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Issted by: |

Glaxe Wellcome Production

ZIN°2, 23 Rue Lavoisier

F-27091 EVREUX

FRANCE -
Tel: + 33(0) 232235500 Fax: +33(0) 235235529

Certificate of Quality

| CEPTUO®IKAT SKOCTI
Cerlificate Date/ flata cepru chikary Certificate Number
1 Homep ceprudiikary
23 10 2023 .
| Purchase orderitem / date 3001580032
Homep samosneHHs/gara
Not applicable
Delivery item / date.
MNocravanun / nata
Not applicable
Order item / date / 3amvosienus 1
| nara
Not applicable o
Customer number Homep knienta Page 1/5 Cropinka 1/5
1 Not appiicable 1

Material Description: SERETIDE™ DiSKUST™ powder for inhalations, dosed, 50mcg/100megiper
dose B0 doses in discus #1

‘Cnuc marepiany;. CEPETUMAO™ AMCKyo™ NOPOLLOK ANst iHransuin, foaosanwi, 50mkr

100mkr/goay, 60 goa Y Anckyci Net

Materfal Number: 60000000010575

Kon marepiany; -60000000010575

Marketing Authorisation Number- UA/8524/01/01

Homep peccrpauifinoro nocsinyYeHHs UA/8524/01/01

Manufacturing Authorisation Number; 2022 151_1 2

Homep nivexsit Ha BUpobHuTRO 2022 151 1 2 N o | o

Manufacturer name, address: Glaxo Wellcome Praduiction, Zone industrielle No2, 23 rye Lavsisier, 27000
Evreux, France

HaitimenyBsanns, MicueaHaxomxeriis | -
BypoBHuKa: I"naxkco Bennkom MpodakuH, 3o IH,quTpIenh'_'NEZ..-EB; pro flaByag'e,

27000, Espe, dpanuis
Regulatory Statement:
JasBa npo ceprudikaufio:

Strength of preparation/Efficiency: )
Active drug substances: salmeterol xinafoate and ﬂutit:ascmE"pir'apidns'té’;'___ o L
one dose of the product contains .50 mcg of salmeterol (as salmeterol Xinafoate)™ micronized and 104 mcg of fluticasone

prapionate (micronized).

"72.5 mcg of Salmeterol Xinafoate is equivalent to 50 mcg of Salmeteral base.
‘Cuna pif AkrussicTe:

AIFOMI peYOBUHIAL canbMeTtepony kcunadhoar, cpnmmcasaHy-npnm'nHa-r;'

1 Roaa nipenapary MicruTs 50 pkr caneMeTepony (y hopmi cansMetepoiy kenkadioary)* mikponisoBakore Ta 100 mkr

¢hnioTukazony npomnioxarty (MixponizoBanoro),
*50 mur canbmeTepony exasipaneHTHo 72,5 Mr canbMerepony kcunadhoary.

We hereby ceriify that the above information is authentic and accurate, This batch of product has been manufactured,
including packaging/tabelling and quality contro! 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.

Lum  mu MZTBEPAKYEMO,. LU0 HaBeAeHa HopmMaLin e CnpaBKHLOoIo | TO4HO. Cepist npenapaty Oyna suroroenena,

BKTIIOYaroUm NaKyBaHHA/MapkyBaHHS Ta KOMTpPom® AKOCTI, Ha 3asHaYeHi BULLE BUPCDHUYIA AiNbHUW B noRHIG
BiANOBIAHOCT] A0 BUMOr Haneskuor BUPOBHWYOT npakTuku (GMP), scTanosnenux MICLIEBUM PerynsTopHiam BIAOMETBOM, &
TAKOXM B MOBHIA BignosigHocr no cneumdpikadiii, nepeabavermx Y peectpauifinomy ACCbE KpaitHn - imncprepa.

HokyMeHTalis crocosto BUPOBHUYOrO Rpouecy, RakysaHHsA | aHanisy cepif byna nepesipeHa, |
BOHa BiAnoeigae sumoram Hanexor BUPOBHUYOT npakTiku {(GMP) i4o3sonena no peanisauil YnogiGpkite
Batch size in packs: 7 506 £7 8% 50
Poamip ceplisyn: 7 506

Batch N°: g48v EXPIRY DATE | ),
Cepin Ne: g48v (KinueBuit Tepaii npugatHoctl): 08 2025 I
Manufacturing date: Importing Country: Ukraine

(data EBMPOGHMUTRA): 31 08 2023 Kpaixa-imnoprep . Yxpaiya




Issued by:

Glaxo Wellcome Production
ZIN°2, 23 Rue Lavoisier

F-27091 EVREUX
FRANCE

o

Tel: +33(0) 232235500 Fax: +33(0) 939235529

Material Description:
Onuc marepiany:

Material Number:
Kop maTepiany:

Certificate of Quality
CEPTUDIKAT SKOCTI
Certificate Date/ [lata cepTudikary Certificate Number
Homep cepTudhikaty
23 10 2023 |
Purchase order item / date
Homep 3amoBneHHs/nara
Not applicable
Delivery item / date
{ TocrauanHa / pata
Not applicable:
Order item / date / 3amosneiika /
naTta |
Not applicable
Customer number /Homep kiienra
Not applicable

SERETIDE™ DISKUS™ powder for inhalations, dosed, 50meg/100megiper

3001580032

Page'2/5 Cropivka 2/5

‘dose 60 doses in discus #1

CEPETUA™ AMCKYC™ NOPOWOK ons IRranauin, gososanuii, 50mir
/100mKi/no3y, 60 o3 y Arckyci Ne1

600000000 10575

60000000010675

Batch Ne: 948V
Cepin Ne: 048V

Description Spebiﬁbatiun ..... Results
HalimenyBanHn Cneundikayin Peayrbrar
DESCRIPTION A two-tone purple, circular device in moulded plastic, COMPLIES
Onue approximately 8.5 cm in dlameter and approximately 3 cm
high, with a dose counter
Kpyrauii npuctpii Gyakororo KONLOPY ABOX TOHIR B Bianosizae
_MhacTUkoBid chopmi, Npubnuano 8.5 cm B diameTpi Ta
| N | L TPUBINBHO 3 cM BUCOTOD, 3 IHAKKaTOpOM aoa . o

IDENTIFICATION for Salmeterol and Fluticasane The principal peaks in the HPLC chromatogram of the COMPLIES
propionate BY HPLC sample corresponds with the peaks produced by both

analytical working standards.
Bunpobysatitia Ha ACCTOBIPHICT canLmeTepony 1a | OCHOBHI Nikwt Ha xpomartarpami 3paska sianosinaiots Bigfiosinae

1. hnoTHKa3oHY nponickary, metoaom BERX OCHOBHIM NIKaM HA XPOMATOTpaMi aHariTHY Ry poBounx.
| cTaHaapTie _ .
IDENTIFICATION for Saimeteroi and Fluticasone The UV specitrum of the sample corresponds with the COMPLIES
propionate BY Ly spectrum produced by a mixture of tha analytical working
BunpoBysanHa ka qocTosipricTs cankmerepony ta | Standards. Bianoninae
hnoTUKazoHy fponiokary, MeTogom. Yo Y& cnekTp apaska slanoslaae cnexTpy cymild ananiTHUHWX
1 poBounx cranpapris

MEAN SALMETEROL CONTENT PER DOSE BY | 97.5-1075 % (46.8 -53.8 mecg/dose) 100.7 %
HPLC (% of label claim) (50.3 meg/idose)
Cepenﬁi_ﬁ-amicr CasbMBTepONY Ha goay, BEPX (% 97,5 ~ 107,5 % (48,8 — 53,8 MKr/gosy) 100,7 %
BKAIAHQI Ha BTUXKETL KIﬂbI{UCTI}.. | | | (50,3 wmikr/goay)
MEAN FLUTICASONE PROPIONATE CONTENT 92.5 - 107.5 % (92.5 — 107 .5 meg/dose) 101.5 %
'PER DOSE BY HPLC (% of iabel claim; (101.5 meg/dose)
;CEPemfﬁ BMICT (hnioTuxasony PORIOHATY Ha 203y, 1 92 5 107.5 % (92,5~ 107,5 mkr/poay) 101,5 %
BEPX (% BrazaHol Ha eTukeTy] KinbxoeTi) B {101.5 mir/nosy)
MEAN FINE PARTICLE MASS OF SALMETEROL Not less than 7.5 mg 9.5 megfdose
PER DOSE DETERMINED BY CASCADE
IMPACTION (mcg/dose)
CepeaHA Maca zpiGHoT vacTk CaNbMETEpONY Ha ¥ay fores Y E _
AO3Y, BUSHRYEHA METOAOM KacKagHOro BUKARY He Mg ?'5 35 9.5 MKr/poay
{mur/poay)
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Glaxo Wellcome Production
ZIEN°2, 23 Rue Lavoisier
F-27081 EVREUX

FRANGE

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

Material Deseription:

SERETIDE™ DISKUS™ powder for inhalat;

'.C'e.rtiﬁc:até' of'tﬁuéiitf T
CEPTU®DIKAT AAKOCT]
Certificate Date/ Jara cepThgikaTy

23.10 2023
Purchase order ifem / date
Homep samosneHdsi/narta
Not applicable
Delivery item / date
MocrayaHxa / paTta
‘1 Not applicable
Order item / date / 3amoenenus /
‘Aara |
Not applicabie
Customer number fHomep knienta
Not applicable

Certificale Number
Homep ceprudikary

3001580032

Page 3/5 CropiHka 3/5 |

dose 60 doses in discys #1

‘Onune matepiany:;

CEPETUA™ INCKYC™, nopowsok arns

£100mxr/nosy, 60 gos y auciyei Neq

Material Numhber:
Kog marepiany:

Batch Ne: 948V
Cepia Ne;- 048V

60000000010575
'60000000010575

ons, dosed, 50mcg/1 O00meg/per

IHFansLUiit, 1030BaHWI, SOMKF

Description
Hailmeny sanHnA

Spacification

Cneundbikayin

.Resuits T
Peaynurar

MEAN FINE PARTICLE MASS OF FLUTICASONE
PROPIONATE PER DOSE DETERMINED BY
CASCADE IMPACTION (meg/dose)

CopegHn maca apiGHoY YacTky PHioTUKAZORY
MPONIOHATY Ha KO3y, BU3HAYEHEA MeTonoMm
KacKagHare suknay (mkr/goay)

15 - 30 megldose

15— 30 mur/noay.

23 mcg/dose

23 mKrigoay

CONTENT UNIFORMITY OF THE DELIVERED
'|-DGSE BY HPLCY SALMETEROL (% nominal dose
of Salrmelerol)

CanemeTepon (% HomlHanLHoT Acay
cansmeTepony)

The requirements of the test are mat if on determination for 10

delivered doses.

) The mean delivered dose is within 20% of the nominal
delivered dose of 47 megl/dose (37.6 - 56.4 mcg/dose):

) The dslivered dose of not more than one blister falls outside
25% of the nominal detivered dose (35.3 - 58.7 mcg/dose);

i) The delivered dose of na blister falls outside 35% of the
nominal delivered dose (30.6 - 63.4 mcg/dose},

If the requirements. are ot met, repeat the test with-a furthsr

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

') The mean delivered dose is within 20% of the nominal

| delivered dose of 47 mcg/dose (37,6 - 56.4 megfdose):

li) The delivered dose of not more than three biisters faifs
Qutside 25% of the nominal defivered dose (35.3- 58.7
mcg/dose);.

i) The delivered dose of ne blister falls-outside 35% of the-
nominal delivered dose (30.6 - 63.4 mcg/dose),

FlKWo BUaHAYEHHS byae nposegeio Ha 10 [038%, Wo

-AOCTABNAKTLERA, TO Npenapar BUTRUMYE BUNPOSYBAHHR npu
"HAaCTYNHUX BUMOrax:

1) Cepeans AG3a, YO FOCTABNAETLCA, BigPIZHAETLER Bi4
HOMIHanLHOT B oau, wo AOCTARNAETLCR, 47 MKI/403y He Binblie

HiXi¢ Ha 20% {37,6 — 56,4 MKI/g0ay)

i} losa, wo gocrarnseTbes 3 OAHIET NyHKN MOXe BigPiaHATHCA:

He GinbLie Hix Ha 25% big HOMIHanLHO! 403K, Wo
AOLCTABNAETLCA (35,3 ~ 58,7 MKr/A03y)

COMPLIES

Bignosinag




{ssued by:

Glaxo Wellcome Production

ZI N°2, 23 Rue Lavoisier

F-27091 EVREUX

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

Material Description:

SERETIDE™ DISKUST pawder for

------

[Certificate of Quaiity
CEPTUDIKAT RKOCT!
Certificate Date/ [laTa ceprucpikaTy

23 10 2023

Purchase order item 7 date-
‘Homep samoBnenrs/gara
| Not applicable
Delivery item / date

Mocravannn / gara

Not applicable |
Order item / date / 3amoenenus /
nata

Not applicable-

Customer number /Homep knicHta:
Not applicable

3001580032

Certificate Number
Homep ceptudiikary

Page 4/5 Cropirika 4/5

-dose 80 doses in discus #1

Onuc matepiany:

Materiat Number:
Kog matepiany:

Batch Ne: 948V
Cepisi Ne: 048y

CEPETUA™ OUCKYC™ nopouok
1100mirinoay, 60

B0000D000010575
60000000010575.

A03 ¥y Anckyci Ne1q

halations, dosed, 50mcg/100mcg/per

Anst iHranayii, nososanui, 50Mur

| Description
Hahmerysanun

Specification

Crienndpikanin

| Résuﬂs

Peaynbrar

i) BiaxvneHns y emicTi NIKaPCLRUX PEVOBYH HI B oA i3
NYHOK He BigPisHAETLCR Binblie, Hik xa 35% Bif HOMiKanbHOY
A03N, LU0 pocTaBnAETLCs (30,6 — 63,4 MKr/g03y).

#HL0 i BumMOrY He AROTPUMYIOTBCA, TO NPOBGARTE
BANPOBYBAHHA Ha A0LATKoBUX 20 Ao3ax. fTpanapar suTpumye
BUNPOBYBAHHR, Ak ANs 30 403

1) Cepeans aoaa, wo AQCTaRANAETLCR, BiAPIaHACTLCA Big
HOMINanbHoT go3y,
HBK Ha 20% (37,6 —

i) losa, Wwo aocraBnacTLEs, He BibL HiK 3 Tpbox nyHOK

L0 A0CTABARETLCA, 47 MKI/n03y He BinbLue
56,4 mxr/goay)

BIAPISHAETLEA Big HOMIRANLHOE A3, LG ACCTABNRETHCS, HA

| £26% {353 -587 MKI/A0ay)

iif) Biaxunennn y emicri Hi B ogHifi 3 TYHOK He mac
NEpPEeauLLYBATU HOMIHANBHUI BMICT BinbLlie, Hine Ha £35%;
(30,6 — 63.4 mxr/n0ay)

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, |
1) The mean delivered dose is within 20% of the nominal
delivered dose of 92 meg/dose (73.6 ~ 110.4 mog/dose)

i} The delivered dose 4f not mere than -ene blister falls cufside
25% of the nominal delivered dose {69.0 ~ 115.0 mcg/dose)

i) The delivered dose of no blister falls outside 35% of the
nominai delivered dose {59.8 — 124.2 mcg/dose)

Jfthe requirements are

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

dossas:

i) The mean delivered dose is within 20% of the rominal
deliversd dose of 92 megidose (73.6 - 110.4 mcg/dose)
i) The delivered dose of not mare than three biisters falls

outside 25% of the nominal delivered dose (69.0 - §15.0
macg/dose)

iii) The delivered dose of no blister falls outside 35% of tha
nominal defivered dose (59.8 — 1242 mcg/dosa)

COMPLIES




Issued by:
Glaxo Wellcome Production
ZIN°2, 23 Rue Lavoisier
F-27081 EVREUX
FRANCE
Tel: + 33(0) 232235500 Fax: +33(0) 232235529

Material Description® SERETIDE™ DISKUS™ powder for inhal

| CEPTUDIKAT SIKOGT!

1 2310 2023

HoMep samosneHHs/naTa

Not applicable

Delivery item / date

MNocrauauus / gata

Not applicable |
Order item / date / 3amoBnenns
Aara

1 Not applicable

_Not applicable

Certificate Date/ QaTa cepmqaixa?} Certificate Number
Homep ceprudikary

Purchase order item / date 3001580032

| Customer number /Homep knickta Page 5/6 Cropirka 5/5

dose 60 doses in discus #1

ations, dosed, 50meg/1 U0megfper

Onuc marepiany: CEPETMO™ AUCKYC™ nopowox aAns IRranauii, gosesanni, 50m«r
{100mKr/goay, 60 pos ¥ Buckyci Nei

Material Number:. 60000000010575

Koa marepiany: 60000000010575

‘Bateh No: 948v
Cepia Ne: 948y

Description

Specification

Results

MeToq BERX/

PniIoTUKASGHY nponioHaT (% HomiHaNbHOT LO3W
hricTrKazony nponionary)

AQCCTABNAOTLCA, TO NpenapaT BUTprUMYye BUNPOBYBAHHA npn
HACTYNHUX BAMOFAEX;

) CepeaHs 4033, WO 40CTABAACTLCH, BigpiaHReTsen Rig
HOMIHanbHOT goau, Lo AOCTEBNACTLCA, He Binble Hix Ha 20%
92 Mrr/poay (73,6 — 110.4 mMxr/goay)

i) losa, wo gocrasnaetoes 3 oguiss NYHXW MOXe sigplanatven
He Binble #ix Ha 25% Big HOMIHanLHOT 403U, 1o
AocrasnacTeca (69,0 — 115,0 mrrigoay)

iii) Bigxunenust y amicti nikapcsknx peuoBuH Hi B oaHifk i3
NYHOK He BIAPISHRETBGRA GinbLue, Hik Ha 35% B HOMIHANKHOT

AD3W, LG pocTasnseTbes (59,8 ~ 1242 MKr/goay)

| Arwo yi Bumory He AOTPUMYKOTLER, TO NPOBOAATL
BUNPOBYBAHHA Ha pogaTkosux 20 gosax. MNpenapat BATpUMYe

BURPODYBAMHA, AKWOo Ans 30 aos:
) Cepeatn aoaa, w0 ACCTaBNALTLELA, BIADIZHAETLEH He:

'+ Oinbwe WX Ha 20% pig HOMIHanNbHOT A03u, WO
ACCTABIAETHCA, 92 MKI/A03Y (73,6 —1 10,4 mxi{posy)

i) loaa, wio pocrasnseTsen, He Binbi Hi.s TPLOX. [IYHOK
BIADI3HAETHCA Big HoMIHaNLHOL RO3U, WE BOCTABNRETLCA, Ha
+25% (69,0 - 115,0 MK/ 403Y)

ii}) BiaxwnenHa y amicTi Hi B ogHii 3 AYHOK He mMac
NEPSBUILYBATU HOMINANbHWA BMICT BinbLis, Wik Ha £35%
(69,8 — 124,2 Mkr/noay)

HawnvenyBaxHS 'C”euﬁdﬂl‘-‘ﬂuiﬂ PeaynbTar
Oaropiasicts BmicTy v f03i, wo JOCYaRNASThCS, Axwo naHaveHHAa Byge NpoeeaeHo Ha 10 A033X, o Bianoeigae

Signature (Mignuc) >
Name, Surname ' &EE\
(Im‘a, Mplseuge)

Qualified Person Délphine ROUCHEZ

{YnosHosaxena ocoba)-

Aoidef 203




