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SKU 3091535 Frect
Benckiser
COA VERSION 24 QUALITY CERTIFICATE / CEPTH®IKAT AKOCTI
NAME OF PRODUCT: [NUROFEN® INTENSIVE CERTIFICATE/CEPTHDIKAT
HASBA NPOMVKII: HYPOQCH® IHTEHCYB Ne 377305
Country of manufacturing / Kpaina-supobmix United Kingdom Benuxa Bpuranis
CERTIFICATE REGISTRATION NUMBER: UA/14588/01/01
HOMEP PECCTPANTITHOIO HOCBITUEHHST: UA/14588/01/01
Strength / Potency: / Cuna it / AxkTipnicTn! IBUPROFEN 200 MG / IEYTIPO®EH 200 M[, PARACETAMOL 500 MG / [TAPALIETAMOJ1 500 MI
Dosage form / Jlikapcnka fopnia Film-coated tablets / TaGneTky BRPUTI NNIBKOBOIO 0GONOHKOIO
Pacliage size and type / Pozmip Ta Tin naxoenamis Ne 6 (6x1) in blister / Ne6 (6x1) y GnicTepi
BATCH NUMBER / HOMEP CEPII: |SY274 DATE OF MANUFACTURE: / XATA BHPOBHHITBA: 112024
EArIRY DATE 7 HATA SARIHHEHH A TEPVIIHY
*BATCH SIZE / *PO3IMIP CEPIj. 169 Ca IPHAATHOCTT: 11 2027
Respensible for manufacture of the produet, packing, |Reckitt Benckiser Healthcare international Limited, Nottingham site, Thane Road,
quality control and release / Bingnosinansnnit 3 Nottingham, NG90 2DB,United Kingdom
BUPOGHIOTBO, TAKYBANILL, KORTPOAE AKOCTI TA Pexkirr Benxizep Xencxep Iureprewnmn Jlimiren, Horrinren caifr, Teiin Poyn,
BHIYCK Cepif: Hotrinves, NG90 2DB, Bennka Bpuranis
Manufacturing License/ JIiIIElISiSI Ha BHPOOIHLTBO: 12862
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e ﬂﬁf L
b s e : Chne
Appcnranceﬂnmnmmu EHIIAL A white to off-white, pearlescent, oval shaped, film coated tablet
{visual /eizyamssuit) de-bossed with an identifying helix /
Bin Ginoro no mailxe Ginoro Komsopy, NepnamMyTpPoRa, OBATLHOT Complies /
dopri TaBAETKA, BXPHTA TAIBKOROIO 0GONOHKOIO, 3 THCHEHHAN ¥ Binnosizae
BHIUIAA] XapaKTEPHHX 3ABHTKIB,
. . .. Last tested:
Identification genTudinanin: Jlata ocTANHIX AnaniziE 12 2024
Ibuprofen®/ I6ynpodeny* Must comply with the approved test / Complies /
(HPLC, internal method /BEPX, Metop xommamitt) ToBHHO BINMOBINATH 3ATREPIIKEHOMY METOAY. Binnoniyac
Paracetamol?/ Ilapaneramoay* 1MU3t cotnply with the approved test / Complies /
(internal method / MeTox KoMmaniE) [ToBRHNO BijNORIAATH FATBEPAKEHOMY METOAY. Bignosinae
Titanium dioxide® / Turamy anorcnay® Must comply with the approved test / Complies /
(internal method / MeToa xoMnauic} [TOBKHEC BIANORINATH 3ATECPAKEHOMY METOLLY. Biznonigae
Assay/ Kinbricne Bianagenin; .
{IR-spectrometry), (HHPL.C) / (IU-tncekrposerpin)
(BEPX) Ibuprofen® / I6ynpocpeny® (internal method®/, |190.0—210.0 mg /tablet / mr / taGnerxy 2002 mgftablet
. 200,2  mr/raGnetky
Iuevon kopnaniic)
Paracetamol?/ apanerasron® (infernal methods, 4948  mgftablet
(HPLC) / meroanxa komnaniic (BEPX) (0% 325 0k abIEs wmdeiGhercy 494,8  mrfraBnetky
Uniformity of dosage units for Ihiprofen by Compties /

. i .o d % .
Umfonmt){ of Content or Mass Varlation® / Must comply with Ph, Eur./ Mae pianonigatu €xp.®, Binnoninae
Omuopimiicrs posoeannx egumns ISynpodery, Last tested / Jara
ofHopinnocTi rMicTy a6o po3paxyHKORo-RArBNH METOD 12 2024
Uniformity of Dosage Units for Pdracetamol by mass Complies /
variation / Ognepineticrs go30Bannx ommmus . . . Bignosigae
n2PAUCTANONY, PO3PAXYHKOBO-BATOBHI METOL, Must comply with Ph. Bur./ Mac sinnosinary €op.@. Last tested / Tara

12 2024
Dissolution of ibuprofen / Pozunmcuust iGynpodeny [Not less than 80% (Q) of the stated ibuprofen 97 %,
content dissolves in 30 minutes / L 17
He menme 30% (Q) Bia sasenenof kinskocti I6ynpodieny mae aafiksted /llera
yip Y OCTAHHBOTO AHAMIZY:
nepeifta B posunH 3a 30 xenaun .
12 2024
Dissolution of paracetamolf Not less than 80% (Q) of the stated paracetamol 97 9%
Posunnenss napaucerapony content dissolves in 30 minutes./ L a7
(Ph.Eur 2.9.3/ €rp. Papm. 2,9.3, 0.6 MKST) He senme 80% (Q) six sassnenol kinpxocTi napauetamMony Mae ast tested / [lara
T - P L4 OCTAIHLOI0 AHANI3Y:
TepeiTH B po3unH 3a 30 xBunuu
12 2024
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Disintegration/ Posnapanuns < 15 minutes/ < 15 xuunun 1 min / xB
Depradation Products of Ibuprofen/IIpoayxru posxnany i0ynpodeny (. § MEST)
(2R8)-2-[4-(2-methylpropanoyl)phenyl]propanoic acid |Not more than 0.2 % relative to ibuprofen /
(BTS 47711) {internal method)/ He 6inswe 0,2 % sinnocuo iGynpodeny Complies /
(2R8)-2-[4-(2-MeTunnponamoin)denin]nponionosa Binmopizac
kncaora (BTS 47711) (meromnxa kontanii)
1-[4-2-methylpropyl)phenyl]ethanone Not more than 0.3 % relative te ibuprofen /
(BTS 40653) (internal method)/ He 6insime 0,3 % signocno iGynpodeny Complies /
1-[4-2-peTianponin) denin]eranon (BTS 40655) Bianoninac
{meTognKa KoMmanii)
Any individual unspecificd impuritics {internal Not more than 0.2 % relative to ibuprofen /
method)/ He 6inpue 0,2 % sizuocro iGynpodeny Complies /
GyIB-stica OKpeMa HEBI3HAMCHA A0MitIKa (MeTogHKA Binnoninae
KOMI2HIT)
Total degradation products of ibuprofen (internal Not more than 0.7 % relative to ibuprofen / .
methed)/ 3araneiii smict npogykTis po3xnany He Ginswe 0,7 % siznocuo iGynpoderny Cf)mpllf:s /
iSynpodeny (meromsa rommranii) Binnosixae
Degradation Products of Paracetamol / IIpoaysrn posxnagy mapauerapony
4-aminophenol (internal method)/ Not more than (.005 % (50 ppm) relative to paracetamol/ Complies /
4-aminacpenon (MeToAuKa KOMIAHIL) He Ginnue 0.005 % (50 ppm) ingocHO mapaneTamMory Bianopizae
4’-chloroacetanilide (internal method)/ Mot more than 0.001 % (10 ppm) relative to paracetamol/ Complies /
4*xmopaneTanigig (MeTouke KoMmanii ) He 6insme 0,001 % (10 ppm) einnocHo napaneramosy Binmosinae
Any individual unspecified impuritices (internal method)/
Gyae-sika oiperta nesu3nadena gomiuka (Merommxa  |Not more than 0,1 % relative to paracetamol/ Complies /
xomnanii, .8 MKST) He 6inbmme 0,1 % pinnocHo napaueramory Binrosinae
Total degradation products of paracetamol (internal
method) / Not more than 0.3 % relative to paracetamol/ Complies /
3aransunit BMicT npogykTie po3kaagy napaneramony [He 6insme 0,3 % sinsocuo napaneramosy Binnosinae
(MeToanKa KOMIIaHiT)
Last tested
TR b : : b
Microbiological tests”/ MikpoSionoriuua smerora JlaTa oCTARHEOFO TeCTyDAHAS 12 2024
. : . Complies /
. - 3
Acrobic bacteria/ Aepofini Garrepii (TAMC) < 10° CFUfg / K¥YO/r Bigmosinae
Yeasts and moulds/ Hpisssxesi Ta naicnesi rpnfn 5 Complies /
(TYMC) < 10" CFU/g /KYOir Binnosinae
Enterubacteria.l 'I‘nnep"z'umli Ao Hosui < 10? CFU/g / KYOlr C?mplifas /
rpasneraTneri 6akrepit Binnoninae
. ; s ; Complies /
E.coli Absent in 1 g/ Mae 6yi sigeytnimMe I ¢ r A
. : ; Complies /
1 10 / ’ y
Salmonella Absent in 10 g / Mae Gyt pincyraime 10T Himosinae

Certification statement: / 3ansa npo ceprndiraniro:

sianoeinnicts GMP,

Reckitt Benckiser
Wehwww.reckittbenckiser.com

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging / labelling and quality control
Jat the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the specification in the Registration Dossier,
The batch processing, packaging and analysis record were in compliance with GMP.
[uas  sacsipdyto, wie HaseAgka BiLe itopmaniz e gocTosipHo:0 T2 Touno, Lo cepito nponykuii Gyno sitpoGreno (BRMOYAN naKyBaHHS / MAPKYBaHHS) T/
npokeeHo KORTpONs 1T AKeCTi HA Biuesasyatteniit Alnsuiui y nosuifi sinncsinnocti 3 suvorast GMP, BCTAHOBREHIMI MICIERHM PEIVITOPHHUM OPFAHOM, 2 TAKOH
eianosimio Ao cneundixadiii, mo mictaTses y peectpauiitiomy aocte. TIpoToKonH BIPOGHEUTE], TAXYBANHA T2 AHARI3IB Gy/o NEPErIANYTO TA BCTAROBAEND
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Comments /KomenTapi:
VThe batch size is indicated as cases quantity per manufectured batch. One case has 144 consumer packs.
Po3mip cepil 3aseatieno ax xinokicts xopobis supobnenol cepil. Ouun xopol MicTHT: 144 COOMHBYAX YOAKOBOK.

*These tests will be performed on the tablet cores. For the first 20 manufactured batches, the identification and content of the two actives will be generated in
paralle] by both the HPLC method, D0267729 and NIR, RBD9506013.
These tests will not be performed routitely, One batch manufactured per year will be tested for compliance with these tests.
° RBD9S06013 can be employed routinely after the commitment in Note A has been fulfitled. Furthermore, annually, the NIR method RBD9306013 will be
challenged using the HPLC method, D0267729 ta ensure its ongoing validity.
4 Uniformity of dosage unit for ibuprofen will be performed both by cantent uniformity and mass variation on the first 10 manufactured batches. Uniformity of dosage
unit for ibuprofen by mass variation will be used thereafter,
® Ha pignosiaxicTs ineuTsihikanii Ta kitskicHoro criady ABoX aKTHBHEX KOMNOHENTIE KOHTpOmMoIoTk nepiui 20 BipoGnenink cepiil napanenkHo Metonom BEPX,
D0267729 1 IU-cnextpodotomeritn, RBD9506013.
I? He pyiuiit Tecr. Ha sinmoninuicrs ABHOMY TECTY KONTPONIOOTE OLHY CEpilo B DIk IS BHITYCKY.
© merop [U-criextpodhoTomerpiit RBDI506013 yrountoerses 3a senonoroo seroy BEPX, D0267729, min nimreepssxenia fforo 41 | pas » pik.
* Onuopiaxicrs Jlo3opoRaltinx oauiuNs anA J6ynpodeny 6yAe npencTaBRCHO AK CAHOPIAICTE BMICTY Tax i po3paxyHKOBO-BaroBLi METoqoM AN nepunx 10-1i
sipobnennx cepiif. B momansitonmy e pistavernsa OfHopinHoeTi fosoposaHix oauHue I6ynpodeHy 6y/e BIRKOPHCTOBYBATHCA POIPAXYHKOBC-BAr0sHil MeTon.

Name and position/title of person huthorizing the batch release / Date of signature /

: j Signature / Yianmce 5
IlpizBnme T nocaga/ssannn ocobin, AKA BIAAAa A03BiA Ha unyck cepil Jara nigmneann;
Efaclronledly signed by: Martha
p
Signature; etz W Rasson: 1 Japrove his documan.
Martha Mukange. QP / QA Technical Support Manager. Dalo: Fobr§,1202511:42 GMT,

Email: Martha.Mukange@reckitt.com
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JEPKABHA CJIVIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIN OBJIACTI

npos. Ceitimmaroi Hagii, 3, m.Kuig, 02099, Ten/jaxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BHCHOBOK
IIpO SIKiCTH BBe3eHOIr'0 B Y KpaiHy JikapchbKoro 3acofy

03.04.2025 Ne 14871/25/10

HYPODPCH® IHTEHCHB

{uaiiMenyBaHus HIKAPCHKOrO 3ac00y 3riHO 3 peECTPALIHHIMM IIOCBIRYEHHHAN)
TabJeTKH, BKPHTI MIIBKOBOI0 000/I0HKO10, 0 6 TabneTok y GiicTepi; no 1 Gaicrepy B
KapToHHiH Kopobui

(hoppea BHTyCKY, HO3YBAHK, DI IAKYDaRHA NIKAPCHKOTO 3ac06Y)
Homsep peectpauiitnoro nocsimuenns UA/14588/01/01 crpox aii peecrpauiiinoro noceiguenna 01.01,2099
Cepin nixapcekoro sacoby Ne SY274 KinexicTs BBEZEHOTO NiKapckkoro 3acaby 5184

Bupobuux Pexxirr benkizep Xenckep Iurepremnn Jlimiren, Bemixa Bputanis
(naiimMenysanHs BHPOGHMKA JiKapcsKoro 3acoly, KpaiHa MOXoMmKEHHL)

Beeaeno s Yxpaiy TosapucTro 3 00Mexenoo BiznoBigansHicTio "PexkirT Benxizep
Xaycexomy Eng Xenc Kep Yipaina", izenr. xonx: 33696041
(malimenysanns ta xox 3a €IPTIOY 1opumirso! ocobu abo npissuine, iM', no baruroni dizmunol

ocobu - mianpreMnd, 1 Micie OposkuBaHHs Ta pecctpauifinuii HoMep oBAiKOBOT KAPTKH MAATHHKA
noAatkiB aGo cepia Ta HOMEp macmopTa)

IpoToxon Bisyaasnoro konrposo sig 01.04.2025 N 0946/4.

3a pesyneTaTaMu AEPKARHOTO KOHTPOMIO BCTAHOBJIEHO, HIO Jikapchkuii 3aci6 BeezeHo B VkpaiHy 3
JOTPMMAHHAM suMOr 3aK0HOAABCTEA 1010 3abe3neuenHs AKOCT] NikapebKuX 3acobis,

Omera EPLOMEHICO

(nignuc) (iniuiastk Ta Apizshe)
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