AEPKABHA CJIVIKBA 3 TIKAPCHKIX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKII OBJIACTI

npoB. CiTnnanoi Hapii, 3, m.Kuis, 02099, Tex/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

.‘T‘.

BHUCHOBOK
PO SIKICTH BBE3eHOTo B YKpainy JIKapCHLKOro 3acody
25.12.2023 Ne 64358/23/1011 -
HYPODEH®

(HaliMEHYBaHHA NIKapCLKOTo 3aco0y 3riiHO 3 peecTpanifiHuM NOCBIAYEHHAM)
Ta0JIeTKH, BKPUTI 000/10HK010, 110 200 Mr; Mo 6 TabJIeToK y OuticTepi; o 1 Gaicrepy B
KapTOHHI# Kopooui

(bopma Bumycky, 103yBaHHs, BA TNaKyBaHHA JiKapCBKOTO 3aC00Y)
Howmep peecrpaniiinoro nocsiguerns UA/6313/02/02 CTpOK Ali peecTpaniitaoro nocsiguenus 01.01.2099
Cepis nikapcpkoro 3aco6y Ne RS543 Kinbkicte BBE3EHOTO NiKapcEKoro 3acoby 25200

Bupo6uuk Pekkirr Benkizep Xenckep InTeprernn Jlimiten, Bemuka bpuranis
(HaliMeHyBaHHS BHpOOHMKa JIKapCBKOro 3acoby, Kpaina IIOXOMKCHHA)

BeeseHo B Vkpainy ToBapHCcTBO 3 00MeXKeHOIO BIINOBIiTaaAbHIcTIO "PeKkKiTT Benkizep
Xaycxoux Enx Xenac Kep Yxpaina", izenr. xon: 33696041

(HatiMenyBaHHA Ta Ko7 3a €PIIOY ropuamuHOi 0cobu abo MpI3BHLLE, iM's, 10 6aTEKOBI (izHumHOI
0COOH - miANpHeMus, i Micle MpoXHBaHHS Ta PeecTpaiiitHuii HoMep 06MiKOBOT KAPTKM MIATHHKA
nozatkis abo cepis Ta Homep 1acnopTa)

Hporoxoun Bisyansuoro kontpomo six 21.12.2023 Ne 4102/1.

3a pesynabTaTamu ACP’KABHOTO  KOHTPOJIIO  BCTAHOBJICHO, IO JIKApCBKHM  3aci6  BBE3eHO B Ykpainy 3

AOTPUMAHHSAM BuMOr 3aKOHOIABCTEA MO0 320e3MEYEHHST IKOCTI IIKApCHKUX 3ac0O6iB.

Birani#t BOHIAPEHKO

o

3acTVIIH

(initiany Ta npiseHiLE)




SKU 8021400 ekt
Benckiser
COAVERSION] 0 | stuncrmom crmemrom
NUROFEN® CERTIFICATE/CEPTHOIKAT

N2 336993
Country of manufacturing / Kpxina-supolinag

Responsible for mannfacture of the product, packing,
quality coatrol and release / Binnosizansruii 32
BAPOSHRUTEC, NAKYBARAN, KORTPOAL RKOCTI TA BUAYCK

Pexkirr benxizep Xencxep Iureprerunn Mivites, HoTrisresm caifr, Tefin
Pova, Horrinrem, NG90 2DB, Bemmixa Bprrasin

Onac (sixyansunii)

printed with an identifying: logo in black on ¢ne
face/ Bini afo matbxe Gini ABOONYKM TaO/ICTKH,

Complies /
MOKpHTI  OYKPOBRO  ofonoHkole 3 Biznorinae
eHTHIKYIONAM HAIMMCOM 90DHOIG KOMLODY 3

onsol croporu Tabnerxu,

Identification / Liemradicania
Ibuprofea (IR) /
ISynpodeny ( I'I-cnexTpockonia)

Must comply with the approved test /
HoexHHO BianoninaTy saTREpIXREHOMY MeTORY,

Complies / Binnosinae

Complies / Bianoninae
Last Tested / lata
OCTANKLONG ARAIIZY:
04 2023
Complies / Bignosigac
Last Tested / ata
OCTAHELONO ANANIZY:
04 2023

434 mp
434 wur

*Titaniura dioxide /
*Mioxens THTARY

*Iron oxide /
*Oxeng 3ania

*Average mass (Eur. Ph, 29.5)/
*Cepeann macs (Enp, ©. 2.9.8.)
Disintegration /
Poinaganey

** Dissolution /
** Porxuunenan

Complics / Bianoeinae

Binnosinat aimoran USP; 3a 608 e MeRtue
80% (Q) mix sansnepof kinskocri B posmini Crnan,

*Microbiological Examonation /
*Mixpobionoriana uncrora

Complies / Bianerigae

Last Tested / ata
OCTanELOTO akanisy:

06 2023

< 10° CFU/g / <10° KYO/r_
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Complies/
Binnosinae
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Benckiser

Certification statement: / 3auss npo ceprudixanio:

Uhereby certify that the above information is authentic and scgurate. This batch of product has been manufactured, including packaging / labelling and quality
ontrol at the above mentioned s:tc(s) in full compliance with the GMP requirements of the Jocal Regulatory Authority and with the gpecification in the

Registration Dossier. The batch processing, puckuging and analysis record were in compliance with GMP.

1lru 2 33c8in2YyI0, MO iUseaeRa Bume indopMatiis € rocTosiproio Ta Tounosw. Lo cepio mpomyKuff Gyna upobicnoe (BKnoNmcRE maKysauus / MEPKYBEHNHA) T2

mpoBcAcHo XorTpoRt 1T AkocTi ka srmcantHagenif almxnyi y normill nignosianoeri 3 Bumoravi GMP, scranomneunmi MICUCBHM PETYISTOPEHM OPraHoM, a

TRKQK BiaATioBIAR0 A0 chetindixadift, 1o MicTaThCs Y pecczpmnnﬂnuy focee. [IpoToxony pHpOSHHITEA, HAXYBAHHA TA aHaiZia 6y/0 nepernaHyTo T8

ReTENHOBNER O BianosiricTs GMP.

Comments /Komearapi:
The test for. Uniformity of Mass (PhEur 2.9.5.} is performed on tablet core in accordance with specification number 55437, entitled Cores for Ibuprofen tablets

200 mg. / Tect Onropimocti Mack (PhEur 2.9.5.) suxoneso na cepucauni Talinerxn y nignosignocti ao crempdixanit Ne 55437

* One batch manufactured per year will be tested for compliance with these tests. / Tect NiposoARTLCA BAGIPKOBO Ha OAHif id cepil, ane Ae pinme ogHOMO pasy Ha
pik.

** The first ten batches manufactured will be tested for compliarice with this test followed by a minimum of one batch in every ten batches manufactured, / Tect
nposeAeHo Ha nepurix 10 cepiax AR niTrep AN Bianosizaocti. [1oTiM nposomrscx Ha oxnill i3 10 BupoGnenux cepifl,

'The hatch size i3 indicated as cases qumnty per nmnufecmrcd batch. One case hay 144 ¢onsumer packs.

Name llld position/title of person :uthnrlzing the batch release /
ITpisamue Ta nocaga/suastia ocols, AR BAAAAR NOIBLT RA BRN

Elactronically sioned by: Phitp Knight Eloctronicatly tigned by: Ancrew Godber
Reaton: § 47 the #uthie of Ihie e fraallm Ressin:  hice mvhlsj;d this document
Facumen Date: Nov 7, 2023 20:38 GMT
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