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Cartificate of Quality

CEPTHUODIKAT AKOCTI _

Certificate Date/ flara cepTidikaTy Certificate Number

Howmep ceprudpikary

05 06 2024

Purchase order item / date 3001662216

Homep samoeneHHsinaTa

Not applicable

Delivery item / date

ocravanua / gara

Not applicable

Order item / date / 3amosnerng /

Jara

Not applicable

Customer number /Homep «kniexta Page 1/5 Cropinxa 1/5

Not applicable m

Material Description: SERETIDE™ DISKUS™ powder for inhalations, dosed, 50meg/250meg/per
dose 60 doses in discus #1

Onuc marepiany: CEFETUA™ ANCKYCT, NOPOLICK AnA iHranauiit, 4030BaHUE, S0mir/
250mirinoay, 60 goa Y Auckyci Ne1

Materfal Numher: 60000000010576

Kopn mvarepiany: 60000C00010576

Marketing Authorisation Number: UA/8524/01/02

Homep peccrpauniitnoro noceigyeHHn UA/8524/01/02

Manufacturing Authorisation Number; 2022 _151_1_ 2

Homep nitenzir na BUPOBHUUTRO 2022_151_1 2

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

Hakimetysanns, MicuesHaxomxeHHa

BUPOBHUKa: I"nakco Benmkom Mpoaakwy, 3oH Ikayerpiens Ne2, 23, pio Masyas's, 27000
Espe, ®panyin

Strength of preparation/Efficiency:

Active diug substances: salmeterol xinafoate and fluticasone propionate;

one dose of the product contains 50 mcg of salmeterol (as salmeterol xinafoate)* micronized and 250 meg of fluticasone

propionate {micranized).

*72.5 mog of Salmeterol Xinafoate is equivalent to 50 mcgof Salmeteral base.

Cuna piif AkTuenicTk:

Alrodl pavoBrRY: CanbmMeTepony kouHadoar, hnoTrkasany aponioHar;

1 josa npenaparty Mictuts 50 MET CanemMeTepony (y dopmi canemetepony keunatoarTy)* MIKpOHIZOBAHOrO Ta 250 MKr

throTukasoRy nponioHaTy (mikponisoraHora),

*50 MKr CanbMeTepony ekeiBaneHTHo 72,5 Mir canemeTepony keuHadroary,

Regulatory Statement:

3anBsa npo ceprutikalio:

We hereby certify that the above information is authentic and accurate. This batch of praduct has been manufaciured,
including packagingfiabelling and quality control in full compliance with the GMP requirements of the local Regulatory
Authority and the specifications in the Marketing Authorization of the importing country. The baich processing, packaging
and analysis records were reviewed and found 1o be in compliance with GMP and has been released by a Qualified Person.
Llvne  wm riaTBEpPAKYEMO, Lo HasefeHa iHgopMalis ¢ cipasiubolo | ToYHow. Cepis npenapaty Byna surotosnea,
BRIUOHAIOMM  makysaHHsA/MapiysaHts Ta KOHTPONL fAKocTi, Ha 3a3Hadenili BuULlle BUPOOHUYIM AinbHuyl B nosHii

sianosigHecTi A0 Butmar Hanexwol supoBauyol npakTiku (GMP), BcraHoBneHrx MiCLeBMls PETYNATOPHUM BifOMGTBOM, &

HokymenTalia crocosHo BUpoBHUdore npoyecy, nakyBaHHaA | aHanisy cepii Gyna nepesipena, | Byno BCTAHOBNEHO, 140
BOHa Bignorinae sumoram Hanexuor BUROBHUYOT npakTiky (GMP) | possoneHa ao peanisauif YnosxosameHolo ocoboo,
Batceh size in packs: 19 362
Poamip cepiie yn; 19 362

Batch N°: MX5F EXPIRY DATE

Cepin Ne: MX5F {Kinuesuit repmin npugarHocti): 03 2026
Manufacturing date: Importing Gountry: Ukraine

{Bara BupoGumMuTEa); 18 03 2024 Kpaiha-iMnoprep : Yipaina
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Material Description:

SERETIDE™ DISKUS™ powder for

| Certificate of Quality
CEPTHUQRIKAT AKOCTI
Ceriificate Date/ flata ceprudikary

05 06 2024

Purchase order item / date
Homep samoenexnHa/aara

Not applicable

Delivery item / date

MocTauanus / fata

Not applicable

Order item / date / 3amoBneHHs /
fdara

Not applicable

Customer nurmber /Homep knienta
Not applicable

Certificate Number
Homep ceptudpirary

3001662216

Page 2/5 Cropinka 2/5

dose B0 doses in discus #1

Onuc marepiany:

CEPETWA™ OWCKY

250mrrfnoay, 60 gos ¥ anckyci Ne1

inhalations, dosed, 50meg/250meglper

C™, nopourok gns iHranAui, gosceanui, S0mer/

Material Number; 60000000010576
Kop marepiany: 60000000010578
Batch Ne:  MXsF
Cepia No: MX5F
Description Spacification Resuits
Haﬁmeﬂyﬂa}iﬂg_._” e B  Crieuuchirayisn Pe3ayneTar
DESCRIPTION A lwo-tone purple, circular device in moulded plastic, COMPLIES
Ome approximately 8.5 ¢m in diameter and approxirnately 3 cm
high, with a dose counter
Kpyrauit npuetpils Gyskosoro KONbLOPY ABOX TOHIB B Binosiaac
NNacTuKoBId thopmi, npubnisaHo 8.5 ey B AlameTpiTa
npuBnuaHo 3 cm BUCOTOM, 3 iHAVKaTOpOM AD3
IDENTIFICATION for Salmeterol and Fluticasone The principal peaks in the HPLC chromatogram of the CCMPLIES
propionate BY HPLC sample corresponds with the peaks produced by both
anzlytical working standards.
Bunpobysanta Ha gocrosipHicrs cansMetepony Ta | OGHOBHI niki Ha XpomaTarpami apaska signosigaiors Bignosiaae
triorukasony npeniowary, Metogom BEPX OGHOBHUM Nikam Ha Xpomarcrpasmi aHamTdHux pobounx
CTaHgapTis
IDENTIFICATION for Salmeteral and Fluticasone The UV spectrum of the sample carresponds with the COMPLIES
propionate BY UV specirum produced by a mixture of the analytical working
BunpoGysatina ta goctosipHicts canbmetepony Ta | Standards. Bignoeinae
QNIOTHKAZOHY RponiaHaTy, MeTOROM YO YO cnekrp apaska elanosigae CNEKTRY CYMILL] aHamiTIYHMY
poBounx craHpaprie
MEAN SALMETEROL CONTENT PER DOSE BY | 97.5-1075% (48.9 -53.8 mecg/dose) 103.2 %
HPLC {% of label claim) (61.6 mog/dose)
Cepeanlit BmicT canemeTepony Ha gosy, BEPX % | 97,5-107.5 % (48,8 — 53,8 MKrA03Y) 103.2 %
Bka3aHol Ha eTukeTwj KinbkocTi) (51,6 mkrigoay)
MEAN FLUTICASONE PROPIONATE CONTENT 92.5-107.5 % (231 - 269 meg/dose) 104.0 %
PER DOSE BY HPLC (% of label claim}) (260 mcg/dose)
Cepopilt BMicT thniarukadoHy nponiowary Ha AD3Y, | 92,5 -107,5 % (231 — 259 mrrifoay) 104,0 %

BEPX (% srasanol Ha eTvkeTu KinbkocTi)

(260 mxr/gosy)

MEAN FINE PARTICLE MASS OF SALMETROL,
PER DOSE DETERMINED BY CASCADE
IMPACTION {mcgidose)

CepegHs maca gpiGHot wacTiv cansmerepony Ha
AD3Y, BUIHAYEHA METOAOM KACKAAHOrD BUKUAY

Not less than 7.5 mog/dose

He meHwe 7,5 Mrr/aosy

(mKrinoay)

11.4 mcg/dose

11,4 murfaoay
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05 06 2024

Purchase order item / date
Homep zamoeneHHs/gaTa
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Delivery item / dafe

Mocravanua / aara
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|

dose 50 doses in discus #1

Onuc marepiany:

CEPETUO™ AWMCKYCT™

250MKr/aasy, 60 fos v Avickyei Nat

for inhalations, dosed, 50meg/250megfper

« MOPOLWOK Ans iHranayii, fososanui, 50mkr/

Material Number: 60000000010576

Kog MaTepiany: 60000000010576

Batch Ne: MX5F

Cepist No: MX5F

Fescrlption Specification Results
Halimenysanug Creumdbiraiyin Pesynntar
MEAN FINE PARTICLE MASS OF FLUTICASONE
PROPIONATE PER DOSE DETERMINED BY 37.5 - 75 megldose 67 megfdose

CASCADE IMPACTION (mcgfdose)
Cepegha Maca apiHoT yacTin GRIOTUKAIOHY
NponicHaTY HaE AO3Y, BU3HAYERE MBTOHOM
KackafHOro BUKUAY (MKr/gosy)

37,5 — 75 murfnosy

67 murfnoay

CONTENT UNIFORMITY OF THE DELIVERFD
DOSE BY HPLC/ SALMETEROL (% nominal dose
of Salmeterol)

Oawopiaticts smicty v goai, L0 ADCTaBNAETLEH,
Metoq BERPX/

CanbmaTepost (% HomiHaneHo! o3
canesmarepony)

The requirements of the tes? are met If on determination for 10
delivered doses,

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

ii) The delivered dose of not more than cne blister falls outside
25% of the nominal delivered dose (35.3 - 58.7 mecgldose):
iil) The delivered dose of no blister falls outside 35% of the
nominal delivered dose (30.6 - 63,4 megldose),

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

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

ii) The defivered dose of not more than three blisters falls
outside 25% of the nominal delivered dose (35.3-58.7
megidose);

iii} The delivered dose of ne blister falls outside 35% of the
nominal delivered dose (30.6 - 63.4 megfdose},

kLo Bu3HaYeHnn Byae npoeeAeho Ha 10 gosax, wo
AOCTABNAIOTLCA, TO NPEAAPAT BUTDUMYE BUNPOGYBaHHSA npu
HACTYIMHUX BUMOrax;

i} CepepHa gosa, wo ACCTABNAETLCA, BigPi3HAETLES Big
HOMIHanBHOT 031, Wo AOCTABNAETLLR, 47 MIr/4o3y He Binblue
Hbi Ha 20% (37,6 — 56,4 mkr/aoay)

ii) Rosa, wo gccrasnasTecn 3 ogriel NyHK! MOWeE BigpisHATUGA
He Ginbure Hik Ha 26% Bl HoMmiRanbHOT £034, 1o
AQCTABNAETLEA (35,3 — 58,7 mkrfgoay)

COMPLIES

Bianoeigae
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Material Description; SERETIDE™ DISKUS™ powder

Certificate of Quality
CEPTUBIKAT AKOCTI
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Furchase arder item / date 3001662216
Homep aamorneHus/nara

Not applicable

Delivery ltern / date

MNoctavakns f parta

Not applicable

Order item / date / SamosneHHs /

nara

Not applicable

Not applicabie

Certificate Date/ Jata ceprudikary Certificate Number
Homep ceptudikary
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—

dose 60 doses in discus #1

for inhalations, dosed, 50megl250meginer

Onuc marepiany: CEPETUA™ NUCKYC™, nopowsok ans iHransuii, gosoeaHul, 50mkr/
250murinoay, 60 nos y Avcryct Ne

Material Number: 60000000010576

Koa marepiany: 60000000010576

Batch Ne: MX5F
Cepisn Ne: MX5F

Description
HalimeHysanna

Specification
Cneuudpikayin

Results
Pesynstar

_ | (30,6 — 63,4 mir/goay)

iif) Bigxunerus y amicti Rixapchkix PEYCBIH Hi B ogHiik fa
NYHOK He BiapisHAeTbon Ginblue, Hi Ha 35% Big HoMiHanbHOT
4034, Wo AocTasnaeTecn (30,6 — 63,4 Mirfyozy)

Axlo Ui BUMOrY: He AOTPUMYIDTLCA, TG NPOBOAATE
BuipoGyBakHa Ha gopatkosux 20 Avaax. lMpenapart srrpumye
BUNpoByBaHhA, sl Ans 30 pos:

i} Cepeann nosa, uo AOCTABNAETLOA, BiAPIaHAETLCA Big
HomiHaNLHOT 4031, W0 AOCTEBNASTLCA, 47 MKI/B03Y He Binsiwe
HiX Ha 20% (37,6 — 56,4 MKr/no3y)

ii) Noaa, wo pocTasnserben, He BinsLt Hi 3 TPLOX AYHOK
BlApi3HAETLCA Big HOMIHansHoT 1034, Wo AOCTaBNAETLGA, Ha
+25% (35,3 - 58,7 MKr/gosy)

ill} BiaxuneHqs y emicri vi B OAHIN 3 NYHOX He mae
NePeBUYYBATY HOMIHANLHYR BMiCT BinbLe, ik Ha £35%

“CONTENT UNIFORMITY OF THE DELIVERED
DOSE/

FLUTICASONE PROPIONATE {% nominal dose of
Fluticasone Propionale)

The requirements of the test are met if on de_!erminalioun for 10 |

delivered doses.

i) The mean delivered dose is within 20% of the nominal
delivered dose of 231 megfdose (185 — 277 megldose)

ii} The deliverad dose of not mare than one blister falis cutside
25% of the nominal delivered dose {173 — 289 mcg/dose)

iii} The delivered dose of no blister falls outside 35% of the
nominal delivered dose {150 — 312 megidose)

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
deliverad dose of — 231 mogidose (185 - 277 mcg/dese)

ii} The delivered dase of not more than three blisters falls
outside 25% of the nominal delivered dose (173 — 289
meg/dose)

iii) The delivered dose of no blister falls outside 35% of the
nominal delivred dose (150 — 312 mcg/dose),

| COMPLES
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Certificate of Quality

CEPTHUQIKAT AKOCTI
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05 06 2024
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SERETIDE™ DISKUS™ powder for inhalations, dosed, 50meg/250megloar
dose 80 doses in discus #1

CEPETWO™ AMCKYC™, NOPOLUOK AN IHranauwi, nosoeanni, 50Mur/
250mir/inosy, 60 poa Y RUCKyCi Net

Material Number: 600000C0010576

Kop mareplany: 600C0000010576

Batch Ne: MX5F

Cepin No: MX5F

[ Description Specification | Results
Hahimeny sanng Crneuudixauyin Pesynetar
OaHopiaHicTt emicry ¥ A03l, Lo A0CTaBNAETLCS, FKLe BUSHAYeHHA ByAe nposegens Ha 10 A03ax, Wo Bianosigae

MeToy BEPX/

boTusasony nponionar (% HOMIHaNLHOT 403 HACTYfHUX Bumorax:
PRoTURaIOHY nponicHary)

ACCTABNAIOTLEA, TO NPENAPAT GUTPUMYE BUMPOGYBakhg npy

I} Cepesrn posa, wo AOCTABNAETLCA, BigpisHAeTLen Big
HoMinaneHol Roay, o ACLTABNAETLER, He Binble Hix A 20%
231 mxripoay (185 - 277 Mkrfgoay)

iiy Qoza, wo AOCTABIACTLCA 3 0fHieT NYHKN Mowe BIADIHATHCA
He Binblte Hik Ha 26% eig HOMINANLHOT f0aw, wWo
AOCTaBARETLCA (173 — 289 mur/aoay)

iif} BigxuneHHs y pmicti NIKaPCLENX PEHOBKH pi B OAHI ia
TiyHOK He BIApISHAETbCA Binblue, Hik Ha 35% Bif, HOMIHaNbLHOT
A031, Wo focTasnseTben (150 — 312 Mxrinosy)

FKWO i BMory He AOTDUMYRTBLA, TO NPOBOANTS
8unpoSyeaHHs Ha Bogarkosux 20 Aozax. Tlpenapar BUTpuMye
Bunpobysanyn, akwo ans 30 A03;

i) Gepennn goaa, wo AOCTEBNAETLCA, BIAPISHASTLCA He
Ginblue Hi Ha 20% Bif HOMIH&NbHOT AQsY, Wo
AocraenzeTscs, 231 mrr/qoay (185 — 277 MK/ o3y)

ify Hosa, wo ROCTaBAAETLEA, He Binbil ki s TPbOX RYHOK
BiApisHAETbEA Blg HOMINaNBHOT AO3W, U0 AOCTaBRAETLCH, Ha
+25% (173 — 289 mKr/igosy)

i) BigxunexHs y smicti i g OAHIH 3 nyok He mae
NEPEBULLYBATH HoMiHaNbHMA BMICT Ginbire, Hin Ha +35%
(150~ 312 MKI/n03y)

Signature (Mianue)
Name, Surname
{Im'a, Mplzauwe)

Qualified Person
(¥YnoeHoBamena
ocoba)

L/;% Date of signature ([ara nignucy) O '{/0 6/ 76 ’LL{

Zahir BERKANE

Date of batch release 04 06 2024




