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CropiHka 1/2
Product; BECLOFORTE ™ EVOHALER ™ aerosol, melered-dose inhaler (250 mcg/dose) 200 doses in cans Noj
Mpoaywr
poay BEKNO®OPT™ EBOXANEP™, agpoaoik gns iHransiuiA, gososanui, 250 mMKrfaosy, 200 4oa Nel y
BanoHax
Product Code: AXB970
Kog npopysry AX8970
Package Size / Type .~ 1inhaler/carton .
Poamlp / iR nakyRanua 1 GanoH B kapTouHili koposu]
Importing country Ukralna
Kpaiua-imnoptep Ykpaira
Marketing {ARTG) Authorlsation numbar UAM203/01/01
Homep peecrpaylitnoro noceiguents: UAM203/01/01
Manufacturing Authorisation number®: 2022 151 1_2
Homep niuensil Ha supoSinyTeo: : 2022 151_1_2
Manufacturer name, address: Glaxe Wellcome Production, Zone Industrielle Nez, 23, rue Lavoisler,

27000 Evreux, France

HaﬁmeHyaanun,mlcueauaxo,qmeunn BupoBumka :  [nakco Besninkom Mpopaxkiue, 304 IHaycTplens No2, 23, pio Jlaeyas'e,

27000 Espe, ®patuin

Batch Ne: FB8Y

Cepla Ne: FBSY

EXPIRY DATE

{KInuesit TepMin npupatHocTi); 1 2025

MANUFACTURING DATE (fama stpabHUYMmea): 27 11 2023

Sfrength of preparation/Efficlency:

Active Ingredient: beclomatasane diproplonate; one metered dose contains 250 micregrams beclometasone diprapionate,
Cuna gilf Axtusnlcre; .

Hiroua PeucanHa: Sekiomerasony gunponlonar; 1 Ao3a npenapary micThib GekNoMeTasony Aunponlorary 250 mur,

Regulatory Statemant:
3anBa npo cepruthikadio;

We hereby cerlify that the above information is authentic and accurate, This batch of product has been manufactured, Including
backaging/labelling and quality confrel at the above-mentioned recognized building(s) in full compliance with the GMP
requirements of the local Regulatory Authorily and the specifications In the Marketing Authorisation of the Importing country. The
balch procassing, packaging and analysis records were revlewed and found to ba in compllance with GMP and has baen released
by a Qualified Person

Lins mu nigTeepawyemo, 1o Haseqena lcpupmadia e cnpasstbolo | TouHow, Cepla npenapary Gyna skroToBneHa, BRICYAKNN
nakysahHA/MapkysaiA Ta KOHTRONb SIKOCTI, HA 3aaHadanlil BUlWE BupoBHLMIA Alnbhuyl B noBHIR signoslgHoct] go Bymor
HanexHol BUpoBHUMOT npakruky (GMP), ecranoBnenmx MIGLEBIM PErYNATONHUM BILOMGTEOM, a TakoK B NOBHIG slancelgHocT
Ao cneyuchikauli, nepesBaueHuy ¥ pesctpauliiHomy pncke kpaitu - ImnopTepa. BokymenTaula crocoBHo BipoSHU4ore npouecy,
nakysanys [ awanlay cepli Gyna nepesipena, | 6Yno BCTAHOBMEHD, 1O BoHA signoelgae sBuMoram HanesHot BUPOGHUYGT npaKTvkyY
(GMP}) 1 sossoneHa fa peaniaauil YriosHoBaMEHo0 0cobomw,

Batch slze In packs; 3 277

PoaMip cepiiByn: 3277

/gbc,a,u«//yg»/ /"f A0 1 %
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Cropitia 2/2
Product; BECLOFORTE ™ EVOHALER ™ gerosal, metered-dose Inhaler (250 mcgldese) 200
Npozyxr doses in cans Ne1
BEKIIODOPT™ EBOXANEP ™, aeposons Ans iHranauid, goaosaHui, 250 mkr/nozy, 200
no3 Nel y Banoxax
Product Code: AX6970 )
Kog npogyiay AXB970

Batch Ne: FESV
Cepia No: FB8V

Dascription Specification Results
HafimenyBaHBA norasnukie Cneundikauin
) PasynraTtn

APPEARANCE/ Onue Clear and colourless solution in an aluminium can fitted with valve Complies

MNpoaopuit Ta GeabapsHui poainl B Ganonsuky ia aniomisiesore Blanosigac

CRNaBY, 3aKPWUTWA KAENAHOM.
IDENTIFICATION OF BDP BY TLG/ The principal spet In the chromatogram of the sample has the same Complies
laetTuchlrayin Beknomeraaony R, colour and Intenslly as the spol due to aulentic beclometasone Bignopeipae
Bunponioxaty, TWX diproplonate / OcHaBHa ntaMa Ha Xpomarorpatst 3paaka mae Takuhk

we Rf, worip Ta intepeusHicrb, A% | nnama Ha XpoMararpami

cranaapry Gexnomerasohy funponioHaTy,
IDENTIFICATION OF BDP BY HPLG/ The principal peak In the chromatcgram of the sample corresponds Complles
IaeHTUgIkaLin Beknomerasony lo the peak due to authentic beclometasone dipropionate / Blgnoeigae

Annparlonary, BEPX

FonosHUA nik Ha xpomavorpaml apasza cnignagae a nikoMm Ha
XPOMATOrpami cTaHAapTy GEXNOMETassHy funponicHary

METERED DOSE/Mipra gosa

225- 275 meg / 225 — 275 Myr

245 mcg / 245 mur

UNIFORMITY OF DELIVERED
DOSE/Qgsoplanicrs goay, o
AOCTABNAETLEA

FINE PARTICLE DOSE BY ACI/ Cepegnn
$43Ca TOHKOAMCNBPCHIX BHAIOYEHL
MBTOA0M KackafiHoro IMnakrapa

The preparalion camplies with the test If 18 out of 20 resulls lie
between 75% and 125% of the average value and all liz between
65% and 135%. If 3.6 values lie oulside the range of 75% to
125%, repeat the lest for 20 more contalners. NMT 6 of the B0
values lle outside the range 75% to 125% and no value lies
oulside the range 65% ta 135% / Mpenapar signosinac BUMOras,
AKWo peaynkraTti gnA 183 20 TecTaaaHux Danonis aHaxogATeCR
B Mekax 75%-125% Bin cepepsboro sHaveHws afio acl
PEEYNbTATH 3HAXOAATHCA B Mexax 65%-135%,

flayo anavenun AnA 3, 4, 5 afo 6 Ganowis IHAXOAATLCA 33
Mexamu 75%-125%, nposoasth BUNPoBYBaHHA Le Ha 20
Ganotay, Mpenapar npoxoguTs BUNPOGOBYBAHHA, AL KE > 6 3
60 Ganonis 3HaxoAATLCR Sa mewamu 75%-125% | pigcytHl
PeaynbTary, e SHaXohATECH 33 Meltamy 65%-135%.

Complies
Binstosinae

240 meg /2 40 mir

57 meg / 57 MRr

LEAK RATE! TepmeTiuHlcTs

Complies with the requirerents of the USF / Bigroslaae
Bumoram .CUIA

Complies
Bignoslnae

Signature (Hinnuc)é

Date of signature (Jara niammcy) DD MM YYYY A2/ 03 /1o 24

Name, Surname (Qualified Persan}

IM's, Mpiaeuie (YnosHoeaxeana ocoba)

CLEMENT GOELFF




