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Product:
lMponyir

BECLOFORTE ™ EVOHALER ™ aerosol, metered-dose inhaler {250 meg/dose) 200 doses in cans Nei

BEKNOOOPT™ EBOXANERT™, aepoaonTb ANIA IHranswi, scsosanuii, 250 mKrfa0ay, 200 aoa Wel y

GanoHax
Product Code:
oz npogykry
Package Size / Type
Poamlp f Tvn nakysanua
Importing country
Kpaita-Imnoprep
Marketing (ARTG) Authorlsation numbar
Homep peectpaliiitors noceigyents:
Manufacturing Authorisation number®:
Homep niuensit Ha supoBhnyTeo:
Manufacturer name, address:

HaiiveHynanns,mlcUesHaxomretHs BUpOGHYUKA ;

Batch Ne: FBBY

Ceplna Ne: FESY
EXPIRY DATE (KInueauit vepmln npuaarHocTi);
MANUFACTURING DATE (fama supobHumea):

Strength of preparation/Efficlancy:

AXBIT0

AXE970

1 inhaler/carton .

1 BanoH & kapToHHil kopoby]

Ukrafne

Yepaina

UA/M203/01/01

UAM203/01/01

2022 161_1_2

2022 _151_1_2

Glaxo Wellcome Produclion, Zone Industrielle NeZ, 23, rue Lavoisler,
27000 Evreux, France

Fnaxco Bennkom MNpopakiu, 3o IHpycTpiens Ne2, 23, pio JlaByas’e,
27000 Espe, ®paHuia

11 2025
27112023

Active Ingredient: beclomatasone dipropionate; one metered dose contains 250 micrograms beclomatasone diprapionate.

Cuna aiif AxrusnicTi;

Hlioua peunsuua:_ﬁemomaraaouﬁ AunporlonaT; 1 Ao3a npenapary MicTUTL BeknoMetazony Aunponlotary 250 myr,

Regulatory Statemant:
Banea npo ceprutikayio;

We hereby cerify that the above Information Is authentic and accurate, This batch of product has been manufactured, including
packagingilabelling and quality control at the above-mentioned recognized building(s) in full compliance with the GMP
requirements of the local Regulatory Authorily and the specifications In the Markefing Authorisation of the Importing country. The
bateh processing, packaging and analysis records were reviewed and found to be in complliance with GMP and has baan raleased

by a Qualified Persen

Linm mu nigreepamyemo, o Hasegena inpopmania e cnpasmHbolo | TodHOD, Cepls npenapary Gyna euroToBNEHa, BRIKGYAKYN
nakysatHA/MapkyeatiA Ta KONTRONb SKOCTI, Ha 3aaHadeHif BAWRE sMpoBHUYIA Alnbluyl B noBHIG elgnoslgHoct] go Bymor
HanexHol BrpoBHUMST npakruxi (GMP), ecraHoBRenmx MIGLIEBHM PBryNATORHUM BIZOMGTEOM, a TakoX B nonHIG slancelgHocT
Ao cnevudikaulii, nepenGauenny ¥ pescrpauliiHomy aAocke kpatiy - IMnoprepa, BoxymenTauln crocosHo eipobHu4ero npouecy,
nawkysaHtin | aHanlay cepll 6yna nepesipena, | Byno BCTaHoENEHO, WO BEOHA slgnosizae sumaram Hanewsor BMpoBHUYGT npaKTvkyY
(GMP) 1 posronera o peanliauif YrosHosameHowo ocaboo,

Batch size in packs: 3 277
Poamip cepliByn: 3277
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Product: BECLOFORTE ™ EVOHALER ™ aerosol, metered-dose Inhaler (250 mecgidose) 200
Npopyxr doses in cans Ne1
BEEKNODOPT ™ EBOXANEP™, aeposons ANA IHransaLii, goaosaHuii, 250 Mkrfaoay, 200
o3 Nel y Ganokax
Product Code: AXBO70
Kop npogyxry AX6970

Batch No: FBBV
Cepia Ne: FBSV

Dascription Specification Results
HaiiMeHynakHA noxasHukle Cneuudikauin
Peaynwraty

APPEARANGE/ Cnuc Clear and colourless selution In an aluminium can filted with valve / Complies

Mpoacpuit Ta GeabapsHull posunk & Banoxyuky iz anominiesoro Blanoeigae

Cnnaesy, 3aKpuTA KNanaHoM.
IDENTIFICATION QF BDP BY TLC! The principal spot In the chromatogram of the sample has the same Complies
laeuTudbluauin Beknomerasoty R, colour and Intenslty as the spot due {o authentic beclometasone Bignosipae
AunponioxaTty, TILX dipropionate / OcHaeHa nisma Ha XpoMarorpanl apaaka Mae Takuii

we Rf, onip Ta intepcusHiors, Ak | nnama Ha XpoMatarpami

cranaapry GexnomerasoHy gunponioHaty.
IDENTIFICATION OF BDP BY HPLG/ The principal peak In the chromategram of the sample coiresponds Complles
IaeHTHikawn BekromeradoHy lo the peak due to authentic beclometasone diproplonate / Blrnosigae

Akxnponloxary, BEPX

Fonoskuid nlk Ha xpomatorpami apaska cnisnapae a nikoM Ha
Xpomarorpami TaHgapTy GeknomeraaoHy AunponicHaty

METERED DOSE/MipHa 038 225- 275 mcg f 225 — 275 Mkr 245 meg /245 mpr
UNIFORMITY OF DELIVERED The preparalion complies with the test If 18 out of 20 resulls lie Complies
DOSE/QaHoplaticTs goay, wo belween 75% and 125% of the average value and all lle between Bianosigae

AOCTABNSETLCA

FINE PARTICLE DOSE BY ACI/ Cepegnn
#3Ca TOHKO/JUCRBPCHIK BYAKYEHS
METOROM Kackap\Horo IMnakTopa

65% and 135%. If 3-6 values lie oulside the range of 75% to
125%, repeal the test for 20 more contalners. NMT 6 of the B0
values lla outside the range 75% to 125% and no value lies
outside the range 65% to 135% f lMpenapar signosigae BitMoram,
AKUo peaynkrati gna 18 3 20 TecTaRaHuy Danolis aHaxoaaTees
B Meax 75%-125% BiN cepefHbOTO 2HaueHws afio &l
PesyNbTaTH 3HaXoAATLCA B Mexax 65%-135%,

fluyo aHaveHHA Ans 3, 4, 5 abo 6 GancHls 3HAXOAATLCH 33
Menamn 75%-125%, nposogATe BUnpobysannn LWe Ha 20
GanoHay, Mpenapay npoxoauTs BUNPOGOBRYBAHHA, ANLO ke > 6 3
60 Ganoxls anaxopATbcst 33 mewamu 75%-125% | sigoyTHl
Pe3yNbTarTH, W0 3HAXOAATECH 33 Melamy 65%-135%.

240 meg /= 40 mxr

57 meg / 57 Mir

LEAK RATE! TepMeTitiHicTs

Complies with the raquirements of ihe USF / Bigrioplaae
BunMoram ¢.CIUA

Complies
Bignoslnas

Signature (Hinnuc)é

Date of signature (Qava nigrvey) DD MM YYYY AL/ 03 /a2

Name, Surname (Qualified Persan)

IM'st, Mplaeuwe (YnosHoeameans ocoba)

CLEMENT GOELFF
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HEPIKABHA CIIVKBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIA OBJIACTI

npog. Ceitnuanoi Hagii, 3, m.Kuis, 02099, Ten/paxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €JIPIIOV 37078774

BUCHOBOK
Upo AKICTH BBe3EHOro B YKpainy JiKapesKoro 3acoby

30.04.2024 : Ne 20895/24/10

BEKJIOMOOPT™ EBOXAJEP™
(naiinenypanng nikapcskoro 3aco0y 2rinHo 3 peccTpaniiinm DOCBiMYEHHAM)
4epo30JH ISt IHransuii, nozoeannii, 250 MKI/[to3y; 1 6aJIOH 3 103YI0HM KNATAHOM Ha 200
A03 y Kopobui 3 KapToHy

{diopma sunycky, nozysanus, g NaKyBAHHS JliKAPCLKOrO 32c06y)

Hontep peectpaniinoro mocsinuerms UA/1203/01/01 ¢rpok Ail peectpaniiinoro moceinuenns 01.01.2099
Cepix nixapcekoro saco6y Ne FB8V Kimskicts BBesenoro mikapepxoro sacoby 3277

Bupo6umx I'naxco Bemnxom Ipopaxmm, Dpaumis
(naiiMeHyBaHHA BHPOGHIKA Jixaperkoro sacofy, kpaina TIOXOIKEHHA)

Bee3eno B Vipainy Torapucreo 3 6OMexeH 010 BifnoRinanbHicTio "Iiaxco Cyitinsiita
PapmackioTikane Vxpaina", izenr. xon: 35619519

(Haifvenysanns Ta oy 3a €OPTIOY lopunuinol ocoby abo npiseume, in's, 0o baTEKOB dizruuoy
0cob6H - mignpremus, i Micie TIpOXKHBAHKHA Ta peecTpauifiukil HoMep o6mikenol KapTKH THIATHHKA
Toxatkis a6o cepin Ta Homep nMaciopra)

IpoToxoa Bis.yanbuoro xKoHTpomo eig 29.04.2024 N 1132/11.

3a pesympraTaMH jepxaBHOro KOHTPO/IO RBCTAHOBNEHO, W10 JHKapchkuH 3aci6 BBe3eHo B Vxpainy 3
AOTPUMAHHSM BuMOT 3aKOHONABCTEA IO 320e3neuen s AkocTi Mikapekkix sacobis.
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