DOCUMENTNUMBER VERSION 'STATUS EFFECTIVE DATE
F orm FRM-0000821 11,0 [ Effective -22/0ct/2020
TITLE

BECLAZONE-ECO, AEROSOL FOR INHALATION 200 DOSES (250MCG/DOSE) IN CONTAINER - FA1428

Y NORTON
SWaterford

Norton Waterford Limited T/A IVAX Pharmaceuticals Ireland

T/A Teva Pharmaceuticals Ireland

Unit 27/38, TDA Industrial Park, Cork Road, Waterford, Ireland
Hopmon Bamepepopd JTumumed T/A AHBIKC @apmacvromuxanim

7/4 Tesa ®@apmacsiomuxanym Hpnanoun

Bnok 27/35, HAA Hudacmpuaallapx, uiocceK: opK, Bamepgopo, Hpnanoun

CERTIFICATE OF CONFORMANCE
CEPTHDHKAT KAYECTBA

DRUG PRODUCT

JIEKAPCTBEHHOE CPEJICTBO

Active ingredient
Axmusnutii unzpeduenm
Batch number

Homep cepuu

Batch size

Pazwep cepuu

Release quantity
Bumywennoe xonuvecmso
Date of manufacture
Hama npouszeodcmea
Expiry date

Cpok 200Hocmy

Batch Release Site

Botnyck cepuu

Specification
Creyugpuxayus

Marketing Authorization License
Pezucmpayuonuoe ceudemenvcmeo
Certificate of GMP compliance of a manufacturer
Cepmughuxam coomeemcmeus GMP
npoussooumenn

Number of manufacturing license
Homep npouzeodcmeennoii
AUYeH3UU

Importing Country

Cmpana umnopmep

SOP-0000493

BECLAZONE-ECO, aerosol for inhalation 200 doses
(250 pg/dose) in container

BEKJ/IA30H-3KO, asposons ona unzanayui no 200 do3
(250 mx2/003y) 6 6annonuuxe

Beclometasone dipropionate
bexnomemazona dunponuonam
AFS96A

pes. 25,200

yn.
pcs. 25,200

yn.
07.2020
07.2023

Norton (Waterford) Limited T/A [VAX Pharmaceuticals Ireland

T/A Teva Pharmaceuticals Ireland, Unit 27/35 IDA Industrial Park, Cork
Road, Waterford; Ireland

Hopmon (Bamepghopod) JTumumed T/A AFBIKC Dapmacviomuxans
Hpnanous

T/A Tesa ®apmacviomuxans Hpranous, Fiox 27/35, HITA

Huoacmpusn lapx, wocce Kopk, Bamepgpopo, Hpranous

Ne UA/5384/01/02

Ne UA/5384/01/02
2018/18385/M436 and 2020/26477/M436

2018/18385/M436 and 2020/26477/M436

M00436/00001
M00436/00001

Ukraine
Yxpauna
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Form

DOCUMENT NUMBER | VERSION | STATUS EFFECTIVE DATE,
FRM-0000821 11.0 | Effective 22/0c¢t/2020

TLE

BECLAZONE-ECO, AEROSOL FOR INHALATION 200 DOSES (250MCG/DOSE) IN CONTAINER - FA1428

v NORTON
ASWaterford

Norton Waterford Limited T/A TVAX Pharmaceuticals Ireland

T/A Teva Pharmaceuticals Ireland

Unit 27/35, IDA Industrial Park, Cork Road, Waterford, Ireland
Hopmon Bameppopd Tumumeo T/A AHBIKC ®apmaceiomuxansm

T/A Tesa ®dapmacsiomuxansm Hpnanoun

Bnox 27/35, HIA HudacmpusniTapx, socceKopx, Bamepepopd, Hpnandun

TESTS
HA3BAHHE ITOKA3ATEJIA

REQUIREMENTS RESULTS
TPESOBAHHA PE3VJIBTATH!

APPEARANCE (visual method)

BHELLUHHY BHJ]
(susyanvuviti memood)

Aerosol for inhalation in a pressurized aluminium Complies
container. Absence of external damage, corrosion or
leakage.

A3posons ons unzansyuii 6 antomuntiesom Konmeiinepe Coomeemcmsyem
noo Oasnenuem. Omcymcmeue eHeuinezo nospexcoerus,
KOppo3uu unu ymevxu.

IDENTIFICATION (HPLC)

HAEHTHOHKALIHA (BI)XKX)

Retention time of beclometasone dipropionate peak in Complies
the chromatogram of the sample is + 5 % of the retention
time of beclometasone dipropionate in the chromatogram
of standard.

Bpema yoepacuearnus muxa bexnomemasona Coomeemcmeyem
Ounponuonama na xpomamozpamme obpasya
cocmageanem £ 5% om epemenu yoeprcusanun
bexnomemasona dunponuonama na Xpomamozpamme
cmandapmuozo obpazya.

CONTENT UNIFORMITY
(SHOT WEIGHT)

OLHOPOHOCThH
COLEP)XAHWSA (BEC
H3BJIEKAEMOH J1O3b)

Nine of ten results 15 % of mean. No result outside + Mean: 78.4mg

25 % of mean. If 2 or 3 results are outside + 15 % of Range: 77.1 - 79.4mg
mean, test an additional 20 cans. Test complies if not Complies

more than 3 of 30 results are outside + 15 % of mean and ‘
none are outside + 25 % of mean.

9 u3 10 pesynbmamoe cocmasnsom + 15%
OMHOCUMeNbHO cpedre2o 3Havenun. Hu oduw uz
pesyabmamos He avixo0um 3a npedenvr + 25%
OMHOCUMENbHO CpedHezo 3uavenus. Ecnu 2 uny 3
pe3yrbmama evixo03m 3anpedenwr + 15%
OMHOCUMENLHO CPedNez0 HAUEHUR, NPOEOOIM
ucnvimanue Ha 20 0onoanumensHLIX banronyuKax,
{Ipenapam evidepaicusaem ucnvimanue, ecnu ne 6onee
Hem 3 uz 30 pezyremamog 6uixodam 3a npedenvt + 15%
OMHOCUMENBHO CPEOHE20 3HAYEHUA, ¥ HU OOUH U3
pesynomamos ne 8bix00um 3a npedenwi = 25%
OMHOCUMENBHO CPedHez0 3HaYeHuA.

Cpednee: 78-4mg
Huanazon:77.1-79. 4mg
Coomeemcmgyem

SOP-0000493
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"DOCUMENT NUMBER | VERSION | STATUS EFFECTIVE DATE
Form FRM-0000821 11.0 | Effective 22/0ct/2020
TITLE

BECLAZONE-ECO, AEROSOL FOR INHALATION 200 DOSES (250MCG/DOSE) IN CONTAINER - FA1428

Y NORTON
ASWaterford

Norton Waterford Limited - T/A TVAX Pharmaceuticals Ireland

T/A Teva Pharmaceuticals Ireland

Unit 27/38, IDA Industrial Park, Cork Road, Waterford, Ireland
Hopmon Bamepopo Tumumeo T/4 AHBIKC dapmacsiomuxarsm

1/4 Tesa ®apmacsiomuxansm Hpnanous

Bnok 27/35, HJJA HunoacmpusnHapx, wocceKopk, Bamepgopo, Hpranoun

TESTS REQUIREMENTS RESULTS
HA3BAHUE ITOKA3ATEJIA TPEBOBAHHUA PE3VJIBTATHI
Nine of ten results + 25 % of mean. No result outside + 35 % N/A

UNIFORMITY OF METERED DOSE
Ph.Eue."

ONIHOPOLHOCTE JOCTARIAEMOH
JO3bI E®.”

of mean. If 2 or 3 results are outside + 25 % of mean, test an
additional 2 cans. Test complies if not more than 3 of 30,5 of
50, 7 of 70 or 9 of 90 results are outside + 25 % of mean and
none are outside = 35 % of mean.

| 9 u3 10 pesymemamoe cocmasnsiom + 25% omnocumensro

cpednezo snauenun. Hu odun us pesynomamos negvixodum 3a
npedenvt + 35% omunocumenvno cpednezo 3navernus. Ecau 2
wiu 3 pesynomama 6bixo0am 3anpedenvt + 25%
OMHOCUMENbHO CPeOHeZ0 SHAYENUR, NPOBOOAM UCHBIMANNe Ha
2 dononnumensuuix bannoiyuxas., Ipenapam evidepacusaem
ucneimanve, ecnu nebonee wem 3 uz 30, 5 u3 50, 7 uz 70 uny 9
uz 90 pesynomamos gvixodam 3a npedenvt + 25%
OMHOCUMENLHO CPEONe20 IHAUEHUA, I HU OOUH U3
pesyromamoe He evixo0um 3a npedenwvt + 35% omuocumensio
CpedHezo 3navenuA.

He npoeodunca

AVERAGE CONTENT OF
BECLOMETASONE DIPROPIONATE
PER DOSE (BP Assay)

CPELHEE COIEPKAHUE
BEKITOMETA3OHA JIHITPOITHOHATA B
OLHOW NO3E (BD Konuuecmeennoe
onpedenerue)

212.5-287.5,¢

212,5-287,5 mxz

246 .4 Hg

246.4 MKz

FINE PARTICLE DOSE (Twin Liquid
Impinger)

A034 MENTKOQHCIIEPCHBIX YA cTHy
(Hsotinoii acudxocmuoi UMnuroxcep)

Not less than 35 % in stage 2 of the TLI

He menee 35% e cmaouu 2 TLI

55%

55 ¢

0
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DOCUMENTNUMBER | VERSION | STATUS EFFECTIVEDATE |
Form FRM-0000821 1.0 | Effective 22/0ct/2020
TITLE

BECLAZONE-ECO, AEROSOL FOR INHALATION 200 DOSES (250MCG/DOSE) IN CONTAINER - FA1428

Y NORTON
ASWaterford

Norton Waterford Limited T/A TVAX Pharmace

T/A Teva Pharmaceuticals Ireland

uticals Ireland

Unit 27/35, IDA Industrial Park, Cork Rond,_ Waterford, Ireland
Hopnion Bamepdpopd /lunumed T/A ARBIKC ®apmacsiomuxansm

T/A Tesa Qapsaceromunanym Hpranous

Bnox 27/35, HIJA HnoacmpuanTapx, wocceKop, Bameppopo, Hpnanous

TESTS REQUIREMENTS RESULTS
HA3BAHHE ITOKA3ATEIS TPEBOBAHHA PE3VJIBTATBI
PARTICULATE MATTER The number of particulates the longest axis of which is particles 3
greater than 100 microns does not exceed 50 in 50 shots,
TBEP/IBIE YACTHIIBI Yucno vacmuy, caman onunnas oce Komopuix npesviumaem | vacmuy 3
100 muxpon, ne npeevimaem 50 & 50 naxcamusx.

NUMBER OF DELIVERIES PER Not less than 200 238

CONTAINER

YHCJIO 103 B OTHOM BAJIIIOHYHKE He menee 200 238

MICROBIOLOGICAL PURITY?

MHKPOBHOJIOTHYECKAA YHCTOTAY
Total aerobic microbial count Not more than 100 CFU/gram <1 CFU/g
Obuee xonuuecmso aspobuvix He 6onee 100 KOFE/>. KOE/z
MUKPOOPzanuzmos
Total combined yeast and mould count Not more than 10 CFU/gram <l CFu/g
Obwee xonuvecmeo He 6onee 10 KOF/z, KOE/?
Opodxcocet/nnecreevix zpuboe
Staphylococcus aureus Absent/gram Absent/g Absent
Staphylococcus aureus Omcymcmeyiom g | 2 Omcymcmeyiom/>
Pseudomonas aeruginosa Absent/gram Absent/g Absent
Pseudomonas aeruginosa Omcymcmsyiom ¢ 1 2 Omcymcemeyiom/z
Bile tolerant Gram negative bacteria Absent/gram Absent/g Absent
Kenuemonepanmuvie zpam-nezamuswore Omcymcmeyiom g | 2 Omcymemsyrony/2
baxmepuy

SOP-0000493 40f6




DOCUMENTNUMBER | VERSION | STATUS EFFECTIVE DATE
Form 'FRM-0000821 110 [ Effective 22/0ct/2020

ITLE
BECLAZONE-ECO, AEROSOL FOR INHALATION 200 DOSES (250MCG/DOSE) IN CONTAINER - FA 1428

Y NORTON
2SWaterford

Norton Waterford Limited T/A IVAX Pharmaceuticals Ireland

T/A Teva Pharmaceuticals Ireland

Unit 27/35, IDA Industrial Park, Cork Road, Waterford, Ireland
Hopmon Bamepgopd JTumumed T/A ARBIKC ®apmacsiomurarim

T/A Tesa ®apmaceiomuxansm Hpnanoun

Bnox 27/35, HIA Hndacmpusnilapx, utocceK: opx, Bamepgpopo, Hpnanoun

DTest is not routine and is performed once a year
" Hepymunnurii mecm — npoeoosm [ pas e 200

® Test is performed on every 10* batch or annually (whichever is more frequent)
Y ITpoeodumcs na xancdoi 10-ii cepuu, win excezoono (e 3asucumocmu om mozo, umo Yaue)

Certification statement: | hereby certify that the above information is authentic and accurate. This batch of product has
been fabricated / manufactured, including packaging and quality control at the above mentioned site(s) in full compliance
with the GMP requirements of the local Regulatory Authority and with 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,
3ananenue o cepmupurayuu: Hacmosnugum # ydocmosepsio, umo PpUBeOEHHaR 6IuE UNGIOPMAYUR AEAREMCH NOONUAHOT
1 mounoll, Ima cepus npodyxma Gsira npoussedena, BKAIOYAA YNaKOBKY/MAPKUPOEKY 11 XOUMPORL KaYecmea Ha sviue
yxasaunom yuacmwe (yuacmrax) & nonnom coomsememeny ¢ mpebosanusu jc/P, YCMAHOGICHHOLMU MECTHHLIM
PECYIANIOPHBLM Op2AHOM, U 8 COOMEeMCMEUL CO creyuduKayuaMy Topzoeoii nuyensuu cmpanei-umnopmepa. Ipomokone
npouseodcmea, ynaxosku u ananusoe cepuu 6uino paccmomperio u npusHano coomeemcmeue ¢ GMP.

Quality Control Approval/YTeepxaeno otaenom KOHTPONA KauecTBa; P m < QQY\\ ,
Title/Tonxkuocre: QC (chu\(x(}e} .

Date/ lata:  Qa, . 10 . 2020

Qualified Person Approval/ YTREPXKACHO YTIONHOMOYEHHEIM THIOM: %«ﬁ/@& (2’44”")"{ KAvA 044 H )

Date/ lata: 22 / 0/292@

) n
wrndpikeuRHIN
2 m:en“ﬂmﬂ
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Form

POCUMENT NUMBER | VERSION | STATUS - EFFECTIVE DATE
FRM-0000821 11.0 | Effective 22/0ct/2020

TITLE

BECLAZONE-ECO, AEROSOL FOR INHALATION 200 DOSES (250MCG/DOSE) IN CONTAINER - FA1428

Approval Date:

ELECTRONIC SIGNATURES
22-0ct-2020 09:55 GMT+0100

Signed by Meaning of Signature | " d-MMflgl;)Yflll‘l-E :::e‘cm'z)
Corina Murray Approval 19-Oct-2020 08:26 GMT+01
Corina Murray Approval 20-Oct-2020 09:23 GMT+01
Laura OReilly Approval 20-Oct-2020 09:36 GMT+01
Patricia McGrath Approval 20-Oct-2020 10:29 GMT+01
Graham Kavanagh QA Check 22-Oct-2020 09:55 GMT+01
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- HEPXKJIIKCJITYXKBA
AEP)KABHA CIIYXEBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMW Y KHIBCHKIM OBJIACTI

npocnext Banepis JloGaHoeskoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPTIOY 37078774

BHCHOBOK
Npo AKiCTb BBe3eHOro B YKpainy Jiikapcbkoro 3aco0y

01.12.2020 Ne 63648/20/10

BEKJIA30H-EKO

(nattmMeryBanus nikapcskoro 3aco6y 3riHo 3 peecTpauiftHuM MOCRiX4CHHAM)
aepo30Jib AJIH inraasamiii, 250 MKT/g03y mo 200 xo3 y 6as10mauKy 3 iHransmikauM NPHCTPOEM Y
KOpoomi

(dopma Bumycky, 103yBaNHKA, BUA NAKYBAHHA AikapcKoro 3acoby)

Homep peectpauiitnoro nocsixsenns UA/5384/01/02 crpox nif peectpanittroro nocsizaexnss 01.01.2099

Cepia nikapcrkoro 3aco6y Ne AFS96A Kinpxicts BBE3eHOr0 MiKApCHKOrO 33c06Y 25200
BHpo6H Hopror (Bartepdopn) Jlimitex T/A AUBEKC Dapmaceiotukans Ipnanzis
“P T/A Tena ®apmacniotnkans Ipnangis, Ipnangis
(nalimenyBanH# BHPOGHHKa JTiKapCHKOro 3aco6y, kpaiHa MoXozKeHHS)
Bee3eno B Ykpaiky ToBaprcTBO 3 06Mexkenoro BiTnoBiRAILRICTIO "Tena Yxpaina", izenr.

xon: 34770471

(nativeHyBanns Ta kox 32 CJIPTIOY iopununol ocobH 860 Tpi3BKILE, iM'd, o GaTsKoBi (izHuHOT
ocobu - mianpuemus, 1t Micue mpoxupanus Ta peectpauiltunii Homep 06/1ikoBOT KapTKH NNaTHIKA
nozatkis a6o cepis Ta HoMep macnopra)

IIporokon Bisyansnoro xourpomo Bix 23:11.2020 N 4068/2.

3a pe3ynbTaTaMH  HEpXaBHOrO KOHTPO/IIO BCTRHOBIEHO, IO JiKapChbkHli 3aci6 BBe3cHO = Vipainy 3
AOTPHM Or 33KOHO/IABCTBA IO/I0 3a0e3reYeHHA AKOCT] JiKapCHKAX 3ac06iB,
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