JEPAKABHA CTYAKBA 3 JIIKAPCBKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKIA OBJACTI
mpos. Citnnvroi Hani, 3, m.Kuis, 02099, Ten/baxc: (044) 363-06-50
E-mail: dis ko@dls.gov.ua, Kon €JIPTIOY 37078774

BHCHOBOK

PO AKiCTH BBE3eHOro B YKpainy JikapesKoro 3acofy

. 24.10.2023 Ne 51949/23/10

HYPO®EH®

(HatiMeHysauHs fikapcrKoOro 3acoby: arinHo 3 peccTpaui UM NOCBIAUERHAM)
Ta61eTkH, BKpUTI 060J10HK010, 110200 Mr, no 12 Ta6neTox y GaicTepi; no 2 6aicTepu B:kapToHHiit KopoGui

(popma BunycKy, m03yBaHHA, BUI TAKYBAHHA AIKAPCLKONO 3ac06Y)
Homep peectpauiittioro nocsinaenna UA/6313/02/02 ctpox aif pecctpauiiinoro nocsiguensns 01.01.2099
Cepis nikapcsxoro 3aco6y Ne RG337 Kinskicrs BBé3eHoro aikapcekoro 3acoby 128304

Bupo6uuk Pexxirr Beikizep Xenckep Inrepreuinn Jlimites, Bemika Bpuranis
(uatimenysanna BHpOOHMKa JAiKapcEKOro 3aco6y, KpalHa NOXOKEHHA)

Baesetio’s Vipaluy Tosapucrno 3 o6mexenoio sianoBifanbuicTio "PekkirT Benkizep Xaycxonq Eia
Xene Kep Ypatia", inenr. xoa: 33696041
* (wanMenyBanmd Ta kox 33 €IPTIOV opiantnoi 0co6u abo nipispunte; M, mo Gatbkosi disuunol
0CoGH - NIiANpHEMLL, Ti MiCLE MPOXMBAHHS Ta PeECTpaLifuuit Homep o6nikosol KapTKY [aTHKKA
noaatkis a60:cepis Ta HoMep nacnopra)

TpoToxon BisyansHoro kontpomo six 23.10.2023 M 3342/2.

3a pesympTaramMm IEPKABHOTO KOHTPONK: BCTAHOBNEHO, IO nixaperxull  3aci6 BBeseHo B Vipaimy 3
AOTPHUMAHHSAM BUMOT 3aKOHOAABCTBA IOAO 3a6e3eYeHnT TKOCT NiKapcEKUX 3aco6iB.

Ipuna [TAJIAMAP

(Iuittianm ra npiasuwe)
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UAVIT\’ CER] Fl_;ATE ' CEPTUOIKAT AKOCTI

NAME OF PRODUCT: NUROFEN® CERTIFICATE/CEPTU®GIKAT
HA3BA ITPOIYKII: JHYPO®EH® Ne- 331939

Countryof ‘manufacturing / Kpaina-supo6uux Unitéd Kingdom Bejiika Bputatis

CERTIFICATE REGISTRATION-NUMBER: UA/6313/02/02

HOMEP PECCTPALINHOrO TOCBIAYEHHS: UA/6313/02/02

Strength / Potency: /- Cia'ail/ AKTiBRICTb! IBUPROFEN 200:mg / IBYTPODEH 200 M

Dosage form / Jlikapcesxa dopms Coated tablets / TabeTxH, BKpHTi 06010HKOI0

Package size and.type / Poamip 74 Tiin nakosaunn _ [Ne24.(12:x 2) per blister / Ne 24 (12 x 2) y 6nicrepi

EATCH,NUMM‘,R /HOMEP CEPIl: |RG337 DATE OF MANUFACTURE: / IATA'BUPOBHULITBA: 08 2023
'BATCH SIZE / PO3MIP CEPIl: 891 ¢a ﬁﬁ;ﬁ&ﬁ%mm AAKIHMEHIDNTERMIHY 08 2026

Responsible for'manufacture of the product, packing,
quality control and release / Bianosinannunit 3a
BHPOBHULTEO, NAKYBAINA, KOHTPOTL AKOCTi Ta
BHAYCK cepil:

Reckitt;Benckiser Healthcare International lelted Nottmgham site, Thane Road
‘ Nomngham, NG90:2DB,United Kingdon

Pexkirr-benkizep Xenckep-[ureprewi Jlmi'ren, Horriurem caﬁ'r Teitn-Poya,
_[Hotrinrem, NG9O: ZDB Benuka. Bpmamx

(TYMC)

Escherichia coli

Absent in 1 g/ Mae 6yti sincytHiMe |

Manufacturmg anense/ Jlluemm Ha nupoﬁunu'rso. 12862
— TIPS ) RESUL’[‘S OF ANALYSIS
JJ PE3YARTATH
0 ity il AHAIIBIBG,
Appea rance (visual) ! A white'to oﬁ’-whne, bxcorwex, sugar coated tablet prmted with
Onue (aisyainbHiil) an identifying logo in black on one face/ Bini ao maiixe 6ini Complies /
nBoonyxai TabieTku, noxputi 1yxposolo 000NOHKOI0 3 Bi.;mgalnac
inenTndikytouuM HAITHCOM YOPHOTO KOJLOPY 3 OAHOY CTOPOHH
o frabneTknu:
Id'emyiﬁ‘catibqv/.hén'rmﬁikﬂ'lﬁn ; .
Ibuprofen:(IR) / Must comply with the approved test/ Complies / Binnosizac
1i6ynpedeny (TH-cnexrpockonis) TTosuuHo a’i,unoaina‘m-3ame_pwxcﬂomyﬂmmny.
*Titarium:dioxide / Must comply with the approved test / Complies / Bianosinae
* Tivkeis TaTaity [ToBHHHO. BIANOBIAATH 3aTBEPKEHOMY METOAY, Last Tested / Jata
OCTAHHLOI'O BHAMI3Y:
04 2023
*Iron oxjde / Must comply with the approved test / Complies / Binnopigac
*Okcns aniia’ TloBunHo BiaNOBiRaTH 3aTREPAKEHOMY METOY. Last Tested / ldva
OCTaHHbLOI'O AHANIZY!
04 2023
*Average mass (Euri Phi 29.5.)/ - v - =
*Cepensinimaca (Esp. ®. 2.9.5:) 408 mg - 450 mg / ~408vur— 450 mr 429 mg/mr
Disintegration / Must comply with requirements of Eur, Ph. 2.9.1. / ‘Complies/
Posnajgiisa Tosuuno pinnosinaru srMoram Eap: ©,2.9.1. Bianosinae
** Dissolution. (AM2001/05)/ Must.comply with-the.requirements of the USP. Not less than ‘Complies/ Bignosina¢
** Posunnenns (AM2001/05) 80% (Q).of the siated ibuprofen content dissolves in 60 Last Tested / Jata
minutes,/ TlouitHo: ‘sifnosifary sumoram USP, 3a'60xn e OCTaHHLOTO aHanisy:
menue 80% (Q) Bin 3aABReHOT KITBKOCTI B: poanini Cinag, 092023
*Microbiological . Examonation/
*Mixpo6ionoriura uncrora
Total viable count: 3aransna kinpkicTs KuTTEIARTHIX )
opraniamis: Complies / Bianorinae
Acrobic Bacteria /° Aepo6unux 6axrepit (TAMC) < 10° CFU/g /<10* KYO/r i
Yeasis-and Molde/ Hpind ) " OCTAHHLOTO-2HATIZY:
Yeasts.and Molds/ Opixbxesux Ta niicenenux rpubin g
P < 10* CFU/g /<10*KYO/r 06 2023

Reckitt-Benckiser
Webiwww.reckittbenckiser.com




SKU 3081192 W eckitt

Benckiser

Certification statement: / 3assa npo ceprudianiio;

1 hereby. certify that the abové information is'authentic and accurate: This batch of product hes been manufactured, including packaging / labellingand quality control at
the above mentioned alte(s) infull compliance: with the GMP! requiréments of the, local:Regulatory Auithority-and with the’ specification.in the Registration Dossier. The
batch processifig; packdging and analysis record were in comphancc with GMP.

Llum % 32C8i14Y10, WO HABENCHA BHILIE md)opuamx € ROCTOBIPHOIS Ta TOHOI0: Lo cepita npoyKuil Gyio’ supoGieHo’ (BKRIOAOMK MaKyBAKHA / MAPKYBAHHA) TA
npoBeneHo: XOHTPONE 1 AKOCT] Ha BuLieaaiHadeHilt niabinui y nosHil sinnosizocrl 1 BuMorami GMP, BCTaHOBAEHUMH MiCUEBHM PEFYASTOPHAM OPTAHOM, 4 Takonk
BifttioBinno R0 cnenndixadifi; o MicTaTses y peectpauifinomy mocke. IPoTOKOK BUPOSHUUTER, NaKYSaifs Td AHANIZIE GYN0 NEPETAHYTO T2 BCTAHORNCHO
sinnosiuicrs: GMP, ‘

ﬂnp’ozencuo Ha.nepurkx 10-cepisx anx ninTeepaxeHus sinnosinnocti. TlotiM npoBoauTsCa. Ha oZNif:i3 10 BupoGaenux cepiit.

Comments /Komentapi:

»The test for Uniformity of Mass (PhEur 2:9.57) is performed on tablet cores in accordance with specification number 55437, entitled Cores for Ibisprofen tablets 200
mg. /- Tecr Onnopinxocti Macu (PHEUr 2:9.5.) 8iKkOHaNO e ceplieBuni Tabaeriu y pinnosianocti no-cneundixattii No 55437,

+:One batch marniufactuted per year will be tested for compliénce with these tests. /' Tect npoRoaifrsca BHGipKkoB0 Ha onHiR i3 cepilt, ane e piatue 6AHOMO pazy ua pik.
*¢ The first ten ' batches manufactured will be tested for compliance with this test followed by a minimum of one batch in every ten batches manufactured. / Teer

"The batch size is indicated as cases quantity pet manufectured batch. One case has 144 consumer-packs.
Poamip cepil 3azeaueno ax KinkkicTs:xopo6is supoGaenoi-cepii. Onun xopc6 MICTHTB 144 CROKNBYHX YNAKOBOK.

Name and position/title of person authorizing lhe batch. relense/
Ilgmmme T8 nocana/3panun ocobi, Axa BHpaTd 4038 HA BHAYCK cepil

Date of signature /

Signature/ Tinnse .
JlaTa nifinHcaunna:

‘Martha Mukange QA Technical Support Manager & QP | Wffﬁwmy&fﬁ:z%g:ﬁmL 20-Sep-2023

e @ Ams Elsctronicatly signad by: Philio Knight Elactronicalty signad by: Andrew Godber
/ :% Reason; | am:the author of this Mosdke Reaxcn: | have roviewed this document

- documnt.
Date: Sop 20, 2023 11:31 GMT+1 Dee: Sep 20 2023 1339 G121
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