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BUCHOBOK
Mpo sSIKicTH BBe3enoro B Ykpaidy JikapehKroro 3acoby

15.12.2020 : Ne 66896/20/10

. CEPETHIA™ MUCKYC™

(ualivenynanms rikapericoro 3acoly 3rizHo 3 peceTpatitaIM HOCBIEUSHHsM)
MOPOINOK 15T IHTAJISIUiH, Jo3oBannil, 50 Mxr/100 mMxr/nozy, no 60 103 y mucxcycei; mo 1 packycy
B KaPTOMHIH ymaKoBii

(thopma punycky, NOByRaHIs, BHI NAKYBAHNS FKAPCEKOTC 3aco0y)
Homep peectpanifinoro nocsiguenns UA/8524/01/01 crpox nii peecrpaniinoro nocpimaenns 01.01.2099
Cepin nikapenikoro 3acoby Na 2VSJ “IinpkicTs BBe3eHOTO Nikaperkoro sacody 5306

Bupo6uuxk ['maxco Bennxowu [Mponaxima, ®panmis
(walimeHysanus supoGHKKa Nikapebioro sacoby, KpalHa MOX0KERHS)

Bpeseno B Yipainy Tomapucrso 3 ofmexenoro signosinansricrio "TiaxcoCmiTI it
Papmaceroticanc Yipaiua', igent. xou: 35619519

(naimenysanns Ta kon 3a €JIPIIOY opuniubol ocobH abo fpissiile, iM'a, no Barkkosi GisHumoT
0c06H - njanpuemus, if Micue npoxuBaHig T2 Ppeecrpauiiinuii Homep 06nikoBol KAPTKH NIATHKKA
nonatkie abo cepis Ta HoMep nacnopra)

HpoTowan sisyansnore xonrpomo sig $4.12.2020 M 4280/1.

3a pesympTaTaMH JEPABHOIO  KOHTPOJOO BCTAHOBIERO, MO Jikapeexul 3aci® ppeseHo B VYikpainy 3
J0Tp HMEIH ”73 T,Qalcoﬂonancma oo 3abe3neuenHs }’{KOCII JKapCchKHX 3ac06is.
A

Onexeiit COJIO JIPAV

(iniLiane Ta mpissiue)




Issued hby:
GlaxoWellcome Production
ZIN®2, 23 Rue Lavoisier
F-27091 EVREUX
FRANCE

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

Certiflcate of Quality

CEPTUGIKAT SAIKOCTI

Certificate Date/ [Jata ceptudikary Cerfificate Number
Homep ceprudiikary

04 11 2020

Purchase order item / date 3000930145

Homep zamoeneHss/para

Net applicable

Delivery item / date

MocTavanns / para

Not applicable

Order item / date / 3amoBnedHs /

para
Not applicable
Customer number /Homep knienta Page 1/5 Cropinka 1/5
Not applicable
Material Description: SERETIDE™ DISKUS™ powder for inhalations, dosed, 50mcg/100meglper
dose 60 doses in discus #1
Onvc mavepiany: CEPETWO™ OWCKYC™, nopowok ang inransii, poaceanui, 5Omir/
100mukr/gosy, 60 go3 y Aunciyci Not
Material Number: 60000000010575
Kog matepiany: 60000000010575
Marketing Authorisation Number: UA/8524/01/04

Homep peccTpauitHoro noceigueHHs UA/B524/01/01

Manufacturing Authorisation Number; M 18/172

Homep riyewsii Ha BupoGHuLTEO M 184172

Manufacturer name, address: Glaxo Wellcome Production, Zene Industrielle Ne2, 23, rue Lavoisier, 27000
Evreux, Francs

Halimenysanna, MicueaHaxomKeHHN

BUpoOHMKa: I'nakco Bennkom Mpoaaku, SoH [HaycTpiens Ne2, 23, pio Naeyag'e,
27000, Espe, ®paHuis

Regulatory Statement:

3asBa npo cepudikauio:

Strength of preparation/Efficiency:

Aclive drug substances: salmeterol xinafoate and fluticasone propionate;

one dose of the product contains 50 meg of salmeterol (as salmeterol xinafoate)* micronized and 100 meg of fluticasone
propionate (micronized),

*72.5 meg of Salmeterol Xinafoate is equivalent fo 50 meg of Saimeterol base.

Cuna giil AkruBHicT!

Alioui peuoBMHW: canbMeTepony KeuHadgoaT, thnioTuiasoHy nponioHar;

1 po3a npenapaty micTuTa 5G Mkr canbmeTepony (y hopMi cankmeTepony keunadhoaTy)* mikpoHizosaroro Ta 100 mir
trioTukasoHy npoMoHaTy (MikpoHiaosaHoro),

*50 Mir canbmeTepony ekgisanenTHo 72,5 Mir canbMeTepornty KeuHaoaTy.

We hereby certify that the above Information is authentic and accurate. This bateh of product has been manufactured,
including packaging/labelling and quality control in full compliance with the GMP requirernents 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 wilh GMP and has been released by a Qualified Person.
Lam  mu nigTeepaimyemo, o HassaeHa iHchopMalia & CPamKHLO | TOYHOID, Cepia npenapaty Gyna surotosneua,
BIAIOMAIONI  NaKyBaHHA/MaPRyBaHHA Ta KOHTPONE FAKOCTI, HA 3a3HaueHilt BULe BUPOBHWYIM AinbHuyi B nosHin
BignoBigHocTl 40 BuMor HanexHol supoBHudol npaktiki (GMF), setanosneHnx MiCLEBUM PErynsaTopHAM BifOMCTROM, &
TakoXK B NOBHIA BianosigHocTi Ao cneumdikalfi, nepeaBadesux y peecTpaufiHoMy Aocke KpaiHy - iMneprepa.
HokymenTalia crocosHo BUPOGHUMOTO Npouscy, naxysaHHs | aHarnisy cepii 6yna nepeaipeta, | 6yno BeTaHoBNEHO, WO
BOHa BignoBigae aumoram Heresxiol eupoBuuic! npaktukk (GMP) | gossonena go peanisauil YnosHoaameHoto 0co6oio,
Batch size in packs: 5 306 .

Poamip cepitByn: 5308

Batch N°: 2V5J EXPIRY DATE

Cepist Ne; 25 {Kinuesnii vepmin npugaTHocti): 08 2022
Manufacturlng;date; Importing Country: Ukraine !
{Aara supoGHuyTea): 31 08 2020 Kpaika-imnopTep : Yipaiva

éﬂﬂ/ o A58




Issued by:
GlaxoWellcome Production
Z1 N°2, 23 Rue Lavoisier
F-27091 EVREUX
FRANCE

Tel: + 33(0) 232235500 Fax: +33(0) 232236529

Material Description:

Certificate of Quality
CEPTUMIKAT AIKOCTI
Certificate Date/ [lata ceptuchikary

04 11 2020

FPurchase order item / date
Homep samosneHHa/naTa

Not applicable

Delivery itam / date

MoctavakHn / gata

Not applicable

Order item / date / 3amosneHHs /
para

Not applicable

Customer number /Homep kniexta
Nat applicable

Certificate Number
Homep ceprudpikary

3000830145

Page 2/5 CropiHka 2/5

dose B0 doses in discus #1

Onue maTepiany:

/100mur/aesy, 80 foa y avckyci Ned

Material Number:
Kog maTtepiany:

Batch Ne: 2VEJ
Cepin Ne: 2V5J

0000000010575
60000000010575

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

CEPETWA™ OMCKYC™, nopoltok Ana iHransaLii, Aozosaruit, SOmMir

BEPX (% axaaanol Ha eTukeTul kinbkooti)

Description Specification Results
HaliMenysaHhst Cneyudpikauin Peaynkrar
DESCRIPTION A two-tone purple, circular device in moulded plastic, COMPLIES
Onuc approximately 8.5 cm in diameter and approximately 3 em

high, with a dose counter

Kpyrnuii npucTpiid GysKoBOre Kornbopy ABOX TOHIR B Blanosiaae

nnacTukosif hopmi, npuinuatdo 8,5 cM b giamerpi va

npuBnuaHo 3 oM BUCOTOIO, 3 IHEUKATONOM A03
IDENTIFICATION for Salmeterol and Fluticasone The principal peaks in tha HPLC chromatogram of the COMPLIES
propionate BY HPLC sample corresponds with the peaks produced by both

analytical working standards.
BunpoBysaiis Ha 40CTORIPHICTL canbMeTepony Ta | OCHOBHI fikW Ha XxpomaTorpami apazka signosiyaioTs Blanouinae
¢prioTvkaaoHy nponionaTy, Metofom BEPX OCHOBHUM MiKam Ha XPOMATOTpaml aHaniTuiuHux podoumnx

cTanpapTie
IDENTIFICATION for Salmeterot and Fluticasone The UV spectrum of the sample corresponds with the COMPLIES
propicnate BY UV spectrum produced by a mixture of the analytical working
BunpoGysatita Ha RocTosipHicTs canbmeTepony ta | Standards. Bignosinae
DNITUKAIOHY NponicHaty, MeTogom Yo Y& cneirp apaaka signopifae cneTpy cymii ananituunux

polounx crangapTis
MEAN SALMETEROL CONTENT PER DOSE BY | 97.5-107.5 % (48.8 — 53.8 mcg/dose) 100.6 %
HPLC (% of label claim) (50.3 mcgidose)
Gepepriid amict canbmeTopony Ha g0dy, BEPX (% | 97,5 - 107,5 % (48,8 — 53,8 mur/noay) 100,6 %
BKAJaHOI Ha eTukeTLi KinbKkeoTi) (50,3 murfaoay)
MEAN FLUTICASONE PROPIONATE CONTENT 92.5 - 107.5 % (92.5 — 107.5 meg/dose) 101.4 %
PER DOSE BY HPLC (% of label claim), (101.4 meg/dose)
Cepepuiit smicr dnioTUkasoRry nponioHaTy Ha 403y, 92,5~ 107,5 % (92,5 ~ 107,5 mrrinoay) 101,4 %

(101,44 mrrfaosy)

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

Cepeabs maca AplBHel YacTiv canbMeTapony Ha
A08Y, BUSHAUEHA METO/AOM KaCKagHIIO BUKNAY

{Mrr/noay)

Not less than 7.5 meg/dose

He meHwe 7,5 mur/posy

10.0 meg/dose

i 10,0 mir/goay




Issued by:
GlaxoWellcome Production
ZIN°2, 23 Rue Lavoisier
F-27091 EVREUX
FRANCE

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

Material Description:

Certificate of Quality
CEPTW®IKAT AKOCTI
Certificate Datef [lata ceptudhikaty

04 11 2020

Puichase order item / date
Homep samoenenun/oara

Not applicable

Delivery ltem / date

MoctavaHHs { parta

Not applicable

Order item / date / 3amoenenus /
AaTa

Not applicable

Customer number /Homep iilekTa
Not applicable

Certificate Number
Homep ceprudiiary

3000930145

Page 3/5 CropiHka 3/5

dose B0 doses in discus #1

Onunc marepiany:

1100mKr/foay, B0 po3 y Anckyci Nod

SERETIDE™ DISKUS™ powder for inhalations, dosed, 50megi100megiper

CEPETWO™ OWCKYC™, nopousok gris inransiil, go3osanmii, SOmMkr

Material Number: 60000000010575

Kon marepiany: 60000000010575

Batgh Ne: 2V5J

Cepin Ne: 2v5J
Description Specification Results
Halfimenynannn Cneuwndbiranisn PesynsTar

MEAN FINE PARTICLE MASS OF FLUTICASONE
PROPIONATE PER DOSE DETERMINED BY
CASCADE IMPACTION (mcgldosa)

Cepeptn maca gpiBHOT YaCTRU (HROTUKA0HY
APONIOHATY Ha 403y, BUIHAUSHA METOAOM
KacKamaHOTo BUKMAY (Mir/a0ay)

15 — 30 mecgfdoss

15 — 30 mir/poay

22 megfdose

22 MKIAOBY

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

QOnnopigHicTh BMicTy ¥ A03), WO AOCTABARETLLR,
wmetoa BERPX/

CansmeTepon (% HomiHanbHo! 034
cankMeTEpony)

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

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

ii) The delivered dose of not more than one blister falls cutside
25% of the nominal delivered dose (35.3 - 58.7 mcg/dose);
ili) The delivered dose of ne blister falls outside 35% of the
nominat 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 dase Is within 20% of the nominal
delivered dose of 47 megfdose (37.6 - 56.4 mog/dose);

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

iii) The delivered dese of no blisler falls oulside 35% of the
nominai dellvered dose (30.6 - 63.4 mcg/dose).

Fliwe srWaHaverHa Byse nposeaeno Ha 10 gosax, wo
A0CTaBAAICTLCA, TO NPENaPaT BUTPUMYE BUNPOBYBaHKA npy
HACTYNHUX BUMOrax:

i) CepegHn go3a, WO AoCTABAAETLEA, BiAPIaHASTLCA Big

COMPLIES

Bignosigas

HOMIHANBHOT 4,034, WD 4OCTABAAETLER, 47 MKI/RosY He Binbwe | &

HiX Ha 20% (37,6 — 56,4 mrripoay)

il) Aosa, uic AOCTABRAETLCH 3 OAHIET NyHKM MOME BiaplaHsTIcR
He Binblue Hix Ha 25% Big HomIHANLHOT 403K, L0
AocrasaneThea (35,3 ~ 58,7 mKr/gosy) )




lssued by:
GlaxoWellcome Praduction
ZI N°2, 23 Rue Lavoisler
F-27081 EVREUX
FRANCE

Tel: + 33(0) 232236500 Fax: +33(0) 232235529

Waterial Description:

Certificate of Quality
CERTUDIKAT AKOCTI
Certlficate Date/ Jata cepruchikary

04 11 2020

Purchase order item / date
Homep aamoeneunsi/faTa

Not applicable

Delivery itemn / date

MocTavanis / pata

Not applicable

Order item / date / 3amosnenns /
parta

Not applicable

Customer number /Homep xristHTa
Not applicable

Cerlificate Number
Hotsep ceptudikarty

3000830145

Page 4/5 CropiHra 4/5

dose 80 doses in discus #1

Onvic maTepiany:

/100mkr/noay, 60 poa y anckyei Nei

Material Number:
Kog marepiany:

Batch Ne: 2vs5)
Cepin Ne: 2V5J

60000000010575
60000000010575

SERETIDE™ DISKUS™ powder for inhalations, dused, 50mcg/100magiper

CEPETWA™ AWMCKYC™ nopoluok Ans ikranswii, go3onadui, S0mer

Description
Hadmenyasais

Specification
Crneyndikanis

Results
Poaynerar

ili) BipxunexHa y smicT! nikapcbkiux peuoruH Hi B okl is
nyHoK He slaplaHaeTecs Ginbwe, Hine Hz 35% Big HomMinanLHoT
A03H, We pocTaBnAeTbeA (30,6 — 63,4 mrr/aoay)

Ao Wi BUMOTM HE AOTPUMYIOTLECS, TO TPOBOARTL
sunpobyeanin Ha goaatkonux 20 foaax. [penapar BUTpuMye
BrNpobByBaHHA, AKWO AnA 30 aoa:

i) Cepeatn 1o3a, Wo ACCTABNAETLES, BIAPIHACTLER Bif
HOMIHansHOI 4034, W0 AocrasnseThen, 47 Myr/goay He Ginkiue
HiN¢ Ha 20% (37,8 — 56,4 Mrr/aoay)

i) Hosa, wo gacrasnaethcs, He GilbLl HBK 3 TPLOX NYHOK
BifipisHAETLCA BiA HOMIHANLHOT J03M, WO AOCTABMAETLCH, Ha
425% (35,3 - 58,7 mrr/acay)

liiy Bigxunexun y ewlcTi Hi B 04HIA 3 NyHOK He mas
NEepeBuLLyBATH HOMIHANBHUA BMICT Binblue, HiX Ha $35%
(30,6 — 63,4 mxr/goay)

CONTENT UNIFORMITY OF THE DELIVERED
DOsE/

FLUTICASONE PROPIONATE (% nominal dose of
Fluficasene 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 92 meg/dose (73.6 — 110.4 mey/dose)

ii) The delivered dose of not more than one blister falls cutside
25% of the nominal delivered dose (69.0 — 115.0 megfdose)
iii) The delivered dose of no blister falls autside 35% of the
nominal delivered dose (59.8 — 124.2 mcg/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
dellvered dose of 52 meg/dose (73.6 — 110.4 meg/dose)

i) The delivered dose of not more than three blisters falls
outside 25% of the nominal delivered dose (69.0 — 116.0
mcgldose}

iii) The delivered dose of na blister falls outside 35% of the
nominal delivered dose (59.8 — 124.2 mcg/dose) %

COMPLIES




Issued by:
GlaxoWellcome Production
ZI N°2, 23 Rue Lavoisier
F-27091 EVREUX
FRANCE

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

Material Dagcription:

Onnc matepiany:

Certificate of Quality
CEPTUMIKAT FKOCTI
Cerlificate Date/ Jata ceprudpikary

a4 11 2020

Purchase order item / date
Homep aamosnenvn/naTta

Not applicable

Delivery item / date

Moctauanus / gaTa

Not applicable

Crder item / date / 3amosnesns /
Aarta

Not applicable

Customer number /Homep KnieHTa
Not applicable

Certificate Number
Howmep ceprudpikary

3000930145

Page &/5 Cropinka 5/6

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

dose 60 doses in discus #1

CEPETWA™ BUCKYC™, nopowok ans ikransiuiii, AozosaHui, S0Mkr

100mKr/go3y, B0 no3 y auciyci Nei

Miaterial Number: 60000000010575

Kopn matepiany: 6000000000575

Batch Ne: 2vad

Cepia No: 2V5J
Description Specification Results
Haiimenysanis Cneuudixauin Peaynbrar
OCanopigHicTL BricTy ¥ A03i, WO AOCTaBNAETLOA, Ao sU3HavueHkA BYae npoBeAEHs Ha 10 Aosax, 4o Bignosigae

Metog BEPX/

DroTukasony nponionar (% HOomiHanbHOT 403U
ThrI0TUKA30HY NponioHaTy)

AOCTABNAIOTLES, TO NPANAPAT BUTPUMYE BUNpoBysaHKs npu
HACTynHUX BUMOrax:

[} Cepeptina nosa, Wo gocTaBRACTLEH, BigpiaHsIeTbER Big
HOMIHaNLHOT 403K, L0 JOCTABNAETLERA, He Biflblue HbK Ha 20%
82 mrrfgosy (73,6 — 110,4 mkrigoay)

i) Loaa, wo pocrasnfeThen 3 aghict NYHIY Moxe BigpisHaTics
He GlitbLie din Ha 25% wig HoMmiHanLHol fosu, Wo
Accraensierbes (69,0 — 115,0 mr/ncay)

i) BipxuneHns y smictl nikapebivx pevoavH Hi B ogHii i3
nYHOK He slaplaHaeTbeA Ginble, Hiik Ha 35% Bif HOMIHaALHOT
Aoau, Wo pccraenaeTeca (59,8 — 124,2 mur/posy)

FKLO Ui BUMGT#A HE AOTPUMYIOTHCS, TO NPOBOASTD
sunpoSyeania Ha goaariopux 20 fosax. Mpenapar BATPUMYE
sunpoGysanns, sikile AnsA 30 goa:

i) Cepean £o3a, WO A0CTABAAETLCH, BiAPIZHAETLCH He
Binbiue Hin Ha 20% slg HominanbHol goan, Lo
AocTaenneveos, 92 mir/goay (73,6 - 110,4 murinosy)

i} fe3a, wo 40cTaBARETLER, HE Binbiy Hix 3 TPbOX nyHOK
BIAPISHAETLCA BiA HOMIHANBHOT £O3K, WO ADCTABNRETLER, HA
+26% (68,0 ~ 115,0 Mr/po8y)

lii} Bigxunenna y BuicT 41 B 0AHIi 9 nyHOK He Mag
nepesviLlyBaTh HoMIHaNbLHIA smicT Ginsiue, Hik Ha +35%
(53,8 — 124,2 Mrr/noay)

Signature (MNipnuc)

Date of signature (fata nignucy)

Name, Surname
{Im'st, MpiaBuiye)

Qualified Person
(YnosHosamena ocoba)

Jean-Michel SALAMA

ot 2400

03 11 2020

Date of batch reledse.
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