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TEPKABHA CJIVIKEA 3 TIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH ¥ KUIBCBKIA OBJIACTI

npos. Citmryrol Hagif, 3, M.Kuis, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.va, Koxt E€JIPIIOY 37078774

BHUCHOBOK
Npo fAKiCTh BBE3CHOI0 B Ykpainy Jikapcbkoro 3acofy

26.12.2023 Ne 64599/23/10

HYPODEH® OOPTE

(Ha_f-huenynmm nixarpénmm 3acoby 3rifgno 3 PEECTPAIHHIM NOCBIATEHHAM)
TabaeTxn, BKpuTi o6ononKoro, no 400 mr; mo 12 Tabaerox y Gaicrepi; mo 1 6aicTepy B
KapTonHi# kopobui

(dopma erycicy, O3YBAaHHA, BHJ{ NAKYBAHHA TiKApCsKOro 3acoly)
Howmep peectpaniftitoro nocainuenns UA/6313/02/01 crpox il peectpauiitioro nocrigienus 01.01.2099
Cepis nixapesxoro 3acoby Ne RR836 KinbxicTs BhezeHoro nikapcskoro 3acoby 203616

Bupobuux _Pexxirr Benxizep Xenckep Inrepremu Jlimiten, Beauxka bpuranis
(maitveryBanHa prpoGHiKa fixapcekoro 3acoly, kpaina MOXOOKEHHA)

Baeseno B Ykpairy ToBapucTBo 3 06Mexenolo BixnosigansricTio "PexxiTT benkizep
Xaycxoan Ena Xenc Kep Ykpaina®, igenr. xon: 33696041

(naﬁueuy?amm 1a xop 32 €JIPTIOY ropuamranol ocobn abo npiseume, iM'1, 110 62THKOBI dizuqHol
ocobu - nizmpacmu, 1T Miclie mpoxusannA Ta peecTpanifinuii Homep 061ikoBol XKaPTKH MIATHHKA
nonatkis 860 cepin Ta HOMEp nacnopTa)

Iporoxea Bisyamsroro konTponso six 22.12.2023 M 4111/2.

3a pesynbTaTaMM JNEPKABHOrO KOHTPOMO BCTRHOBACHO, IO JIKapchku# 3aci6 meeseno B Vkpaldy 3
AOTPHUMAHHAM rAMOr 3aKOHO/IABCTBA MO0 380€3NEIESHHA AKOCTI JIKAPCHKHUX 33C00iE,

Birani#t BOHIOAPEHKO

(iuivdanu Ta npizsuie)




SKU 0332263  Freauitt

Benckiser
T 20 LTy CRRTine

Ha~-pAnol ANK Inited Kingdom Bemxa Bprranin:

~ CERTIFICATE/CEPTH®IKAT
N2 338438

CERTIF
HOMEP PECCTPAHIITHOI O NOCBLTHEHHH:

Conted tablets / TabneTra, BRDHT] OGOIOHKOI . -
Y12 (12x1) in blisters / Ne12(12x1) y Gnicreps

HATE OF MANUFACTURE: / IATA BAPOSHHIITBA:

Responsible for manufacture of the product, packing,
quality control snd release/ Bianosinansanii 3a
sxpolnamrno; HAKYSannS, KOETPOM, AKOCT T8

ring Licens¢/ JTinensin na snpolannts

Jottinghsm, NG90 2DB,United Kisigdom __
Pexxitr benxizep Xencuep lrepyeran Jiniten, Hotrismen caltr, TeknPoyn,

Horrigrem, NG90 2DB, Bemmxa bprrania
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A white to ofi-white, biconvex, sugar-coated, tablet printed with
an identifying logo in red on one face / Bini a6o malbre 6ini,
asoonykni Tabnerkd, BKpHTi IYKPOBOIO ofonomxc0 3

finermdixyiomm manficoM WepsoHoro Koabopy Ba Onmik

Complies /
Bianosinae

Identifieation of Ibuprofen/
Inenrndixanin ifynpodeny
Identification of Titanium dioxide"/
IneaTndixanis TaTany aloxenny?

1dentification of Iron oxide”/
TaexTadixaqis anda excuny’

Must comply with the approved test /
[ToBHHNO ¥ ANOBIIETH IATRCPIKCHOMY METORY.
* IMust comply with the approved test /
Normumo signosizaTs faTREPIKEHOMY METOLY,
Must comply with the approved test /
TosnHKIo BIAMOBIAATH 3RTREPIKCHOMY MCTORY.

m———

Must comply with Eur.Ph /

Compliet / Binnosizac

Complies/ Bignosigse

Complies / Biznosinae

Unifirmity of mass¥/

Oxnoplanicrs mace Momwnina sinosizath €pp.Oap. Compliea e
Must comply with Eur.Ph (not less than 30 minutes) / 1 e
Tormoio Eianosinarn Cep. Papu. (e Ginsme 30 x») i fxn
Not less than 80% (Q) of the stated ibuprofen content dissolves in -
60 min/ 38 60 xa we menmre 0% (Q) Bin ximbxocri skazanol np.| 99% Compliad

Crnan

Microbiologital Examotstion'/
Mikpobionciiana ueerorat

< 10° CFU/g /<10’ KYOfr Complies / Bianorinac

< 10* CFU/g /<10’ KYO/r Complies / Bimnonifac

Absent in 1 g/ Mae Syra pincyTiN B 1 1 Complies / Bignoninae
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SKU 0332263 kit

Certification statement: / 3aspa npo cepradikanio: |
I herehy vertify that the above information is authentic and accursie. This batch of product has been manufactured, including packaging / labelling and quality control

ot {he sbove mentioned site{s) in full compliance with the GMP requirements of the locat Regulatocy Authortty and with the specification in the Registration Dossier.

T1704 2 38CHUTTY0, T XABEACHA SHULE iHGOPMBLIA € ROCTORIPROM 78 tonoe, T{ro cepito NPOXYRLI Sy0 SHPOSAEHD (BRIOTAI0NE MKy BAMM | mepxysanss) Ta

mmesnaTeiil mm.nnm y noanili winnopifinocti 3 BUMOTAME GMP, ncTauoRNCHAMN uicucp_mi pemﬂm OPTAHOM, 8 TAXOX

.....

Comments /KomenTapi:

This test is performed on the tablet cores/ [1p sEMpOSYRaHEA BAKOHYCTRCA BB AODAX TaleToK

¥ Thes tests will not be performed routinely. One batch manufactured pec year will be tested for complisnce with these tests/ He pyraumui Tect. liporoiTLch
snGigkoso anx omHiel cepil, pupoGerol MPOTATOM POXY.

* These tests will rict be performed routinely, the first ten batches manufactured will be tested for compliance with this fest, followed by a minitum of one batch in
every tén batches: manufaétured/ He pyToinnf TeCT. TlpoBORHTEES AR DEPUIAX RCCATH supoSnenmx cepilt, Hazam, A% MiHIMYM, A1 XOXBO pecarol” Bipotaerof

Name and positlon/title of person suthorizing

W the batch release/ Date .ﬁ_;"”.isﬂlmm ]
Tiphanne T4 NOCARR/IBARAK 0coGN, AR BHAAIA aoinin ma manyex cepil Jara filAnscEns:.

Qualified Person  Mandy Turgoose

Eloctronicall signed by; Phitlp Knight Elecironicaly signed by: Andrew Godber
Reason! R - | hatve revviewsd this document
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