Wy

JEPXKABHA CJIYKBA 3 IKAPCBKNX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKII OBJIACTI

npos. Ceitmiranol Haxil, 3, m.Knfs, 02099, ren/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Koa €/IPTIOY 37078774

BHCHOBOK
npo siKicTh BBezeHoro B YkpalHy aikapcexoro 3acoGy

19.08.2024 Ne 40544/24/10

HYPODPEH®

(1afiMeHYBaHHA NiKapCHKOTO 3ac05y 3riHO 3 PEECTpamiHANM ITOCBIAICHHAM)
tabaerkn, BkpuTi 060100KO010, 0 200 Mr; MO 12 Tabaerox y 6aicrepi; no 2 Gaicrepn B
KapTouuiii kopoGui

(dopma BHMyCKY, N03YBaHHA, BUA NAKYBAHHA AiKapchxoro 3acoby)
Homep peectpauiitroro noceizaenns UA/6313/02/02 erpok aii peecrpanitinoro nocsinuenns 01.01.2099
Cepin nixapcskoro 3aco6y Ne SG525 Kinexicrs sBesenoro nikapeskoro 3aco6y 31680

Bupo6unk PexkirT Benkizep Xenckep Inrepuemnn Jlimiten, Benuxa Bpuranis
(naiiMeryBaHH BHPOGHHKS JTiKapchKOTo 32c06y, XpaiHa NOXOKERHER)

Baeaeno B Vxpainy ToBapncTBo 3 o6Mexenor BiznoBiganbuicTio "PexxiTT Benkizep
Xaycxona Ena Xenc Kep Yxpaiua", inenr. voa: 33696041
(nafimenypanma Ta xoxt 38 EJIPIIOY ropraanoi ocobn a6o npiasye, im's, o 6aTsxosi dinwrarol

ocoGr - ninnpuemun, 1l Mice npoxuBasHR T8 peccTpauifiunit Homep obnixorol KapTXE MIATHAXA
nopaTkis 460 cepix Ta HOMep nacnopra)

IIporoxon sisyansnoro xorrpomo six 15.08.2024 Ne 2395/3.

32 pesymbTATAMH ZXCpKABHOTO KOHTPOMIO BCTAHOBNEHO, IO Jikapchkull 3aci6 BBeleHO B " Ykpainy 3
AOTPHMAHHAM BUMOr 38KOHOIABCTBA INOAO 3a6e3neyeHns AKOCTi nixapcexux 3acobis.

,/é @.,/ Bixrop CTE®KIBCKHMI1

umm: (iniutann ta npizanuie)

e
JIOKYMENTIB

)
,9
)
[
=
~
~
-

N




&~
SKU 3081192 Vreckitt
Benckiser

COA VERSION 21 UAL RTIFICATE / CEPTHOIKAT

NAME OF PRODUCT:  [NUROFEN® CERTIFICATE/CEPTH®IKAT

HA3BA IPOAYKLUL:  |HYPODECH® Ne 353999

Country of manufscturing / Kpafua-snpobunx United Kingdom Besrka bprrania

CERTIFICATE REGISTRATION NUMBER: UA/6313/02/02

HOMEP PECCTPALIIAHOIO NIOCBLIYEHHA: UA/6313/02/02

Strength / Potency: / Cass il / AxTHBHieTH: IBUPROFEN 200 mg / IBYTIPO®EH 200 Mr

Dosage form / Jlixapcuxa Gdopma Coated tablets / TaGnenia, sxpuri o6ononxoro

Package size and type / Posmip Ta TRN naxosanrx Ne 24 (12 x 2) per blister / Me 24 (12 x 2) y 6rricrepi

BATCH NUMBER / HOMEP CEPII: [SG525 DATE OF MANUFACTURE: / IATA BUPOBHHLITBA: 052024
EXPIRY DATE / JATA 3AKIHYEHHA TEPMIHY

'BATCH SIZE / PO3MIP CEPII: 220 Ca JIIPMATHOCH: 05 2027

Responsible for manufacture of the product, packing,
quality control and release / Bianosizsennit 3a
sApOGHRNTRO, NAKYBAHAN, KOHTPOIb AKOCTI T2
snnycx cepils

Nottingham, NG90 2DB United Kingdom

Reckitt Benckiser Healthcare International Limited, Nottingham site, Thane Road,

Horrinrem, NG90 2DB, Benuxa Bpurarix

Pexxitr Benkizep Xencxep Iurepuewtnn Jlimiren, Horriurem caitr, Telin Poyn,

Mnnufutnri%ucensel Jlizensin ra pupoSnnnrso:
4 9 e

Appearance (visual) /

12862

*Microbiological Examonation /
*Mikpoblonoriuna ancrors

Total viable count: 3aranmsua ximskicts muTTe3aaTIIX
opragizMin:

Acrobic Bacteria / Aepo6mmx Gaxrepist (TAMC)

Yeasts and Molds / ipixbxesyx 1a nnicenesux rputis
(TYMC)

Escherichia coli

A white to oﬁ'—whlw, blconvex, sugar coated tablet pnntzd thh
Onuc (sivyanbnmi) len identifying logo in black on one face/ Bini a6o maibxe 6ini Complies /
1Boontyxyni  Tabnerxw, nOKpmTi Lykposoio ©06ONOHKOIO 3 maﬁ sinie
inerrrucpixylounm HamICOM HOPHOTO XOMHLOPY 3 OAROT CTOPOHH
rabnerxn.
Identification / InenTudixanix
Ibuprofen (IR) / Must comply with the approved test / Complies / Biznosinae
ilﬁynpo()eny (IY-cnexrpockonis) [ToBHHHO BIANIOBINATH 3aTBEP/KEHOMY METORY.
*Titanium dioxide / Must comply with the approved test / Complies / Bianosinae
*Ilioxenp Tarany TIoBAHHO BiTIOBINATH IATBEPIKEHOMY METOLY. Last Tested / lata
OCTAHHBOIO AHANITY:
04 2024
*Jron oxide / Must comply with the approved test / Complies / Bianosinae
*Oxeng sariza TToBMHRO BiATIOBINATH 3aTBEPIUKEHOMY METOLY. Last Tested / Jlara
OCTAHHMOIO aHANIZY:
04 2024
FAvi e . Ph. 2.9.5.
e e 8 - 50 0 5 lE
- [Disintegration / Must comply with requirements of Eur, Ph. 2.9.1. / Complies /
Poinaxanas [osrrmo sinoninate sumoram Esp, ®.2.9.1, Bixnoninae
** Dissolution (AM2001/05) / Must comply with the requirements of the USP. Not less than Complies / Biznosinae
** Poyumnenns (AM2001/05) 80% (Q) of the stated ibuprofen content dissolves in 60 Last Tested / {ara
minutes./ [Tosrxeo Bimmorizatn sumoran USP. 3a 60xs ne OCTAHMBOIO aHANIZY:
menmne 80% (Q) rix 3axsneHol KinskocTi B posaini Cxran. 06 2024

< 10* CFU/g /<10’ KYO/r
< 10° CFU/g /<10 KYO/r

Absent in 1 g / Mae 6ytv niacytuiMs 1 r

Complies / Bianosizac
Last Tested / Jata
OCTAHHBOIO AHAMI3Y:
06 2023

Reckitt Benckiser
Web:www.reckittbenckiser.com




SKU 3081192 Frecwtt
" Benckiser

Certification statement: / 3assa apo ceprudixanio:

hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging / labelling and quality control at
¢ 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
tch processing, packaging and analysis record were in compliance with GMP.
Llrm & 32C3i4y10, IO RABCACHA ARIE inopMALLiX € ROCTOBIpHOM Ta ToxHot0. Lo cepito npoayxail Gysto supobnero (BKIIOIAN0TH NAKYRaHHA / MADKYBANAX) T8
posenieno xorTpans 1T axocti Ha puinesassavenift Alsumii y nosnill sianosinnocTi 3 samorame GMP, BCTAHOBNERNME MICUESNM PETYIXTODHAM OPTRHOM, & TAXOX
mimmoniano no cnemméixadilt, mo MictxTeca y peectpanitnomy rocse. lporoxonn »epoSHKLTEA, NaKysaRHS Ta 2HANIMSE §Y0 NEPErNAHYTO TA BCTAHORNEHO
signonimmicts GMP. :

Comments /KomenTapi:

" The test for Uniformity of Mass (PhEur 2.9.5.) is performed on tablet cores in accordance with specification number 55437, entitled Cores for [buprofén tablets 200
mg. / Tect Omuopizmocti macy (PhEur 2.9.5.) srxonara Ha cepuesrii TabneTxn y signosizmocti no cnexndixauil Ne 55437,

* One batch manufactured per year will be tested for compliance with these tests. / Tect nposonsTac sa6ipxoso ua onuilt is cepifi, ane ve pimne omvoro pasy ua pix.
*¢ 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. / Tecr
nponeneno Ha nepmux 10 cepixx xan wixrsep innosiasocti. Tlotim mposoneTsca Aa oxmill i3 10 sapoGnensx cepill.

“The batch size is indicated as cases quantity per manufectured batch. One case has 144 consumer packs.

rl’muip cepil 3a3e89cH0 A% XiMBEICTS XOpoSis supoaenol cepil. Oana xopo MicTHTS 144 CNOMKBYNX YNAKOBOK.

Name and position/title of person suthorizing the batch release / . Date of signature /
Signature / ITianse
[Iphsrine T8 nocana/ssannn ocobn, mica sraaIa 703810 RA BRITYCK cepil JaTa nignncarnn;
‘Electronically signed by: Martha
. Hadta %&7‘ Aukange
Martha Mukange. QP / QA Technical Support Manager, Slgnature: Deteher 37 2024 1481 GMT1

Email: Martha.Mukange@reckitt.com

Emctronicaty signed by: Andrew Godber
. Resson: | am the author of ihie [ rssidaradydmbidpis d oA
Signature: Mok Gocumant ot o6y G 1 Signature: @ Cole: hm 27, 2024 1268 GMT+1
Email: Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com
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