JIEPIKIIKCITY SKBA
JAEPIKABHA CIHYIKBA 3 JIIKAPCHKUX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU ¥V KUIBCBKIA OBJIACTE

npocriekt Banepisn JloGanosenkoro, 51, m. Kuis, 03110, rer/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,hitps://www.dls.gov.ua, Kog €JIPIIOY 37078774

BUHCHOBOK
PO FKICTH BBezeHoro B ¥Ykpaidy nikapesioro sacoby

04.03.2021 Ne 5713/21/10

CEPETHUA™ QUCKY(C™

(HathdciryBanms Aikapcsioro 3acoGy 3riAHO 3 PeeCTpaNiiHIM TOCkI (1eHHM)
mopOMIOK /Nist iHransiuiii, nozopannii, 50 Mxr/500 micr/xosy, mo 60 mo3 y aucrkyci; no 1 AMCKYCY
B KapTOHRAIil ynaxosmi

(dopMa BETIyCKY, KO3YBARHA, BEJ| MIAKYBATIHA HikapChkoro 3acoby)
Homep peecrpaniittroro ocsigaenssn UA/8524/01/03 crpox aii peectpanjiinoro nocsizuenns 01.01.2099
Cepia nixaperkoro 3acofy Ne C33X Kinexicrs Baesenoro nikapeskoro sacofy 12078

BupoGruk ['naxco Bennxom Ipopaxms, Gpanis

(uaHmenysam pHPOGHUKA NIXAPCLKOrO 3aco0y, KPAiHa TIOXOMKEHH)

Brnesene b Yipainy TopapucTBo 3 06Mexenoxw BignorigaasnaicTo "IaakcoCmiTi s
Dapmacnioticane Yipaiua', izenr. con: 35619519

{nalimenypanus Ta kon 3a EJTPTIOV 1opuanyrol ocobu abo npiasuule, iv's, 1o Garbkosi hisuanol
ocobu - mianpuesus, if Micte nporiciBaHIs TA peecTpaniiui Homep obnikonol xapTI MIATHEKE
noxaTkis abo cepis Ta HOMED NacnopTa)

TipoToxe sizyansnoro wowrpomo niy 04.03.2021 Ne 0354/7.

3a pe3yapTaTAMH [REPIKABHOTO KOHTPONIC BCTAHOBIEHO, W0 nikapeokuif 3aci6 Beesemo n  Ykpainy 3

,[KOTpHMaHHﬂM nm\.{or 3AKOHONABCTBA 10O 3abe3neyenny AKOCTE NiKaposxHX 3acchis.
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Issued by:

Glaxo Wellcome Production

ZI N°2, 23 Rue Lavaoisier

F-27091 EVREUX

FRANCE

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

Certificate of Quality
CEPTU®DIKAT sIKOCTI

Cerlificate Date/ [lata ceprudikary Cerlificate Number
Homep ceptudikary
2212 2020

Purchase order item / date

Homep samoenevns/nara

Not applicable

Delivery item / date

MocravanHs / gara

Not applicable

Order iter / date / 3amosrieHHs /
nara

Not applicable

Customer number /Homep knieHta
Not applicable

SERETIDE™ DISKUS™ powder for inhatations, dosed, 50meg/500megiper
dose 60 doses in discus #1

CEPETHA™ NWUCKYC™, niopoluok gns ikransiii, Acsopanmi, 50mic/
500mkr/noay, 60 pnoa y guckyci Net

3000965038
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Material Description:

Onue marepiarny;

Material Number: 60000000004155
Kog marepiany: 60000000004155
Marketing Authorisation Number; UA/B524/01/03
HoMep peccrpauifiHoronoesiftenus UAIB524/01/03
Manufacturing Authorisation Number; M 18172

Homep niuenait Ha BUpoBHuuTEO M 18/172

Manufacturer name, address: Glaxe Wellcome Production, Zone Industrielle Ne2, 23, rue Lavoisier, 27000
Evreux, France

HaliveHy BanHn, MicLe3HaxooKeHHA
BUPobHKKA : akco Bennrom Mpogakwy, 3oH IHaycTpiens Ne2, 23, pr INamyas'e, 27000
Espe, ®paHuis

Strength of preparation/Efficiency:

Aclive drug substances: salmeterol xinafoate and fluticasone proplonate;

one dose of the product contains 50 meg of salmeterol (as salmeterol xinafoate)* micronized and 500 meg of fluticasone
propicnate (micronized),

*72.6 rcg of Salmeterol Xinafoale is equivalent to 50 meg of Salmsterol base.

Cuna giil AKTvBHICTL:

Ailodi pe4oBHM: CaneMeTepony keuHadoaT, hloTUKAIoHY NporTioHaT;

1 Ao3a npenapaty micTTe 50 Mo canbmeTepony {y dhopmi canemeTepony KcuHachoary)” mikponizosasoro ta 500 mur
ghrtoTukasoky nponlonaty (MikpoHisosaHora).

*50 M cansMeTepony ekelBanenTHo 72,5 MK canbmeTepony keuHadoary.

Regulatory Statement;
3asiga npo cepTudikauiio:

We hereby cerlify that the above Information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control in full compliance with the GMP requirements of the local Regulalory
Authority and the speditications in the Marketing Authorization of the importing country. The balch processing, packaging
and analysis records were reviewed and found to be In compliance with GMP and has been released by a Qualified Person,
L mu nigTsepayemo, Lo uaseneHa iHhopmauis € cnpapiHLoo | Tounolo. Cepis npenapary byna BWOTOBAEHA,
BRMIOYAIOUM NakysaHHA/MaPKYBaHHA Ta KOHTPONMb AKOCTI, Ha 3asHaueHiii Bulle BUpaBHUYiA  ainbHUUL B noBHiA
BifnoBinHoCTI A0 BuMor HanexHol BupoSHuio! npaktuki (GMP), BeTaHoBReHMX MiCUEBUM PerynatopHim BiLOMGTSOM, a
TAKOK B NOBHIY BiANoRiAHOCT Ao cneuwdirauin, nepesbauenux y peectpaliiiHomy A0CHE kpaihv - imnopTepa.
FowymenTauis crocosno BupoBHWOr0 MpoLecy, nakysaHHs i ananisy cepii 6yna nepesipexa, | Gyno scradosnexo, wWe
BoHa Bignorinae suMoram HanexHol BupoGHuyoT npaitaiy (GMP) | goasonena fo peanisauli YnosHosameHoo 0coBaoio.
Batch size in packs: 12 078

Poamip cepiiByn: 12078

Batch N°: C33X
Cepis Ne: C33X

EXPIRY DATE
(Kinyeruit Tepmid npugarthocTi): 10 2022

Manufacturing date:
{Data BupoGhuyrea): 12-10-2020

Importing Country; Ukraine
Kpaina-imnoprep : Yepaina
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Issued by:

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

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

Material Description:

Certificate of Quality
CEPTUDIKAT HKOCTI
Certificate Date/ [lara cepruchikaty

22122020

Purchase order item / date
Homep samopneHHs/nara

Noft applicable

Delivery item / date

[NocTtauanHs / para

Not applicable

Order ilem / date / 3amoBnerHs /
fara

Not applicable

Customer number /Homep knieHTa
Not applicable

3000965038

Certificate Number
Homep ceprudhikary
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dose 60 doses in discus #1

Onue mareplany:

500mir/gosy, 60 nos y avciyci Net

SERETIDE™ DISKUS™ powder for inhalations, dosed, 50meg/500meg/per

CEPETUA™ NWCKYC™, nopowok ans iHransuii, nososasui, 50mer/

Material Number: 60000000004155
ICozy maTepiany; 80000000004155
Batch Ne: C33X
Cepin Ne: C33X
Description Specification Results
HanmenyeaHHn Crneywdikayin Peaynirar
DESCRIPTION A two-tone purple, circular device in moulded plastic, COMPLIES
Onue approximately 8.5 cm In diameter and approximately 3 cro high,
with a dose counter
Kpyrnuit npucTpiit Gyskoporo Konkopy ABOX TOHIB B NNACTUKOBIA Bi :
4 : nosijae
hopml, npuGnuzHo 8,5 cm B glameTpl Ta npubnuaro 3 em
BUCOTOI, 3-IHAUKATOPOM £03
IDENTIFICATION for Salmeterol and Fiuticasone The principa| peaks in the HPLC chromatogram of the sample COMPLIES
propicnate BY HPLG corresponds with the peaks produced by hoth analytical working
standards,
BunpobysaHHa Ha AOCTORIPHICTL canbmeTepony OcHobHI Nk Ha Xpomarorpasi 3paska BianosigawTs cCHOBHUM Binnosipae
Ta chmioTukasony npenionaty smeTogom BEPX nikam Ha xpomaTorpami aHaniTuuHu pobouux craHaapTie
IDENTIFICATION for Salmeterol and Flulicasone The UV speclrum of the sample corresponds with the spectrum COMPLIES
proplonate BY UV produced by a mixture of the analytical working standards,
BunpoGysaHHA Ha AOCTORIPHICTL canbMeTepony ¥ cnexrp apaska signosigae cnekTpy cymili aHaniTuuHUx Bignosigae
Ta thrioTrkasony nponloHarty metoaom Yo pofoyux cTaHpapTie
MEAN SALMETEROL CONTENT PER DOSE 97.5 — 107.5 % (48.8 — 53.8 mcy/doss) 101.5 %
BY HPLC (% of label claim) {50.7 meg/dose)
Cepoahiii pmicT cantmetepony va gosy, BEPX (% | 97,5 107,5 % (48,8 — 53,8 mxr/goay) 101,56 %
BKa3aHol Ha eTukeTUi KinskocTi) (50,7 mkrlgoay)
MEAN FLUTICASONE PROPIONATE CONTENT | 92.5 ~107.5 % (463 — 538 mcg/dose) 1014 %
PER DOSE BY HPLC (% of labal claim) (507 mecgldose)
CepeaHiil BMiCT chnioTHrasoHy nponioHaTy Ha 92,5 - 07,5 % % (463 — 538 mer/noay) 101,4 %

nosy, BEPX (% skasanci Ha eTukerUl KinbKooTi)

(607 mrrfposy) |

MEAN FINE PARTICLE MASS OF SALMETROL
PER DOSE DETERMINED BY CASCADE
IMPACTION (mcg/dose)

Cepeata Maca ApIGHOT HacTku carnibMeTepony Ha
£03Y, BUBHAUEHA MEBTO/A0M KaCKaJlHOTC BUKHAY
(Mur/noay}

Nol less than 7.5 mcgldose

He MeHwe 7,5 mko/gosy

10.7 meyidose

10,7 mur/nosy




Issued hy:

Glaxo Wellcome Production
ZIN®2, 23 Rue Lavoisier

F-27091 EVREUX
FRANCE

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

Material Description:

Onuc mateplany:

Material Number;
Kon marepiany:

Certificate of Quality
CEPTUMIKAT AKOCTI )
Certificate Datef fata cepruchicary Certificate Number
Homep cepridikary
2212 2020

Purchase order item / date

Homep samosnens/gara

Not applicable

Delivery item / date

Nocravausds / nara

Not applicable

Order itern / date / 3amosneting /
nara

Not applicable

Customer number /Homep knienTa
Not applicable

30009065038
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SERETIDE™ DISKUS™ powder for inhalations, dosed, 50meg/500meyiper
dose 60 doses in discus #1

CEPETWA™ NUCKYC™, nopouick Aris iHransiwiiA, qososanuii, S0mic/
500mkr/noay, 60 goa y avckyci Ne

60000000004155

60000000004155

Batch Ne: 33X
Cepis No: ©33X

[

Description Speclfication Results
Halimenysanis Creundhirayin Peaynerar
MEAN FINE PARTICLE MASS OF FLUTICASONE
PROPIONATE PER DOSE DETERMINED BY 76 - 150 meg/dose 109 meg/dose
CASCADE IMPAGTION (megldose)
Cepenns maca apiGHol yacrku dnioTukazoHy
nponioHaTy Ha 03y, BUBHAYEHA METoROM 75 —~ 150 MKr/foay 108 mer/noay
KaCKaHoro Bukuay {Mkr/a03y)
CONTENT UNIFORMITY OF THE DELIVERED The requirements of the test are met if on determination for 10 COMPLIES
DOSE BY HPLC/ SALMETEROL (% nominal dose delivered doses.
of Saimeterol) i) The mean delivered dose is within 20% of the nominal

delivered dose of 47 meg/dose {37.6 - 56.4 meg/dose);

if) The defivered dose of not more than one blister falls outside

25% of the nominal delivered dose (35.3 - 58.7 megidose};

iif) The delivered dose of no blister falls outside 35% of the

nominal delivered dose (30.6 - 63.4 mcg/dose).

If the requirements are not met, repeat the test with a further

20doses. The requirements of the test are met if, for the 30

doses:

i) The mean delivered dose Is within 20% of the nominal

delivered dose of 47 meg/dose (37.6 - 56.4 mcgldose);

i) The delivered dose of not more than three blisters falis

outside 25% of lhe nominal delivered dose (35.3- 58.7

meg/dose);

ill} The delivered dose of no blister falls oulside 35% of the

nominal delivered dose (30.6 - 63.4 mcg/doss).

- g ; ’ Flieto BUaHaveHHn ByAe npoBeaeHO Ha 10 gosax, wjo

Onropiguicrs Bmicty y Aosi, ujo Aocr_asnﬁeTa?csz, AOCTZBNAIOTLCA, TO NPENAPAT BUTPUMYE BUNPOGYRAHHA Npy Binnosigae
meTop BEPX! Canbmerepen (% HOMIHaneHoY foau o

HACTYMHWX BUMarax:
canbMeTepory) . o

l) Cepegiin nosa, Wo focrasnneTson, plaplsHaeTLea Bl

HOMIHANLHOT 403K, WO ACCTABNAETLGA, 47 MK 03y He Ginblie

Hixk Ha 20% (37,6 — 56,4 murfnosy)

i) flosa, 1o pocTaBNAETLCR 3 OAHIET NYHKU MoME BiAPISHATICA p

He GinbLue Hik ha 25% Big HoMiHanbHGT 403K, Wo %

docranactbes (35,3 — 58,7 mxr/qoay)




Issued by;

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

Tel: +33(0) 232235600 Fax: +33(0) 232235529

Material Description:

Certificate of Quality
CEPTHU®IKAT AIKQCTI
Cerlificate Dale/ fara ceprudchicary

22 12 2020

Purchase order item / date
Homep samosneHHs/aara

Not applicable

Delivery item / date

MocTavaHus / para

Not applicable

Order item / dale f 3amosnenus /
Aata

Not applicable

Customer number /Homep wiienta
Nol applicable

Cerlificate Number
Homep ceprudikary

3000965036
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dose 60 doses in discus #1

Qnaunc matepiany:

500mur/no3y, 60 nos y aucuyci Nel

Material Number: 60000000004155
Kog matepiany: 60000000004155
Hatch Ne: C33X
Cepiss No: G33X

SERETIDE™ DISKUS™ powder for inhalalions, dosed, 50mcg/500meg/per

CEPETUA™ OWUCKYC™, nopoluok gns iHranauiil, goacsaHudi, 50mKr/

Description
Hahmenypatis

Speclfication
Caeuupliranin

Results

Peaynkvar
o]

iii) Bigxunentn y smictl nikapcbkux peyosiH Hi B ofHIA 13
NnyHoK He siapisHseTben Binblue, H #a 35% sig HoMiHanbHOI
A,03M, Lo gocTaenasTbes (30,6 — 63,4 mur/noay)

FKWO Yl BAMOTY He BOTPUMYIOTLCSA, TO NPOBOAATH
sunpoBysaiiis Ha aopaTkosux 20 gosax. MNpenapart BUTPUMYE
sunpobyeanHa, skuje ansa 30 agoa:

i) Cepeatn 033, WO LOCTEBNAETLCA, BIAPISHAETLCS B
HoMIHANLHOT 403U, L0 ACCTABNRETLCA, 47 MKr/Z03Y He Binbwe
Hix Ha 20% (37,6 — 56,4 mrr/gozy)

ii) o3z, wo pocTaenactscs, He Binbl HiNG3 TPhOX nyHoK
BigpiaHAeTLCA BiA HOMINANLHOT 4034, WO A0CTABNAETLGH, HA
+25% (35,3 — 68,7 Mkr/R03y)

ity BigxuneHus y smicyi Hi B o HIl 3 NyHoK He Mae
nepeRKilyBaTy HoMIHankyw BricT Ginsie, Hixk na £36%
(30,6 — 63,4 mur/xoay)

CONTENT UNIFORMITY OF THE DELIVERED
DOSE/

FLUTICASONE PROPIONATE (% nominal dose of
Fluticasone Propionate)

The requirements of the test are met if on determination for 10
delivered doses.

i) The mean delivered dose is within 20% of the nominal
delivered dose of 460 mcafdose (368 — 552 mcgidose);

il) The deliverad dose of not more than one blister falls outside
25% of the nominal delivered dose (345 — 5§75 mcgldose)

i) The delivered dose of no blister falls cutside 35% of the
nominal delivered dose (299 - 621 mecgldose).

If {he requirements are nol met, repeat the lest with a further
20 doses. The requirements of the test are met if, for the 30
doses:

1) The mean delivered dose Is within 20% of the nominal
delivered dose of 460 mcg/dose (368 — 552 mcg/dose)
i) The delivered dose of not more than three blisters falls
outside 26% of the nominal delivered dose (345 - 575
mcg/dose)

The delivered dose of no biister falls outslde 35% of the
nominal delivered dose (299 — 621 mcg/dose)

COMPLIES




Issued by;

Glaxo Wellcome Praduction
ZIN®2, 23 Rue Lavoisier
F-27091 EVREUX
FRANCE

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

Material Description:
Ormac matepiany:

Material Number:

Certificate of Quality
CEPTU®IKAT AKOCT!

Certificate Date/ Hata ceprudhikary Cerlificate Number
Homep ceptudirary
22122020

Purchase order item / date

Homep aamoBneHus/gaTa

Not applicable

Delivery item / date

Mocravuauus / para

Not applicable

Order ifern / date / 3amoBnents /
para

Not applicable

Custorner number /Homep knierra
Not applicable

SERETIDE™ DISKUS™ powder for Inhalations, dosed, 50meg/500meg/per
dose 60 doses in discus #1

CEPETUA™ OMCKYG™ ropowok ans iHranawiin, Ac3ckanui, S0mkr
/500mir/gosy, 60 goa y auciyei Nei

6000000000455

3000965038
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Kopn marepiany: 80000000004155
Batch Ne: C33X
Cepia Ne: (33X
Description Specification Resuits
Halimenysanus Creyndirauin Peosynerar
OpropigHicTe BMICTY ¥ A03i, 110 AOCTABIIAECTECA, Akito BuaHavetiin Gyae nposesero Ha 10 fo3ax, o Bignosinae
metog BERPX/ AQCTaBAOTECA, TO NPENapaT BUTPUMYE BUNPOBYBaHHS Npu
PriicTukasony nponiolar {Y% HoMIHanLHoT fozn HECTYNHWX BUMOFax:
nioTHKAIOHY NponioHaTy) i) Cepeann 7034, WO J0CTABNAETLCH, BIAPIBHACTLCA B
HomMiHanbHol 4034, W0 focTaBnAeThes, He Binbwe Hik Ha 20%
ABO Mxr/n03y (368 — 552 Mur/goay)
i} Doaa, 11jo A0CTAaBAAGTLCA 3 O4HICT NYHKW MOde BigpisHATHCS
He Binlue 1N Ha 25% Bi HOMIHANLHOT 403y, Wo
AoctasnstieThes (345 — 575 mxr/aoay)
iif) Binxunenn y saict! nikapcbkvx peyvosuy Hi B ofHil i
NYHOK He BigpiaHAeTscn Binblue, Hix Ha 35% sig HoMiHaRbHOT
A3y, wio pocTasnaeTben (298 — 621 Mmr/goay)
AKLo Ui BUMOTY He AOTPHMYIOTBCS, TO NPOBOAATL
punpoGyBakia Ha gogaTkoeux 20 posax. Mpenapar BUTpUMys
BunpaByaanns, sikugo gna 30 goa:
i) Cepefiin 4034, WO AOCTABMAETLCS, BigPisHAETLCH He
Binstoe Hhk Ha 20% Big HomiHanLHOT 403H, WO
AoctasnaeTbes, 460 mur/nosy (368 — 552 mr/noay)
ii) flosa, W10 focTaBASIETLCA, HE BinbL HIC3 TPLOX NYHOK
laplsHaeTkca Big HOMIHANBHOT 403U, IO AOCTABRAETLEA, HA
+25% {345 — 575 mkr/goay)
ill) BinxuneHus y amicTi Hi B oIl 3 NYHOK He mac
nepesullysaTy HomiHanbHuii BMicT Ginkblie, HbK Ha £35%
(299 - 621 Mur/aosy)
Signature {ignuc) Date of signature (JaTa nignucy)
Name, Surname Jean-Michel SALAMA
{IM'n, Mpispuiye) 7
-. / g
el / "/—’ -
Qualified Person s\l f{1 ST,
! FPARRA Y=
(YnoBHOBaMmeHa ocoba) /’
— Date of balch release

21122020




: : HEPXIITKCIIYKBA _ .’
- AEPIKABHA CJWDI@EAB}}?JHKAPCBKHX 3ACOBIB TA KOHIPROIIOBA - .
. HAPKOTHUKAMMW V KHIBCHKIY OBJIACTI . -

npocnext BanepinJlobanoncekoro, 51, M. Kuis, 03110, ren/dakc: (044) 363:06-50 -
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Ko €JIPTIOY 37078774

BUICHOBOK
Npo AKICTH BBEIEHOTO B YKpaiuy JixapchKkoro 3aco0y

24.02.2021 Ne 6249/21/10

: " s CEPETH ™ NMUCKYCT™
(HaHMEHYBAHHA JikapobKoro 3aco6y IFHO 3 peecTpaLliiinm TOCBITYCHHIM)
NIOPOmIOX ISt iransiii, nozosanmii, 30 Mxr/500 MKI/7103y, i0 60 mo3 y amexyei; no 1 auckyey
) B KapTOHHIN yIIakoBui
((popma mruTycIty, NO3YBaHHN, BHI NAKYDAHHS JHKAPCLKOro 3acoby)

Howmep pecerpaniitnoro noceiymenns UA/8524/01/03 erpox aif peccrpauiitoro nocsimuerns 01.01.2099
Cepis nmixapcskoro 3aco6y Me L68H KinexicTs BBe3eHOrO Nikapcrkoro sacoby 11220

Bupobmm I'makco Bemmkom Hpopaximn, Opariis
{(Halivenysans BupoBuuKa nixapcrkoro zacofy, kpaiHa NOXOAMECHHS)

BrezeHo B Yipaiiy Tosapucrso 3 06Mexenoro BianosinansHicTIo "TinaxcoCmiTK nstiin

Dapmacklorikane Yrpaina", inenr. cog: 35619519

(Haiivenynanus Ta kop 3a €JIPIIOY topumyHoT ocobu abo npi3BuMILe, iM'A, o Garekosi QizuuHoT
0cobu - mianpuremug, T Micue MpoXUBaHHA Ta peecTpaniituuii HoMep 06mIikoBol KAPTKH MIATHHKA
nonarkin abo cepis Ta HoMep nacmopTa)

IfpoTokon Bisyansuore wontposmo six 16.02.2021 N 0375/4.

3a  pesyIbTaTAMH ACPXABHOTO KOHTPOIIO BCTAHOBJIEHO, MO Jrikapchkuil 3aci6 npesemo B Vipaimy 3
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Issued by:

Glaxe Wellcome Production
21 N°2, 23 Rue Lavoisier
F-27091 EVREUX
FRANCE

Tel: + 33(0) 232235600 Fax: +33(0) 232235529

Material Description;
Onue mateplany:

Material Numbenr:

Kopm mateplany:

Marketing Authorisation Number:
Homep beecrpauifnoronoceiguerin
Manufacturing Authorisation Number:
Homep niyexsii Ha BupoGHMLTBO
Manufacturer name, address:

Haﬁmenyaamm,micueaﬁaxomxem-m
BrpobHuKa :

Strength of preparation/Efficiency:

Certificate of Quality
CEPTU®DIKAT SIKOCTI

Certificate Date/ Jata ceprudpiraty Cerlificate Number
Homep ceprudpixary
03 02 2021

Purchase order item / date

Homep samosnenns/nara

Not applicable

Delivery item / date

Floctavanna / gara

Not applicable

Qrder item / date / Samoenenss /
pata

Not applicable

Customer number fHomep wnicura
Not applicable

SERETIDE™ DISKUS™ powder for inhalations, dosed, 50meg/500meg/iper
dose 60 doses in discus #1

CEPETUO™ IACKYC™, nopowwok s Hransuiit, goaoeanvi, 50mir/
500muirinosy, 60 goa y auckyci Neq

60000000004155

60000000004155

UA/8524/01/03

UA/8524/01/03

M 18/172

M 18/172

Glaxo Wellcome Production, Zone Industrielle Nez, 23, rue Lavaisier, 27000
Evreux, France

3000884005
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Mnakco Bennkom Mpopakiuy, 3oH InAycTpiens Ne2, 23, pio flasyaa'e, 27000
Espe, ®panin

Active drug substances: saimeteral xinafoate and fluticasone propionate;
one dose of the product contalns 50 mag of salmeterol (as salmeterol xinafoate)* micranized and 500 mcg of fluticasone

propionate (micronized).

*72.5 mcg of Salmeterol Xinafoate is equivalent to 50 mcg of Salmelerol hase.

Cuna fitlf AkTuBHicTL:

Bilou] pavioByrHp: caneMeTepony keunacoar, hnoTukascry nponioxar;

1 foaa npenapary micTTe 50 MKr cansmere
throTuKasoHy nponioHaTy {mixpoHizonaHoro

pony (y chopmi cansmetepony kevHadioaty)™ MikpoHiaceaHoro Ta 500 mir

).

*50 Mir cansMeTepony exeisaneHTHO 72,5 Mxr cansMeTepony KeuHadoary.,

Regulatory Statement:
3asea npo cepTuddiallito:

We hereby certify that the above Information is authentic and accurate, This baich of product has been manufactured,
including packaging/labelling and quality control in full comgliance with the GMP requirements of the local Regulatory
Authority and the specifications in the Markeling Authorization 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.
Lium  mu nigreepmxyemo, wo HasezeHa IHhopmayin & cpamKHBEOO | TOYHDIO. Cepis npenapary 6yna BUrOTOBNEHA,
BKITIOYAIONN  NaKyBaHHA/MapRyBaHHA Ta KOHTPOMNb AKOCTI, Ha 3asHadewiit sule 8upoCHUYIR  AinbHuLi B nosHIi
BifinosipHocTi e aumor Hanexwor BUpoBHUMOT npakTiky (GMP), BeTaHoaneHux MICUGBIM PEryNATOPHUM BiOMCTBOM, &
Takox B UOBHIA signosiguocti po cnetubikauiit, nepepGayeHnx y pescTpauiiioMy gocke KpaiHu - iMnoprepa,
Hokymenraliis cToOCOBHO BAPCSHUUGIO npolecy, nakysaHus | ananisy cepii Gyna nepesipena, | Gyrno BCTAHUBMGHO, L0
BOHa Bignosigae sumoram HanewHol aupoBHuiof npakTiiki (GMF) 1 foasonena sio pearnisallii YnoerosmieHolo ocoBalo,

Batch size In packs: 11 220
Poamip cepiimyn: 11 220

Batch N°: L68BH
Cepisnt Ne: L68H

Manufacturing date:
(Hara BupoGHuurea): 17 11 2020

EXPIRY DATE
(Kinuebuit Tepmin npugarHocri): 11 2022

Importing Country: Ukraine
Kpalina-imnoprep : Yepaina
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Material Description:

Certificate of Quality
CEPTUDIKAT AKOCTI
Certificate Date/ lata ceprudikary

0302 2021

Purchase order item / date
Homep samoeneHHs/naTa

Not applicabie

Delivery item / date

Mocravanua / gava

Mot applicable

Order item / date / 3amosnenun /
nara

Not applicable

Customer number /Homep knienta
Not applicable

3000984005

Certificate Number
Homep ceprudpikary
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dose 60 doses in discus #1

Onuc mateplany:

500mir/goay, 80 no3 y guckycl Net

SERETIDE™ DISKUS™ powder for inhalations, dosed, 50meg/500meg/per

CEPETUO™ OWUCKYC™, nopowok ans iHransiwii, Ao3oBaHni, SOMmkr/

Material Number: 60000000004155
Kog marepiany: 600000000041586
Batch Ne: L&8H
Cepin Ne; 1.68H
Description Specification Results
Halimenygannn Cneuudphauln Pesynirar
DESCRIPTION A two-tone purple, cireular device in moulded plastic, COMPLIES
Onue approximately 8.5 cm in diameter and approximately 3 cm
high, with a dose counter
Kpyrnuii npucrplit 6Y3K0Baro Konbopy 480X TOHIS & Bignosinae
nnacrukesiit dropmi, npuGnusto 8,5 cm e alameTpiTa
NPRBAUSHO 3 Crf BUCOTO, 3 [HAWKATOPOM 403
IDENTIFICATION for Salmeterc! and Fluticasone The principal peaks In the HPLG chromategram of the COMPLIES
propicnate BY HPLC sample corresponds wilh the peais produced by both
analytical working standards.
BunpoGysatiia Ha focTosipHicTs cansmeTepony ta | OCHOBHI Nikis Ha xpomatorpami 3paaka eignosigaiots Bianosinae
dhrioTukaaoHy nponioRaTy MeTopcM BEPX GCHOBHUM nikar Ha XpomaTorpami asaniTuiHux poSouux
craHpaptis
IDENTIFICATION for Salmeterel and Fluticasone The UV spectrum of the sample corrasponds with the COMPLIES
propionate BY UV speclrum praduced by a mixture of the analytical working
BunpoCyeaHus Ha AocTosipHicTs canbMeTepony Ta | standards, Blanoeipae
NICTHKAIOHY NPCNioHAaTY MeTeRoM Y Y cnexTp 3paska signosiiae cnekrpy cymitli aHanienuHux
paboyux craHpaprie
MEAN SALMETEROL CONTENT PER DOSE BY 97.5 - 107.5 % (48.8 — 53,8 mcg/idose) 100.9 %
HPLC (% of label clalm) {50.4 mcgidose)
Cepegili omlcr cansmetepony Ha gosy, BEPX (% | 97,5 -107.5 % (48,8 — 53,8 murinosy) 100,89 %
BKa3aHol Ha eTvKeTLl KinbKocTi) {50,4 mxr/noay)
MEAN FLUTICASONE PROPIONATE CONTENT 92.5 - 107.5 % (463 -- 538 mcg/dass) 1024 %
PER DOSE BY HPLC (% of label ¢laim) (512 mcg/dose)
Cepeplit sMict dmaTukasony nponionaty wa Acsy, | 92,6 -107.5 % % (463 - 538 MKr/03y) 102,4 %
BEPX (% sxasaHol Ha eTuketul KiNbKkocTl) (512mur/ncay)

MEAN FINE PARTICLE MASS OF SALMETROL
PER DOSE DETERMINED BY CASCADE
IMPACTION (mcg/dose)

Cepeatna maca ApibHol YacTku canbMeTepony Ha
A03Y, BUIHAMEHA METOA0M KACKa/AHOTO BUKMAY
(mrr/noay}

Not less than 7.5 megidose

He metile 7,5 mxr/qosy

10.2 meg/dose

10,2 mrr/goay




lssued by:

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

Tel: + 33(0) 232235500 Fax: +23(0) 232235529

Material Description:

Certiflcate of Quallty
CEPTUDIKAT SIKOCTI
Certificate Date/ Qara ceptudikarty

0302 2021

Purchase order item / date
Homep samoenenHa/parta

Not applicable

Delivery item / date

Moctauarns / para

Not applicabie

Order item / date / 3amoBnenHs /
naTa

Not applicable

Gustomer number /Homep knieHta
Not applicable

3000984005

Cerlificale Number
Homep ceprudhiaty
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dose 60 doses in discus ##1

Onuvc marepiany:

500mxr/aoay, 60 fo3 y auckyc Net

SERETIDE™ DISKUS™ powder for inhalations, dosed, 50mcg/500meg/per

CEPETWA™ OWMCKYC™, nopaiok Ans iHransaiugis, 403osanuit, S0/

Material Numbenr: 60000000004 155

Kon matepiany: 60000000004156

Batch Ne: L88H

Cepia Ne:  .68H
Pescription Speciflcation Results
Halimenyrankn Crieyuthikauia Pesynbrar

MEAN FINE PARTICLE MASS OF FLUTICASONE
PROPIONATE PER DOSE DETERMINED BY
CABCADE IMPACTION (megldose)

Cepegtn maca gpibHol vacTn thnioTukaaony
nponicHary Ha 403y, BUHAUEHA METOROM
KackanHoro emkuay (Mkr/aoay)

75 — 150 meg/dose

75 — 150 mrr/goay

104 megfdose

104 rarc/aoay

CONTENT UNIFORMITY OF THE DELIVERED
DOSE BY HPLC/ SALMETEROL (% nominaj dose
of Salmeterol)

OpaHopigticTs BMICTY ¥ A03i, WO AOCTABARETLCHA,
metoa BEPX/ Cansmetepon (% HominankHoi 4030
caribMeTepony)

The requiraments of the test are mst if on delermination for 10
delivered deses.

i} The mean delivered dose is within 20% of the norninal
delivered dose of 47 mugldose (37.6 - 56.4 meg/dose);

Il) The deliverad dose of not more than one blister falls outside
25% of the nhominal delivered dose {35.3 - 58.7 meg/dose);

iii) The delivered dose of no blister falls outside 35% of the
nominal delivered dose (30.6 - 63.4 mog/dose),

If the requirements are not met, repeat the test with a further
20doses. The requirements of the test are met if, for the 30
doses:

i) The mean delivered dose Is within 20% of the nominal
delivered dose of 47 mcg/dose (37.6 - 56.4 mog/dose);

Ii} The deliverad dose of not more than three blisters falls
oulside 25% of the nominal dellverad dose (35.3- 58.7
mcg/dose);

Hl) The deliverad dose of no blister falls cutside 35% of the
nominal delivered dose (30.6 - 63.4 meg/dose),

Hkitlo BusHaveHHn Byae npoeeaeo Ha 10 gozax, wo
AOCTABNAICTLCA, TO NPENapar BUTPUMYE BUNPOGYBaHHs npu
HaCTYMHUX BUMOTaX:

i) CepeaHn 4032, WO AOCTABMAETLECA, BiApIaHAETECA Big
HOMIHanbLHO! 03w, Wo AocTaBnAETben, 47 MKT/R03Y He Ginblue
Hbi Ha 20% (37,6 ~ 56,4 mKr/poay)

ii) Aoaa, wo gocTasnseTsen 3 opHiET nyHiM Moxe Bf,tz,pianﬂmcni_;a'

He Ginbwe Hix Ha 25% Big Homianbsol 403u, Wo

COMPLIES

Bianosinac

JlocyaenseThen (35,3 — 58,7 mMrr/joay)
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Certificate of Quality

CEPTUMIKAT SIKOCTI

Cerlificate Date/ flata cepTudpikary Certificate Number
Homep ceptudivaty

03 02 2021

Purchase order item / date 3000984005

Homep samoBnenns/gara

Not applicable

Delivery item / date

MocTavanHs / gaTa

Not applicable

Order item / date / 3amoenenns /

gara
Not applicable
Customer number /Homep krieqTa Page 4/5 Cropinka 4/5
Not applicable
Material Description: SERETIDE™ DISKUS™ powder for inhalations, dosad, 50meg/500meglper
dose 60 doses in discus ##1
Onuc marepiany: CEPETUL™ AMCKYC™, nopowsok ans isranswji, BO30BAHNA, SOmKr/
500mkr/noay, 60 fos y guckyci Nei
Materlal Number: 60000000004155
Kon marepiany: 60000000004 155
Batch Ne: 168H
Cepis Ne: L68H
Description Specification Results
Halmenypanns Creyndhikanls Peaynerar

iii) BigxuneHrn y BMIicTi HiKapchitix peuesun Hi B ofHiA I
NyHOK He BiApiaHAeTLoA Binslue, Hbk Ha 35% aig HoMIHANLHOT
AosY, Wo gocrasnaeTses (30,6 — 63,4 MK/ oay)

Fkyo Ul BUMOrK He SOTPUMYIOTLCA, TO NPOBOASTE
BUNPOBYBaHHA Ha AOAATHEEMX 20 fo3ax. Mpenapar sutpumye
BUnpoGyBalya, AKX AnA 30 4o3;

0} Cepeptist goaa, 1o AOCTABRAETLEA, BiAPI3HAETLCA sig
HomiHansHoi 403w, Wo AocTaBnseTbes, 47 MKFA03Y He Binslue
HIx Ha 20% (37,6 — 56,4 mkr/goay)

i)} Roza, wo pocrasnactkes, ve Ginbl HbK 2 Tpbox RYHOK
BIPISHAETLCA BIA HOMIHANLHOT 503K, 1O ACCTABNRETSCH, HA
1£25% (35,3 — 58,7 murfgoay)

iii} Binxunenusn y BMicTi Hi B 0AHIl 3 nyKOK He Mae
nepesulyysaTy HoMIHanbHUA BMICT Ginbiue, Hi Ha £35%
(30,6 — 63,4 mkr/gosy)

CONTENT UNIFORMITY OF THE DELIVERED The requiremants of the test are met If on determination for 10 COMPLIES
DOSE/ delivered doses,

FLUTICASONE PROPIONATE (% nominal dose of | 1) The mean delivered close Is within 20% of the nominal

Fluticasone Proplonate) delivered dose of 460 meg/dose (368 — 552 megldose);

iy The delivered dose of not more than ona blistar falls outside
25% of the nominal defivered dose (345 — 575 meg/dose)

li) The delivered dose of no blister falls outside 35% of the
neminal delivered dose (299 — 621 mcg/dose).

If the requirements are not met, repeat the test with a further
20 doses. The requirements of the fest are met if, for the 30
doses:

i} The mean delivered dose Is within 20% of the nominal
delivered dose of 480 meg/dose (368 — 552 meg/dose)

ii} The delivered dose of not more than three blisters falls
cutside 25% of the nominal deliverad dose (345 ~ 575
mogfdose)

The delivered dose of no blister falls oufside 35% of the
nominal delivered dose (299 ~ 621 megldose)

3 ) 4 b} q@: <! -
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Glaxo Wellcome Production
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Gertificate of Quality
CEPTU®IKAT SIKOCTI

0302 2021

Purchase order item / date 3000984005
Homep aamosnenus/gata

Noi applicable

Delivery item / date

Mocravanng 7 para

Not applicable

Order iter / date / 3amosnenis /

Aara

Not applicable

Cetificate Date/ flata ceprucpikaty  Certificate Number
Homep ceprudikaty

Customer number /Homep knigira Page 5/6 Cropivka 5/5
Not applicable J
Material Description: SERETIDE™ DISKUS™ powder for inhalations, dosed, 50mcg/500meg/per
dose 60 doses In discus #1
Qniic matepiany: CEPETUA™ NUCKYC™ nopowok ans Hranswid, aosoparui, 50Mmir
/500mxr/moay, 60 gos y aheryci Net
Material Number: 60000000004155
Kop marepiany: 0000000004155

Batch Ng: L68H
Cepia N2: 188H

Description
HaiMenysannn

Specification
Cneuudikanin

Results
PesynbTar

OaHopiaHicTs BMicTY ¥ 403, 1o AOCTABNAETLEA,
meTon BEPX/

®riatukasoHy nponionar (% HoMiHanbHoT fo3n
throTUKA30HY NponioHaTy)

Ak BuaaveHHn Byae nposegeHo Ha 10 A03ax, wo
ADCTABNAIGTLCA, TO NPEnapaT BUTPUMYE BUNPOGYBaHHsA npu
HacTynHuX BUMOrax:

i} CepegHn go3a, wio AOCTaBNAETLCA, BigpisHaeTLCa Bia
HOMIHanNLHOT Ko3Y, WO A0CTABNRAETLCA, HE Ginble HbK Ha 20%
460 mrr/goay (368 — 552 mxr/aoay)

i) Boaa, uje gocrasnaeTses 3 ogHie NYHKA MOXe BiApisHRTACA
He Ginslue Kk Ha 25% 8la HoMIHanbHOT goaw, o
Aoctasnaereen (345 — 575 mir/noay)

iii} Biaxwrenns y emicti nikapcbkux pevosuH i B oaHiii Iz
NyHOK He BiRpIaHsieTECn Sinblue, Hix Ha 35% Biy HOMIHARLHOT
A03M, Lo AocTannAeTbEN (299 ~ 621 MKr/goay)

Akuie Ui BUMOrU He AOTpUMYIOTESH, TO NPOBOAATS
BunpebyBsakis Ha goaarkosux 20 acsax. flpenapar saTpumye
BUNpoGysakHA, sixwo Ann 30 goa;

i} CepegHa fo3a, Wo AQCTEBNAETLEA, BIPI3HASTLCA He
Binsie Hix Ha 20% eig HoMiHanbHo! Joan, Lijo
Accrasnserben, 460 mkr/gosy (368 - 552 mirlgoay)

1) Hosa, wo goctaenacTues, He Ginbl ik 3 TPLOX NYHOK
BigplsHaeTben Bl HoMiHanbHol A031, Ujo 4OCTABAAETLCSA, Ha
+25% (345 ~ 575 mrr/noay)

iii} Biaxvinerns y amicri Hi s ogHiit 2 NYHOK He Mae
NepesULLyBaTi HominansHwil Bmicr Ginbwe, His Ha +35%
(299 — 621 MKr/no3y)

Bignoeigae

Signature (Mianuc) QE :\

Date of signature (flata nignucy)
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Qualified Person

(YnosHoeamena ocoba) Sarah SOLTANI

28 01 2021

Date of balci‘yﬁ'@ﬂ?
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