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Issued by:

Glaxo Wellcome Production
ZI N°2, 23 Rue Lavoisier
F-27091 EVREUX
FRANCE

Tel +33(0) 232235500 Fax: +33(0) 232235529

Certificate of Quality
CEPTH®MIKAT AKOCTI
Certificate Date/ lara ceprudizary Certificate Number
Howmep cepradikary
24-5EP-2024 3001698101
Page 174
Cropinxal/4
Product: VENTOLIN™EVOHALER™ acrosol, metered-dose inhaler 100 meg/dose 200 doses in cans Noi
Ipoaysr BEHTOIIIH™ EBOXAJIEP™, acpozoab ans inranauiil, sozosanui, 100 Mrr/nosy no 200 mo3 v
fanonax Nel
Product Code: 60000000002654
Koa snipoaysry 60C00000002654
Package Size / Type I can/carlon
Posmip / Tui naKysanns 1 GaA0H B KapTOHHIH kopoDLL
Importing country Ukraine
Kpaina-innoprep Ykpaina
Marlketing {ARTG) Authorisation number UA/2563/01/01
Hamep peecTpauiifHoro noceifteHus: UA/2363/01/01
Manufacturing Authorisation number®: 2022 _151_1_2
Homep aiuensil Ha BHpoSHUNTEO: 2022_151_1_2
Manufacturer name, address: Glaxo Wellcome Production, Zone Indusirietle N2, 23, rue Lavoisier,
27000 Evreux, France
Hailmenypannn,MiCUEsRAX0 IKEHHA BHPOSHUIA ! I'nakco Bennxou [Tponaws, 308 Tunycerpieas Ne2, 23, pro Jlasvas’e,

27000 Eppe, Mpanuia
Batch No: RVEK
Cepin Ne: RVSK
EXPIRY DATE (Kinuesnii Tepyiu upnaarnocri): 05 2026
MANUFACTURING DATE (Jama supobunyman): 03 05 2024

Strength of preparation/Efficiency:

Active drug substance; salbutamol; one dose contains 100 meg of salbulamol {as salbutamol sulfate).

Cuaa ail AxTHaUiCTE:

2l10Ma peuoBiHa; caibGyTaMen; | no3a mictiTs cansbyravony 100 sxr (v dopsi cansdyrasiony cyandary).

Regulatory Statement:
ansa wpo ceprudivanin:

We hercby certify that the zbove information is authentic and accurate, This batch of product has been manufactured, including
packaging/labelling and quality contro] at the above-mentioned recogaized building(s) in fult 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 recerds were reviewed and found to be in compliance with GMP and has been refeased by a Qualified Person

Llssss M3 niaTBEEpDYEMO, MO HaBeASHA iHdopyaLin € cnpaeHboto | Tousoio. Cepia npenapaty Gyna eHrOTOBICHA, BKNIOULOUH
NAKYSEHHA/MAPKYBAHHA TA KOHTPO:L AKOCTI, HA 3a3WadeHil sxuze BUPOOHHUIN AinpHuNi B OBHIH BiANOBIANOCTI A0 BHMOr HanemxHol
supoSundol npaxtrky {(GMP), BCTAHOBACHWX MICUCBHM PErYHSTOPHUM BINOMSTBOM, 8 TAKGHK B 1OBHIE BIANOBIAHOCTI A0 cneundikallis,
nepeafadcHUX y peecTpaiiiHoMy AOCKE KpaiHH - iMTopTepa. JoKyMeHTalis CTOCOBHG BUPSGHHHOTC NPoLECy, NAKYBalHA | ananizy capil
Gyna nepesipens, i §ya0 BCTRHOBIGHO, O BOHA BiANOBinac Buvoram Hanexxuol aupofuuuoi npaxruki {GMP) i a03r0AcHza A0 peanizawii
YnosHoswae oo 0cod0i0,

Batch size in packs: 39 §99

Po3wip cepiv s yn: 59 899

by an. 54097

7 A B




Issued by:
Glaxo Wellcome Production

ZI N°2, 23 Rue Lavoisier

Certificate of Quality
E*RZXS%TEEVREUX CEPTUGIKAT AKOCTI
Certificate Date/ lava coprudrixary Certificate Nun}bcr
Tel: + 33(C) 232235500 Fax: +33(0) Hoxep ceprutpixaty
232235529 24-SEP-2024 3001698101
Page 2/4
Cropina2/it
Produets— — ———— — VENTOEIN=EVOHALERP aerosol, metered=duseinhader 106-megfdose 200 desesin——
Tpaayrr cans Nel

BEHTOIIH™ EBOXANEP™  aeposons ans inranswiii, nozopauni, 100 Mrr/nozy,

o 200 Hos y Ganoxax Nel
Product Code: 60000000002654
Koa npoaykry 6000000002654

Batch Ne: RVEK
Cepin No: RV6K

Description Specification Resulits

Haltmenysannn Cneundiauin PesvaLTar
Metal can with concave base fitted with a metering valve Complies

DESCRIPTION Meranessii Gaios 3 BIrgYTOI0 OCHOBOIY, OCHAILEKNH
JO3YIOUHM KNATaHOM Bianosinae

Onne

IDENTIFICATION BY IR The spectrum of the sample is concordant with the spectrum Complies
produced from authentic Salbutamo! Sulphate

[meRTHHKALIT METOI0M CriesTp 3pazka CHIBMANAE 31 CNEKTPOM, BUKITHKAHHM

[H-criekTpoexomil CTaHIAPTHHM caibbytamoina cyiedatom. Bignosinac

IDENTIFICATION BY HPLC The principal retained peak in the HPLC chromatogram of the | Complies
sample corresponds fo the peak due fo authentic Salbutamo!
OcHoBHHIE YTpUMyBaHWH K Ha xpomarorpami BEPX apazka

Inentudixauis smerogom BEPX CHIBNAZAE 3 MIKOM HA XPOMATOTRAMI CTAHASDTHOTO Bianosinac
canedyraMony

CONTENT OF SALBUTAMOL PER

ACTUATION DELIVERED THROUGH THE

ACTUATOR, COMBINED

BEGINNING AND END OF USE (min 10

canisters)/ Batict cansfyramomsy wa gosy, uo

JIOCTABAACTRECA YEPES POAITHNIOBAY, CYMAPIIO L&

MIOMATKY T2 B KiHUI BEKOPACTAKHS (MiH. 10

QaTOHYHKIB):

MEAN SALBUTAMOGL CONTENT PER 76 — 104 meg (85-115% of ex-actuater target of 90 meg) 88 meg

ACTUATION 88 st

Cepenuiif BMicT cans0yTamona na 103y

76 — 104 wixr (85-115% neobxianol mozu 90 wikr)
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Glaxe Welicome Production
ZI N°2, 23 Rue Lavoisier
F-27091 EVREUX
FRANCE

Tel: + 33(0) 232238500 Fax: +33(0) 232235529

Product:
Hpoaywr

Certificate of Quality

CEFTHOIKAT AKOCT]

Certificate Date/ fara ceprudikary Certificate Number
Hoxep ceptudivary

24-SEP-2024 3001698101

Page 3/4
Cropikkad/d

VENTOLIN™EVOHALER™ aerogol, metered-dose inhaler 100 meg/dose 200 Doses
in cans Nel

BEHTOJIIH™ EBOXANEP™, aeposons aas inransuiit, gesoranuii, 100 Mer/nosy, mo 200 no3
y Oanonax Nel

Product Code: 60000000002654
Kon npeayery 60000000002654
Batch Ne: RVOK
Cepist No: RV6K
CONTENT UNIFORMITY The requirements are met if the content of Salbutamol per Complics

OnuopiauicTs BMicTy

actuation from not less than 18 of the 20 resuits are within
+25% of the mean and no result is outside the range £35%
of the mean. If 3 or 4 of the results are outside £25% of the
mean and/or not mere than 1 of the 20 results is outside
+35% of the mean, test an additional 10 canisters.

The requirements arc met if not less than 36 of the 40
results are within £25% of the mean, not more than 1 of the
40 results is outside £35% of the mean and no results are
cutside £350% of the mean

BumMory sukoryioTeen, MKNO BMICT cannOyTamoay Ha A03Y He
senine uik v I8 i3 20 pesynprartia 3HANOAWTLCA B Menwx #25% Bianoseigac
BLR CEPLAHHOTO, TA Hi OAHH PE3YALTAT HE BHXOAMTL 33 Meki £35%
sij cepeHsore. ko 3 ado 4 pesyABTATH BHXOAATE 32 MEsI
+25% Bij cepelaHb0oro Ta qe Ginploe 1 i3 20 pe3yasTaTie BUXOAUTE
3@ Mexi £35%, TO NpoBeAAT: ACNATKOBE BrnpolyBaHus Ha 10
JaloHYHKaX.

BuMOru suxosyoThes, Ao 16 < 36 i3 40 peaynvratic
3HAXOAATBCH B Merax £235% i cepentsoro, He > 1 i3 40
PE3YALTATIB BUXOANTS 38 MEKI £335% Bia cepeHboro Ta Hi 0any
PE3VALTAT U BHXOIMTL 3& mend £30% pin cepemiLoro.




lssued by:

Glaxo Wellcome Production
ZI N°2, 23 Rue Lavoisier
F-27091 EVREUX
FRANCE

Tel: + 33(0) 232235500 Fax: +33(0) 232235528

Certificate of Quality .
CEPTHDIKAT AKOCTI 1
Certificate Date/ Bara ceprindixary Certificate Number
Homep cepTudirary I
|
24-SEP-2024 3001698101
Page 44
Cropinxatfd !
}
Product: VENTOLIN®EVOHALER™ aerosol, metered-dose inhaler 100 meg/dose 200 Doses in

Dpoayeer cans Nel
BEHTOJIN™ EBOXAIJER™, ACPO30NE sl IHrandif, aozosauml, 100 mer/1eay, M0 200 a3
y Gamonax Nol

Product Code: 60000000002634

Koa npoaykry 60000000002654

Batch Ne: RV6EK

Cepia Ne:  RVGK

MEAN FINE PARTICLE MASS BY CASCADE Not less than 30 meg 30 mep
IMPACTION (sum of stages 2 to 6) min 3 canisters,
Cepeans Maca TOHKOAHCIIEPCHIX BKTIOUCHE METOUOM 50 MEr
KACKALHOTO IMNaKrTapa (CyMa cTymeis 2-6) He menu aix 30 mxr
(seinistvs 3 Suslomyura)
LEAK RATE Complies with the requirements of the tJSP Cermplies
TepMETHYHICTS Bianosinae sumoranm @©.CIIIA Bianosinac
PARTICULATE MATTER ! Complies with the requirements of the British

Pharmacopoeia (1993). Not more than 50 particies with size | Not Performed
Mexariuni semovents ! maove than 100 pn for 50 spraying

Binrosinae sumoran Bput..(1993). He Ginsue 50 wactor | ne PORGIIIBCH
posnipost Ginsure 100 mrM ua 50 posrmnet

Number of doses in one inhaler 2 Not less than 200 Complies
Hueno A63 B 0aHOMY iHTATATOR 7 He sexzze 200 Biznosigac
1y P

¥ Particulate matter: Performed for 1 from 5 batchest MexaHiuHi BKITKYERHS: Mpoacavtees AnA 1 3 5 cepiit.
2 Number of doses in one inhaler: Performed as a parnt of control of content uniformity\Yucno Ao 8 oaHoMy iKransTopi;
BHKOHYETHOH AK HACTUHA KOHTPOSIK O4HOPIAHOCTI BMICTY

Signature ( [iznuc } Name, Surname (Qualified Person)
Date of signature (Jlara nigmecy) DD MM YYYY Iv's, Tlpissume (Yoosnosaxena ocota)

1 . JULIEN CHAROLLAIS
wjos | vt

el




£

AEPHKABHA CJIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA Y KHIBCBHKIH OBJACTI

npos. Ceitnunoi Hanii, 3, m.Kuis, 02099, ren/haxc: (044) 576-40-41
E-mail; dls.ko@dls.gov.ua, Ko €HAPTIOV 37078774

BHCHOBOK
Npo SAKICTH BBE3¢HOr0 B YKpainy nikapcsroro 3acofy

29.11.2024 Ne 61318/24/10

BEHTOJIH™ EBOXAJIEPT™
(nadmeryBanns NEapchroTo 3acoby 3riAn0 3 peEcTPAINHHHM NOCRIMEHHAM)
AEPO30IE An9 iHraxauii, nososannii, 100 mxr/mosy; mo 200 noz y Ganoni; no 1 Ganouy
KapTonHiil Kopobmi
(hopma suMycry, NO3YBANHA, BUJ IARYBAHIA JHKAPCLEOTO 30c06Y)

Houmep peectpauiiinoro noceipuenns UA/2563/01/0] erpox i peectpamitnoro mocsiawenns 01.01.2099
Cepit mixapenkoro sacoby Ne RVEK Kinnkicts BReaenoro mixapcukoro 3acofy 59899

BupoBinsk Tiaxco Bennkom pomaxnm, Gpaniis
(rafiMerynanlin BHpoGHAKA MKAPCHKOrD 3ac0fy, KPAIAA NOXOIUKSHHR)

Bzeseno B Yxpaiay Topapucrso 3 06MeKenoI0 BignosinansuicTo "T'naxcoCpiT i

DapmackloTikaie Yipaina", inenr. kox: 35619519

{maitMenyBari ra Koy 3a CAPIIOY 1opusntnol ocelin afio npissue, 1M'7, Ao HaTLKOBL (MIICIHON
ocolH - manpIcsd, T Miclle TPOKHBAHHA Ta peceTpamitinii Romep ofmKoBOL KAPTRI MAATHIEKA
nonaTkiz abo cepist Ta Honep nacHopTa)

Mpor oo sisyaanuore komiposio oig 25.11.2024 Ne 3684/3,

3a  pelyNBTATAMH JIEMKABHOrO KOHTPOMIO BCTAHOBJIEHO, MO JIKAPCHKHE 3aci6  BBezeno B YepamHy 3
DOTPHMAHHNM suMOr 3aKOHCHABCTBA IoK0 3abeaneueHHs AKOCT1 MKapesKHX 3acobis

f "4
.g”“r‘”%" . 3
v £, g

—

Ba. n 'Immra cnws\é'n{' \ %‘ Onura CPROMEHKO

v
mnrpmm) (manug) (MBI T2 1. e )




Issued by:

Glaxo Wellcome Production
ZIN°2, 23 Rue Lavoisier
F-27091 EVREUX
FRANCE

Tel +33(0) 232235500 Fax: +33(0) 232235529

W‘tiﬁcat{: of Quality
CEPTH®IKAT AKOCTI )
Certificate Date/ flata ceprihikary Certificate Number
Homep cepridixaty
09-AUG-.20254 3001684101
Page 1/4
Cropinkal/4 J
Praduet; VENTOLINMEVOHALER™ aerosol, metered-dose inhaler 100 mcg/dose 200 doses in cans Mol
Mpenyer BEHTOIH™™ EBOXAJIEPT™, AEPOIONE ARA (T, Aosonaindi, 100 sr/aosy no 200 oz ¥
Gunorax Ne}
Praduct Code; 600000000026354
Koa npoaywry 60000000002654
Package Size / Type I can/carton
Pozatip /1 naynauns 1 Banou B xapTonsil kopaGuf
Importing country : Ukraine
Kpatra-imnaprep Yxpaina
Marketing (ARTG) Authorisation number UA/2563/01/01
Honep peccrpanifinore nocoiguens: UA/2563/01/01
Manufacturing Autherisation numbere: 2022 _151_1_2
Homep niuensit ua supoGumrao: 2022 _151_1 2
Manofacturer name, address: Glaxo Wellcome Production, Zone Industrielle N2, 23, rue Lavoisier,
27000 Evrenx, France
Halivenysuimsa, micuesuaxonxenns BHpO&HNAKE ; Ciaxco Benakon [Iponaxiuy, Jou [rayerpiens Ne2, 23, pio Jlanyaa’e,

27000 Espe, Pparniz
Batch Ne: UY4F
Cepia Ne: UY4F
EXPIRY DATE (Kinueniq TepMin npsigaTHoeti): 06 2026
MANUFACTURING DATE (Hama enpobinugmsa): 24 05 2024

Strength of preparation/Gfficiency:

Active drug substance: salbutamol; one dose contains 100 meg of satbutamal (as salbutzmol sulfate),

Cuan ai¥/ Awcrnvniers:

Aicsa pevcsi; caimsGyTaMon; | moga atenirms cannbyamony 100 arkr (y (popmi canmnbyramony cyhibdaty).

Regulatory Statement:
3anna npo cepTinpixauito:

We hereby certify that the sbove fnformation is authentic and accurate. This hatch of product has been manufactured, including
packaging/fabelling and quality control at the shove-mentioned recognized building(s) in ful compliance with the GMP requirements of the
local Regulatory Authority and the specifications in the Marketing Autherisation of the importing couniry, The batch pracessing, packaging
and analysis records were reviewed and faund 10 be in compliance with GMP and has heen released by a Qualified Person

Winr s nipreepmryeno, wo naseneta indiopyacin € cnpaniiboro oo, Cepin npenapary Gy BIFOTOBNEHA, BKINIOHAIOI
AKYRANHA APy RAIHA TR KOMTPOJ AKOCTI, 112 3a3haveniii bnme BUpOOHIMI jinving n nosniit nianonianoeTi A0 srMor Hamenwol
Bipoblnet npakthzi (GMP), beTamoniemn MICLIEEHA PEFYRATOPHIN HiAOMCTBOM, A TaiC0N B fonuiis pinnosinHocT ao crelrhikaniti,
uepeAGave X y peccpauitinoay nocse Kpaiti - innoprepa. Rokysewranis etocorua BHPOGHINGTG NPOIICEy, Naky RAHAS | aunizy cepii
Gyna neperipena, i Gyno UCTAHOBNEHO, [0 BOHA BiATOLIAAE uusorast Haneiaoi BUpOBHI0T npakTiK (GMP) | go3soncsa N0 peanisatit
YnNoBHOBAEHOW 0c0B010,

Basich size in packs: 19 360

Posaip cepit o yn: 19 360

(Dx o4 #1938
/3 09 2¢




Issued by:
Glaxo Wellcome Production
ZIN°2, 23 Rue Lavoisier

Certificate of Quality
E g}zgm EVREUX CEPTH®IKAT AKOCTE
e Certificate Date/ Nara cepruuiary Cettificale Number
Homep ceprudiiis
Tel: + 33(0) 232235500 Fax: +33(0) OHSE SeRR ey
232235528 09-AUG-20254 3001684 102
Page 2/4
Cropiuxa2/d
Praduct: VENTOLIN™EVOHALER™ acrosal, metered-dose inhaler 100 1ncg/dose 200 doses in
Mpoxyrr cans NaJ

BEHTOJIIHT EBOXAJIEP™, aepo3onb o iwrananid, nozosanui, 100 MKI/003Y,
no 200 nos y Ganonax Nl

Product Code: 60000000002654

Kog apoayrry 60000000002654

Bateh Ne: UY4r

Cepin Me: UY4F

Deseription Specification . Results
Haifarenypanus Creundrixais Pesynntar
Melul can with concave base fitted wilh a metering valve Complies
DESCRIPTION Meranesuii Ganon 3 pirsyroio OCHIOBOIO, QCHA el
ACIYIOHHM KAATIAIOM Bianosizae
Onuc
iDENTIFICATION BY IR The spectrum of the sample is concordant with the spectrem Complies
praduced from aulhentie Salbulamol Sulphate
Lnessensixantis revonon Crekrp spaska eninnanae si CITCKTPOM, BHICAHKEHWAI
14-caentpockenii CTANAINTHUM canLlyTaMona cyasdaTom. Binnopisac
IDENTIFICATION BY HPLC The principal retained peak in the HPLC chromatogram of the Complies

sample corresponds to the peak dug 1o authentic Salbutamel

Ocronnuit yrpusynammii ik na Xpomarorpasti BEPX spajxa
[nenmudivanin meronom BEPX cliuagac 2 nikom Ha Xpomarorpasmi cTARAAPTHOMO Binnorizae
cansbyrasony

CONTENT OF SALBUTAMOL PER
ACTUATION DELIVERED THROUGH THE
ACTUATOR, COMBINED

BEGINNING AND END OT USE {min 10
canisters) Buicr canuGyTasony na 1oy, mo
ADCTABIICILCA MEPes POINHIGEAY, CYMapls 13
NOUaTsy va » Kiund pukopicranys (Min, 10

Gazornniin):

MEAN SALBUTAMOL CONTENT PER 76 ~ 104 meg (85-115% of ex-achsior target of 90 meg) 86 mcg
ACTUATION 86 nater
Cepennifi pmicr canubyTamona ua gody e

76 — 104 mir (85-1135% neolximoi fosy 90 MEKT)




Issued by:

Glaxo Wellcome Production

ZIN°2, 23 Rue Lavoisier
F-27091 EVREUX
FRANCE

Tel: + 33(0) 232235500 Fax: +33(0) 232235529

Product:
Mpoayer

Certilicate of Quality

CEPTHtDIKAT}l_l_(GCTI :

Cerliftcate Datef Hara cependrirary Certificate Number
Homep ceprudizary

09-AUG-20254 3001684101

Page 34
Cropinka3/d

VENTOLIN®EVOHALER™ aeroscl, metered-dose inkaler 100 mcg/dose 200 Doses
in cans Nel

BEHTOJIIHT™™ EBOXANEP™ A8PO3CTE AN iHralsuill, nozosanmi, |00 MKM 03y, 110 200 103
¥ Ganonax Nel

Product Code: 60000000002654
Kea npoayrery 60000000002654
Bateh Ne: Uy4r
Cepist No: UY4F
CONTENT UNIFORMITY The requirements are met if the cantent of Salbutamel per Complies

Oanopianicts puicry

actuation from not less than 18 of the 20 results are within
+25% of the mean and no result is outside the range £35%
of the mean. If 3 or 4 of the results are outside +25% of the
mean and/or not more than | of the 20 results is outside
#35% of the mean, test an additional 10 canisters,

The requirements are met if not less than 36 of the 49
results are within £25% of the mean, not more than [ of the
40 results is outside £35% of the mean and 0o results are
outside £50% of the mean

Biiorn BUKOHYIOTHON, HKUIO BaiCT cansByTanony Ha 103y He
MeRIIe Hixk y 18 i3 20 pesynstarin IRAXO/ITHOA B Mewax £25% Binrorinae
Bilt CepeAHBOre, T8 11f omn PEIYNETAT HE BIXGUUTE 30 Mesxi £35%
Bia cepeansoro, Sk 3 ato 4 PEIYALTATI BIUXOMITH 38 MEN]
25% wlz copenpboro Ta He Ginpwe 1 2 20 pesynsraris pnxamrn,
30 Mesii £35%, To MpoRoARTE NoxaTKOBE BUNPOOYNaHEA na [0
Ganonaxay,

Bimsoril BHKOHYI0ThCS, AKa1D HE < 36 i3 40 peayawratin
3NAXOAATLET b MeKax +25% pip CependLoro, ve > 1 i3 40
PE3YANTATID BINOMITTE 32 Mesi £35%, Bifl CepeaHRore Ta i oqmi
PCIYALTAT U BUXOAITL 38 areati +50% Dift copennnoro,




Issued by:

Glaxo Wellcome Production
ZiN°2, 23 Rue Lavoisier
F-27091 EVREUX
FRANCE

Tel: + 33(0) 232235500 Fax; +33(0) 232235529

Certificate of Quality -
CEPTIIDIKAT SKOCTI

Certificale Datef Jata CepTKikary

09-AUG-2(254

Ceriticate Number
Homep cepridixary

0014684101

Product:

Npoaywr cans MNel

BEHTOMIH™ EBOXATIEP™

¥ Ganowax Nl

Product Code: 600000000026 54
I<oa npoayxry G0000000002654
Bateh Ne:  Uvydr
Cepin Ne:  UY4F

VENTOLIN"EVOHALER™ aerosol, metered-dose inl

Pase 4/4

Cropinkad/d

1aler 100 meg/doss 200 Doses in

» ACPOICAL ANA nragauif, Rozoeaiuii, 100 mxr/aosy, no 200 noa

MEAN FINE PARTICLE MASS BY CASCADE
TMPACTION (sum of stages 2 1o 6} min 3 canisters
Cepeana Maca TONKOANCIEPCHIX MIVHOUCHE METOHOM
kaciaprora ivnariopa (cyma crynenis 2-0)
{minisrym 3 Ganoiriia)

Not Jess than 30 meg

He sewmr wine 30 mxr

LEAK RATE
Cepmetuyiiers

46 meg

46 mur

Complies with the requirements of the usp
Binnosiane sumaram &,CLLA

PARTICULATE MATTER !

Mexanivai sxmosenns !

Compiies
Biznozinae

Complies with the requiremenis of the British
Pharmacopueia (1993). Not more than 50 particles with size
more than 100 jun for 50 spraying

Binnosiaae sumorasr Bpur..(1993). He Ginnue 50 uactorn
po3mipowr Girnue 100 mear v 50 po3ninens,

Number of doses in one inhaler 2
Huene 103 B oauomy inrangropi

Not Performed

HE mposoAknca

Not less than 200
Fe serme 200

Complics
Binnorinae

' Particulate matter: Performed for 1 fram 5 batches\ Mexasini BKMOYEHHSR: MpoBoauTscs ans 3 § Gepin,

? Number of doses In cne inhaler; Performed as a part of contra! of content uniformit

BUKOHYETLOA AK UACTYHA KOHTpONIO CAHopigHACT] BMIGTY

Signature { Niarme )
Date of signature {flata mifnuey) DI MM YYYY

Narne, Surname (Qualified Perscn)

ViHucno ao03 B OAHCMY IHransTapi:

Im'a, [pizeuuge (¥ nosHosaxena ocoba)

. NOEMIE
B3/ 0 [Tavtn

RENAUDEAU




z

JAEPHKABHA CJIIYIKBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIiBCLKII OBJACTI

npoe. CeiTnnunoi Hapif, 3, M.Kuis, 02099, ren/pakc: {044) 363-06-50
E-matl: dls.ko@dls.gov.ua, Kox CIIPIIOY 37078774

BUCHOBOK
Ipo SIKiCTh BBE3EHOTO B Ykpainy aikapcpkoro 3acoly

09.09.2024 Ne 43727/24/10

BEHTOJIH™ EBOXAJEP™

(HaftmenyTanug AikapceKoro 3acaBy riano 3 peccTpaniinm TIOCRIZYEHHAN)
4EPO30JIE Is1 IHraIsnil, o308 anmii, 100 MKT/103y; 1o 200 xos y 6aJtoni; mo 1 Daqony B
KapTOHHIA Kopodni

{thopma Bunycky, AOIYBAHHA, BUJ NAKYBAHIHA NIKAPCHKOTO 3acoby)
Howmep peectpaniiinoro nocriguerms UA/2563/01/ 01 expox gif peectpaniinoro noceiguenns 01.01.2099
Cepis ikaperkoro sacoby Ne UY4F KinekicTr BBesenoro mkapckoro 3acoby 19360

BupoBeank I'maxco Bennkom ITpogakny, Dpanryis
(1mafiMenysaneg BUpoGHHKa JiXapekKoro zacofy, Kpaiia noxonaern)

Breaeno B Yipainy TorapHcTBO 3 06MesKeHOIO BinnosiganLuicTio "TaakcoCmitKastiin
Dapmackiotikane Yxpaina", ixenr. con: 35619519

(Hajimenyaarns Ta oz 3a EAPITOY wpuamueoi ocobn abo npissue, iv's, Mo GaTekos
thizryrol ocoby - TANpreMig, il Micue TIPOKUBANILA Ta PEECTPALIEHHI HoMep obMixoBol
KapTKH MUIaTHHKA MofaTkis a0 cepix Ta HOMEp [aCHopTa)

Iporokon sizyansioro xonrpono pix 09.09.2024 N2 2599/2.

33 pesymsTaramu ACPHABHOTO  KOHIPORK BCTAHORBIEHO, im0 TKaPCEKMH  3acif  BRescHo g VYxpainy 3
DOTPHMAHHAIM srmor 3AKOHOMABCTBA MIOMO 3a0e3ne eHHS IKOCT] MiKapCERMX 32c06in,

/ : @;/ Bixtop CTEGKIBCHKMI

4 (manncf (iziuiany ta npiznsine:)
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