Issued by:

Glaxo Wellcome Production
ZI N°2, 23 Rue Lavaister
F-27091 EVREUX
FRANCE

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

Material Description:
Onuc marepiany:

Material Number:

Koa marepiany:

Marketing Authorisation Number:
Homep peccrpagiinoro noceifMeHHnA
Manufacturing Authorisation Number:
Homep niueHsii Ha BupoGHULTEO
Manufacturer name, address;

HalimenyBakhs, micuesHaxomuenHs
BUPOGHUKA!

Regulatory Statement:
3anBa Mpo cepTudikauio:

Strength of preparation/Efficiency:

Certificate of Quality ]
CEPTUBIKAT AKOCTI .
Certificate Date/ Jara ceprudchikaTy Certificate Number
Howmep ceptudikary
2106 2024

Purchase order item / date

Howmep samoenenns/gara

Not applicable

Delivery item { date

MocTavanua / parta

Not applicable

Order item / date / 3aMorsieHHs /
Aata

Not applicable

Customer number (Homep wniekTa
Not applicable

SERETIDE™ DISKUS™ powder for inhalations, dosed, 50mcg/100mcg/per
dose 60 doses in discus #1

CEPETHA™ OUCKYC™, nopowuok ans iHransuii, L030BaHWA, 50mKr/
100muir/noay, 60 fos y guckyci Net

60000000010575

0000000010575

UA/8524/61/01

UA/B8524/01/01

2022 1511 2

2022 151_1_2

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

3001687638
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"makco Bennkom Mpoaakum, 3oH Ihayctpiens Ne2, 23, pio JlaByas’e,
27000, Espe, dpanuis

Active drug substances: salmetero! xinafoate and fluticasone propionate;

one dose of the product contains 50 mcg of salmeterol (as salmeterol xinafeale)* micronized and 100 mcg of fluticasone
propionate (micronized).

*72.5 meg of Salmeterol Xinafoate is equivalent to 50 mcg of Salmeterol base.

Cuna gilf AkTuBHICTL!

AitoYi pevoBrHN; CanameTepony KouHadoar, hnioTMKasoHy nponioHar;

1 Ao3a npenapaty MicTUTbL 50 mir canemeTepony {y iopmi canemeTepony KCuHachoaTy)™ MikpoHisosaHoro Ta 100 MKr
hrIOTUKA3OHY NponioHaTy (Mikponiaoeanaro).

*80 MK canbMeTepony eKBiBANEHTHO 72,6 Mur cansmMereporny KeuHadhoaTy.

We hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
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 batch processing, packaging
and analysis records were reviewed and found to be in compliance with GMP and has been released by a Qualified Person.
Uum My nigreepmwyemMo, Wo Harepeua iHthopmalia & crpaBXHEoIo | TOYHOI, Cepid npenapaty 6yna surotosnena,
BKAKYAIONK  MakyBEHHA/MAPKYRAHHA Ta KOHTPOAb AKOCTI, Ha 3azHaveHiil Bue BUPOBHWIIA AinbHUL B ROBHIA
BIANORIAHOCTI Ao sumMor Hanexwo! BUPOGHU-IOT npakruku (GMP), scTaHoBNeHIX MICLEBIAM PEryfSTOPHAM BiJOMGTEOM, a
TAKOX B MOBHIR BigRosigHocTi go cnetydikauid, nepepbayennx y peecTpauiiHoMy Aocke KpalHu - iMnopTepa.
flokymeHrauia crocosto Brpobinyoro npouecy, nakyBaHHs i aHaniay cepii 6yna nepesipena, | 6yno ecraHoBneno, Wo
BOHa siAnopigae euMoram Hanexwo!? BupoSHuqol npakTuk (GMP) | ivaeonena go peaniaagll YnosHosameHo ocoGoio.
Batch size in packs: 8 850

Poamip cepiisyn: 8850

Batch N°: NU2K-A
Cepin N2: NUZK-A

EXPIRY DATE
(KiHueswii Tepmin npuaarHocTi): 04 2028

Manufacturing date:
{Rara BupoBHuuTBa): 02 04 2024

Impaorting Country: Ukraine
Kpaina-imnoprep : Yepaina
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Glaxe Wellcome Production
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Material Description:
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Certificate of Quality
CEPTUDIKAT AIKOCTI
Cettificate Date/ [JaTa ceprudikaTy

21 06 2024

Purchase order item / date
Homep samoeneHus/gaTta

Not applicable

Delivery item / date

MocTtavausa f narta

Not applicable

Order item [ date { 3amosnedHa /
aara

Not applicable

Custamer number /Homep wnieHTa
Not applicable

Certificate Number
Homep cepThdikarty

3001667638
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dose 60 doses in discus #1

Onue maTepiany:

f100mrr/gosy, 60 fo3 y anckyci Nel

SERETIDE™ DISKUS™ powder for inhalations, dosed, 50mcg/100mcg/per

CEPETMA™ AUCKYC™, nopowok ans iHransuin, aososanmwit, SOmkr

Material Number: 60000000010575
Kop marepiany: 60000000010575
Batch Ne: NU2K-A
Cepis Ne: NUZK-A
Description Specification Results
HalimeHy BaHHA Cneuyndikavnin Peaynsrar
DESCRIPTION A two-tone purple, circular device in mouided plastic, COMPLIES
onmue approximately 8.5 em in diameter and approximately 3 cm
high, with a dose counter
Kpyravii npucTpili 6y3KoBOro KONbopy ABOX TOHIB B . "
nnacruxoeiil hopmi, npubnuano 8,5 cM 8 AlameTpi Ta Bianosinas
npuBnKato 3 ¢ BUCOTON, 3 IRAUKETOPOM 4,03
IDENTIFICATION for Salmeterol and Fluticasone The principal peaks in the HPLC chyomatogram of the COMPLIES
propionate BY HPLC sample corresponds with the peaks produced by bath
analytical working standards,
BunpoByBaHHs Ha A0CTOBIPHICTL caslbMeTepony Ta | DCHOBHI "“"{' Ha xpomarorpami 3paska sighoelgaloTb Bignoelgae
DNIOTUKAAOHY NponioHaTy, mMeTosom BEPX QGHOBHNM NIKaM Ha XpPOMATOrpamMi aHaniTWiHUX poboqnx
cTaxaapTis
IDENTIFICATION for Saimeterol and Fluticasone The UV spectrum of the sample corresponds with the COMPLIES
propionate BY UV spectrum produced by a mixture of the analytical working
BunpoBysanss Ha gocTosipHicTs canbmeTepony ta | standards. Bianorinae
trioTUkazoHy nponionary, Meropom Yo Y cnexTp apaska BigN0sifae CRexkTpy CyMilui aHaniTueHuX
poBouux craHpapTie
MEAN SALMETEROL CONTENT PER DOSE BY | 97.5- 107.5 % {48.8 — 53.8 mcg/dose) 101.9 %
HPLC (% of label claim) (51.0 megldose)
Cepeptili emict canemetepony Ha gosy, BEPX (% | 97,5 - 107,5 % (48,8 — 53,8 MKr/goay) 101,89 %
srasanel Ha eTukeTLi KinbKocTi) (51,0 mxr/go3y)
NIEAN FLUTICASONE PROPIONATE CONTENT 92.5 ~107.5 % {92.5 - 107.5 mcyg/dose) 103.8 %
PER GOSE BY HPLC (% of label claim) (103.8 meg/dose)
CepejHiii smicT hnioTukasoHy nponioHaty Ha aoay, | 92,5 - 107,5 % {92,5 — 107,5 mrr/aosy) 103,8 %

BEPX {% Brazaxcl Ha eTuxeTyi KiNbKoCTi)

(103,8 murfno3y)

MEAN FINE PARTICLE MASS OF SALMETEROL
PER DOSE DETERMINED BY CASCADE
IMPACTION {mcgldose)

CepeaHA Maca APIGHOT YacTKN cankMETEPONY Ha
A03Y, AUIHAYEHE METOAOM KACKaZHOrc BUKUAY
(mKr/aoay)

Not less than 7.5 mecg/dose

He menwe 7,5 mxr/poay

10.7 mcg/dose

10,7 Mur/aoay
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F.27091 EVREUX

FRANCE
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Material Description:

Certificate of Quality
CEPTUDIKAT AKQCTI .
Certificate Datef [lata ceprudikary

21082024

Purchase order item / date
Homep samosnennsi/narta

Mot applicable

Delivery item / date

MocTtavanna f garta

Not applicable

Order item / date / Samosnenns /
narva

Not applicable

Customer number /Hovep knieHTa
Not applicable

Certificate Number
Homep cepruchikary

3001667638
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dose 60 doses in discus #1

Onuc matepiany;

MO0mKr/goay, 60 noa y auckyci Ned

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

CEPETWA™ OWCKYC™ nopoluox Ans iHranauit, aososanui, S0mMer

Material Number: 60000000010575

Kop mareplany: 60000000010575

Batch Na: NU2K-A

Cepin Ne: NU2K-A
Description Spacification Results
HalimeHysakun Cneundhikaula Peayribrar

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

CepegHAa maca ApIGHOT YacTin dioTKazony
nponioHaty Ha 403y, BU3HAMEHA METOAOM
KackanHoro Bukway (Mkr/aosy)

15 — 30 mcg/dose

15 — 30 mrr/goay

25 meg/dose

25 mriposy

CONTENT UNIFQRMITY OF THE DELIVERED
DOSE BY HPLC/ SALMETEROL (% nominal dose
of Salmeterol}

OgHopigHicTE BMiCTY ¥ 403, L110 AOCTARMNAETHCA,
meTok BEPX/

Cantmerepon (Yo HoMiHALHOT foav
canLMeTepony)

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

1) The mean delivered dosg is within 20% of the nominal
delivered dose of 47 meg/dose (37.6 - 56.4 mcgidose);

iiy The delivered dase of nat more than one blister falls outside
25% of the nominal delivered dose (35.3 - 58.7 mcg/dose);

iiiy The delivered dose of no blister falls outside 35% of the
nominal defivered dose (30.5 - 63.4 mcg/dose).

If the requirements are not met, ropeaat 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);

ity The delivered dose of not more than three blisters falls
outside 25% of the nominal delivered dose (35.3- 88.7
mcgfdose);

i) The dekvered dose of no blister falls outside 35% of the
noeminal delivered dose (30.6 - 63.4 mcg/dose).

Ak suataveHHs 6yae npoeeaeo Ha 10 gozax, wo
AOCTABHAKTLUA, TG NPENEPAT BATRAMYE BANPoOysaHHA npn
HacTYTHUX BUMOraX:

i} CepeaHn 4033, WO AOCTABNAETLCHA, BIAPISHAETECA BIY
HOMIHAALHOT 4,031, WO ACCTABAAETLCR, 47 MKr/403Y He Ginbiue
HbK Ha 20% (37,6 - 56,4 mir/gosy)

iy osa, Wo JoCTaBNASTLCA 3 ORHIET MYHKM MOXE BiapisHATUCA
He Sinbwe HiX Ha 25% gig HOMIHANEHOT RO3K, L0
AocTtasnaeTbes (35,3 — 58,7 mrr/aosy)

COMPLIES

Bianosinae
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Certificate of Quality
CEPTUDIKAT AKOCT!

2106 2024

Homep samoBneHHs/gara

Not applicable

Delivery itern f date

TMoctavanua / para

Not applicable

Order item / date / 3amosnenns /
gara

Not applicable

Mot applicable

Certificate Date/ [lata cepruchikary Certificate Number
Hamep ceprudiikary

Purchase order item / datae 3001667638

Customer number /Homep knienta Page 4/5 CropiHka 4/5

Materiat Description: SERETIDE™ DISKUS™ powder for inhalations, dosed, 50mcg/100meg/per
dose 60 doses in discus #1

Onwvc matepiany: CEPETMO™ AMNCKYC™, nopourok ansa inransuii, goaobsanmi:, SOmMkr
[100mir/gosy, 60 nos y auckyci Net

Material Number: 600000000105675

Kop marepiany: 60000000010575

Batch Ne: NU2K-A
Copin Ne: NU2K-A

Description
HalimenyBaHHA

Specification
Cneuyndpikallia

Resuits
Peaynerar

iii} Bigxunexsa y BMISTI nikapchkux peqoBwH Hi B ogHii I3
RYHOK He BifpiaHaeThes Binswe, Hik Ha 35% Big HOMIiHanbHOT
AC3W, 10 AOCTARNAETHLCRA {30,6 — 63,4 MKI/503Y)

FAKLLO L BUMOTW HE AQTPUMYIOTECH, TO NPOBOARTH
sunpoBysaHuf Ha gogatkosux 20 gosax. Npenapat BuTpumMyE
BUNpoByBsaHHA, AKWe Ans 30 goa:

i} Cepeann posa, Wo AOCTEBAAETLER, BiAPI3HASTLCA Bif
HOMIHanEHOT 503K, Wo focTaBnAeTecA, 47 Mrr/a03y He Binblue
Hix Ha 20% (37,6 — 56 4 mrr/aoay)

iy Hosa, wo pocraanaeTben, He Binblu Hix a TPROX AYHOK
BlgplaHaeTeca Bla HOMIHANBHOT 03K, WO AOCTABMNAETLCH, HE
+25% (35,3 — 58,7 mxr/goay)

iif) Biaxunexus y BmicTi Hi B 0fHIA 3 NyHOK He Mae
repesuiyBaT HOMIHAMEHIUE BMICT Binbile, HIK Ha 235%
(30,6 — 63,4 mkr/gosy)

CONTENT UNIFORMITY OF THE DELIVERED
DOSE/

FLUTICASONE PROPIONATE {% nominal dose of
Fluficasone Prapionate)

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

i) The mean delivered duse is within 20% of the nominal
delivered dose of 92 meg/dose (73.6 — 110.4 megldose)

ii) The delivered dose of not more than one blister falls cutside
25% of the nominal delivered dose (69.0 — 115.0 mog/dose}
iii} The delivered dose of no blister falls outside 35% of the
nominal delivered deose (59.8 — 124.2 mog/dose)

if the requirements are not met, repeat the test with a further
20 doses. 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 92 meg/dose (73.6 — 110.4 mcg/dose)

ii} The delivered dose of not more than three blisters falis
outside 25% of the nominal delivered dose (69.0 — 115.0
mcgldose)

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

COMPLIES
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Material Description:

Onuec marepiany:

Certificate 'of Quality
CEPTU®MIKAT AKCCTI - -
Certificate Date/ [laTa cepTudikary

2106 2024

Purchase order item / date
Homep saMoeneHxa/gaTa

Not applicable

Delivery item / date

MocTavanys / gara

Not applicable

Order item / date / 3amoBnerHs /
hata

Not applicable

Customer number /Homep knieHra
Not applicable

Certificate Number
Homep ceptudikary

3001667638
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SERETIDE™ DISKUS™ powder for inhalations, dosed, 50mecg/100meg/per

dose 60 doses in discus #1

CEPETWA™ OWNCKYC™™, nopowwok g4 iHransuii, Zo3osannii, 50Mur

/100mkr/foay, 60 fo3 y guckyci Ne1

Material Number: 60000000010675

Kopn matepiany: 60000000010575

Batch Ne: NUZ2K-A

Cepia Ne:  NUZK-A
Description Specification Results
Haitmenyranus Cneyundpikauin Peaynutar
OpxopiaHicTs BMicTY ¥ 031, 1110 SOCTEBAASTLOS, HAKWo BU3HaYeHHs Gyge npopegeHo Ha 10 goaax, wjo Bignosigae

merog BEPX/

GroTirkazony npenioHar (% HOMIHaneHOT fosy
roTURASOHY NpoRioHaTY)

AOCTARNATRCA, TO fIpENapaTt BUTPUMYE BUNPOBYBaHHA npu
HaCTYrHUX BUMOTax:

i) Cepeans f03a, WO BOCTABRAETHCA, BiAPIAHAETECS Bif
HOMIHa#1bHOT 1,030, WO 40CTABIAETLCR, He Diflbile Hi Ha 20%
92 mKrfno3y (73,6 — 110,4 mrr/goay)

ii) Hosa, o A0CTABNAETLCA 3 OARIET NYHIM MoXe BigpisHaTUCA
Ke Binblwe Rix Ha 25% Big HoMiHanbHoT AO3K, WO
docTaenaeTsea (69,0 — 1158,0 mur/gosy)

Tii) Bigxunenns y BmicT] nikapchkux pevoBuH HI B 0AHN I3
NYHoK He BiApi3HAETLCRA Binble, Hbi Ha 35% Bl HoMiKanbHol
A03M, Wo AocrasnfeTbea (59,8 — 124,2 Mkrigosy}

AKLLO Uf BUMOTY HE ACTPHMYIITECS, TO MPOBCAATE
BUnpolysadia Ha goaarkosux 20 poaax. lpenapar BATPAMYS
BuaApodysatHs, AkWe ans 30 gos:

i) CepepHs K038, WO AOCTABAALTLCA, BiApisHAeTLEA He
Ginblwe Hbk Ha 20% Big HOMIHanbLHOY 4034, 1O
AocTasnseThes, 92 mrr/posy (73,6 — 110,4 mir/gosy)

iy lvaa, W0 focTaBnAETECA, HE GHIBLIL HDK 3 TEFrHOX AYHOK
BiARIsHAETHCA Bif HOMIHANLHAT 4034, 14O ADCTABNAETLCA, Ha
+25% (69,0 — 115,80 mr/goay)

iy BiaxuneHdn y BMmicTi Hl 8 OHIN 3 NyHOK He mae
NepeByULYBaTH HOMIHENLHIUE BMicT Binsbtle, Hik Ha £36%
{59,8 — 124,2 mrrinosy)

Signature (fHanvec)
Name, Surname
(Im's, MNpizeuLye)

go)

Date of signature (Jara nignvcy) ,23//9 é/ )0 % :

—

Qualified Person
(YnosrobsameHa ocoba)

Zahir BERKANE

Date of batch release

20 06 2024




