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Material Description:;
Onuc Marepiany:
Material Number;

Kop marepiany:
Marketing Authorisation Number:

Homep ReecTpauifiHoronoceigueHts
Manufacturing Authorisation Number:

Homep niyenaii na BUPOBHUUTEG
Manufacturer name, address:

Haﬁmeuysai-mn,Micueauaxonn(enuﬂ

BupoGHuKa ;

Strenath of preparation/Efficiency:

Certificate of Quality
CEPTUDIKAT AKOCTI -+ - _ : :
Certificate Date/ [laTa ceptudikary Certificate Number
Homep ceprudikary
19 06 2024

Purchase order item / date

Homep samoeneHus/gara

Not applicable

Delivery item / date

MNocTavanHn / gara

Not applicable

Order item / date / 3amosnentds /
pata

Not applicable

Customer number /Homep knienTa
Not applicable

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

CEPETUA™ AUCKYC™, nopotuok Ans liranauii, Kosceanui, S0mkr/
500mxrigoay, 60 gos ¥ Avckyci Neq

60000000004155

60000000004 155

UA/B524/01/03

UA/B524/01/03

2022 151_1_2

2022_1451_1_2

Glaxo Wellcome Production, Zone Industrielle Ne2, 23, rue Lavoisier, 27000
Evreux, France

30016686300
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"nakco Bennkom MpopaxwH, 304 IHaycTpiens Ne2, 23, pro Rapyagz'e, 27000
Espe, dpauyis

Active drug substances: salmeteral xinafoate and fluticasone propionate;

one dose of the product contains 50 me

propionate (micronized).

a of salmeterol (as saimeterol xinafoate)* micronized and 500 meg of fluticasone

*72.5 mog of Salmeterol Xinafoats is equivalent to 50 meg of Salmeterol base.

Cuna gii7 AkTuesicT:

Aoyl peYosiHn; canbMmeTepony koukadoar,
1 Ao3a npenapaty MicTuTs 50 mMkr can
hrioTUKa3OHY NponioHaTy (mikpouisop

HroTHKA30HY npenioHat;
eMeTepony (y dopmi CansMeTepony kcuHachoaTy)* mikponisoraworo Ta 500 MK
aHor ),

*50 MK cansMeTepony exsizanento 72,5 mKr caneMeTepony KCUHachoary,

Regulatory Statement:
3anBa npo ceprudikalliio;

We hereby cetlify that the above informatio
including packaging/labeliing and quality co

n is authentic and accurate. This batch of product has been manufactured,
ntrol in full compliance with the GMP requirements of the local Regulatory

Authority and the specifications in the Marketing 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,
Hum  mi niaTeepmpkyeMo, Wo HasefeHa iHdopMaLIR & cnpaBXHL0I0 | TouHOW, Cepis npenapary fyna surotoenexa,
BKNIOYA04Y  NakyaaHHA/MapKyRaHHA Ta KOHTPONb AKocT, Ha 3asHayeHik Birllle BUPOBHMYIR AinsHUYT B noBRIl
slprosinHocTi 40 BuMor HanexHor BUPOGHIMIOT npakTvikn (GMP), BeTamoBneHmx MICLICBIM PeFyNATOpHUM BiJOMCTBOM, &
TaKoX B NOBHIA Bignosigwoer go cneuyudbialith, nepepSadenux Y peecTpauidHomy nocke kpainu - iMnoprepa.
HoxkymenTauin crocosno BUPOGHMYOro Npoyecy, nakysaHHs | ananiay cepii 6yna nepesipeHa, i Byro BCTAHOBNEHO, WO
BOHa eignosinae suMoram HanesHot BUPOGHWYOT NpakTku (GMP) i goasonena go peanizauil YnosHosaxeHow ocobolo,

Batch size in packs: 23 970
Posmip cepiiByn: 23 970

Batch N°: RC4N

Cepin Ne: RC4N

Manufacturing date:

(QaTa BupoBHUyTEa): 25 04 2024

EXPIRY DATE

{(KiHuesnil Tepmin npuaarHocri): 04 2026
Importing Country: Ukraine
KpaiHa-imnoprep : Yipaiua

by aut $79.08
nyy 4
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Material Description:

SERETIDE™ DISKUS™ powder for

Certificate of Quality
CEPTUDIKAT AIKOCTI
Certificate Date/ JaTa cepriacpikaty

19 06 2024

Purchase order iter / date
Homep samoenenns/nata

Not applicable

Delivery item / date

MNocvauannn / parta

Not applicabie

Order item / date / 3amossnieHus /
pata

Not applicable

Customer number /Homep knieHTa
Not applicable

Certificate Number
Homep cepruhikaTy

3001666300
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dose 60 doses in discus #1

inhalations, dosed, 50meg/500meglper

Onuc matepiany: CEPETHA™ NNCKYC™, nopowck ans Hransiii, nosoBaHuii, 50Mkr/
500mKrinosy, 60 goay Avckyci Not
Material Number: 60000000004155
Koa marepiany: 60000000004 155
Batch No: RC4N
Cepin Ne: RC4N
Description Specification Results
HaliveHnysanua Cneundbikauin PesynkTar
DESCRIPTION A two-tone purple, circular device in moulded plastic, COMPLIES
Onuc approximately 8.5 cm in diameter and approximately 3 cm
high, with a dose counter
Kpyrnuit npuorpii byarosoro KONLOPY ABOX TOHIB B Bi N
ot : : A anosinae
nnactukosilt dropmi, NprBnnato 8,5 cm 8 AlameTpi Ta
npunuaso 3 cM BUGOTOW, 3 iHAMkaTopoMm f03
IDENTIFICATION for Salmeterol and Fluticasone The principal peaks in the HPLC chromatogram of the COMPLIES
propionate BY HPLC sample corresponds with the peaks producsd by both
analytical working standards.
Bunpobysatitn Ha gocToipHicTs canpmerapony ra | OcHonni nikn ha xpomarorpami spaska signosiganwrs Binnoslaae
dhnroTukasoRy rpoiieHaTy MeTogom BEPX OCHOBHWM MiaM Ha XpomaTorpami aHaniTayHin pobounx
cTakaapTie o
IDENTIFICATION for Salmeterol and Fluticasone The UV spectrum of the sarmnple corresponds with the COMPLIES
prapionate BY LV spectrum produced by a mixture of the analytfcal working
BunpoGyaanhn Ha goctesipricrs caneMetepony Ta | Standards. Binnosizas
thnrTUKaaoHY nponioHary MeTogonm Y Y cnexTp 3paska eignosigac CHEeKTRY cymilul aHaniTwiHux
pofounx craHaapTin
MEAN SALMETEROL. CONTENT PER DOSE BY | 97.5-107.5% (48.8 — 53.8 mcg/dose) 103.0 %
HPLC (% of tabe! claim) (51.5 mcgldose)
Cepeaniit smict canemetepony Ha Aoy, BEPX (% | 9751075 % {48,8 ~ 53,8 mur/gosy) 103,0 %
BKasaHoT Ha eTukeTL KilibkocTi) (51,5 Murigoay)
MEAN FLUTICASONE PROPIONATE CONTENT 92.5-107.5 % (463 — 538 meg/dose) 104.6 %
PER DOSE BY HPLC (% of label claimy (523 mcgidose)
CepenHidl smicT (nioTukasary npenicHaty Ha foay, 92,5~ 107,5 % % {463 — 538 Mir/g0ay) 104,6 %

BEPX (% skazanoi Ha eTukeT(ji KinbXOCTi)

(523 mer/poay)

MEAN FINE FARTICLE MASS OF SALMETROL
PER DOSE DETERMINED BY GASCADE
IMPACTION (mcg/dose)

Cepefnn maca ApiGHOT wacTu canbMeTepony Ha
A03Y, BU3HaYEHa METOAOM KacKagHoro BUKUAY
(mur/aozy)

Not less than 7.5 meg/dose

He meHWwe 7,5 MKr/posy

11.4 meg/dose

11,4 mrr/gosy

_
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Material Description:

SERETIDE™ DISKUS™ powder for inhala

Certificate of Quality
CEPTHMQIKAT AKOCTI . o
Certificate Date/ Qara cepTudgikaTy

19 06 2024

Purchase order item / date
Homep samoeneHns/gata

Not applicable

Delivery item / date

lMoctavanna / garta

Not applicable

Order item / date / 3amoeneHnn /
nara

Not applicable

Customer number /Homep KknickTa
Not applicable

' Certificate Number
Homep ceptudikary

3001666300
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dose 60 doses in discus #1

Onuc martepiany;

500mkrinosy, 60 fo3 v muckyci NoT

tions, dosed, 50mcg/500mogiper

CEPETWA™ ANCKYC™, nopowok ana iHransyii, aososanui, S0Mkr/

Material Number: 60000000004155

Kog marepiany: 60000000004 155

Batch No: RC4N

Cepia N2: RC4N
Description Specification Results
HaimMenyaanus Cneuudcikanin PesynkTar

MEAN FINE PARTICLE MASS OF FLUTICASONE
PROPIGNATE PER DOSE DETERMINED BY
CASCADE IMPACTION {mcg/dose)

CepegHa maca apiGHol YacTin hRoTMkasoHy
nponicHaTy Ha 403y, BUaHAYeHa MeTogom
KACKANHOTO BAKUAY (MKI/A03Y)

75 — 150 mcg/dose

75 ~ 150 mkr/gosy

126 megldose

125 Mmur/goay

CONTENT UNIFORMITY OF THE DELIVERED
DOSE BY HPLC/ SALMETEROL {% nominal dose
of Salmeterol)

CAROBIAHICTE BMICTY ¥ A03], w0 ACCTABAAETLCA,
MeTol BEPX/ Canwmetepon (% HomMiHanbHOT fo3n
cansmMerepony)

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

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

i) The delivered dose of not mere than ene blister falls outside
25% of the nominal deliverad dose (35.3 - 58,7 mcg/dose),

iil} The delivered dose of no blister falls oufside 35% of the
nominal delivered dose (30.6 - 63.4 mcg/dose),

If the requirements are not met, repeat the lest 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 rominai
delivered dose of 47 megldose (37.6 - 56.4 mcg/dosey;

il) The delivered dose of not more than three blisters falls
outside 25% of the nominal delivered dose (35.3-58.7
meg/dose);

iiiy The deliverad dose of no blister falls outside 35% of the
nominal defivered dose (30.6 - 83.4 megfdase),

FlKL40 susHaveHHs Byae npoeegeHo Ha 10 A038X, {0
AOCTABARIOTLCH, TO NPENapaT BUTpUMYye BunpoGyBatna npu
HaCcTYNHUX BUMOrax:

iy Cepeans gosa, wo AROCTABNAETLCS, BifpiaHAeTECA Big
HOMIHarbHOT fo3y, wo ACCTABAAETLCR, 47 MK/ 03y He Ginslye
bk Ha 20% (37,6 — 56,4 MEKF/R03y)

i) Rosa, wo gocrasnseTsesn 3 ORHiET NYHIM MOXe BiapizngTHCH
He Binpue Rik Ha 25% ain HOMIHanLHoT RO3Y, Wo
ACCTABNAETHCA (35,3 — 58,7 MKr/goay)

COMPLIES

Binnoeigae
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Material Description: SERETIDE™ DISKUS™ powder

Wi

Certificate of Quality
CEPTU®IKAT AKOCTI

19 06 2024

Purchase order item / date 3001666300
Homep samoenenns/nata

Not applicable

Delivery item / date

Moctavakua / pata

Not applicable

Order item / date / 3amoBnemus /

hata

Not applicable

Not applicable

Certificate Date/ lata ceprvhikary Certificate Number
Homep ceptudikaty

Customer number Homey knienTa Page 4/5 Cropiuka 4/5

dose 60 doses in discus #1

for inhalations, dosed, 50meg/500meg/iper

Onune marepiany: CEPETMA™ OUCKYC™, nepowor ans IHranswii, pososanui, 50mkr/
500mkr/no3y, 60 03 y anckyci Net

Material Number: 80000000004 155

Kog maTepiany: 60000000004 155

Batch Ne: RC4N
Cepin Ne: RC4AN

Description
HadfimeHysalmn

Specification
Cneyndinayin

Results
Pezynwrar

ili) BiaxuneHus y amicri AIKEPCHKUX PEOBUH Hi B OAHI i3
NYHOK He BigpisHACTLEH Binblie, HiK Ha 35% Bif, HoMiHansHOT
4039, o AocTaBnAeTeCA (30,6 — 63 4 MKI/po3y)

Akulo Ui BUMOKY He AOTPUMYIOTHSS, TO NPOBORATH
BUNpoGYBaHHA Ha goaaTKOBMXK 20 Aozax. MpenapaT BuTpUMyE
BUNpoGYBaHHA, AKULD gns 30 FilakcH

Iy Cepeghn poaa, wo AOCTEBNACTLCA, BiADlaHASTLCH Big
HOMIHANbLHOI f0aK, W0 AGCTABNAETLGA, 47 MKI/D03Y He Ginbiue
Hix Ha 20% (37,6 — 56,4 MRI/n o3y)

iiy Aosa, 1o JocTaBrseTeen, He GinbL HiX 3 TPLOX NyHOK
BIfAPI3HAETLCA Big HOMiHZAbHOT A03H, Lo A0CTABNAETLCRA, HA
+26% (35,3 - 58,7 mur/aozy)

iil) BigxuneHHs y BMicTi Hi B oaHi 3 NyHoK He Mae
NepeautllysaTi HOMIHaNLHWR BMicT Ginblue, Hbk Ha £35%
(30,6 — 63,4 mur/noay)

CONTENT UNIFORMITY OF THE DELIVERED
DOSE/

FLUTICASONE FROPIONATE (% nominal dose of
Fiuticasone Propionate)

The reguirements of the test are met if an datermination for 10
delivered doses,

i) The mean delivered dose is within 20% of the nomminal
delivered dose of 460 meg/dose (368 ~ 552 megldose);

Ii} The delivered dose of not more than one blister falls cutside
25% of the nrominal delivered dose {345 — 575 mcgidose)

iii) The delivered dose of no blister falls cutside 35% of the
nominal delivered dose {299 — 624 meg/dose).

If the requirements are not met, repeat the fest with a further
20 doses. Ths 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 460 meg/dose (368 ~ 552 mcg/dose)

i} The defivered dose of not more than three blisters falls
oltside 26% of the nominal delivered dose {345 -575
megidosa)

The delivered dese of no blister falls outside 35% of the

nominal delivered dose (289 — 621 mcg/dose)

COMPLIES
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Material Description;

SERETIDE™ DISKUS™ powder for inhalations

Certificate of Quality
CEPTUDIKAT AKOCTI _ .
Certificate Date/ flata cepradpikary

19 06 2024

Purchase order item / date
Homep zamosnenssi/aara

Not applicable

Delivery item / date

flocTauanHs / para

Not applicable

Order item / date / 3amonnenus /
aara

Not applicable

Customer number /Homep krienTa
Not applicable

Certificate Number
Homep ceprudiiary

3001666300
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|

dose 60 doses in discus #1

Onuc marepiany:

CEPETUA™ flCKyC™

500mKr/no3y, 60 BO3 ¥ Auckyci Net

, dosed, 50meg/500megtper

NOPOLLIOK AN IHranswyii, Aozopakni, H0umkr

Material Number: 60000000004155

Koa martepiany: 600C0000004155

Batch No: RC4N

Cepin Ne: RC4N
Description Specification Resuits
HalimenyBanun Cneyudikauin Peaynerar
OaxopigricTs BMiCTY v Ao, wo AOCTaBNAETLEH, Akwo BUaHaYeHHA Byae nposepeHs Ha 10 A03ax, uo Bignosigae

meton BEPX/

DIHOTIKAZ0HY NponioHaT (% HominanLHOT A0k
dnoTUkazoHy rponicHaTy)

AOGTABNAIRTLEA, TO ITpenapar BUTPUMYE BUNPOGYBAHKS nipu
HacTYMHUX BUMorax:

i) Cepeana gosa, wo AOCTEBMAETHCA, BipisnAeThCA Bij
HOMIHRMBHOT 03y, jo AOCTEBNNAETLCR, He Binbille Hik Ha 20%
460 mxr/gosy (368 — 552 Mir/goay)

ii}y Aoag, Wo focTaBnneTbes 3 OJiHIET AYHKM MoXe BiAipiaHATUCA

He Ginslle Hix Ha 25% Big HomiHansHoi gosn, Lo
ROCTABARETRCA (345 — 575 Mkr/oay)

iii) Bigxunenns ¥ BMICTI Aikapobinx PeYoBuk Hi 8 oaHil ia
NYHOK He BigplanaeTecs Ginblue, HX Ha 35% Bi HOMIH&NbHOT
A0a%, Lo AOCTEBNAETLCA (209 — 621 Myripoay) -

Hkio ti BuMory He AOTPUMYIOTBCH, TO NPOBOASTH
BunpoliysaHHa Ha AoaaTkoeux 20 ARosax. fpenapar BUTPUMYE
BUNpobysaHHs, skwo ans 30 A0

i) Cepanna goaa, wo ACCTaBNAETBCA, BigPIAHALTLEA He
Glnblee Hix Ha 20% Bia HoMIHanbHYT 4034, Wo
AGCTaBNRETLCR, 460 MKr/j0ay (368 — 552 MKF/E Gay)

i} fQoaa, we ROCTasnAeTLEA, He BinbLy Hix 3 TOLOX NYHOK

BIAPIIHRETLERA Eig HoMiHaneHoT fosk, tyo AOCTRBIACTECA, Ha
£25% (345 - 575 wKkr/gosy}

iii) Blaxunenna Y eMicT] Hi B ogHiit 3 NYHOX He Mas
NEPEBULYBATH HOMIHaNLHI BnicT Binble, Hik Ha £35%
{299 - 621 MKr/goay)

Signature (Mianuc) ya

o

Name, Surname
(IM'm, Mpissmue)

L

GQualified Person
(YnosHosamena 0coba)

Zahir BERKANE

Date of batch release

Date of signature (flara mignucy) g?ﬁ/ © é/ 20. ’2{/‘

18 06 2024




