JEPIUINKCIIYIKBA
JEPKABHA CIYHKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMMA Y KHIBCHKINA OBJIACTI

npocriext Banepia Hobauoscsioro, 51, M. Iui, 03110, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,bttps://www.dls.gov.ua, Kox CIPIIOY 37078774

BUCHOBOK
npo AKICTL BBE3eHOro B YKPalHy JiKapeLKoro 3a¢ody

27.04.2021 Ne 21655/21/10

BEHTOJIH™ EBOXAJIEPT™
(HalfMeRyBaRHA Nikapehkoro 3acoby 3riAlo 3 peecTpauilisiM IOCBIAYCHHM)
AEpO30JIb VIS THrasIii, nosopannii, 100 mxr/mosy; wo 200 go3 y 6anoni; no 1 basony B
KapToHHii Kopodud
(thopma BHAYCKY, JIO3YBANH, BH MalyBaHHS KiKapcepkoro 3acoly)

Homep peccrpartiiimoro mocsinzenmn UA/2563/01/01 ctpox aii peectpanitinoro moceinaensn 01.01.2099
Cepin mikapceroro sacofy MNe ESST-1 KinexicTs Rpesenoro mixapeskoro sacoby 27183

Brpo6amx I'nakco Bemnxom [Tpogaxis, Opaxnis

(naiivenynauns BUpoGHIKa Nikapebkoro 3acofy, KpaiHa NoXokeHNs)

Bgpeseno B Yipaity Tosapucreo 3 obmexenow eignosizannrictio "I'makco CritKuniin

®apmacprorikane Yrpaiua', igent. kog: 35619519

(maiimcHysanna Ta ko 3a €JIPTIOY ropyuniynci ocobus abo npisenute, iv'a, no Garskozni Qisrynoi

ocobu - mianpresmud, T Micle NposKNBaKis Ta peecTpauiiinuii nomep oGnikopol KapTIH MIATHHKA
nogaticis aGo cepis Ta HoMep TIacnopTa)

TIpoToxon Bizyansrore kourpomo sin 23.04.2021 Ne 1298/2.

3a pesymeTaTAMM NE[KABHOTO KOHTPOMO BCTaHORNEHO, MmO Mikapeexmil  3aci6  eseseo B Yipainy 3

JOTPHMAHHSIM BIMOL 30KOHOAABCTEA MO0 320e3MeeHHs JKOCT] JikapehbkiX 3acobis.
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Issued by

Glaxo Wellcome Production
23 rue Lavoisier BP 118
27001 EVREUX CEDEX 9
France

Tel: 0232235500

Certifieate of Quality

CEPTHDIKAT 51 KOCTI _ 7 2 ) :

Cerlificate Dale/ Jlutn cepriirary Cerlificate Number
Houep cepriihivary

17-MAR-2021 3001023651

Page 1/4

Cropinkal/d
Producl: VENTOLIN™EVOHALER™ aerosol, metered-dose inhaler 100 meg/dose 200 dases in cans Mol
Ipoayicr BEHTOJIIH™ EBOXANEP™, acposons ans iurawauiit, nososanui, 100 axr/gosy no 200 a3 y

Ounonax Nel
Product Code: 60000000002654
Kop npopyicry 60000000002654
Package Size / Type I canfcarton
Poaarip / v maxynanuan 1 Gaion w kapronuiii kopoGui
Imporiing country Ukraine
Kpatua-inmoprep Vkpaiua
Marketing (ARTG) Authorisaticn numbey UA/2563/01/01
Hontep peecTpauniiinore mocnigtenns: UA/2563/01/01
Manufacturing Authorisation number®: M 18/172
Honatep ninensii va sapobunmrpo: M 18/172
Manufacturer name, addyess: Glaxo Wellcome Production, Zone Industriclle ¥e2, 23, rue Lavoisier,
27000 Evreux, France

[Maiinteny pars,nicresnaxoprcris BHpoGHIKa @ I'nawco Benmeon [ponawun, 3on leayorpicns N2, 23, pro Janyas'e,

27000 Enpe, ®panuis
Batch Ne: ESSE-]
Cepis No: ESSF-1
EXPIRY DATE (Iinuensii repstbie npuaarioeri): 10 2022
MANUFACTURING DATE (Tama aupotnrapnag): 22 16 2020

Btrength of preparation/Efficiency:

Active drug substance: salbutamol; one dose conlains 100 meg of salbutamo! (as salbutamol sulfate).

Coam miif Awrnsuicrs:

Aitoua pevonnna: cansGyranon; | posa Mieritn, cannOyTamony (00 mxr (y ophi cannGytasony cynuiaty).

Regulatory Statament:;
3asipa npo cepradinanio:

We hereby cortify that the above information is suthentic and aecurate. This batch ol product has been manufactured, including
packaging/labelling and quality control at the above-mentioned recognized building(s) in full compliaice with the GMP requirements of the
focal Regulalory Authority and the specifications in the Marketing Aulhiorisation 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

Llant s ninToepipyeno, e BanesieHa itdopatania € cnpamsiinoto i Tounoto. Cepin npenapaty Oylia BHTOTOBNEHA, BKNIOYAIOUN
NAKYBAHHA/MAPKYDAHIS Ta KOWTPOIIL AKOCTI, Ha sn3eraueniil siue wispoGHIEilE minenoi B nosiiii bianosiznoeTi xo pyior Hanesxiioi
supobinol npaktik (GMP), seTanoneHnx MicLenIM PeryIHTOPMIM BYOMCTRON, & TRKeK B NoBYi BijmosinHecT] Jio cneusikauiil,
nepeaGmISHNX y peecTpaniiinomy foce kpais - innoprepa. JoKyMeHTALS ¢TOCOBHO DIIPOSHIMOrG npoLgcy, nakysamyl i ananizy cepli
Bysia nepesipenn, i Gyno neranonneno, wo vow vixnovisae ainorast Hanaaof supoduuiol apaxtis (GMP) i no3soncita fo peanizaii
Ynosuosauenorn ocefon.

Bateh size in packs: 27 183

Posmipecpiinym: 27183

bt 5o 4 1300 200 %




Issued by:
Glaxo Wellcome Production

23 rue Lavoisier BP 118
27091 EVREUX CEDEX 9
France

Tel: 0232235500

171-MAR-2021

Certifiente of Quality
CEPTHOIKAT SKOCTI
Certificate Date/ Iara ceprinpivary

3001023651

Page 2/1
Crapituca?/4

Certificate Number
Hoxep cepriirary

Produet:
ITpoayicr

VENTOLIN™EVOHALER™ aerosol, metered-dase inhaler 100 meg/dose 200 doses in
cans Nel

BEHETOIIH™ EBOXAJIEPT, qeposont mas inransauiif, gozonaunii, 100 Mxr/aosy,
no 200 noa y Ganonax MNel

Product Code: 60000000002654
Koa nposyrery 60000000002654
Bateh Ne:  ES5F-]
Cepist No: ES5F-1
Deseription Speeilication Resulis
Hailimenynanus Creundriatise ) Pesyanrar
Metal can wilh concave base fitted with a metering valve Complies
DESCRIPTION Merancauii 6anos 3 BITHYTOIO 0CHODOIO, OCHALIEHHT
JIOIYIOUHAD KIINTATIOM Bijnonixae
O

IDENTIFICATION BY IR

lpenrH{icalis MeToROM
IY-ciexrpocronii

The spectrumn of the sample is concordant with the spectrum
produced from authentic Salbutamol Sulphate

CrerTp 3pa3ka cHiBIazac 31 CNCKTPOM, BHICHIKAHIIM
CrampApTANN CAnRBYTAMOR ey L IaTOoN.

Complics

RBipnosinae

IDENTIFICATION BY HPLC

Lgewrndianisn meropom BEPX

The principal retained peak in the HPLC chromatogram of the
sample corresponds fo the peak due to authentic Salbutamol
Ocuosnuii yrpusysanuli nir #a xponarorpani BEPX spazka
crinnagae 3 NiKoM Ha XPoMATOrpani cralgapriore
cannGyramony

Complies

Bijnoninae

CONTENT OF SALBUTAMOL PIER
ACTUATION DELIVERED THROUGI THE
ACTUATOR, COMBINED

BEGINNING AND END OF USE (min 10
canisters)/ Burier cannGyranony na josy, wo
JIOCTARJIETHES HEPE3 POIMUNCDAY, CYMAPHO HA
noyatiy Ta B Kkinwi pekopuctanis (Min. 10
Gasonyuking:

MEAN SALBUTAMOL CONTENT PER
ACTUATION
Cepenniti nMicr cannByrastona 1a o3y

76 — 104 meg (85-115% of ex-actuator target of 90 meg)

76 — 104 sy (85-115% neoGxianot yosn 90 mur)

91 meg

91 nixr




Issued by:

Glaxo Wellcome Production
23 rue Lavoisier BP 118
27091 EVREUX CEDEX 9
TFrance

Tel: 0232235500

Product:
Mpopywr

Product Code:
Kon npopyrty
Batch Ne: BES5F-1
Cepist No: ES5F-1

Certificate of Quality,
CEPTH®IKAT SIKOCTI

Cetlificate Date/ dara ceprudiikary Certificaic Number
Hosiep ceprndikaty

17-MAR-2021 300102365)

Page 3/4
Cropinka 3/4

VENTOLIN™EVOITALER™ aerasol, metered-dose inhaler 100 meg/dose 200 Doses

in cans Nol

BEHTONIH™ EBOXAJIEP™, aeposons s Inramntiit, qososasdt, 100 axr/nosy, 1o 200 goa

y Oanonax Nel
60000000002654
60000000002654

CONTENT UNIFORMITY

Opmopinnicrs saicry

‘The requirements are met if the confent of Salbutamo! per
acluation from not less than 18 of the 20 resulls are within
+25% of the mean and no result is outside the range £35%
of the mean. If3 or 4 of the results are oulside £25% of the
mean and/or not more than | of the 20 resuits is outside
+35% of the mean, test an additional 10 canisters.

The requirements are 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 aud no results are
oulside £50% of the mean

B!IMOI'IE BHKQIEYIOTLCH, SIKIEHO RAticT C&Ulhﬁy’ﬁihlﬂﬂ}' Ha o3y He
seinme ik y 18 i3 20 pesysprartis 3unxomteen b Mexax £25%
B CCPEARKOTO, Tt Hi GMSTH PE3YABTAT HE BIXOITA 30 Mend £35%
nijt cepeninoro, fMxiuie 3 abo 4 pesynnTaTH BUXO/LITE 3 M
+25% nin cepennporo ta He Ginpue 1 i3 20 pesyasTatic BlixoanTs
30 M £35%, TO NpeBOAATL fojaTkoBE BunpoSynawia 11a 10
Gajonunkax.

BAMOTE BIKORYIOTLOH, ARG he < 36 i3 40 peaynprarin
ANNXOAATRCH B MENAX £25% BiM Cope/iiboro, He > | i3 40
PeIYIILTATIE BIXOJITE 30 KCH £35% Bill cepemisaro T Hi omn
PEIVILTAT B BUXOANTE 38 Mo £50% nin eopesnoro,

Complies

Binnoninae




Issued by:

Glaxe Wellcome Production
23 rue Lavoisier BP 118
27091 EVREUX CEDEX ¢
France

Tel: 0232235500

Product:

Ipoayier in cans Nol

Certificate of Quality
CEPTHMIKAT IIKOCT
Cerlificate Date/ Jara ceprinpixary

L7-MAR-2021

Page 4/4
Cropiniad/d

Certificale Number
Hoaiep ceprisdiicary

3001023651

VENTOLIN®EVOHALER™ aerosol, metered-dose inhaler 100 meg/dose 200 Doses

BEHTOJH™ EBOXANEP™, acposons jua inramsuiii, osonanuli, 100 s/ go3y, no 200 go3

¥ Banonax Nul

Product Code: 60000000002654
Kog npoayxry 60000000002654
Bafeh Mo: ES5F-1
Cepisn Mot ESST-1

MEAN FINE PARTICLE MASS BY CASCADE Not less thai 30 meg 48 meg
IMPACTION (sum of stages 2 {o 6) min 3 canisters

Cepesuins Maca TOHROLICHEPCHIN BIUTOUESHS METOLOM 48 arkr
KICKaUHO0 intakTopa (cyma erynenin 2-6) He s nbe 30 sier

(uiniaryst 3 Ganori'ika)

LEAK RATE Complies with the requirements of the USP Complies
Cepaterimnicrs Binnoninae sustoram &, CIIA Bigmosigae

PARTICULATE MATTER !

Mexaniuni smovety !

Complies with the requircments of the Brilish
Pharmacopeeia (1493). Not more than 50 particles wilh size
more than 100 pm for 50 spraying

Bianonigac pitorant Bpur.d.(1993), He Ginsuie 50 yacrok
puantipont Gismttie 100 mxs 1a 50 poznnsens

Not Performed
HE LPOBOMIBES

Number of doses in one inhaler 2
Hueno i3 i ofonty inranaTopi 2

Not less than 200
He menwe 200

Complies
Bianosigae

! Particulate matter: Performed for 1 from 5 batches\ MexaHiuki BKRIOUEHHST: Mposoputben 4na 135 cephi,
? Number of doses in one Inhaler: Performed as a part of control of conlent unifermity\ucne gos 8 oaromy iHranatopi:

BHKOHYETLCA AK YACTHHA KOHTROMIO O4HOpIgHOCTI BM[CTy

Signatuge { Hignuc )
Date of signature (Jlara nipanucy) DD MM YYYY

A9 f ﬁj/ a1/

Name, Surname {(Qualificd Person)

Int'n, Tpizsiue (Yoosnoeaskena ocoGa)

JULIEN CHAROLLAIS




HEPUIKCITYKBA
HAEPKABHA CJIYIKBA 3 JOKAPCBKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM Y KHIBCBKIH OBJIACTI

npocnext Bamepis JloGanoperkoro, 51, m. Kuis, 03110, ten/dake: (044) 363-06-50
E-mail: dis ko@dls.gov.uahttps://www.dls.gov.ua, Kox €JIPIIOY 37078774

BUCHOBOK
NpO SIKICTh BBE3€HOr0 B YKpalHy JiKapcbKoro 3acody

03.01.2023 Ne 56953/23/10

BEHTOJIH™ EBOXAJIEPT
(nafimerryBanHs Nikapeekoro 3acofy 3CIAHO 3 peccTpauiiHus nocRiTHeHIM)
a€po30JIL LI inTanguii, nozosannii, 100 Mxr/moesy; no 200 103 y 6ama0mi; no 1 0a/iony B
KApToHHIil Kepobui
{{popma punycky, T03yBaHHA, BW/ TAKYBAHISA TIKAPCHKOTO 3aco0y)

Homep peecrpanifinoro nocsintenns UA/2563/01/01 crpok aii peectpauiiinoro nocsienns 01.01.2099
Cepix nixaperxoro 3acofy Ne GE3S Kinexicts BBeseHOI0 Aikapeskoro 3acofy 23205

BrpoOuux I'naxco Bennxom pogakiny, ®panitis

(nafivenyranHa BUpOBHIKA TiKapeRkoTo 3aceby, KpalHa MOXO/IKenHs)

Beeseno B Yipainy Tosapucrio 3 o6mexkeHolo Bignosizanesrictio "TiaakcoCmiTK nsitn

PapmackloTikaac Yepaiua', izenr. kox: 35619519

(HaitmenyBpanHa Ta kox 3a CAPIIOY opuauno] ocodn abo npizenme, ', 1o GaThkosi tizmno;
ocobu - nignpueMils, i MicLe IPOXKUBAHNA Ta PeCCTpaLliRHpH HOMEpP 06MiKOBOI KAPTKH ILTATHUKA
MOMATKIB Ao cepis Ta [roMep nacopra)

{IpoToxon BisyansHore xoarpomo win 28.12.2022 N 3515/3.

3a  pesyn»TaTamMM  JICPHKABHOMD KOHTPONFG —BCTAHOBJNEHO, 100 1iKAPCLKHHA 3aci@  BBe3eHO B Ypaisy 3

JOTPHMAHHAM BAMOI 38K0OHOAABCTRA 100 3a6e31[CUSEHS SKOCT nikapeokux 3acobis.

e ————
o o,
b

Sactymmik uéwmmgm sy
Jepwasuol ciryitu 3 AiRApenKuX 3ac06in

. - o : 3ybapesa H, B
T2 KQHTPOMA 3a papxotikamiy ¥ Kuiscuxifi Fid yoape
s b T o A
"5"‘%‘?‘“ ST, Wi o e
URmCAToRs GouGA OPFRIY FEPUBHONT KOHTPUAKS) faiame) {miulae ta ApLBILT )




Issued by:

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

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

Certtficate of Quality
CEPTHOIKAT SIKOCT] e =
Centificate Date/ Rara ceprirdikary Certificate Number
Howrep cepTitdixaty
06-DEC-2022 3001458260
Page 1/4
Cropinka 14
Product: VYENTOLIN™EVOHALER™ gerosol, metered-dose inhaler 100 meg/doese 200 doses in cans Mol
{IpopyxT BEHTOJIIH™ EBOXAJIEP™, aeposons ans inranmiif, gososauni, 100 Mir/oo3y o 200 mos y
Sanonax Nel
Product Code: 60000000002654
Kon npogykry 0000000002654
Package Size / Type E can/carton
Powsip / Tun naxynanus [ Ganeul b kapTosnili kopobui
Importing eountry - Ukraine
Kpaiua-innoptep Yrpaina
Markeling (ARTG) Authorisation number UA2563/01/01
Homep pecerpauiiivore nocsiguensn: UA/R563/01/01
Manufacturing Authorisation namber®: 2022_151._1_2
Homep niwensii va sinpobuunreo: 2022_151_1_2
Manufacturer name, address: Glaxo Wetlcome Production, Zone Industrielle Ne2, 23, rue Lavoisier,
27000 Evreux, France
Hatimeny BREHA,MICTEIHAXOKEHHS BHPOGHEIM Unaxco Benarom Mpogawis, 3on lupycrpiens Ne2, 23, pio Jlasyas’e,
27000 Espe, Ppanuis
Bateh Ne: GE3S
Cepia Me; GE3S

EXPIRY DATE (Kinuesnfi Tepmin npugaruocri). 09 2024
MANUFACTURING DATE (Hama supobuuumsn): 30 89 2022

Strength of preparation/Efficiency:

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

Cuna piv! Axrnpiticrn:

mirowa peyonnya: camsbyTamon; | Ao3a micTirs cansSytamoay 100 ake (y popui cansSyramony cynndaty).

Regulatory Statement:
3anea npo ceprudlkauin:

We hereby certify that the above information is authentic and accurate. This batch of product has been manufachured, including
packaging/labelling and quality control at the above-mentioned recognized 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 records were reviewed and found to be in campliance with GMP and has been released by a Qualified Person

Hunt wan ATBER Y EMO, 110 HABEAERA IHAIOPMALLIA € cipaRKMLo | Tounoo. Cepin npenapary Gyna BITOTOBJIEHA, BRIIOUAIOHH
NaKyBAHHA/MAPKYBARHA TA KOHTPONL AXOCTI, HA 3a3HRYEHIR UG BUPOSHININ QISR B MoBKIl signosianocti 1o sismor Hanexoi
BHPOOHNHOT npaxting (GMP), BCTAHOBNSHIX MICLIEBIM PLryNATOPHUM BILOMCTEOM, & TAKOY B OB 8iANMOBIANOCTE A0 CUEHGET U T
RepenGaseniix y pecetpauiiiiosy aocee kpaiti - iMnopTepa. Hoxymenraiin cTocosuo pupoSHINGIO NpOLECY, BaKy BTy

Syna nepenipena, i Gyno BeTaHOBAEHO, o BOHA BIATORINAE BiiMoray Hanexwol supofiiaot npakTaks (GMP) i aap
YHOBHOBOIKEHOIO 006050,
Batch size in packs: 23 205
Poanmip cepii s yn: 23 205

/_é X. ot at//g’fff ?sz(r dd .~ 1 et )’()g .




|ssued by:
Glaxo Wellcome Production
ZI N°2, 23 Rue Lavoisier

Certificate of Quality
Eg;g%TEEVREUX CEPTH®IKAT SIKOCTI
Certificate Date/ Jlata ceprisbixaty Certificaic Number
Tel: + 33(0) 232236600 Fax; +33(0) Homscchmhinsy
232235528 06-DEC-2022 3601458260
Page 2/4
Cropinxa 2/4
Product: VENTOLIN™EVOHALER™ aerosol, metered-dose inhaler 100 meg/dose 200 doses in
MpopykT cans Not

BEHTOJITH™ EBOXAJIEP™, aepojons ais iHramuili, sozonanuii, 100 Mxr/gosy,
no 200 o3 y Ganosax Nel

Product Code: 60000000002654

Kon npogyxry - 60000000002654

Batch Ne: GE38

Cepia Mz: GE3S

Description Specification Results
HaiimenyBanus Creudikauin Pesynbrat
) Metal can with concave base fitted with a metering valve Complies
DESCRIPTION Meranensi Ganon 3 BirHyYT010 0CHOBDIO, OCHAWEHHT
A03YIOUMM KHATIAHOM Bianosigae
Onuc
IDENTIFICATION BY IR The spectrum of the sample is concordant with the spectrum Complies
produced from authentic Salbutamol Suiphate
Ipentudicanin meTomom CnexTp 3pa3ka CrTiBIaLac 31 CNEKTPOM, BUKIHKAHINM
I4-cnewrpockonii CTAHAAPTHHM canbsfyTamola cyashaTom, Bignopinae
IDENTIFICATEION BY HPLC The principal retained peak in the HPLC chromaiogram of the Complies

sample corresponds to the peak due to authentic Salbutamol

Ociopuuit yrpumysaun#i nik Ha xpoMarorpami BEPX apasxa
Inentndiranin MeTomom BEPX CIIRNANAE 3 NiKOM HAE XPOMATOFPaMi CTAHAAPTHOIO Bignoninae
cansOyTAMOTY

CONTENT OF SALBUTAMOL PER
ACTUATION DELIVERED THROUGH THE
ACTUATOR, COMBINED

BEGINNING AND END OF USE {min 10
canisters)/ Bumict cansGyTamony #a nozy, wo
JOCTABIACTBCA YEPE3 PORHAIONAY, CYMapHO Ha
NOYATKY Ta B KiHI BHKOpUCTAHHA (MiH. 10

OanonyuKiB);
MEAN SALBUTAMOL CONTENT PER 76 — 104 meg (85-115% of ex-actuator target of 50 m s:,"'
ACTUATION /s -

s . . i Q‘ 7 g
Copeattit buicT canuGyTawona #a 103y 76 — 104 mrer (85-115% rectxiauol gosn 90 mrr)ff & o/

Fo
§.o




fssued by:

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

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

Certificate of Quality

CEPTHUDIKAT AKOQCTI

Certificate Date/ Jlata cepTdixary Certificate Number
Honep cepritirary

06-DEC-2022 3001458260

Page 3/4
Cropiuxa 3/4

Product: VENTOLIN™EVOHALER™ aercsol, metered-dose inhaler 100 meg/dose 200 Doses

Hpogmyxr in cans Nel
BEHTOJIH™ EBOXAJIEP™, aepozoss ans inraiiei, acsosarmii, 100 Mkr/nosy, no 200 Acs
y 6anoHax Nel

Product Code: 60000000002654

Kon npopykry 60000000002654

Batch Ne: GE35

Cepin Ne; GE3S

CONTENT UNIFORMITY The requirements are met if the content of Salbutamol per Complies

Qunuopinuicrs BmicTy

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 1 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 40
results are within £25% of the mean, not more than 1 of the
40 results is outside £35% of the mean and no resulis are
outside £50% of the mean

Bunmorn sixomyiotes, Ao saicT cansSyTaneny na gosy He
Memine ninc y 18 i3 20 peaynwTaric 3HAXGAIITECH B MEXAX £25% Bianonizac
BiJL CEPEEHBOTO, TA 1] DISIN PE3YNLTAT HE BIXOANTE 32 Me £35%
BiA cepemnsoro. Axmo 3 abo 4 pesynsTaTi BHXQAATE 33 Meaki
+25% pin cepeanboro Ta ie Sinbwe [ i3 20 pesynsTatis nnxoams
3 nesxi £35%, TO npoBoAAT: ZOAATKOBE niiNpoGysanna va 10
BanoHvikax.

Buhors sukouyoThen, skio 3¢ < 36 is 40 peaynstarin
3HAXOAATHCA B Medxax, +25% Bl cepeansoro, ve > | i3 40
PE3Y/LTATIE BUXONHTH 32 Mexki £35% BiA CEPeNHEOMo Ta 1 ok
PEIYALTAT HE BUXOMLTE 32 Mexd +50% Bis cepenysoro.




issued hy:

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

Tel: + 33(0) 232235500 Fax: +33(0) 232235520

Certilicate of Quality
CEPTH®IKAT IKQCTI
Certificate Date/ iata ceprudivary Centificate Number
Howmep cepradricary
0&-DEC-2022 3001458260
Page d/d4
Cropinka 4/4

VENTOLIN™EVOHALER™ aerosol, metered-dose inhaler 100 meg/dose 200 Doses

BEHTOJIH™ EBOXAJEP™, aepozons aas luraanwuii, Aosopauif, 100 mxr/nesy, no 200 aos

Product:
Opoaykr in cans Nol

y Banonax Nel
Product Code: 60000000002654
Kop npoaykry 60000000002654

Batch Noi: GE38

Cepin No:  GE38
MEAN FINE PARTICLE MASS BY CASCADE Not less thar 30 mceg 48 meg
IMPACTION (sum of stages 2 to 6) min 3 canisters
Cepeans mace TOHKOMKCGEPCHHK BKAIOYSHE METOA0M 48 mxr
KkackanHoTo iMnakTopa {cyma cTynexin 2-6) He memuy wix 30 mur
(Minipyss 3 BanonumKa)
LEAK RATE Complies with the requirements of the USP Complies
[epMeTHYHICTE Binnosinae sumoram O.CHIA Bianosinae

PARTICULATE MATTER !

Mexaniuni pemoness |

Complies with the requivements of the British
Pharmacopoeia {1993}, Not more than 50 particles with size
more than 100 um for 50 spraying

Binnosinae suMoram Bpwr.@.(1993). He Gizbize 50 wactox
posmipom finsure 100 Mxam Ha 50 poinmness

Not Performed
HE ﬂpDBOJ.U'[BCﬂ

Number of doses in one inhaler 2
Hncre ao3 B OAHOMY iHranaTopi ?

Not legs than 200
He menuie 200

Complies
Bianoninac

! Particulate rnatter: Performed for 1 from & batches\ Mexaniuti BkmioueHHs: MpoeoauTecA AnA 1 3 6 cepiii.
% Nunber of doses in one inhaler: Performed as a part of contral of content uniformity\Uncno poa B opHomMy iHranATopi:

BUKOHYETLCA Ik YAcTUHA KOHTPOAI0 OAHOPIAHGCTI BMICTY

Signature { ITinnmc )

Name, Surname {Qualified Person)

WILLIAM RICARD

In*n, Tipiasuwe (Ynosnosaxesna ocofa)




Issued by:

Glaxo Wellcome Production
23 rue Lavoisier BP 118
27091 EVREUX CEDEX 9
France

Tel: 0232235500

Certificate of Quality
CEPTHOIKAT AKOCTI
Certificate Date/ [lata cepribikaty Certificate Number
Howmep ceprudixaty
14-OCT-2021 3001198229
Page 1/4
Cropiukal/4
Product: VENTOLIN™EVOHALER™ aerosol, metered-dose inhaler 100 mcg/dose 200 doses in cans Nel
Npoaykr BEHTOJITH™ EBOXAJIEP™, aep030is UL iHransuii, aosopaxu#, 100 Mxr/nosy no 200 no3 y
Hanonax Nel
Product Code: 60000000002654
Kox npopyxTy 60000000002654
Package Size / Type 1 can/carton
Poamip / THO naKysaHus 1 HanoH B KapTOHHIM kopobui
Importing country Ukraine
Kpatua-iMnoprep Yxpaida
Marketing (ARTG) Authorisation number UA/2563/01/01
Honep peecTpauiiiHOro nocBiq4eHHs: UA/2563/01/01
Manufacturing Authorisation number®: 2021_080_1_2
Homep ainensii Ha BUpoGHHUTBO: 2021_080_1_2
Manufacturer name, address: Glaxo Wellcome Production, Zone Industrielle No2, 23, rue Lavoisier,
27000 Evreux, France
HaiimexyBanus, Miclie3HaxXohKeHHs BUpobHUKa ¢ I'naxco Bennxom [Ipogaxw, 301 Ismycrpiens No2, 23, pro Jlanyas’e,
27000 Espe, ®pannis

Batch Ne: VE2V

Cepis Ne: VE2V )
EXPIRY DATE (Kinuesnit repmin npugarrocti): 09 2023
MANUFACTURING DATE (Jama supobnuymsa): 08 09 2021

Strength of preparation/Efficiency:

Active drug substance: salbutamol; one dose contains 100 mcg of salbutamol (as salbutamol sulfate).

Cuna pit/ AKTHBHICTB:

niloua pevosnna: cansByTtamon; 1 zo3a MictuTs cansSyTanony 100 mxr (y ¢opmi cansbytamony cyasdary).

Regulatory Statement:
3aspa npo ceprudixanin:

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

LM MH NiATEEPINCYEMO, WO HaseeHa iHpopmauis € cnpamiHb0io 1 TouHoto. Cepia npenapary Gyiia BUTOTOBNEHA, BKIIOYAIOUH
flaKyBaHHs/MADKYBAHHA T KOHTPONb AKOCTI, Ha 3a3HaveHill Bume BupoGHuii AinsuuLl B TOBHIH BianosiAsoCT] RO BUMor HanexHol
BupoGHIHol npaicriiy (GMP), BCTAHOBREHIX MiCLIEBM PEFY/ATOPHUM BIROMCTBOM, & TAKOMC B HOBHIi BiANOBinHOCTI A0 crenndixauii,
nepenGaueHuX ¥ peecTpauiiiHoMy JOche Kpaitu - imnopTepa. JOKyMEHTAUjs CTOCOBHO BUPOGHIHOrO NpOLECY, NAKYBaHHA i aHamizy cepii
Gyna nepesipena, i Gy;0 BCTAHOBEHO, 1O BOHA Bianosigae sumoram Haneixnoi BRpoGHHHOT NpaKTuki (GMP) i no3sonena o peanizanii
YNOBHOBDKEHOK 0C06010.
Batch size in packs: 53208
Po3mip cepii B ym: 53208




Issued by:
Glaxo Wellcome Production

23 rue Lavoisier BP 118 Certificate of Quality
27091 EVREUX CEDEX 9 CEPTH®IKAT SIKOCTI
France Certificate Date/ Jara ceprudikaty Certificate Number
Tel: 0232235500 Hotep cepmmdlknry
14-0CT-2021 3001198229
Page 2/4
Cropinka2/4
Product: VENTOLIN™EVOHALER™ aerosol, metered-dose inhaler 100 meg/dose 200 doses in
Ipoayxr cans Nel

BEHTOJIH™ EBOXAJIEP™, aeposoinb s inrasuii, nozosannit, 100 Mxr/no3y,
no 200 o3 y 6anorax Nel
Product Code: 60000000002654

Kon nponyxry 60000000002654

Batch Ne;: VE2V
Cepin Ne:  VE2V

Description Specification Results

HaiimMenyBanns Crnenndirauis PesyabraTt
Metal can with concave base fitted with a metering valve Complies

DESCRIPTION Mertanepuit 6a10H 3 BIrHYTOIO OCHOBOIO, OCHAIEHUH
JO3YIOUNM KJIAIIaHOM Bianosingae

Onuc

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

InerTrdikaiis METOAOM CriexTp 3paska Crisnaziae 3i CrieKTpoM, BHKIHKAHAM

1Y-cnexrpockonii CTAHAAPTHUM cansByTamMona cynpaTom. Bianosinae

IDENTIFICATION BY HPLC The principal retained peak in the HPLC chromatogram of the | Complies
sample corresponds to the peak due to authentic Salbutamol
Ocnosuyit yTpuMyBauuit nix va xpomarorpami BEPX 3paska

Ineurndiranis Meroxom BEPX CMIBMAAE 3 MIKOM Ha XPOMATOrpamMi CTaHAapTHOTO Bixrosinae
canefyTaMony

CONTENT OF SALBUTAMOL PER

ACTUATION DELIVERED THROUGH THE

ACTUATOR, COMBINED

BEGINNING AND END OF USE (min 10

canisters)/ Bmicr cansGyTamoily Ha 0O3y, WO

LOCTABIIACTRCA HePe3 PO3NHITIOBAH, CyMapHO Ha

FI0YATKY T4 B KiHL{ BUKOpycTanHa (Min.10

GANOHYMKIB):

MEAN SALBUTAMOL CONTENT PER 76 — 104 meg (85-115% of ex-actuator target of 90 meg) 86 mcg

ACTUATION 86 kr

Cepeguilt BMicT cansfyramMona Ha o3y

76 — 104 mxr (85-115% neoOxinHot a03u 90 MKr)

£ 'PEHHO walifen Keq

DAPMACLOTIKATC |58
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Issued by:

Glaxo Wellcome Production
23 rue Lavoisier BP 118
27091 EVREUX CEDEX 9
France

Tel: 0232235500 Certificate of Quality
CEPTHOIKAT SAKOCTI
Certificate Date/ [ata ceprudikaty Certificate Number
Homep cepmudixary
14-0CT-2021 3001198229
Page 3/4
Cropinxka3/4
Product: VENTOLIN™EVOHALER™ aerosol, metered-dose inhaler 100 mecg/dose 200 Doses
TIpomyxr in cans Nel
BEHTOJIIH™ EBOXAJIEP™, aeposons Ans inransuii, sososauuit, 100 Mxr/nosy, 1o 200 oz
y Garionax Nel
Product Code: 60000000002654
Kop npoayxry 60000000002654
Batch Ne: VE2V
Cepist Ne: VE2V
CONTENT UNIFORMITY The requirements are met if the content of Salbutamol per Complies
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 1 of the 20 results is outside
+335% of the mean, test an additional 10 canisters.
The requirements are 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
outside £50% of the mean
Bunors BukoHyIOThCH, SKWO BMICT cans0yTamMony Ha 403y He
QnuopinHicrs BMicTy MeHIne Hbk y 18 i3 20 pesyssTaris 3Haxo4MTBCA B MeKax £25% Binnosinae

Bill CEPERHBOTO, TA Hi OIMH PE3Y.IbTAT HE BUXOMHTS 32 Mexi £35%
Bill cepenuboro, Slxino 3 abo 4 pesy/ETATH BUXOIATE 32 Meki
+25% Bin cepensboro Ta He Ginbiue 1 i3 20 pe3ynbTaTiB BUXOAWTH
3a Mexi £35%, TO MPOBOAATL AOAATKOBE BUNpPOGYBanns va 10
GanoHuxKax.

BHMOr# BUKOHYIOTECS, SKIIO He < 36 i3 40 pesynriatis
3HAXOAATHCA B Mexax £25% Bif cepeaHboro, He > 1 i3 40
PE3yABTaTIE BHXOAMTS 33 Mexd £35% BiA cepeansoro Ta ni ouH
PE3YABTAT HE BHXOIMTE 3a Mexi £50% Bin cepennsoro.
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Issued by:

Glaxo Wellcome Production
23 rue Lavoisier BP 118
27091 EVREUX CEDEX 9
France

Tel: 0232235500

Certificate of Quality
CEPTH®IKAT SAKOCTI

Certificate Date/ ata ceprudixaty

14-0CT-2021

Certificate Number
Howmep ceprudirary

3001198229

Page 4/4
Cropinkad/4

Product: VENTOLIN™EVOHALER™ aerosol, metered-dose inhaler 100 mcg/dose 200
HpoayxT Doses in cans Nel
BEHTOJIH™ EBOXAJIEP™, aeposons Ans iHransuii, nososannii, 100 Mxr/nosy, mo 200
o3 y Ganonax Nel

Product Code: 60000000002654

Koa npoaykry 60000000002654

Batch Na: VE2V

Cepia Ne:  VE2V
MEAN FINE PARTICLE MASS BY CASCADE Not less than 30 mcg 49 mcg
IMPACTION (sum of stages 2 to 6) min 3 canisters
CepenHst Maca TOHKORHUCTIEPCHUX BKIOYEHbL METOLOM 49 Mxr
KACKaiHOTO iMrakTopa (cyMma cTymeHin 2-6) He memmu nix 30 Mxr
(Minimym 3 GanoH4HKa)
LEAK RATE Complies with the requirements of the USP Complies
TepMmeTHUHICTS Biarosinae suMoram @.CHIA Binnoginae
PARTICULATE MATTER ! Complies with the requirements of the British Not Performed

Pharmacopoeia (1993). Not more than 50 particles with He
Mexauiyni BkmovenHs | size more than 100 um for 50 spraying TIPOBOAMBCH
Bianosizae sumoram Bput.®.(1993). He Ginswe 50
yacTok posmipom Gimslue 100 Mxm ua 50 posnwneHn

Number of doses in one inhaler ? Not less than 200 Complies
Upcnio 03 B ORHOMY iHrajmsropi 2 He menme 200 Binmosinae

1 Particulate matter: Performed for 1 from 5 batches\ MexaHiyri BkriioueHHs:: Mposoautecs ana 13 5 cepii.
2 Nurmber of doses in one inhaler: Performed as a part of control of content uniformity\Yucno noa s opHoMy iHranaropi:

BUKOHYETBCA AK HAaCTUHA KOHTPONO OAHODIAHOCTI awcry

Signature ( ITianuc )
Date of si

ture (Jlata nigmicy) DD MM YYYY

AT 11O [ 802

Name, Sumname (Qualified Person)

im*s, Ilpiseuue (YnoBHOBaKEHa 0C002)

FLORENT REIGNER

l) -
‘Q‘r \G\
TNAXCOCMITKS T iH 5
OAPMACHITIKATE
YRPAHA"

A\ faenTHd K auitksy K JA




TIEPYUIKCIIY KBA
JAEPXKABHA CJYIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTHKAMM Y KHIBCHKIN OBJIACTI

npocnekt Banepis Jlobanoscrkoro, 51, M. Kuis, 03110, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK
IO AKICTH BBE3€HOI0 B YKpaiHy JiikapecbKoro 3acody

10.11.2021 Ne 65172/21/10

BEHTOJIIH™ EBOXAJIEP™

(uaiiMeHyBaHHs JiKapCEKOro 3acoby 3rifHO 3 peecTpalifHiM MOCBITYEHHAM)
aepo30.b JJIs1 iHrausuiii, ro3oBanuii, 100 mxr/no3y; mo 200 xo3 y 6asoni; mo 1 6aony B
KapTOoHHiiT xopo6ui

(opma BumycKky, H03yBaHHs, BUA NaKyBaHHsI JliKapchbkoro 3acoby)
Homep peectpanittroro nocsimaenns UA/2563/01/01 crpox gif peecrpauiitnoro nocsimuenns 01.01.2099
Cepis nikapcskoro sacoby Ne VE2V KinskicTs BBe3€HOTO Jtikapcbkoro 3acoby 53208

Bupo6uuk I'naxco Bemikom Ipogaxinn, @panuis

(HaiiMeHyBaHHs BUPOGHHKA 1iKapCEKOro 3acoly, KpaiHa NOX0IKEHH:)

BpeseHo B YkpaiHy TosapucTBo 3 06MexeHoro BinnmosinansHicTio ""T'nakcoCmiTKaskin
dapmachroTikanc Ykpaina', izenr. kon: 35619519

(waitvMenyBarHs Ta koA 3a €JIPTIOY 1opuauuHoi ocobu abo npissuie, iM's, no 6atekoBi dizuuHo]
oco6 - nianpremi, i MicLe poxUBaHHs Ta peecTpaniiHuit Homep 06/1iK0BOT KAPTKH [IATHHKA
nozatkis abo cepis Ta HoMep nacrnopra)

IIpoTokos BisyansHoro kontpomo Bix 03.11.2021 N 3940/1.

3a pesymbTaTaMM [epKAaBHOTO KOHTPOMIO BCTAHOBNEHO, INO Jikapchkud 3aci6 BBeseHo B VYkpaiHy 3
JAOTPHMAaHHSAM BHMOT 32KOHOIABCTBA IION0 3a0e3neueHHs AKOCTI JikapchKux 3acobiB.

3aCTynHHK/HaHaJILHHKa*Buu:(my

I[epx(aBHoLxg:ny/)K&/i’_B JIlKapCI:KHX 3aco0iB 3y6apesa H. B.

Ta KO po.m@fa HapKOTHKaMH y KuiBcpkiit ’
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