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Glaxo Wellcome Production
ZI N°2, 23 Rue Lavoisier
F-27091 EVREUX
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Cerfificate of Analysis
CEPTUDIKAT SIKOCTI e :
GCertlficate Date/ Certificate Number
HAara ceptudpirary Homep ceprudikary
07-DEC-2020 3000957712
Page 1 of 4
Cropinka 1/4
Material Description: SERETIDE™ EVOHALER™ aerosol, metered-dose inhaler, 25 meg/
250meg/Dose 120 Doses in can Ne
Mponyir CEFETUA™ EBOXANIEP™, aeposonk ans iHranauiii, nososanuii, 25 mir/
250 mrr/nosy no 120 gos y Ganoxi Ne 1
Material Number: 60000000002634
Kon npoayicry 60000000002634
Package Size / Type: 1 inhaler/carton
Poamip / Tvn naxysanun 1 6anol B KapTOHHIN KopoBLy|
Wlarketing Authorisation Number: UA/4827101103
Homep peectpaulitHoro nocsiguenns UA/4827/01/03
Manufacturing Authorisation Number: M 18/172
Homep niuewsit va BupoBHuurse M 18172
Manufacturer name, address: Glaxo Wellcome Production, Zone Industrislle Ne2, 23, rue Lavoisier, 27000

Evreux, France

Halimenysanun, micuesHaxomueHHs

BupoGHuKa: [nakco Bennom MNpogakwi, 3oH luaycrpiens Ne2, 23, pio Nlasyad'e, 27000
Espe, ®panxuin

Strength of preparation/Efficiency:

Aclive drug substances: salmeterol (as salmaterol xinafoate) and fluticasone propionate;

cne dose of the product contains 25 meg of salmeteral (as salmeterol xinafoale)* and 250 mcg of fluticasone propionate,

* 36.3mcyg Salmeterol Xinafoate Is equivalent to 25meg of salmeterol.

Cuna piff AxruBHicTs:

Ajlovi pevoekiK: canbMeTepon {y diopmi canbMeTepony keuHahoarty), hnioTukasony nponioHaT;

1 posa npenapaty mictiTs 25MKr cansMmetapony (y dropmi canumeTepony keunachoaty)® Ta 250 mir dhnioTukasoHy

nponioHary.,

* 25 mir cankmetepony exsisaneqTHo 36,3 mkr cansmeTepony kcuHadoary.

Regulatory Statement:
3asiza npo ceptudikayito:

We hereby cerlify that the above information is authentic and accurate. This batch of product has been manufactured,
including packagingfiabelling and quality contral 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 reviewad and found to be in compliance with GMP and has been released by a Qualified
Person.

[l v nigTREpMXyEMO, WO HaBeaeHa indropmaljist ¢ cipaexHLOIC | TouHok. Cepis npenapary Syna pUroToBneHa,
BlGTO4aI04Y NallyBaHHA/MEPKYBAHHS Ta KOHTPOML AKOCTI, HA aasHaYeniH BuLie BUPoBHWYIN ginsHuyl B noBHIR
BiAnoBigHOCTE A0 BUMOr Hanes ot BmpoBHuMoT npaTukm (GMP), BCTaHOBNEHNX MICLIEBUM DEIYNATOPHIM BILOMCTEOM,
TaKo) B OBHIA BiAN0siAHOCT Ao cnewydikauiit, nepeaBaveHnx ¥y peecTpauiiHoMy focse kpaiy - imnopTepa.
DokymeHrauia cTocosHo BupoSHUYoro Npoliecy, naiyaaHts | aHaniay cepii 6yna nepesipena, | 6yno BcTaHOBNEHS, WO
BOHa eianosiaae Bumoram Hanexoi supoBHuict npakTky (GMP) i possonexa po peanisauli YnosHosaneHoio ocobojo.
Batch size in packs: 10 778

Pozamip cepiisym: 10779

Batch N*: AR4M EXPIRY DATE 10 2022

e~
Cepin Ne: AR4M (Hinnesui Tepmin npugarsocti): XosTeHs 2022:??;;;\‘1
WManufacturing date: 05-OCT-2020 Impaorting Country: Ukraine j
(Data BupoGHuyTea): 05 YKosTeHe 2020 Kpaina-imnoprep : Yipaida
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250meg/Dose 120 Doses in can Net

SERETIDE™ EVOHALER ™ aerosol, metered-dose inhaler, 25 mog/

Mpopyur CEPETUA™ EBOXANEP™, aeposons Ans IHranauii, Aososasui, 25 MKr/
250 mur/poay no 120 jos y Banoni Ne 1

WMaterial Number: 60000000002634

o npoaykry 60000000002634

Batch N2: AR4M
Cepis Ne: AR4M

Cepeanit smict dniotuxaschy nponioHaTy Ka oy,
O AOCTABRETRCSA YEPES POINMNIOBAY, CYMapHO Ha
noyaTRy | B KiHUi BUKOPUCTAHHS .

198 — 242 mnr

Description Specificatian Results
Halmetiysanun Cneuundlianin Pesynetar
DESCRIPTION! Metal can \:vilh concave hase fitted with a melering vailve. C‘OMPIl_IES
Onuc! MeTanesui Banon 3 yeiriyToio ocHoscio, ocHaLYeHu Bignogigae
AO3YIONUM KnanaHom,
IDENTITY * HPLC The principal retained pealks in the HPLC chromatogram of the COMPLIES
sample coirespond wilh the peaks produced by analylical
working slandards of salmeterol and fiuticasone propionate.
laerTudsixauis  BEPX Hac yTprMaHHR OCHOBHUX AIKIB Ha XpoMarorpami apaska Bignonlgae
calbnanae ia yacoM YTPUMEKHA NiKis canbmerepony
kcuHadhoaTy Ta MnieTUKA3oHA NponloHaTy Ha xpomaTorpami
posuriy poBouux ananituaiux crangapTis.
MEAN SALMETEROL CONTENT PER 18.9—23.1 meg 21.7 meg
ACTUATICN DELIVERED THROUGH AN
ACTUATOR, COMBINED BEGINNING AND END
OF USE 21.7 mur
g 18.9 — 23.1 mxr
CepefHill emicT canbMeTepony Ha 403y, Wo
AOCTABNACTLCA YBPES DOANUMIOBAY, CYMAPHO Ha
f10MaTRY i B KIHLi BAKOPUCTAHHA.
MEAN CONTENT OF FLUTICASONE 198 - 242 mcy 223 mcg
PROPIONATE PER ACTUATION DELIVERED )
THROUGH AN ACTUATOR, COMBINED
BEGINNING AND END OF USE 293 mir
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Cropitka 34

260mcgfDose 120 Doses in can Ne

Mponyr

250 mKr/posy no 120 poa y Ganowi Ne 1

SERETIDE™ EVOHALER™ aercsol, metered-dose inhaler, 25 mag/

CEPETUA™ EBOXANERP™, aepoaont Ans iHranauii, gososanmi, 26 mur/

Waterlal Number: 60000000002634
llop npopy Ky 80000000002634
Batch Ne: AR4M
Cepis Ne: AR4M
Description Specification Results
Halrenysansn Creuundikauis Pesynerar
CONTENT UNIFORMITY (SALMETEROL / The requirements ars met if the content of drug per actuation COMPLIES
FLUTICASONE PROFPIONATE) from not less than 18 out of 20 results are within + 25 % of the
mean and no result is outside the range + 35 % of the mean.
If 3 or 4 of the resulls are oulside # 25 % of the mean but not
ouiside & 36 % of the mean, test an additional 10 canisiers.
The requirements are met i not less than 36 out of the 40
results are wilthin % 25 % of the mean and no result Is cutside +
35 % of the mean.
QanopinnicTh BMicTy (canemeTepon | (hrioTusasony | Mpanapar suTpumye BanpoByaatn, Ao emicT npenapary Bianosigae
npeniotar) Ha DAHe HaTWcKkahus ¥ 18 i3 20 peayneTaTis BiLXUNseTLEA Big
cepefHboro He Ginbu HiM Ha $25%, Ta Hi oAKH peaynsTar He
BUXOAUTL 3a Mexi £35% Bin cepesiiboro,
Aruo 3 alio 4 pesynbtarta BIRPI3HAIOTEEA B CepegHLOro Ha
+26%, ane He nepesuuiylots +35% Big cepegHLoro, To
npoBoAATE poaatkope punpobysadia Ha 10 aeposonbhinx
YNaKkoBKax.
[penapar signoslgas Bumoram, sxLLo He menwe 36 iz 40
pe3yneTaTie BigPIaHAITLEA Bij CepeAHLOro He Ginbwe Hi
Ha 4:26%, Ta Hi oauH peaynsTaT He pigplasATLECA Big
cepegHboro Ginbll HiX Ha £35%.
MEAN FINE PARTICLE MASS BY CASCADE 7~13 meg 10 meg
IMPACTION FOR SALMETEROL (SUM OF
STAGES 3, 4 AND 5) 10 mur
CepenHs Maca TOHKOAWGNENCHUX BRITIOMEHE I (-

METOLOM KaCKapHOro IMNakTopa ANA cansmeTepony

{cyma cTynehis 3,4 5).
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Certificale Date/
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Certificate Number
Homep cepruditary
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Page 4 of 4
Cropiuka 4/4

SERETIDE™ EVOHALER™ aerosal, meterad-dose inhaler, 25

MCG/250MCG/Dose 120 Doses in can Net

Mpoayir CEPETUMA™ EBOXANEP™, aeposonb gns inranauif, gososanuii, 25
mkr/260 mrr/nosy mo 120 no3 y Ganchi Ne 4
Waterial Number: 60000000002634
Kon npoaykry 60000000002634
Batch Ne: AR4M
Cepia Ne: AR4M
—
Description Specification Results
Hafimenyzatiin Creuudpiauis Pesynbkrar
MEAN FINE PARTICLE MASS BY CASCADE 70 - 120 mecg 101 mey
IMPACTION FOR FLUTICASONE PROPIONATE
(SUM OF STAGES 3, 4 AND 5) 101 Wi
Cepegns Maca TOHKOANCNENTHIX BRMIOYEHD
70— 120 mer
METONOM KackaaHoro iMnakTopa ANA nioTukascHy
nponioyaTy (cyma cTyneHis 3,4 i 5).
PARTICULATE MATTER® For 50 actuation delivered through an acluator not more than NOT
50 particles with size more than 100 pm present PERFORMFED
Bianoeigae uu
MexaniuH sxnioueHn® He Ginswie 50 4actox poamipom Binbiie 100 Mim Ha 50 mipHux He
A03. NPoBOAUBCH
LEAK RATE Mean leak rate of 12 inhalers Is not more than 525 mg per COMPLIES
year and the leak rate of no Indlvidual inhaler is greater than
750 mglyear,
BunpeGysatts Ha repMaTUHICTS Complies wlth.the requirements of the United States Bianoniaae
Pharmacopoeia.
CepeaHs WweupgicTs BATIKY npenapaty 8 12 inranatopax He
Ginblwe 526mr/ph Ta WBUAKICTS BUTIKY Hi B OAHOMY OKpEMONMY
Inranatopl He nepesuiye 750mr/nix.
(Bianosigae dapmaronei CUIA)

1-Actuator is nat present at time of release testing, however it is present in final product\ Banon He ornmaaeTbes npy NpopeaeHH!
BUNPOGYBAHHA NPM BUNYCKY, THM HE MEHLUS, BINIGUEHMH A0 ONUCY FOTOBOrG NIKAPCLEOrQ 3acoby
2-Two identification tests are presented in the specificalion, the identification by HPLC test Is carried out rautinely and the IR method is
pobyBakHa Ha [AeHTUuHICTE. 3a3suMail BUkopucToRyloTL MeTog BEPX, merog 14

glven as an alternative\lpeacrasneni gea metoan sun

CNeKTPeTKONi NpeACTaBNeHni Sk ankTepHaTuaHmi,

3- Test performed once every 5 batches\ BunpoGysanin npoBoaaTh Ha 1 3 5 cepiii,

QP Name, Surname /
M’ 9, npissuile
YrnosHosaneHol ocoby

Signature/ Nignuc

FLORENT REIGNER




AEPIUIIKCIIYIKBA
AEPIKABHA CIIVIKBA 3 TIKAPCHKUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMUM Y KHIBCBKIH OBJIACTT -

npocnext Banepis JoGanoseskoro, 51, M. Knir, 03110, ten/daxc: (044) 363-06-50
E-mail; dls.ko(@dls.gov.uahttps://www.dls. gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
Npo AKICTHL BBE3EHOr0 B YKpainy JiKapchKoro 3acody

20.01.2021 : Ne 763/21/10

CEPETHA™EBOXAJIEPT
(HaliMeHyBarHN JIKAPCLKOTO 3aC00Y 3TiZHO 3 PECCTPAUIHHEM TIOCBIAUCHHM)
AEpo30JIL s inranauii, nozopannit, 25 Mrr/250 mir/xo3y mo 120 103 y 6an0ni 3 Ro3y0um
Kaanadom; no 1 6aa0Hy B kaprouuiil Kopoooi
(thopma BHITyCKY, JO3YBAHHS, BUX TTAKYBAHES JIKADCEKOro 3acofy)

Homep peccrpauiitroro nocsimmenns UA/4827/01/03 crpok aif pecerpatifinoro nocsigucnus 04.05.2021
Cepis nixapenkoro sacofy Ne AR4M Kinbkicrs sBezenoro nikapeskoro sacoby 10779

BHpofHHK I'naxco BenrkoM Iponaxmrn, @pariis

{Habnenyranns RupoBHIKa NiKapCLKOTO 3acody, kpalHa NOXOoMKEHHS)

Beescno 3 Vipaiiry Toraprerso 3 00MexeH0o signosigaasuicTio "TnakcoCmiTinsniin

@apmaceroricaic Yipaina', izent. won: 35619519

(valimMeryBan# Ta ko 3a C/IPTIOY opuanunol ocobu afo npissunie, iM'g, no Gatexosi disnuHol
ocobu - mianpuemil, 1 Micle NpoxHBanHs Ta peecTpauiitani HoMep oBNiKoROT KaPTKH NidTHYKA
ACAATKIB 200 CCpist Ta HoMep nacnopTa)

Iporoosn Bisyansuoro xourposo pin 14,01.2021 Ne 0059/2,

3a  pesynsTaTaMM JepKABHOTO KOHTPOMIO BCTAHOBNEHO,  mo  Jikapehkuil 3aci6  smeseso B VYkpaiwy 3
AOTPHMAHHSIM BEMOT 3aKOHOIABCTBA WOAO 3a0e3NeIeHHS FKOCT] NiKapChKuX 3ac06iB.

pf‘ / "—-r i 4 st NG
P 4 - <
B o5 8 agaﬂm‘gﬁm %}\m@n Omnexciit COJIOJIPAN
')" 3y Y .
(Uhca.ll B4 ocoﬁ\épﬁaﬂy‘mepﬁcanﬁom KOHTPOJTIO) . {nignc) (iniLiany Ta NpissyLIE)
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Tet: + 33(0) 232235500 Fax: +33(0) 232235529

Cerfificate of Analysis
CEPTUDIKAT SIKOCTI e :
GCertlficate Date/ Certificate Number
HAara ceptudpirary Homep ceprudikary
07-DEC-2020 3000957712
Page 1 of 4
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Material Description: SERETIDE™ EVOHALER™ aerosol, metered-dose inhaler, 25 meg/
250meg/Dose 120 Doses in can Ne
Mponyir CEFETUA™ EBOXANIEP™, aeposonk ans iHranauiii, nososanuii, 25 mir/
250 mrr/nosy no 120 gos y Ganoxi Ne 1
Material Number: 60000000002634
Kon npoayicry 60000000002634
Package Size / Type: 1 inhaler/carton
Poamip / Tvn naxysanun 1 6anol B KapTOHHIN KopoBLy|
Wlarketing Authorisation Number: UA/4827101103
Homep peectpaulitHoro nocsiguenns UA/4827/01/03
Manufacturing Authorisation Number: M 18/172
Homep niuewsit va BupoBHuurse M 18172
Manufacturer name, address: Glaxo Wellcome Production, Zone Industrislle Ne2, 23, rue Lavoisier, 27000

Evreux, France

Halimenysanun, micuesHaxomueHHs

BupoGHuKa: [nakco Bennom MNpogakwi, 3oH luaycrpiens Ne2, 23, pio Nlasyad'e, 27000
Espe, ®panxuin

Strength of preparation/Efficiency:

Aclive drug substances: salmeterol (as salmaterol xinafoate) and fluticasone propionate;

cne dose of the product contains 25 meg of salmeteral (as salmeterol xinafoale)* and 250 mcg of fluticasone propionate,

* 36.3mcyg Salmeterol Xinafoate Is equivalent to 25meg of salmeterol.

Cuna piff AxruBHicTs:

Ajlovi pevoekiK: canbMeTepon {y diopmi canbMeTepony keuHahoarty), hnioTukasony nponioHaT;

1 posa npenapaty mictiTs 25MKr cansMmetapony (y dropmi canumeTepony keunachoaty)® Ta 250 mir dhnioTukasoHy

nponioHary.,

* 25 mir cankmetepony exsisaneqTHo 36,3 mkr cansmeTepony kcuHadoary.

Regulatory Statement:
3asiza npo ceptudikayito:

We hereby cerlify that the above information is authentic and accurate. This batch of product has been manufactured,
including packagingfiabelling and quality contral 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 reviewad and found to be in compliance with GMP and has been released by a Qualified
Person.

[l v nigTREpMXyEMO, WO HaBeaeHa indropmaljist ¢ cipaexHLOIC | TouHok. Cepis npenapary Syna pUroToBneHa,
BlGTO4aI04Y NallyBaHHA/MEPKYBAHHS Ta KOHTPOML AKOCTI, HA aasHaYeniH BuLie BUPoBHWYIN ginsHuyl B noBHIR
BiAnoBigHOCTE A0 BUMOr Hanes ot BmpoBHuMoT npaTukm (GMP), BCTaHOBNEHNX MICLIEBUM DEIYNATOPHIM BILOMCTEOM,
TaKo) B OBHIA BiAN0siAHOCT Ao cnewydikauiit, nepeaBaveHnx ¥y peecTpauiiHoMy focse kpaiy - imnopTepa.
DokymeHrauia cTocosHo BupoSHUYoro Npoliecy, naiyaaHts | aHaniay cepii 6yna nepesipena, | 6yno BcTaHOBNEHS, WO
BOHa eianosiaae Bumoram Hanexoi supoBHuict npakTky (GMP) i possonexa po peanisauli YnosHosaneHoio ocobojo.
Batch size in packs: 10 778

Pozamip cepiisym: 10779

Batch N*: AR4M EXPIRY DATE 10 2022

e~
Cepin Ne: AR4M (Hinnesui Tepmin npugarsocti): XosTeHs 2022:??;;;\‘1
WManufacturing date: 05-OCT-2020 Impaorting Country: Ukraine j
(Data BupoGHuyTea): 05 YKosTeHe 2020 Kpaina-imnoprep : Yipaida
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Certificale Number
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250meg/Dose 120 Doses in can Net

SERETIDE™ EVOHALER ™ aerosol, metered-dose inhaler, 25 mog/

Mpopyur CEPETUA™ EBOXANEP™, aeposons Ans IHranauii, Aososasui, 25 MKr/
250 mur/poay no 120 jos y Banoni Ne 1

WMaterial Number: 60000000002634

o npoaykry 60000000002634

Batch N2: AR4M
Cepis Ne: AR4M

Cepeanit smict dniotuxaschy nponioHaTy Ka oy,
O AOCTABRETRCSA YEPES POINMNIOBAY, CYMapHO Ha
noyaTRy | B KiHUi BUKOPUCTAHHS .

198 — 242 mnr

Description Specificatian Results
Halmetiysanun Cneuundlianin Pesynetar
DESCRIPTION! Metal can \:vilh concave hase fitted with a melering vailve. C‘OMPIl_IES
Onuc! MeTanesui Banon 3 yeiriyToio ocHoscio, ocHaLYeHu Bignogigae
AO3YIONUM KnanaHom,
IDENTITY * HPLC The principal retained pealks in the HPLC chromatogram of the COMPLIES
sample coirespond wilh the peaks produced by analylical
working slandards of salmeterol and fiuticasone propionate.
laerTudsixauis  BEPX Hac yTprMaHHR OCHOBHUX AIKIB Ha XpoMarorpami apaska Bignonlgae
calbnanae ia yacoM YTPUMEKHA NiKis canbmerepony
kcuHadhoaTy Ta MnieTUKA3oHA NponloHaTy Ha xpomaTorpami
posuriy poBouux ananituaiux crangapTis.
MEAN SALMETEROL CONTENT PER 18.9—23.1 meg 21.7 meg
ACTUATICN DELIVERED THROUGH AN
ACTUATOR, COMBINED BEGINNING AND END
OF USE 21.7 mur
g 18.9 — 23.1 mxr
CepefHill emicT canbMeTepony Ha 403y, Wo
AOCTABNACTLCA YBPES DOANUMIOBAY, CYMAPHO Ha
f10MaTRY i B KIHLi BAKOPUCTAHHA.
MEAN CONTENT OF FLUTICASONE 198 - 242 mcy 223 mcg
PROPIONATE PER ACTUATION DELIVERED )
THROUGH AN ACTUATOR, COMBINED
BEGINNING AND END OF USE 293 mir
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Cropitka 34

260mcgfDose 120 Doses in can Ne

Mponyr

250 mKr/posy no 120 poa y Ganowi Ne 1

SERETIDE™ EVOHALER™ aercsol, metered-dose inhaler, 25 mag/

CEPETUA™ EBOXANERP™, aepoaont Ans iHranauii, gososanmi, 26 mur/

Waterlal Number: 60000000002634
llop npopy Ky 80000000002634
Batch Ne: AR4M
Cepis Ne: AR4M
Description Specification Results
Halrenysansn Creuundikauis Pesynerar
CONTENT UNIFORMITY (SALMETEROL / The requirements ars met if the content of drug per actuation COMPLIES
FLUTICASONE PROFPIONATE) from not less than 18 out of 20 results are within + 25 % of the
mean and no result is outside the range + 35 % of the mean.
If 3 or 4 of the resulls are oulside # 25 % of the mean but not
ouiside & 36 % of the mean, test an additional 10 canisiers.
The requirements are met i not less than 36 out of the 40
results are wilthin % 25 % of the mean and no result Is cutside +
35 % of the mean.
QanopinnicTh BMicTy (canemeTepon | (hrioTusasony | Mpanapar suTpumye BanpoByaatn, Ao emicT npenapary Bianosigae
npeniotar) Ha DAHe HaTWcKkahus ¥ 18 i3 20 peayneTaTis BiLXUNseTLEA Big
cepefHboro He Ginbu HiM Ha $25%, Ta Hi oAKH peaynsTar He
BUXOAUTL 3a Mexi £35% Bin cepesiiboro,
Aruo 3 alio 4 pesynbtarta BIRPI3HAIOTEEA B CepegHLOro Ha
+26%, ane He nepesuuiylots +35% Big cepegHLoro, To
npoBoAATE poaatkope punpobysadia Ha 10 aeposonbhinx
YNaKkoBKax.
[penapar signoslgas Bumoram, sxLLo He menwe 36 iz 40
pe3yneTaTie BigPIaHAITLEA Bij CepeAHLOro He Ginbwe Hi
Ha 4:26%, Ta Hi oauH peaynsTaT He pigplasATLECA Big
cepegHboro Ginbll HiX Ha £35%.
MEAN FINE PARTICLE MASS BY CASCADE 7~13 meg 10 meg
IMPACTION FOR SALMETEROL (SUM OF
STAGES 3, 4 AND 5) 10 mur
CepenHs Maca TOHKOAWGNENCHUX BRITIOMEHE I (-

METOLOM KaCKapHOro IMNakTopa ANA cansmeTepony

{cyma cTynehis 3,4 5).
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SERETIDE™ EVOHALER™ aerosal, meterad-dose inhaler, 25

MCG/250MCG/Dose 120 Doses in can Net

Mpoayir CEPETUMA™ EBOXANEP™, aeposonb gns inranauif, gososanuii, 25
mkr/260 mrr/nosy mo 120 no3 y Ganchi Ne 4
Waterial Number: 60000000002634
Kon npoaykry 60000000002634
Batch Ne: AR4M
Cepia Ne: AR4M
—
Description Specification Results
Hafimenyzatiin Creuudpiauis Pesynbkrar
MEAN FINE PARTICLE MASS BY CASCADE 70 - 120 mecg 101 mey
IMPACTION FOR FLUTICASONE PROPIONATE
(SUM OF STAGES 3, 4 AND 5) 101 Wi
Cepegns Maca TOHKOANCNENTHIX BRMIOYEHD
70— 120 mer
METONOM KackaaHoro iMnakTopa ANA nioTukascHy
nponioyaTy (cyma cTyneHis 3,4 i 5).
PARTICULATE MATTER® For 50 actuation delivered through an acluator not more than NOT
50 particles with size more than 100 pm present PERFORMFED
Bianoeigae uu
MexaniuH sxnioueHn® He Ginswie 50 4actox poamipom Binbiie 100 Mim Ha 50 mipHux He
A03. NPoBOAUBCH
LEAK RATE Mean leak rate of 12 inhalers Is not more than 525 mg per COMPLIES
year and the leak rate of no Indlvidual inhaler is greater than
750 mglyear,
BunpeGysatts Ha repMaTUHICTS Complies wlth.the requirements of the United States Bianoniaae
Pharmacopoeia.
CepeaHs WweupgicTs BATIKY npenapaty 8 12 inranatopax He
Ginblwe 526mr/ph Ta WBUAKICTS BUTIKY Hi B OAHOMY OKpEMONMY
Inranatopl He nepesuiye 750mr/nix.
(Bianosigae dapmaronei CUIA)

1-Actuator is nat present at time of release testing, however it is present in final product\ Banon He ornmaaeTbes npy NpopeaeHH!
BUNPOGYBAHHA NPM BUNYCKY, THM HE MEHLUS, BINIGUEHMH A0 ONUCY FOTOBOrG NIKAPCLEOrQ 3acoby
2-Two identification tests are presented in the specificalion, the identification by HPLC test Is carried out rautinely and the IR method is
pobyBakHa Ha [AeHTUuHICTE. 3a3suMail BUkopucToRyloTL MeTog BEPX, merog 14

glven as an alternative\lpeacrasneni gea metoan sun

CNeKTPeTKONi NpeACTaBNeHni Sk ankTepHaTuaHmi,

3- Test performed once every 5 batches\ BunpoGysanin npoBoaaTh Ha 1 3 5 cepiii,

QP Name, Surname /
M’ 9, npissuile
YrnosHosaneHol ocoby

Signature/ Nignuc

FLORENT REIGNER




AEPIUIIKCIIYIKBA
AEPIKABHA CIIVIKBA 3 TIKAPCHKUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMUM Y KHIBCBKIH OBJIACTT -

npocnext Banepis JoGanoseskoro, 51, M. Knir, 03110, ten/daxc: (044) 363-06-50
E-mail; dls.ko(@dls.gov.uahttps://www.dls. gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
Npo AKICTHL BBE3EHOr0 B YKpainy JiKapchKoro 3acody

20.01.2021 : Ne 763/21/10

CEPETHA™EBOXAJIEPT
(HaliMeHyBarHN JIKAPCLKOTO 3aC00Y 3TiZHO 3 PECCTPAUIHHEM TIOCBIAUCHHM)
AEpo30JIL s inranauii, nozopannit, 25 Mrr/250 mir/xo3y mo 120 103 y 6an0ni 3 Ro3y0um
Kaanadom; no 1 6aa0Hy B kaprouuiil Kopoooi
(thopma BHITyCKY, JO3YBAHHS, BUX TTAKYBAHES JIKADCEKOro 3acofy)

Homep peccrpauiitroro nocsimmenns UA/4827/01/03 crpok aif pecerpatifinoro nocsigucnus 04.05.2021
Cepis nixapenkoro sacofy Ne AR4M Kinbkicrs sBezenoro nikapeskoro sacoby 10779

BHpofHHK I'naxco BenrkoM Iponaxmrn, @pariis

{Habnenyranns RupoBHIKa NiKapCLKOTO 3acody, kpalHa NOXOoMKEHHS)

Beescno 3 Vipaiiry Toraprerso 3 00MexeH0o signosigaasuicTio "TnakcoCmiTinsniin

@apmaceroricaic Yipaina', izent. won: 35619519

(valimMeryBan# Ta ko 3a C/IPTIOY opuanunol ocobu afo npissunie, iM'g, no Gatexosi disnuHol
ocobu - mianpuemil, 1 Micle NpoxHBanHs Ta peecTpauiitani HoMep oBNiKoROT KaPTKH NidTHYKA
ACAATKIB 200 CCpist Ta HoMep nacnopTa)

Iporoosn Bisyansuoro xourposo pin 14,01.2021 Ne 0059/2,

3a  pesynsTaTaMM JepKABHOTO KOHTPOMIO BCTAHOBNEHO,  mo  Jikapehkuil 3aci6  smeseso B VYkpaiwy 3
AOTPHMAHHSIM BEMOT 3aKOHOIABCTBA WOAO 3a0e3NeIeHHS FKOCT] NiKapChKuX 3ac06iB.
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