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JEPIUIIKCITYIKBA
AEPYKABHA CJIYIKBA 3 JIKAPCBEKHX 3ACOBIB TA KOHTEOIO! 3A
HAPKOTHKAMM V KUIBCBKIA OBJACTI  «

npocriekt Baytepin JloSanorcrxoro, 51, . Kuts, 03110, ter/daxc: (044) 363-06-50 -
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPIIOY 37078774

BHCHOBOK
PO AKICTH BBe3eHOro B YKpainy JdikapcbKroro 3acofy

23.02.2021 . Ne §712/21/10

CEPETHI™ NUCKYC™

(nativerrynauss gikapeskoro 3acoGy sriZlHO 3 peeCTpaNi MM MOCRIueHHM)
HOPOXIOK /I iHra/sii, Jozosanai, S0 Mxr/250 mxr/aosy, mo 60 gos y nHcryci; mo 1 guexyey
B KAPTOHHIM yakosui

{hopma BumyCIty, NO3yBAHHESA, RUT MTAKYBAHHS TIKAPCHKOTO 3a¢00Y)
Homep peecrpaniitnoro nocsimpuerms UA/8524/01/02 crpox nii peectpauiinoro nocrimaerns 01.01.2099
Cepis nixapcsxoro sacoby Ne EX4S KinpxicTs BBE3eHOTO Hikaperkoro 3acaby 13020

Bupobmmx ['makco BenmxoM Iponakmms, ®panuis
(ueimMeryBauns BUpOOHIKA TiKapCEKOro 3aC06Y, KPATHA HOXOIKEHHS)

Bpeseno 5 Vrpainy TosapueTso 3 o6Mexenoro simmosinansuicrio "TCnarkcoChiTiCnsiin

DdapmaceloTikanc Yrpaina', izenr. xox: 35619519

(natiMenynarmsa Ta kof 32 EAPIIOY 1opumisHOi 0cobu abo Npiaskute, im'z, o Garkkosi QisiHol

0COBH ~ niAmpremus, if MiCLe NP CRUBAHES Ta peccTpaliinul HoMep 067iKoBOT KapTKY MIATHUKA
noznatkis afo cepia Ta Homep macrnopra)

Tpororon pisyamsHoro kontpomo six 12.02.2021 M 0354/6.

3a pesynpTaTaMK NepXABHOTO KOHTPOMIO BCTAHOBICHO, INO Jikapchkuit 3aci6 BeeseHo B Vkpainy 3

AKOCTI JIiKapehkux 3acobis.

nnnr

7/ Ounexciit COJIOAPAN

a.Hr gmﬁm,x o KGHTPONIO) (migmmc) (iminiami ta npispume)
'-4:
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Issued hy:

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

Tel: + 33(0) 232235500 Fax: +33(0) 232235629

Certificate of Quality

CEPTU®IKAT AKOCTI

Certificate Date/ [lara ceprudsikary Cerlificate Number
Homep ceprudikaty

04 01 2021

Purchase order ltem / date 3000964524

Homep aamosnennn/gara

Not applicable

Delivery item / date

Mocravanxn / nara

Not applicable

Order item / date / 3amosnenss /

Jara
Not applicable
Customer number /Homep «nicHTa Page 1/8 Cropinka 1/5
Not applicahle
Material Description: SERETIZE™ DISKUS™ powder for inhalations, dosed, 50meg/250meg/per
dose 60 doses in discus #1
Onuc marepiany: CEPETUA™ ANCKYC™, nopowok grist inransuiii, foaosanuii, SOMkr/
250mur/noay, 80 noa y auckyci Ne1
Material Nwmber: 60000000010576
Kon marepiany: 60000000010576
Marketing Authorisation Number: UA/8524/01/02

Homep peectpaylitHoroe nocelauenHs UA/8524/01/02

Manufacturing Authorisation Number: M 18/172

Homep miyexzii Ha BupoBHULTED M18/172

Manufacturer name, address: Glaxo Wellcome Production, Zone Industrislle Ne2, 23, rue Lavolsier, 27000
Evreux, France

Halimeny easiun, MicleanaxomueHHs

BMpoBHUKA: axkco Bennkom lNpoaakwH, 3ok lupycrpiens Ne2, 23, pio NNaryas'e, 27000
Espe, ®paunyia

Strength of preparation/Efficiency:

Aclive drug substances: salmeterol xinafoate and fluticasone propionate;

one dose of the produc! contains 50 mcg of salimeterol (as salmeterol xinafoate)* micronized and 250 mcg of fluticasone

propionate {Imjcronized).

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

Cuna giilf AkruBHicTk:

Aoy pevosithin: canmeTepony KorHacboar, DMIOTHKE30HY NponioHaT;

1 posa npenapaty MicTuTh 50 tar cansmetepony {y dopmi GaneMerepony kcutadhoaty)™ Mikposisoratoro Ta 250 Mkr

thrilaTiKa3OHY NponioHaTy (MiKporioBaHoro).,

*50 mMKr canbmeTeposny eKsiBanenTHo 72,5 Mkr canemerepony keunadoary,

Regulatory Statement;
Bansa nNpo ceprudicauiio:

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 Regulatory
Authority and the specifications in the Marketing Autherization 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,
Liwm  mMu nigreepaxyemo, Wo HasepeHa indopmallin ¢ cnpamiHLoio T Tounolo. Cepis npenapary 6yna BuroToBneHa,
BINIOYAIONN  MAKYBaHHA/MapiyRaHHA Ta KOHTPOSb SIKOCTI, Ha 3asHaueHiil mule BupoGHUYIA ainskuul B nosHif
elanosigHocTi Ao suMor Hanexuor supoBHUMGT npakTiku {GMP}), BCTaHOBNEHNX MICUEBUM PErYRSTORHUM BIZOMCTBOM, &
Takmk B noBHIEA BlanosianocTi f0 cneuudikauiil, nepeaGavuenux Y peecTpauliiHoMy pocse KpatHu - iMnoprepa.
[HokymerTallia crocosio BupoBHuyoro npotecy, nakysanHs i asaniay cepii Gyna nepesipena, | 6yno scraHosneno, wo
BOHa Bignosigae BuMoram HanesiHol BUpoBHIMOT NpaKkTuky (GMP) i noasoneHa Ao peanisaulii Ynosrosaieyow ocoboio.
Batch size in packs: 13 020

Poasmip cepiisyn: 13020

Batch N°: EX4S5 EXPIRY DATE i
Cepin Ne: EX48 (Kinuesnii Tepmin npuaaTHocTi): 10 2022 d%j"\?

£ b
Manufacturing date: Importing Country: Ukraine f_{” f){%; TIAKCOCRIT NS
{Mara BupoSHuyTea): 23 10 2020 Kpatha-imnoprep : Yxpaina F; 3 A

/
/y// Y. WA %7 2.03




lssued by:

Glaxo Welicome Production
ZIN°Z, 23 Rue Lavoisier
F-27091 EVREUX
FRANCE

Tel: + 33(0) 232235500 Fax: +33(0) 232235629

WMaterial Description:

Certificate of Quality
CEPTUNMIKAT AIKOGTI
Certificate Date/ [lata cepruchikary

04 01 2021

Purchase order item { date
Homep samoBnenna/nara

Net applicable

Delivery item / date

Mocravanua / pata

Not applicable

Order item / date / 3amobnenns /
Aata

Nat applicable

Customer number /Homep knicHra
Not applicable

3000964524

Certificate Number
Homep ceptudiikaty

Page 2/5 Cropiuia 2/5

dose 60 doses in discus ##1

Onue matepiany:

250mkrinoay, 60 nos y anckycl Nei

Materlal Number:
lKog mavepiany:

Batch Ne; EX4S
Cepin Ne; EX4S

60000000010576
60000000010576

SERETIDE™ DISKUS™ powder for inhalations, dosed, 50meg/250mea/per

CEPETHO™ [QMCKYC™, nopoluok Ana iHransauiii, acacsanu, S0mir/

A03Y, BUIHAYEHA METOAOM KACKEAHAro BUKUAY

{(mKr/goay)

Description Specification Results
HaliMeryBarHs Cnegulnayin Peaynerar
DESCRIPTION A lwo-lone purple, circular device in moulded plastic, COMPLIES
Onuc approximalely 8.5 cm In diameter and approximately 3 cm

high, with a dose counter

Kpyrnuii npiacrpiﬁ 6Y3KOBOTO KONLOPY ABCX TOHIE B Bianoslaae

nnacTukosii hopml, npubnuailo 8,5 cM B aglameTtpi Ta

npubnuaio 3 cM BUCOTOI0, 3 IHAUKATOPOM 403
IDENTIFICATION for Salmetercl and Fluticascne The princlpal peaks in the HPLG chromatogram of the COMPLIES
propionale BY HPLC sample corresponds with the peaks produced by both

analytical working standards.
BunpoBysaHHa Ha focToBipHicTs canbmeTepony Ta | OcHoBHI nlik #a xpomatorpami 3paska eigncsigaloTs Binnosiaae
(britoTHKAIOHY NpoioHaTy, METOAOM BEPX OCHOBHUM nlkaM Ha XpomaTorpami aHanitrdbux poBodux

cravpapris
IDENTIFICATION for Salmeterol and Fluticasone The UV speclium of the sample corresponds with the COMPLIES
proplonate BY UV speclrum preduced by a mixture of the analytical working
BunpoBysaHns Ha pocTosipHicTs canbMeTepony Ta | Standards, Bianosinae
GNIOTUKAIOHY nponloHaTy, MeTogom YO ¥ cnekTp apaska nignobigae cnokrpy cymill aHaniTuiHmx

pubouux cTasigapTis
MEAN SALMETEROL CONTENT PER DOSE BY | 97.6 - 107.5 % (48.8 - 53.8 mcg/dose) 100.8 %
HPLC (% of label claim) (50.4 mcg/dose)
Cepeppii suicy canbmerepony wa Aoy, BEPX (% | 97,5 - 107,5 % (48,8 — 53,8 mKr/o3y) 100,38 %
BKa3aHOT Ha eTHKeTUi KinbKocTi) (50,4 Mrrinoay)
MEAN FLUTICASONE PROPIONATE CONTENT 92.5 — 107.5 % (231 — 268 mcg/dose) 100.8 %
PER DOSE BY HPLC (% of labsl clalm) (252 megldose)
CepejHifl aMicT (nioTUKazoHy nponioHaTy Ha 403y, 92,5 - 107,5 % (231 — 269 mre/p0ay) 100,8 %
BEPX (% srasanol Ha eTUKeTL KinbkooTi) (252 mer/nosy)
MEAN FINE PARTICLE MASS OF SALMETROL Not less than 7.5 mcg/dose 11.5 megldose
PER DOSE DETERMINED BY CASCADE
IMPACTION {mcg/dose)
Cepegnsa maca gpiSHOT YacTKV canebmeTepony Ha He metiwe 7,5 mkr/aoay 11.5 mrlaoay




Issued by:

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

Tel: + 33(0) 232235500 Fax: +33(0) 232235629

Material Description:

Certificate of Quality
CEPTUDIKAT AKQCTI

Certificate Dale/ [lata cepTudhikary

04 01 2021

Purchase order item / date
Homep aamosnenns/nara

Not applicable

Delivery item / date

Mocraqanns / gara

Not applicable

QOrder itern / date / 3amosnenus /
nara

Not applicable

Customer number /Howmep wniekta
Not applicable

Certificate Number
Homep cepruchikary

3000864524

Page 3/5 CropiHia 3/6

dose 60 doses in discus #1

QOnuc maTtepiany:

250mkripoay, 60 no3 y anckyci Net

SERETIDE™ DISKUS™ powder for inhalations, dosed, 80meg/250megiper

CEPETWO™ OMCKYC™, nopowok Ans iHranauiit, nozoaanuii, 50mir/

Material Number: 60000000010576

Kog mareplany: 60000000010576

Batch No: EX48

Cepist No: EX4S
Description Specification Restilts
Halimenysanun Cneuudikauin Peaynetar

MEAN FINE PARTICLE MASS OF FLUTICASONE
PROPICNATE PER DOSE DETERMINED BY
CASCADE IMPACTION (mcgfdose)

CepefiHa Maca APIGHOT YacTKK DNIOTHKAIOHY
nponioHaty Ha 403y, BUSHAYSHA METOAOM
KaCKafIHOro BMKUAY (MK/foay)

37.5 - 75 mcgldose

37,5 — 75 mur/poay

65 meg/dose

65 mMEr/aosy

CONTENT UNIFORMITY OF THE DELIVERED
DOSE BY HPLC/ SALMETEROL (% nominal dose
of Salmeterat)

OAHCPIAHICTE BMICTY ¥ 3031, 10 f0CTABAAETHEA,
weton BEPX/

Canbmerepon (% sHoMlHansHoT gosu
canbmerepony)

The requiremants of the test are mat if on delermination for 10
delivered doses.

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

ii} The delivered dose of not more than one blister falls outside
25% of the nominal delivered dose {35.3 - 58.7 mcg/dose);
lif) 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
20dosas. 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/dese (37.6 - 56.4 meg/dose);

li) The delivered dose of not more than three blisiers falls
outside 25% of the nominal delivered dose (35.3- 58.7
megldose),

ili} The delivered dose of no blister falls outside 35% of the
nominal delivered dose (30.6 - 63.4 mcg/dose).

Axijo BuakauenHa bype npoeegero Ha 10 foaax, tio
L0OCTaBNATLCA, TO NPenapaT BUTpuMye sunpobysantn npy
HACTYNHUX BRMOrax:

i} Cepepnta A03a, WO JOCTABNAETLEA, BIAPI3HIETLES Bif

HOMIHaNLHOT /103U, 1| ACCTABNAETLCA, 47 MK/03Y He Binbule
O
-

HIK Ha 20% (37,6 — 56,4 mkr/noay)
il) Aoaa, wo gocrasnneTben 3 ofHie] nyHKW MoXe BinpleHnTic
He Binbwee vk Ha 25% pia, HomiHanLHoT Boan, Lo
AocraenseTben (35,3 — 58,7 mr/goay)

COMPLIES

Bianoslgace




Issued by:

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

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

[ Certificate of Quality
CEPTUQIKAT SKOCT]

04 01 2021

Homep samoenennsn/aara

Not applicable

Delivery item / date

MNoctavanns / parta

Not applicable

Order item / date / 3amosneuns /
Aara

Not applicable

Certificate Date/ [lata ceprudpicaty Certificate Number
Homep ceprudinary

Purchase order item / date 3000964524

Customer number /Homep knienta Page 4/5 Cropiuka 4/5
Not applicable
Material Description: SERETIDE™ DISKUS™ powder for inhalations, dosed, 50mcg/260megiper
dose 80 doses in discus #1
Orvc marepiany: CEPETWL™ OUCIKYC™, nopowok ans iHranswuiii, Aososanui, S0mir/
250mrr/noay, 60 103 v aMokyci Ned
Material Number: 60000000010576
Koa marepiany: 60000000010576

Batch No: EX4S
Cepin No; EX45

Description
HatftmeHyBanusn

Specification
Cneundlrayin

Resuits
PeaynbjaT

ill) Bigxunenrua y smicri nikapcbkux peuosmt Hl 8 ogHii ia
NYHOK He alapiaHaeTken Ginslute, Hii Ha 35% pig HoMinanLHOT
Acay, Wo pocrasnsietben (30,6 — 63,4 Mrrigoay)

FKLWLO Ui BUMOrA He AOTPUMYIOTHCR, TO IPOBOAATDL
BnnpobyBatis Ha goaatkosux 20 go2ax. MNpenapar BUTPUMYE
BunpobyBaHHs, sikilo gas 30 f03;

iy CepeaHn /038, L{0 10CTABARETLCA, BIAPIBHSIETLCA Bif
HomIHankLHo! Aoau, wo focTaBnneTses, 47 MErLosy He Sinblue
Hbit Ha 20% (37,6 — 56,4 Mr/goay)

ii} Aoaa, Wo pocTasnAETLCH, HE GinbLU HiX 3 TPHOX NYHOK
BifAPIZHAETLCA BiA HOMIHANBHOT 404K, WO AOCTABNAETLCH, Ha
+26% (35,3 — 58,7 mKr/goay)

iify BiaxunetHs y BMicYi Hi B ogHIR 3 nyHOK HO Mae
nepesuuiyeaty HomiHanbHUA BmicT Binblue, Rix Ha +35%
(30,6 — 63,4 myrigoay)

CONTENT UNIFORMITY OF THE DELIVERED
DOSE/

FLUTICASONE PROPIQNATE (% nominal dose of
Flulicascne 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 231 mcg/dose (185 — 277 mcy/dose)

i) The delivered dose of not mare than one biisler falls outside
25% of the nominal delivered dose (173 — 289 meg/dose)

iii) The delivered dose of ne blister falls oulside 35% of the
nominal dellvered dose (150 - 312 mcg/dose)

If the requirements are nof met, repeat the test with a furher
20doses. The requirements of the lest are mst if, for the 30
doses:

i) The mean delivered dose is within 20% of the neminai
delivered doss of — 231 meg/dose (185 — 277 meg/dose)

il} The delivered dose of not more than three blisters falls
outside 26% of the nominal delivered dose (173 — 289
mecgldose)

ill) The delivered dese of no blister falls oulslde 35% of the
nominal dellvred dose (150 — 312 mcg/dose).

COMPLIES




ocls
Issued by: Q%%b
Glaxo Wellcome Production -
ZIN°2, 23 Rue Lavoisier
F-27091 EVREUX
FRANCE

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

[ Certificate of Quality

CEPTU®IKAT SIKOCTI

Cerlificate Date/ [lava ceprudikary Cerlificate Number
Homep ceprudicary

04 01 2021

Purchase order item / date 3000964524

Homep aamosnesns/gara

Not applicable

Delivery item / date

MNoctauanus / gara

Not applicable

Order item / date / 3amobnenHs /

fara
Not applicable
Customer number /Homep knienta Page &5/5 Cropiura 5/5
Not applicable
Material Description: SERETIDE™ DISKUS™ powder for inhalations, dosed, 50meg/250meg/per
dose 80 doses in discus #1
Onme marvepiany: CEPETWMA™ OMCKYC™, nopowok ans iHransiuiit, foaosaru, 50mur/
250mir/noay, 60 foa y anckyci Net
Material Number: 60000000010576
Kop marepiany: 60000000010576
Batch Ne: EX4S
Cepist Ne: EX4S
Description Specification Results
Haitmenymatinn Cneuyucplauls Peaynerar
OpnopigHicTs BmicTy ¥ 403l, WO focTaBRsETkEA, Ficgo Bu3HaYerHs Byae nposegenc Ha 10 posax, o Bianosigae
meton BEPX/ AOCTaBNAIOTHCA, TO NpenapaTt BUTpuMye BunpobysaqHn npu
$nieTukasony nponiodar (% HominanLHoT foan HAaCTYNHUX BUMOrax:
(hrraTULR30HY NponioHaTy) i) Cepeams /1003, LI0 KOCTABNACTLCA, BIADISHAETHCA Big

HOMIHANBHOT A03W, UI0 AOCTABNAETLOS, HE Binblue Hix Ha 20%
231 mkefgoay (185 —~ 277 murfgoay)

i} Aosa, wo pocTasnReTseA 3 DAHIET NYHKW MoXe BigpiasaTuen
He Binbuue Hbic Ha 26% Bip, HoMiansHoY fo3w, Wo
AocTasnsersen (173 — 289 mkr/goay)

1ii) Bigxunenns y emictl nlkapckkux petosnH ki B oaHil ia
NYHOK He BippistseThen Ginblite, Hik Ha 35% pin HomiHanbHol
Aoan, wo poctasnnaerben (150 — 312 mkr/goay)

HKWo Ui BUMOTH He ZOTPUMYIOTLCSA, TO NPOBOAATL
Bunpobysania Ha AcaaTkesux 20 f03aX. Mpenapar sutphmye
sunpabysatitn, akue gna 30 goa:

i) Cepeatn 4033, W0 AOCTEBNAAETHCS, BiApIaHAeTLCR Ha
GinbLue Hil Ha 20% BIA HOMIHANLHOT 703K, Lo
AocTtasnAeTbed, 231 Mrr/goay (185 — 277 mrr/goay)

i) Bosa, Wo AocTasnAeTscn, He Binbly Hix 3 TPLOX nyHok
Blpplsssersen Big HOMIHaNbHOT 003u, Lo AOCTABNAETLCSA, Ha
+25% (173 - 289 mrr/nosy)

iif) Biaxvnenns y ssicTl Hi B 04HIA 3 nyHOX He Mae
MepesuilyBaT HoMiHanbHWA BMicT Binvlue, Hik Ha £35%

7 (150 - 312 mkr/noay)

Signature (Mianue) = e 17 1pam .\ﬂ;.;\,_,z%ﬂmm Date of signature (Jara ninnucy) =& (i {22 |
Name, Surname =
(Im'n, Mpizsnwe)

Qualified Person Céline ACUN
(¥YnosrosanieHa Date of batch release 2212 2020
ocoba)




JEPHUIKCITYIKbA
,IELP’I}I[CABHA CIHYIEBA 3 TIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM YV KHIBCHKIA OBJIACTI

- npecnexr Bamepis JloBanosebioro, 51, M. Kuis, 03110, ren/axc: (044) 363-06-50
E-mail: dls ko@d!ls.gov.ua,https://www.dls.gov.ua, Kog €OPTIOY 37078774

BUCHOBOK
PO SKIiCTh BBE3eHOT0 B Y KPATHY Jirapchiroro 3acoly

22,03.2021 Ne 13696/21/10

CEPETHI(™ JICKYC™

(naitvenynanHt nikAPCHKOro 3aco0y 3riLHO 3 PEECTPALHHNM TOCBIIEHHAM)
TOPOTXOXE VTSt iHrasmili, Jo3osanit, 50 mir/250 mxr/go3y, mo 60 103 y puckycl; mo 1 aucxycy
B KAPTOHHIH ymaxonni

((bopma BHIycKy, MO3YBAHES, BIYL IAKYBaHNS NiKaPCLROTO 3ac00y)
Homep peecrpauiiisoro nocsixgenns UA/8524/01/02 crpox nif peectpauiitnoro moceigzenus 01.01.2099
Cepin nixapenkoro 3acefy Ne GB8J-A IinbxicTs BRE3eHOTO MiKapebkoro 3acoby 5999

BupobuHk I'makco Bemkom [popaxms, Gpanmis

(uaiinenyaanHn BHpoGHUKaA Nikapchkore 3acoeby, KpaTHa ILOXOMKEHHI)

BseseHo 5 Yipainy ToBapucTpo 3 o6mecenoo simrosinanapricTIo "Tmaxco CairlCmsiin
@apmaceloticaie Yipaiaa'", inenr. xon: 35619519

(Haliverysanns Ta xoj 3a €JIPITOY wopHiuiunof 0cobu abo npiseume, iM's, no GaTekoBpi (isyuyHoT
0co8H - TimpHeMus, 1T Micie NpoKIBAHHN Ta peecTpauifinil HoMcp 06NikoBoT KAPTIH HIATHITKA
nojatkis afo cepig Ta HOMEp nacnopTa)

IIpoToicon pizyansuoro wontponio rig 22.03.2021 M 0669/1.

Ja  pesynsTaTaMM  [EIKABHOTO KOHETPONIO DBCTAHOBNGHO, WO Jixapchkuif 3acif wmneseno B Vipailmy 3
AOTPHMANHIM pHMOT 32X0HOAABCTRA MO0 3abe3neteHH THQeTi MikapeLkirk 3aco6is.

Omnexciit COJIOIPAN

(iniujani Ta npiseunie)

( cha',uen ocoﬁgtgﬁrany\i&pxennE\oru KOHTPOMQ)

Dmr’ ME] ].Evif] 4“- #i

oy




lssuad by:

Glaxo Wellcome Produgstion
ZI N®2, 23 Rue Lavoisier
F-27091 EVREUX
FRANCE

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

“Gertificate of Quallty

CEPTU®DIKAT SKOCT! AN .

Cerlificate Date/ Qara ceprudpliary Certificate Numher
Homep ceptudpikary

03 02 2021

Purchase arder item / date 3000990764

Homep 2amoBnenHa/narta

Not applicable

Delivery ltem / date

MocTayakun / nara

Not applicable

Order item / date / 3amosneunn /

nata

Not applicable

Customer number /Homep knienra

Not applicahle

Page 1/5 Cropinka 1/5

Material Description:
SERETIDE™ DISKUS™ powder for Inhalations, dosed,
50meg/250meg/per dose B0 doses In discus #1

Onue mareplany:

CEPETUA™ ACGKYC™, nopoiuok AN Hransuli, aczosauuil, 50mur/
250mKr/noay, 60 noa y auckycl Nei

Materlal Number; 60000000010576
Kog marepiany: 60000000010576
Marketing Authorisation Number: UAig8524/01/02
Homap peecrpauiiitoro noceigueHus uA/8524/01/02
Manufacturing Authorisation Number: M 181172
Homep niuensii Ha eupoBHuyTE M 18172

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

Halivenyeanns, micleinaxomueHns

BupoBHuKa: Cnakco Bennkom MNpogariun, 3ok IHayerpiens Me2, 23, pio Jlasyas'e, 27000

Erpe, ®paHdin

Strength of preparation/Efficiency:

Aclive drug substances: salmeterol xinafoate and fluticasone propionate;

one dose of the product contains 50 mcg of salmeterol (as salmeteral xinafoate)* micronized and 250 mecg of flulicasone

proplenate {micronized),

*72.5 meg of Salmeterol Xinafoate Is equivalent to 50 mcgof Sahinelerol base.

Cuna nit/ AkruaHicTh! .

Alloul PEYOBUHY, caneEMeTepeny KouHadoar, (hreTURaacHy nponioxHar;

1 nosa npenapaty micTuTe 50 MK cansmeTepony (y dopui canbmMeTepony KewHahoarty)® mikpoulacsanoro ta 250 mir

(hnioTikasoHy nponioHaTy (Mikporizosaxora),

*50 MKr canbMeTepony eksisaneHTHo 72,5 MKr canbMeTapony KeuHadioary.

Regulatory Statement:
3anBa npo ceprupirayiio:

We hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/iabelling and gquality control in full compliance with the GMP requirements of the local Regutatory
Autharity and the specifications in the Marketing Authorization of the imporling country. The batch processing, packaging
and analysis records were reviewed and found to be in campliance with GMP and has been released by a Qualified Person.
Uum  mu nigreepmkyeno, Wo HesepeHa iHchopmallia & cnpaBkHLoR | TOUHOI, Cepln npenapary OGyna ewrotobnena,
BRAKMAIOUM  NatyBaHHA/MapKyBaHHsl Ta KOHTPOME #KOCT, Ha sasHadediil Brlle BUPOBHWYIA AlNbHYLl 8 nosHIk
signosigHocti go swmor HaneiHol aupoBruyoi npairukk (GMP), BCTRHOBMEHIX MICLIEBIM PETYAATOPHUM BIJOMCTROM, @
Takok B noeHidl BignoslgnocTi Ao cheuudiauill, nepepGadenux y peecTpaulfiHOMY A0Gbe Kpaiiv - iMmoprepa.
HokymenTauia ¢rocosHo BMpoBHUHOro NpoLEcy, nakysanHs | ananisy cepli 6yna nepesipewa, | 6yno BeTaHOBAGHO, o
BOHa BiANoBiABe Blmoran Harmemwor supoBHudol npakTuki (GMP) | flossonena Ao peanizauii YroBHOBamEHOI0 0800I,
Batch slze in packs: 5 999 . g
Poamip ceplisyn: - 5999

Batch N°: GB8J-A
Ceplst No: GBOJ-A

EXPIRY DATE
(KiHueBwit TepMin npuaarHocerl): 10 2022

Manufacturing date;
(OaTta BupoBuuuraa): 30 10 2020

b 0 /é o 0w

Importing Country: Ukraine 2
Kpaina-Imnoprep | Yipaiia S
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Glaxo Wellcome Production
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Certificate of Quality
CEPTU®IICAT AKOQCTI
Certificate Date/ flaTa ceprudirary

03 02 2021

Purchase order item / date
Homep aamosneHns/nata

Not applicable

Dalivery item / date

[MoctavauHs / nara

Not applicable

Order item / date / 3amosnenys /
Aata

Not applicable

Customer number /Homep wnlenta
Not applicable

Certificate Number
Homep ceprudikary

3000990764
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SERETIDE™ DISKUS™ powder for inhalations, dosed, 50meg/260magfper

dose G0 doses in discus #1

Oniuec marepiany:

250muir/posy, 60 nos y guckyci Ned

CEPETWO™ AMCKYC™, nopoluok ans inransawii, nososanwii, S0muir/

Material Numbenr: 60000000010576
Kog marepiany: 60000000010576
Batch Ne: GB8J-A
Capln No: GBBJ-A
Description Spaclfication Rasults
Ha#manyBan Cneuudikanin Pasynbkrar
DESCRIPTION A lwo-tone purple, circular devics in moulded plastic, COMPLIES
Onue approximately 8.5 om in diameter and approximately 3 cm
high, with a dose counter
Kpyrnwit npucTpiit ByakoBoro Konkopy 480X TOHIA B
nnacrukoslii diopml, npuGnuatio 8,5 cm e plameTpl Ta Blunosipas
NprBauane 3 cm BUCOTOM, 3 IgUKaTOpOM 403
IDENTIFICATION for Salmeterol and Flulicasone The pringipal peaks in the HPLC chromatogram of the COMPLIES
proplonate BY HPLC sample corresponds with the peaks produced by hoth
. ; analytical working standards. -
BunpoGyaaHHs Ha AocToslphioTs canemMeTepony Ta | OcHosnl nik ifa xpomatorpaml apaaka signosipaioTe Blanoslpae
thnioTHiasony nponionary, MaTopoM BEPX OCHOBHIM NiKam Ha XpomaTorpami aHamTuyHux poGoMmx
crataapris
IDENTIFICATION for Salmeterol and Fluticasone The UV spectrum of the sample corresponds with the COMPLIES
proplonate BY UV spectrum produced by a mixture of the analytical working
BunpoBysanua Ha gocTosipHicTs canbMerepony Ta | Standards. Blgnosiyac
throrukasony nponioHaty, Metogom Yo ¥ cnextp apaska slanosinae cnekrpy cymiwl adaniTusHux
poboux cravaaptie
MEAN SALMETEROL CONTENT PER DOSE BY | 97.5 ~107.5 % (48.8 — 53,8 mog/dose) 101.4 %
HPLE (% of label claim) (50.7 mcgldose)
Cepeniiii sMlcT canbMerepony ra Aoay, BEPX (% | 67,5 - 107,5 % (48,8 — 53,8 mr/goay) 1014 %
BHA3AHOI HA eTUKeTL( KinbXocTi) (60,7 mrrigoay)
I
MEAN FLUTICASONE PROPIONATE CONTENT 92,6 ~107.5 % (231 — 269 mcg/dose) 101.9 %
PER DOSE BY HPLC (% of label claim) {255 mcgldose)
CepepHii sMict drioTukaaody npenioHary Ha joay, 92,6 - 107,5 % (231 — 269 mrr/goay) 101,9 %
BEPX (% srxagsaHol Ha eTvieTul kinbioctl) (255 mir/poay)
MEAN FINE PARTICLE MASS OF SALMETROL Not less than 7.5 meg/dose 11.9 megfdose
PER DOSE DETERMINED BY CASCADE
IMPACTION (mcg/dose) ; {
CepesHa Maca ApiGHOT YaoTky canbmaTepony Ha Ho meliwe 7,5 Mir/a0ay 11,9 Mrraosy
A03y, BU3HAYeHA METOAOM KACKBAHOTO BUKWAY
{mkr/goay) :




Issued b;ri

Glaxo Wellcome Production
ZI N°2, 23 Rue Lavoisler
F-27081 EVREUX
FRANCE

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

Material Description:

Certificata of Quality
GEPTHU®IRKAT SIKCCTE
Certificate Date/ Nara ceptuchikary

03 02 2021

Purchase order item / date
Homep samoenenva/aara

Mot applicable

Delivery item / date

MocTavanHs / aata

Not applicable

Order item / dale / 3amosneHHst /
Hara

Not applicable

Customer number fHlomep iniesra
Not applicable

Certificate Number
Homep ceprudpikary

3000990764
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dose 60 doses in discus #1

Onuc Mareplany:

250mur/peay, 60 nos y aAvciyai Nai

Material Number;
Kop mareplany:

Batoh No: GB8J-A
Cepla Na: GBBJ-A

6000000001 0576
60000000010576

SERETIDE™ DISKUS™ powder for inhalations, dosed, 50meg/250meg/per

CEPETUA™ AUCKYC™, nepowok Ay luransulil, Aososanuit, 50mur/

Description
Halimeny sanssn

Specification
Crieyuthikayls

Resulis
Paaynerar

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

Cepephn maca ApiGHol uactkn doTukasoHy
nponicHaTy Ha /03y, BU3HAYSHE METOAOM
KacKagHero BUkuay (MKr/goay)

- 75 megldose

37,5 — 75 MKripoay

69 mcafdose

69 mxr/aoay

CONTENT UNIFORMITY OF THE DELIVERED
DOSE BY HPLC/ SALMETEROL (% nominal dose
of Saimelerol)

OptiopighicTs aMleTy ¥ joal, Wo ACCTABNAETLEA,
meton BEPX/

Canbmetapon (% noMlHansHoT fo3u
cansMeTapony)

The requiraments of the fest are met If on determination for 10
delivered dosoes.

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

1} The delivered dose of not more than one blister falls outside
256% of the nominal delivered dose (35.3 - 58,7 meg/dose);
i) The deliversd dose of no bilster falls outside 35% of the
naominal delivered dose {30.6 - 63.4 meg/dose),

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

i) The mean dellvered dose Is within 20% of the nominal
delivared dose of 47 megidose (37.6 - 56.4 megldose);

1) The delivered dose of not rore than thres blisters falls
outside 25% of the nominal delivered dose (35.3- 8.7
megldose);

lii) The delivered dose of no blister falls outside 35% of the
nominal delivered dose (30.6 - 63.4 mcg/dosa).

Axio auatiauetia 6yfe nposeseno Ha 10 fo3ax, W
AOCTABNAIOTLGH, TO MPENapaT BATPUMYE BUNPOBYBaHHA npy
HACTYNHAX BUMOrax:

1} CepegHn a03a, to A0CTABNAETLEA, BIAplaHaeTLCA Big

toMIHankHoT 403K, WO AOCTABNASTLCA, 47 MKi/{03y He Ginulle

Hit Ha 20% (37,6 - 56,4 Mur/nosy)

i} Hoaa, woe nocrasnAerben 3 oaHIET Ny#Hky 1MONe ainpl:mnmcn
He 6lnsue Hbx Ha 25% sin HomlEanbHOT 403y, Wo
Accrasnaerben (36,3 — 58,7 Mkr/goay)

COMPLIES

Bignosinae

'
‘
i
b
i




Isaued by:

Glaxo Wellcome Production
ZIN°2, 23 Rue Lavoisier
F-27001 EVREUX
FRANCE

Tel: -+ 33(0) 232235500 Fax: +33{0) 2322356529

WViaterial Description:

Gertificate of Quality
CEPTUGIKAT AKOCTI

Certificate Date/ flara ceprudivary

0302 2021

Purchase order item / date
Homep samosnenns/gaTta

Not applicable

Delivery item / date

[ocTavanks / gara

Not applicable

Order ltem / date / 3amosneHHn /
Aara

Not applicable

Gustomer number /Homep kniexTa
Not applicable

Certlficate Number
Homep ceprvichixary

3000890764
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dosa 60 doses in discus #1

Onuc mareplany:

260mur/noay, 60 poas v guckyct Nei

Viaterial Number:
Koy maToplasny:

Batch No:
Cepls No:

GBBJ-A
GB8J-A

60000000010676
60000000010576

SERETIDE™ DISKUS™ powder for inhalations, dosed, 50meg/250megiper

CEPETVOQ™ AWCKYC™, nopotok anst iMransuin, nososanuia, 50mir/

Descriptlon
-Hadimenypanusn -

Speclfication
Crieluplianln @ :

Results
Peaynsrar

ill) Blaxunerua y suict] nlvapcskux pevoBiit Hi B 0gHIRk is
nyHox He BlapiaHaeTees Binblie, Hbi Ha 35% bly Homlsansol
031, U0 AocTaBiAeTacn (30,6 — 63,4 Mur/aoay)

Akwio Yl BUMOrK He AOTPUMYIOTHGS, TO RPOBOAATL
Bunpobysarhs Ha goparkoeux 20 posax. NpenapaT BATPUMYE
BunpoBysaHi, akwo ana 30 403;

Iy Cepeata aoaa, WO A0CTaBRAETLOA, BIARISHAETRGA Blg
HoMIHankHOT 103y, Lo AocTasnAeTheR, 47 Mir/a0ay He Ginbiie
Hisk Ha 20% (37,6 — 66,4 mkr/noay)

i) Hoaa, 1o JocTaBNRETHCH, He Binbisl il 3 TPhOX NYHOK
BlaplasAeTECA B HOMIHNLHRAT 403V, L0 AOCTANNAETLCS, HA
+26% (35,3 — 58,7 mir/poay)

liiy Biaxwnenna y amict! Hl B oK 3 nyHoK He Mas
nepesullysatn somiHanbkui Bmict Binswe, ubicsta £35%
(30,6 - 63,4 Mer/goay)

CONTENT UNIFORMITY OF THE DELIVERED
DOSE/

FLUTICASONE PROPIONATE (% nominal dose of
Fluticasone Proplonate)

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

i} The mean delivered dose is within 20% of the nominal
delivered dose of 231 mcgldose (185 — 277 mogldose)

il) The dellvered dose of not maore than one blistar falls outside
25% of the nomInal delivered dose (173 - 289 mcgldose)

I} The delivered dose of no blister falls oultside 36% of lhe
nominal dellvered dose (160 — 312 mog/dose)

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

i) The mean delivered dose Is within 20% of the nominal
dalivered dose of — 231 meg/dose (185 - 277 mcgfdose) -
il) The delivered dosa of not more than three hlisters falls
oulside 25% of the nominal delivered dose (173 — 289
mcg/dose}

iliy The delivered dose of no blister falls outside 35% of the
nominal delivred dose (160 — 312 megfdosse). ;

COMPLIES




Issued by:

Glaxo Wellcome Production
ZiN°2, 23 Rue Lavoisier
F-27091 EVREUX
FRANCE

Tel: - 33(0) 232235500 Fax: +33(0) 232235520

Material Description:

Certificate of Quality
CEPTUDIKAT AKOCTI
Cettificate Date/ fata ceptudicaty

03 02 2021

Purchase order item / date
Homep samobnents/nara

Not applicable

Delivery item / date

MNMocTauautn / gara.

Not appllcable

Order item / date / 3amosnetms /
nara

Not applicable

Customer number /Homep knleHta
Not epplicable

Certificate Number
Homep ceptuchikary

3000090764
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dose 60 doses in discus ##1

Onua matepiany:

250mkr/noay, 60 gos y avcrycl Ned

Material Number:
Kog mareplany:

Batch Ne: GRBJ-A
Cepist Ne: GB8J-A

B000000D00D10676
60000000010576

SERETIDE™ DISKUS™ powder for inhalations, dosed, §0mcg/250mcg/per

CEPETWUA™ OWCKYC™, nopauiok asn iHranswyis, [oacsanwi, S0mkrf

Description
HafimenyBannsa

Speclfication
Cneyudikauin

Resuits
PeayrnkTar

Op+opigticte smicTy y A0al, Wo goctaBnneTscs,
mMaToa BERX/

tbnioTuxasony nponlodar (% HomiHaneHol foan
(hrioTurasony nponioHaty)

Akwio suanaverHn Oyae npopepetc Ha 10 fogax, wo
ADGTABNAIOTLEA, TO NPpenapat BUTpuMYye BunpoBysayia npy
HACTYNHUX BUMOTaxX:

[} Cepeans a03a, W0 JocTaBnAeTbos, BIApIaHAETLCS Bi
HOMINANLROT J0au, Lo A0CTaBNAETLCA, He GInblue Hbk Ha 20%
231 mrripoay (185 — 277 mikr/poay)

1} Hoaa, Wo fiocTapnsaeThos 8 0ARIET NyHIM MO BiapianaTHES
Ha Blnswe Hin va 25% vl HomiHanbHo! 403K, U)o
AocrasnneTbon (173 — 289 mur/aoay)

i) Binxunentst y pmlor] nlkapcbicax pevosud Hl B onHlii ia
NyHoR He BigpisHAsTbes Binblle, Hiie Ha 35% sl HomiransHol
403K, WO gocTasnaeThen (150 — 312 mir/osy)

Fliedo Ul BUMOTIK He AOTPUMYIOTECA, TO NPOBOAATE
BunpoGyBeaHta Ha fogatkosux 20 goaax. Mpenapar sUTpUMyE
sunpodyBanna, ko gna 30 Jos; ;

i) CepegHn poaa, W0 AOCTABNAETLCA, BIGPI3HAETLCA He
Blnelle Hik Ha 20% Big HOMIHANLROT £03K, Lo
BAocraBnaeTack, 231 Mrr/qosy (185 — 277 mrrinoay)

i) Boaa, wo AocTasnaeTson, He GinbLu kN 3 TPLOX AYHOK
Bif\piaHAETLCA Bl HOMIKANLHAT 403U, L0 JOCTABYIAETLGR, HA
125% (173 — 289 mrrinosy)

liy Blaxunenus y smicTi Hi B 0AHIK 3 NYIHOK He Mae
nepeauysaTi HomlHankHWiE BaMicT Binblle, Hbi na +35%
{150 — 312 mkr/posy)

Blgnoeipas

Signalure (Mianuc) da’”&‘,@y Date of signature (flaTa nianwcy)

Name, Surname
(Im'a, Mpissuwe)

09 (’O?./ ol A

Qualified Person
(YroBHoBaM@eHa
ocoba)

Sophie FILIPP

Date of batch release

02 02 2021
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