JEPXJIKCIIYKBA
NEPKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIN OBJIACTI

npocrekt Banepis Jlo6aHocbkoro, 51, m. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
Npo SIKICTh BBE3€HOI'0 B YKpaiHy JIKapCbKOro 3acol0y

29.07.2022 Ne 29309/22/10

BEKJIO®OPT™ EBOXAJIEP™

(HafiMeHyBaHHS TIKAPCHKOTO 3aco0y 3riJHO 3 peecTpaLliiiHiIM NOCBITICHHAM)
aepo30J1b AJIs1 iHraasinii, no3oBanui, 250 mxr/no3y; 1 6an0u 3 go3y0uum Kiananom na 200
103 Y KOpoOLi 3 KapTOHY

(bopma BUNYCKY, N03yBaHHS, BI/L AKyBAHHS JiKapCHKOro 3ac00y)
Howmep peecrpaniitroro moceiauenns UA/1203/01/01 crpox nii peecrpaniitroro noceinuenns 01.01.2099
Cepis nikapebkoro zacoby Ne XJO6H Kinskicth BBe3enoro pikaperkoro 3acody 9115

Bupo6uuk I'maxkco Bemnkowm Ilponakinn, @panitis

(HaliMeHyBaHHS BUPOOHUKA JiKapchKOro 3acoly, KpaiHa MOXOUKEHH)

Baeseno B Yipainy ToapucrBo 3 06MexeHor0 BianosigaapHicTIo "I'1akcoCmiTKnsiin
DapmacbloTiKajAc YKpaiHa'', inenr. koa: 35619519

(naiimenysanns Ta Ko/ 3a €IPIIOY ropuamunoi ocobu abo npizsuiie, iM's, 110 6aTbKOBI
(isuunoi ocobu - nianpuemus, i Micle MPOXKUBAHHS Ta peecTpauiiinuii Homep 06niKoBoT
KapTKH IUTaTHUKA MOATKIB a0 cepis Ta HOMep macropra)

TIpoToxon BisyaasHoro xonTpomo Bix 27.07.2022 Ne 1820/2.

3a pesysnbraraMy JICPKABHOTO KOHTPOJKO BCTAHOBIEHO, INO Jikapchkudl 3aci6 BseseHo B Ykpainy 3

JAOTPHUMAHHSM BUMOT 3aKOHOJABCTBA 10O 3a0e3MeYeHHS AKOCTI MKapChKUX 3ac00iB.

{migrmic) (ivinianms Ta npisswmne}

3ybapesa H. B.




Issued by:

Glaxo Wellcome Production
23 rue Lavoisier BP 118
27091 EVREUX CEDEX 9
France
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Certificate of Quality
CEPTU®DIKAT AKOCTI

Certificate Date/ [lata ceprucikary Cettificate Number

Homep ceprudixary
30-JUN-2022
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Cropirka 1/2
Product: BECLOFORTE ™ EVOHALER ™ aerosol, metered-dose inhaler (250 mcg/dose) 200 doses in 6ans Nei
Mponyxr :
BEKIIOGOPT™ EBOXAJIEP ™, aeposornb Ans iHranauii, gososannii, 250 mirffosy, 200 goa Nety
BanoHax
Product Code: AXB970
Kop npopyxry AXB970
Package Size/ Type 1 inhaler/carton
Poamip / Tun nakysaHHs 1.6anoH B KAPTOHHIN KOPODLL
Importing country Ukraine
Kpaina-imnoprep Ykpaina
Marketing (ARTG) Authorisation number UAI1203/01101
Homep peecTpauifiHoro noceiguenHs: UA/1203/01/01
Manufacturing Authorisation number®: 2021.080.1:2
Homep nitenzii Ha BMpoBGHULTBO: 2021080 1 2
Manufacturer name, address: Glaxo Wellcome Production, Zone Industrielle Ne2, 23, rue Lavoisier,

27000 Evreux, France
HalimeHyBanHs, MicLiesHaxopkeHHs BUpoBHyka ;- [ nakco Bennkom [ponakiud, 3oH lnpyerpiens Ne2, 23, pio Jlasyas's,
27000 Espe, PpaHuis
Bateh Ne: XJ6H
Cepist Ne: XJ6H
EXPIRY DATE (Kinuesuit Tepmin npuaatHocri): 03 2024
MANUFACTURING DATE (Hama seupobuuumea): 29032022

Strength of preparation/Efficiency:

Active Ingredient: beclometasone diproplonate; one metered dose containg 250 micrograms beclometasone dipropionate.
Cuna gitl AktraHiCTE:

Liioua peuosnra: GeknomeTadoHy aunponionar; 1 fosa npenapaty MicTiTs GeKNoMeTasoHy JUnponicHary 250 mkr.

Regulatory Statement:
3asga npo ceprudikatiro:

We hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality control at the above-mentioned recognized building(s) ‘in full: compliance with the GMP
requirements of the local Regulatory Authority and the specifications in the Marketing Authorisation of the importing country. The
batch processing, packaging and analysis records were reviewed and found to be in-compliance with GMP and has been released
by a Qualified Person

Livsi M niaTBEPAKYEMO, Lo HaBedeHa iHdopMaLlia & cripaekHEoI0 | TouHO. Cepis npenapary Byna BUroToRrneHa; BRNOYAI0UM
NakyBAHHA/MAPKYBaHHA T KOHTPONL SIKOCTI, ‘Ha 3asHAUeHil BULLE BUPOBHWYIN AinbHUUL B MOBHIA. BiANOBIAHOCT 4o BUAMOT
HanexHo! BupoBHu4ol npakruky (GMP), BcTaHoBneHUX MICLEBUM PETyIIATOPHUM BIAOMCTBOM, 8 TAKOX B NOBHIN BIgNOBIGHOCTI
40 crieundikauiin, nepesbadeHux y peecrpauliiHomy focke kpalny - iMnopTepa. [okymeHTalis crocosHo BUpoBHUYOIO NpoLecy,
nakyeaHHaA i aHanisy cepli Byna nepesipeHa, | 6yno BCTAHORNEHO, L0 BOHA BiANOBIAaE BUMOram HanexHo! BUpoBHUYOT NpaKTky
(GMP) i go3sonena [0 peanizatlii YnosHOBaXeHOI0 06060I0,

Batch size in packs: 91156

Poamip cepiisyn: 9115
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Certificate Number
Homep ceprudikaty
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Cropitka 2/2

Product: BECLOFORTE ™ EVOHALER ™ aerosol, metered-dose inhaler (250 meg/dose) 200
Mpoaykr doses in-cans Net
BEKJTOGOPT™ EBOXANEP ™, aeposons Ans iHrarsilin, gosoeanun, 250 mrr/noay, 200
no3 Nely BanoHax
Product Code: AX6970
Kog npopyxry AX6970
Batch Ne: XJ6H

Cepis No: XJ6H

Description Specification Results
HalimeHyBaHHA noKasnnkia Crieumthikauin
Peaynkraru

APPEARANCE/ Onuc Clear and colourless solution in analuminium can fitted with valve / Complies

Mposopuii Ta BeabapsHuil poaund B BanoHumky iz aniomiHiesoro Bignosigae

CIIaBY; 3aKpUTiA KnanaHoM.
IDENTIFICATION OF BDP BY TLC/ The principalspotin the chromatogram-of the sample has the same Complies
lnexTudikadis GeknomerasoHy R, colour and intensity as the-spot due to authentic beclometasone Bignosigae
aunponionaty, TIUX dipropionate / OcHoBHa nnsma Ha xpomarorpami apaska mae Takii

we Rf, konip Tta iHTepcusHicTe, Ak [ nnama Ha Xpomarorpami

cTangapty GeknomMeTasony AMNPonioRaTy.
IDENTIFICATION OF BDP BY HPLC/ The principal peak in the chromatogram of the sample corresponds Complies
lpenTudikauin Geknomerasody to the peak due  to authentic. beclometasone dipropionate / Bigrosinae
Aunponionary, BEPX [onoBHWIA Tk Ha xpowmarorpami spaska chisnafgae 3 nikom Ha

Xpomarorpami crangapTy BeknoMeTasory gunporioHary
METERED DOSE/MipHa jo3a 225- 275 micg / 225 — 275 wmkr 246 mcg./ 246 mr
UNIFORMITY OF DELIVERED The preparation complies with the test if 18 out of 20 results lie Complies
DOSE/OgHopifHICcTs AD3W, 1O between 75% and 125% of the average value and all lie between Bignosigae
BOCTABNAETCH 65% and 135%. If 3-6 values lie outside the range of 75% to

125%, repeat the test for 20 more containers. NMT 6 of the 60

values lie outside the range 75% to 125% and no value lies

outside the range 65% to 135% / Npenapar BignoBigae sumoram,

AKLLO pesynbTaTh Ans 18 3 20°TecToraHinx GanoHiB 3HaXOAATHCH

B mewax 75%-125% i cepeaHboro 3HavueHHWs abo B

pEsYNLTATY 3HAXORATLCA B Mewax:-65%-135%.

Hrwo aHaveHus ana 3, 4, 5 abo 6 GanoHis 3HAXOANTLCH 38

mexamu 75%-125%, npoBofsts BunpobysBanHs e Ha 20

Ganonax. MNpenapar npoxoAnTe BunpoboByBaHH#A, sKllo HE > 6 3

60 Ganoxis 3naxofsTeca 33 Mexamu 75%<125% 1 migcyrHi

peayNLTATH, L0 3HaxoasTeea 3a meskamy 65%-135%.
FINE PARTICLE DOSE BY ACl Cepepghn 240 meg /=40 mkr 57 mcg/ 57 mkr
Maca TOHKOAUCNEPCHUX BIIIOYEHb
METOAOM KackagHoro iMnakropa
LEAK RATE/ TepmeTniHicTe Complies with the requirements of the USP / Bignosigae Complies

sumoram ©.CLUIA Bignosigae

Signature (IMignvc)

Date of signature (Oata nignuey) DD MM YYYY

Name, Surname (Qualified Person)

Ao lob/detl.

Im's, Mpissnute (YnosHosaxewa ocoba)

CELIA PUGINIER
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