen/ <0.1 %
MAKPOTOTY He Simme 0,8 sonpyoro % elanocwre i6ynpodieny 0,1
Sorhitol ester-1/Copfirngit edip 1 Not more than 0,1 moele %/ He Gimeiee 0,1 momapuoro % <g} o
<
Sorbitol ester-2/Coplirrmnit edip 2 Not more than 0.1 mole % / He Ginbwe 0,1 Monaproro % -ﬂg 1 "
L <0, |
Total esters of ibuprofen/3aransimii amicr edipin Not more than 1.0 mele %/ He Ginome 1,0 monaproro % <0.1 %
i6yapodeny <0,
2-(4-1sobutyrylphenyl) proplenic acid (2,4 TBPA)/ Not more than 0.1 mole % w/w relative to ibuprofen/ i
3-(4-TaoSynpridenin)uponionona xncaora (2,4 He Sinsme 0,1 MosxpHoro % M/ ninsocro iGynpodeny e %
IBPA) v ,
jp-isabutylacetophenone (PIBAPY/ Mot more than 0.1 mole % wiw relative to ibuprofen/ <0.1 %
n-BoSyrinanercdends (PIBAP) He Sinsine 0,1 Monaproro % m/m BinrocHe iGynpodiery <0,1 N
Any Individual unspecliied impurities (Ibuprofen refated)/  INot more than 0.1 mole % w/w relative to ibuprofen/ <0,1 o
Gyas-axa oxpeMa neanynasenn aomimes ((ynpodeny) He Gineme 0,1 Monsproro % w/m sinnocre iGynpodeny <1 o
Total degradatica products of ibuprofen (excluding  |Not more than 0.2 mole % wiw relative to ibuprofen/ -
esters)3aransrnil Buicr npoayxTis pozkaazy He 6intue 0,2 monAproro % m/M sintocno iGynpodeny <D.I %
{i6ynpodeny (suraouarun edips) ' )
Microbiologieal tests*/MikpeGlonariviua wierara* Last tested: 0% 2024
(Ph.Eur. 2.6.12, 2.6.13 / €sp. Dapm. 2.6.12,, 2.6.13 HaTa ocTAHHBOrO TECTYRANA:
Mot more than 10%/g bacterin, Not more than 10%/g yeasts and
moulds. Absent of E.coliin 1 g/ . . ‘
. oy . N Complies / Bignoninae
He 6imine nix 107/ Gaxcrepitt. He 6limme nbs 10°/r rpnbis,
Bineymnicts E.coliz 1 r,

Certlfication statement: / 3asea npo eepridinanio:

|| hereby cortify thet the zbove information is authentic and scoureto. This batch of prodisct hes been manufsetured, including packaging f labelling and quality comml at the 1bove mentioned sitc{s)
[nﬁlﬂcmmllmwnhﬂncGMPraqLimnu ofthe loca] Repulstory Authority and with the specifiention in the Reglatration Dossier. The bateh p iy, packaging eitd anatysls teard were in
Jcompliance with OMP.

Ll x 3caimaye, mo urme imfopuauie € nocTosipuoie T rowHow, o copho npomyredl Gyro anpobneto (AxmoTamaK naxysaInia f HAPEYRAIUE) TR TPOACAEHO KAKTPONL 1 XKACT
2 memencyManenifl gimnng ¥ moanilf signosiniooti 3 sumerwn GME, sers ety perynarap opranom, & Texos siznosinho 40 coctndikedik, 1o nikmca y
hpﬁu‘rpmiﬁwxy avcst [Tporoxoms axpolimnrizs, mxysainm 7s aianiis Gyno nepernniyTo 1 ACTaHENEN0 sinponinders GMP,

Comments /Kamertapi:

* not performed routinely; will be carried out o the Bret L0 batches and then every 10th btch or st lemst once & yem/ *PEryNSPRO Me KOHTPOIDOIOTE; KGHTPOMOOTE Repmi 10=h cepilt, 4 noTin
xoaary 10-1y c4pio, ame e plome K pas xa pik

** not performed routinely; will be carried ut every [0th batch or st least once & yoer™ perynepnn 1¢ XOmTO/OKTE; KORTPOMOOTS xoary 10y cepiio, ane we pinme sbx pas #e pix
‘Tbnbdnhmﬁmdmtbduwuqumﬂnypdmmﬁxfmedhtch Ono cesc ks 72 consumer packe.

Jeoouip cepif 3merenn m ximaxicrs xopobia Bupafinesol oepil, Otnm ¥opob sderams 72 cnoastsx ymxozox.

Name and pesition/title of person authorizing the baich release / . " Date of signature /
" 2 : " Signature / Higone g
Ipispiue ™ nocana/asanns ocofis, TKa BIREAR 703BLY H2 BumyCK cepil Hara'niznncanu:
il b T ey
Signature: % oy ;‘S’.’fﬁ'—%mm thly documanit
Mandy Turgoose, QP / Operations Quality Manager, | Dofo. N 20, 2024 1174 GMT
Emall: mandy.turgoose@reckitt.con]

Efschronfcely sined by: Andrew Godber ” E— » .
Signature: Mk m::n lh- mhorof ke A - (‘ -, Eloctons h’:ﬂﬂ BTPM'p b‘#,—u
Diata: Nov 19, 2024 09:15 GMT 4 L DmNavw 2024 1902 cnrr .

Emall; Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com
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JEPKABHA CIIYKBA 3 JIKAPCHKUX 3ACQBIB TA KOHTPOJIO 3A
HAPKOTHKAMH Y KHIBCHKIH OBJIACTI

npos, Ceitmrarol Hanji, 3, mKuls, 02099, ren/paxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BHCHOBOK
npo axicTe BBezeHoro B YxpalHy Jixapcnxoro 3acofy

05.03.2025 Na 8946/25/10

HYPOOEHBEKCIPEC YIBTPAKAII

(nodimenymaruy rikaponkoro 3ncoby Irimio 3 peectpaniifiniyt NocpiaIcHHRM)
kancyan M axi no 200 Mr; no 8 xancyn y Guicrepi; no 2 6aicrepn B kapronniil xopabni

(dropma BEOYCKY, A03YBAHNA, BU TRKYBAHAK JHKAPCEXOTE 3ac00Y)
Homep peectpaniitioro nocsizaenns UA/13599/01/01 crpox aii .peecxpauiﬂuoro nocsimenns 01.01,2099
Cepls mixaperxora sacoby Ne SW8E58 Kinexicts pseacsoro nikapcskoro sacofy 5184

BupoSunx Pexxkitr Benxizep Xenckep Intepuemnn Jlimiren, Bemmka Bputauis

{malixenynseHia BEPOCHNKE NiKApCEKONT 3nc00Y, KPAiHA OX0SReHHA)

Breseno » Vxpaiky Tosapuerso 3 obmexenon Bignosigaaenicro "Pexkirr Berkizep
Xaycexonn Eux Xenc Kep Yipaiua", inerr. won: 33696041

(nattvenysanux Ta xon 32 EOPIIOY opummnol ocobn abo npizsume, iM'x, o Gatsxosi dismarol
ocabu ~ nignprévmy, M Micue npoxxpannd T2 peectpanitunii Aomep oGmixesol xapTKH NaTHIXA
flofaTkis 80 cepit TR HOMED MACOOpPTA)

ITporoxo:n slsyamsuore xomrpome nix 03.03.2025 M 0583/10,

32 peaynETETAMM AGPXABHOTO KOHTPOMIO BCTaHOBNeHo, mo  mikapeekuit 3aci mbezeno B Vipainy 3
AOTPHMAHHAM bHMOr 38KOHOARBCTEA MOAC 2afeanccHHs AK0cTi Aikapeskux 3acobis,
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