JAEKJIAPAITAST O COOTBETCTBUM

JEKJIAPAHT, IPUHUMAIOIIUNA TEKJIAPAIIMIO O COOTBETCTBHU

AO "InaxkcoCmumKnsiin Tpeiioune"

Ceedenus o pecucmpayuu opeanusayuu.: Medcpaiionnas uncnexyus @edepanvroil Hano2060t ciyacovr Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, oama npuceoenus OI'PH 24.07.2002.

Aopec: 125167, 2. Mocxea, Jlenunzpadckuii npocnexm, 0. 374, kopnyc 4, smaoic 3, nom. XV, xomnama 1.
Tenepon:8(495)777-89-00.

B nuye: I'enepanvuviii oupexmop [ybauckuii Onez

Hosepennoe nuyo: Kysneyos A.A., dosepenrnocmuv 18-09.08.2019 om 09.08.2019 2.

SASIBJISIET, UTO

nexapcmeentoe cpeocmeo.: Cepemud Mynomuouck, nopowox 0ns unzansyuii 0osuposanuviii 50 mxa+250
mx2/0o3a 60 003, unzansamopul co cmpunamu (1), nauxu kapmonnwvie, PY Ne IT N011630/01 om 10.06.2010
(0ama 3amenor 08.02.2019) evroano AO "ThaxcoCmumKnsiin Tpetiounz", cepust 3A2B-A, napmus 56334
ynakoeox, 200eH 0o 07.07.2021, npouszeoocmea Inaxco Bannxkom Ilpooaxuen, @panyus, Glaxo Wellcome
Production, Zone Industrielle No. 2, 23 rue Lavoisier, 27000 Evreux, France, koo OKIIJ]2 21.20.10.254, ko0

TH B3J] 3004320009, Jucmpubviomop. coznawenue 6/ om 01.01.2013, uneoiic Ne 4205288316 om
23.09.2019

COOTBETCTBYET TPEBOBAHUSIM
II N011630/01-050218 usm. Ne 1-2

JEKJIAPAITUSI ITPUHSITA HA OCHOBAHHUH
npomoxon ucnoimaruii Ne 5978m om 02.10.2019 HJI OO0 HI] "®APMOFEOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21®JI40, Cepmughuxam POCC FR.®MO08.C50027 om 02.10.2019

Kyzneros A.A.
({O,HHI/ICB (ON5K0)

/)
|
CBEI[EI{I’I/IH O PETHCTPALIMA

OPT'AH ITIO CEPTU®HUKAIIAU, SAPETHCTPUPOBABIIHI JIEKJIA PAITAIO
RA.RU.11®M08 OPIAH I10 CEPTUDHKALIHH ITPONYKIJUH OFIJECTBO C Ol PAHHYEHHOH
OTBETCTBEHHOCTABIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",
adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxkoesa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 2opoo Mockea, yn. Macmepxkosa, 0. 4, am. 5., men.:(495)788-02-88, ee6-
catim: oykk.pg.
JAEKJAPAIIMSI O COOTBETCTBUU 3APETICTPUPOBAHA M POCC RU /I-FR. ®M08.A.38997/19
z[ATQgB@fﬁf@;ng MM 03.10.2019
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Certificate of Analysis
Ceptuchuiar aHanmsa
Certificate Date Certificate Number
[ara Bblgauv ceptudmkata Homep ceptudpmkara
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Material Description: SERETIDE DISKUS 50/250MCG 1X60D_RU/T
Onuvcanue maTepuana: Cepetua® MynbTuamck, NOPOLLIOK Anst nHransuui
[103MpOBaKHbIA, 50 MKr +250 mir/aosa (60 £03)
Material Number; 60000000010493
Homep matepuana: 60000000010493
Package size / type: 1 diskus/carton
YnakoBKa: 1 uHranaTop/ KapToHHas navka
Marketing Authorization Number: N011630/01
Homep perucTpauuorHoro yaoctosepenus: NO11630/01
Manufacturing Authorisation Number: M 18/172
NuueHsus npoussoauUTess: M 18/172

Regulatory Statement:
PerynsitopHoe noaTesepiaeHue :

Manufacturer's GMP Certificate Number: 2018/HPF/FR/226
Homep GMP cepTuchukara npoussogutens: 201 8/HPF/FR/226

We hereby certify 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 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.

Hactosilyvm noaTsep)kaaeM, 4To WHdopMauws, rnpeactasrneHHas B AAHHOM ceptucukare, SBNAETCA
JIOCTOBEPHOI W TouHOW. [laHHas cepus npoaykra Obina npoussepeHa, Briiodas onepauiv no ynakoske /
MapKuUpoBKe 1 KOHTPOTb kayecTsa, B MOTHOM COOTBETCTBUM C J10KaNbHBLIMM TpebosaHusimu GMP v TpeBosaHusMuU
creunguKkaLmm  PerucTpaLyoHHoro  YAOCTOBEPEHNUst  CTpadbl  HasHadeHua. 3anucu, oOTHocsiLMecs K
MPOM3BOACTBEHHOMY MpoLieccy, ynakoBke W TeCTUPOBaHUIO Ccepww, BbinW NPOBEpPeHbl W COOTBETCTBYHOT
TpeBGopannam GMP, cepus Gbina BhinyLieHa YNOTHOMOUSHHbIM JIULOM.

Batch N°: 3A2B-A EXPIRY DATE: 07.07.2021
Cepus Ne : 3A2B-A Fopex go 07.07.2021
Manufacturing date; 08-JUL-2019

[ara npoussopcTea: 08-nionb-2019

Importing Country: Russia
WmnopTupytoias cTpaHa: Poccust

API: salmeterol xinafoate (micronised) + fluticasone propionate (micronised)

A®C; canmeTepona KcuHaghoaT MUKPOHMIUPOBaHHLIN + (hnyTuikasoHa nponuoHar MUKPOHU3NPOBAHHbINA
APl manufacturer (micronised): Glaxo Operations UK Limited, United Kingdom / Glaxo Welicome
Production, France + Glaxo Operations UK Limited, United Kingdom / Glaxo Wellcome Production, France
Mpoussogutens A®C: Imakco OnepaniieHc BenukoBputanus Jiumuten, BermkoGpuranus [ Mmakco
Barinkom lMpopakieH, ®paHuus + Mnakco Onepaiiwerc BenvkoGpuranus INumuten, Benvko6purtanus /
rnakco Bannkowm MpopakieH, @paHuus



Issued by: / BoigaHo :

GlaxoWellcome Production / Makco Bannkom lNpoaakiuer

ZI N°2, 23 Rue Lavoisier / 3oHa WnaycTpuans Ne 2o Pio Jlasyasse
F-27091 EVREUX/9BPO

France / ®PAHLINA

Tel: / Ten+ 33(0) 232235500 Fax: / Gakc+33(0) 232235529

Certificate of Analysis
CepTudukaT aHanusa

Certificate Date

18-SEP-2019
18-cenTsbpb-2019

[aTa Bblaauun ceptTudukara

Certificate Number

Homep cepTuchukata

3000641131

Page Crpahuuya 2 of us3

Material Description:
OnucaHue Marepuana:
MKr +250 MKkr/ao3a (60 Ao3)

SERETIDE DISKUS 50/250MCG 1X60D_RU/T
Cepetna® MynbTUAUCK, NOPOLIOK ANs WHranaLui 4o3vpoBaHHbIi, 50

Material Number: 60000000010493
Homep maTtepuana: 60000000010493
Package size / type: 1 diskus/carton
YnakoBka: 1 uHranaTop/ KapToHHas nayka
Marketing Authorization Number: N011630/01
Homep permcTpaluoHHOro y40CTOBEPEHUsT: NO011630/01
Manufacturing Authorisation Number: M 18/172
JinyeHans npousBoauTeNs: M 18/172
s Specification Results
Description lNokasaTtenb CreuudbuKaLms PeaynbTaThl
DESCRIPTION COMPLIES COMPLIES
OnucaHve cooTBETCTBYET cooTBeTCTBYET
IDENTITY OF SALMETEROL AND FLUTICASONE PROPIONATE I}B/:)UV COMPLIES COMPLIES
MoanuHHoCTb canMeTtepona 1 dhryTukasoHa nponuoHaTa MeToaoM Y- CooTRETCTRYET COOTBETCTBYET
CreKTPOCKONnuu
E\FH-IP-LFCICATION OF SALMETEROL AND FLUTICASONE PROPIONATE COMPLIES COMPLIES
MoAnWHHOCTL canmeTeposia v dnyTukasoHa nponuoHaTa MeToAoM BOYXKX CRARSIER 6T CROTERTETRET
97.5-107.5 % 101.2
CONTENT OF SALMETEROL 97,6-107,5% 101,2
KonuyecTseHHOe onpeaenexye canmetepona (48,8 — 53,8 MKr/goaa) 50,6
(48.8 — 53.8 pg/blister) | 50.6
96.0 - 107.5 % 101.4
CONTENT OF FLUTICASONE PROPIONATE 96,0 = 107,6% 101,4
KonuvyecTseHHOE onpefenenve gnytukasoHa nponuoHaTa (240 — 269 mkr/nosa) 254
(240 — 269 pg/blister) 254
FINE PARTICLE MASS SALMETEROL 8 - 15 pg/bls 11
PecnupabenbHas dpakuusi canmeTepona 8 — 15 mKr/sauelika 11
FINE PARTICLE MASS FLUTICASONE PROPIONATE 37.5—75 pglbls 62
PecnupabernbHas (pakuua (nyTukasoHa nponvuoHara 37,56 — 75 mkr/aveika 62
CONTENT UNIFORMITY DELIVERED DOSE SALMETEROL COMPLIES COMPLIES
OAHOPOAHOCTL ACCTABNIAEMON A03bl/canMeTeporn COOTBETCTBYET COOTBETCTBYET
CONTENT UNIFORMITY DELIVERED DOSE FLUTICASONE PROPIONATE COMPLIES COMPLIES
OpHopoAHOCTL AOCTaBNAEMOl A03bl/(ryTHKkasoHa nponuoHaT COOTBETCTBYET COOTBETCTBYET
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Material Description:
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CepTuchuKaT aHanusa
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SERETIDE DISKUS 50/250MCG 1X60D_RU/T

Ceperna® MynbTUAUCK, NOPOLLOK ANA WHransLni [103UPOBaHHbIN, 50
MKr +250 mkr/gosa (60 [03)

60000000010493

60000000010493

1 diskus/carton

1 nuransTop/ KapPTOHHasA navka

Marketing Authorization Number: NO11630/01
Homep perMcTpauuoHHOTO yA0CTOBEPeHU:: NO011630/01
Manufacturing Authorisation Number: M 18/172
JIuleH3un npoussBoauTens: M 18/172
Description NMokasaTternb Specification Cneundmrauus Results
PesynbTaThl
This parameter is controlled on the Russian Federation
RELATED IMPURITIES territory nfa
PoacTeeHHbIe npuMec [aHHbI nokasaTesb KOHTPONMPYETCA Ha TEPPUTOPUN H/n
Poccuiickoii Pepepauuu
This parameter is controlled on the Russian Federation
MICROBIOLOGICAL PURITY territory n/a
Mukpobuonorudeckas YnucroTa [aHHbIi nokasaTenb KOHTPONUPYETCs Ha TeppUTOpUM Hin
Poccuiickov Pepepaunmn
This parameter is controlled on the Russian Federation
PACKAGING territory nfa
Ynakoska [lanHbivi nokasaTenk KOHTPONMPYETCs Ha TeppUTOpum win
Poccuiickoit Pepepauuu
This parameter is controlled on the Russian Federation
LABELLING territory n/a
Mapkuposka [laHHbI#A nokasaTenk KOHTPONMPYETCS Ha TEPPNTOPUN H/n
Poccuiickoit Pepepauum
Signature
Moanuck
Name Marie-Eva BELLIER
Ums

Qualified Person 17-SEP-2019
YnonHoMoueHHoe NuLo k /\7 . Date of batch release 17-ceHTabpb-2019
/ (%!(-Jf [Nlata BbInycka cepuy
‘&‘_,-' ‘ T ——
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