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QUALITY CERTIFICATE / CEPTH®IKAT SKOCTI

INAME OF PRODUCT:  |NURQFEN®

CERTIFICATE/CEPTUMIKAT

HASBA MPOMVIHT:  |HYPODEH®

] N2 357458

Country of manofacturing / Xpataa-snpofinnx

United Kingdom Benuxa Bpuranin

CERTIFICATE REGISTRATION NUMBER:

UAS6313/02/02

HOMEP PECCTPAIIHOIO HOCBITMEHHA:

UA/6313/02/02

Strength / Poteney: / Cuma gif / Aktaaniers:

TIBUPROFEN 200 mg / IGYIIPOQEH 200 mr

Desage form / Jlikapeska dopma

Coated tablets / Tabnetxy, sxputi 06on01K010

Package size and type / Posatip 1a THn nakosaaws

Nz 6 (6 x 1) per blister / Me 6 {6 x 1) y 6nicrepl

DATE OF MANUFACTURE: / JATA

BATCH NUMBER / HOMEP CEPII: SG526 s 04 2024
'BATCH SIZE/ PO3MIP CEPIL: 297 Ca ﬁ’ﬁfgf&‘fg’f“‘“ SARIENEHIIFEEMIES 04 2027

Responsible for manufacture of the product, packing,
quality control and release / Binnonigansnuii 3a
nnp_‘oﬁuumn, MAXYBRUNA, KONTPORE AKOcT] Ta BnOyck
cenil:

Reckitt Benckiser Healtheare International Limited, Nottingham site,_’_ﬂmnc

Poyi, Hunimgy NG20 2DB, Benrxa Bpuraniz

Road, Nottinghm NG90 20B,United Kingdom

Perxirr Benxizep Xenckep Igrepuemnn Jlimiten, HoTTikreM caitr, Teilst

Manufacturln Llcensd Jllllemln Ha Bip oﬁmm‘rnn'

Appearauce (wsun!)l
Onne (pisysnnsmit)

12862

printed with an identifying logo in black o one
face/ Bini abo matbke Ginl meoomykni TaGnerky,
noxpHTi LYXPORGIO oBonankoio 3

inenTidixyloTnM HameoM wopHoOro Konmeopy 3
ofttof cropoHn TabreTKH.

Complies /
Bianoeinae

Identification / Inerrrudinania
Thuprofen (IR)/ .
[6ynpadeny ( I4-cnckTpockomniz)

Must comply with the approved test /
[Topmeo RIINOB{AATH JATREPIHRENOMY METOLY.

Complies / Bianoginas

Complies / Bignosinae
*Tltanium dioxide / Must comply with the approved test / Last Tested / flara
*MEoxem Terany TlossiHo BinmosiAaTH IETREpAKEHOMY METOAY. OCTAHHLOTO aHANidy:
04 2024
Complies / Binnoginae
*Iron oxide / Must comply with the approved test/ Last Tested / Jlata
*Oxena 1anisa Tosmmio sinnoninath satsepmxeHoMy MeToxY. OCTAHHBODO BHANITY:
04 2024
*Average mass (Eur, Ph, 2.9.5.)/ 438 m,
= = 8
*Cepeann maca (Esp. . 2.9.5.) 408 mg - 450 mg/ 408 Mr— 450 ur 438 mr
Disintegration / Must comply with requirements of Eur. Ph. 2.9.1. 7 Complies /
Paanananng TTosunso sinnopigars suMoram Enp. @, 2.9.1. Blanosizae
** Dissolution / Must comply with the requirements of the USP. Complies / Biznosigac
** Pol4NHCHNR Not less than 80% (Q) of the stated ibuprofen Last Tested / Rava

content dissolves in 60 minutes./ TToouuuo
elanoninary suMoram USP, 3a 60xe He Memue

OCTAHHLOrD AHAIRY:

05 2024

80% (Q) »in Ja4paenoY kinbxocti B posaini Crnan,
*Microbiologlenl Examonation /
*Mixpobionoriana ynerora
Tofal viable count: 3aransna ximsxicts &urTesmATIIG
opraniania; Complics / Binnoginzc
Aerobic Bacteria / Acpofix Gaxrepili (TAMC) <10 CFU/g / <10° KyO/r Lust Tested / [lata
= OCTAHHROLY AHAMITY:
Yeasts and Molds / Jpiscxenix Ta mnjcenenine rpubin 5 N
(TYMC) <10°CFU/g /<10° KYO/Ir 06 2022
Escherichia coli Absent in 1g/ Bigcytrictba [ 1.
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Benckiser

Certification statement; / 3nnea npo ceprudixvaniio:

[ hereby certify that the above information is authentic and accurste., This baich of product has been manufectured, including packaging / labelling and quality
eontrol at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the specification in the
Registration Dossicr. The batch processing, packaging and analysis record were in compliance with GMP.

Llns X 3aceinyto, 100 Hanenena axme indapmuin € AocTosipnor Ta Touxow. Lo cepito mpomyxnil Syno supoGncro {BXAIOUADTH MAKYHIHNA / MAPKYEARHA) T2
11POSSAEHO XORTPOM: 1T sk0eTi stn Mriesmaosenilt iimeHMyi ¥ nooxili aianosimrocyi 3 musoramu GMP, neTanonnenuMit MiclieBAM PECYATOPHHN OpraioM, &
takox zignosiano Ao cocusdixadif, 1o sicTaTsea y peecTpatiinoMy nocte. Ilporoxens BHPOSHRLTES, MAKYBAHNA TA atanisis Gyio NeperysRyTo T8
acTaromnena aianorinsicts GMP.

Comments [KomerTapi:

* The test for Uniformity of Mass (PhEur 2.9.5.) is performed on tablet cores in accordance with specification number 55437, entitled Cores for fbuprofen tablets
200 mg. / Teer Onuopinnocti maca (PhEur 2.9.5.) suxonano ia ceptieaini mbnetxi y ninnoeinAoer] no cneuw dirauil Ne 55437,

* One batch manufrctured per year will be tested for compliance with these tests. f Tecr nposoantsca Bubiproso na ol is cepif, ane te pinwe onnuto pasy wa
pir.

** The first ten batches manufactured will be tested for compliance with this test followed by a minimum of one batch in every ten balches menufacturcd. / Tect
npoeeasHo e nepuix 10 cepink ana nigracproxerna sipnosignosti. TlotiM nposomuteex ra oanift ia 10 supodngrix cepilt,

'The basch size is indicated 13 cases quantity per manufectured batch. One case has 144 consumer packs.

Poamip cepil saaeaueno xx xinsxicTs xopoSia pupobnenol cepil, Oanit KopoS micTiTs 144 cnoMnsvs X yHAKAEDK,

Name and position/iltle of person authorizing the batch rclease / Signature / Illanne Date of signature /

TIpfsaiitue Ta nocaga/aBaund ocobit, sika sHaaIa 003RIA 1A Bitnyek cepll Jata ninnpcanuas
Etoctronicaly sipnad by: Martha

i . M %éb?& Mukange
‘Martha Mukange. QP / QA Technical Support Marsager. SIgnAtLe; S:ﬁ”ﬂ?ﬁi’%?f&.’ifb’mm”fi
Emall: Martha.Mukange@reckitt.com

i Efactronically algnod by: Andrw Sod0ar Etoctronlealy akmad by: Pl Knighl
Signature: Z:;ﬁ::::zmﬁ;u Signature: @ n«mmﬂﬁm pra b
Email: Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com
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JEPZKABHA. CJIVIKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMH ¥ KHIBCBHKIH OBJIACTI

TIpOB. Caitnuwnol Haail, 3, MKuis, 02099, en/daxc: (044) 363-06-50
E-mail; dis.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Ipo SIKicTh BBe3eHOro B YKpaiHy JikapckKoro 3acofy

18.10.2024 Ne 52444/24/10

HYPODEH®
{uafiMerypamis mixapesroro aacoGy arimio 3 peectpaniifinme nocsinaeHAM)
Tabnerky, rxpuTi obononkolo, no 200 mr; no & Tabnerok y Gnicrepi; no 1 Guicrepy B
KapTon#ift kxapobni
(popma proTyCKY, RO3yBaHN, 8HA NaKysayHs nixapeskoro 3acoby)

Howmep peectpaniiinoro noceinzens UA/6313/02/02 crpox nif peectpaniiinoro nociazenus 01,01,2099
Cepin nikapcsKoro 3aco6y Ne SG526 Kinexicts seesexoro mixapeskoro 3acoby 13824

Bupofaux Pexkirt Berxisep Xenckep lurepuennn Jimiren, Benuxa Bputanis
(saffmenynamix BspoGuyka AiKapcsKOTO 3acaby, Kpaiia MOXOmKEHHT)

Bsegeito 5 Yipaiiy Tosapucreo 3 ofmekenoo sifnosigansnicrio "Pexxirt Benrizep
Xaycxona Eunx Xeae Kep Yipaina", igenr, xon: 33696041

(Haﬁ:r.icnynmnu Ta xop 32 €/IPTIOY opymeanol ocobsr abo mpiassnue, in'a, mo Satekosi dismauoi
ocof - mignpreMuy, I Micye TIPOXKHBAHEA T4 pcecrpaml‘{mﬁ HoMep obnikoBoT KapTky MNATHItkA
nopatkin afo cepin Ta RoMep nacnapTa)

IIpotexos Bisyanenoro konTpoaw six 11.10.2024 N: 3116/2.

3a peiynsTaTaME  AepRABHOTO XOHIPOMI0 ECTANOBNGHO, IO JIKADCHKHI 3aci6 BBcicHo B Ykpainy 3
AOTPHMAHHAM BumMor 3axoHOARCTES oo 3abeaneqerma koot Jixapcexux 3acobie,

//é @A/ Bixrop CTE®KIBCHKHI

B " AN T {iniuinnn Ta npiammue)
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