AEKJIAPAIIUSI O COOTBETCTBUHA

AEKJIAPAHT, TPHHUMATONIHIA AEKJTAPAITHIO O COOTBETCTBUU
AQ "ThaxcoCmumKnsniin Tpeiidunz"

Ceedenus o pezucmpayuu opzanusayuu: Meacpaiionnan uncnexyun Gedepanvrodi narozoeoii cayobvr No 46 no
2. Mocxee 01.01.2008, OI'PH 102773901} 486, dama npuceoenus OF'PH 24.07.2002.

Aopec: 125167, 2. Mockea, Jlenunzpaockuit npocnexm, 0. 374, xopnye 4, omaxc 3, nom. XV, xomnama 1.
Teneghon:8(495)777-89-00.

B nuye: I'enepanvuoiti Qupexmop Jybsckudi Onez

Hosepennoe nuyo: Kysneyoe A.A4., Oosepennocmp 18-09.08.2019 om 09.08.2019 .

3ASIBJISIET, HTO

rexapemsennoe cpedcmeo: Cepemud Mynemuduck, nopouox dna uneanayui dosuposannviil 50 mxe+500
Mr2/0osa 60 do3, unzaramope: co cmpunami (1), nayku kapmonnwie, PY Ne IT NO11630/01 om 10.06.2010
(0ama samenvi 08.02.2019) ssidane AO "TnaxcoCyumKnsii Tpendunz”, cepus S8R7TH-A, napmus 60000
ynaxogox, 20den 0o 06.08.2021, npouseodcmea Inaxco Bannkom Ipooaxuien, @panyus, Glaxo Wellcome
Production, Zone Industrielle No. 2, 23 rue Lavoisier, 27000 Evreux, France, xoo OKIIJ[2 21.20.10.254, koo

TH B3 3004320009, Juempubsiomop. coznauenue 6/n om 01.01.201 3, unsotic No 4205290704 om
07.10.2019

COOTBETCTBYET TPEBOBAHUSAM
1T N0O11630/01-050218 uzm. N 1-2

AEKJIAPAIIUSI IPUHATA HA OCHOBAHUH
npomoxon ucnermanuti Ne 6503m om 15.10.2019 HJT 000 HI] "®APMOEOPOHA " ammecmam
axkpeoumayuy POCC RU.0001.21 D140, Cepmugpuxam POCC FR.OMO8.C51124 om 15.1 0.2019

JATA [IPHHSITHSI NEKJIAPALIAU 15.10.2019

HUSAEUCTBUTEJLHA 10 06.08.2021
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CBEJEHHWS O PETUCTPALIUU

OPI'AH 110 CEPTU®HKAIIUU, 3APETUCTPUPOBABIIIHIL AEKJIAPALIMIO )
RA.RU.11DMO8 OPTAH ITO CEPTHOHKALIHH ITPOJYKILHH OFLIECTBO C O PAHHYEHHOI
OTBETCTBEHHOCTBIO "OKPY)KHOH LEHTP KOHTPOJIS KAYECTBA",

aodpec opzanusayuu: 115280, 2. Mockea, yn. Macmeproea, 9. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmupuxayuu: 115280, POCCHS, 20pod Mockea, yr. Macmeprosa, d. 4, sm. 5., men. [(495)788-02-88, geb-
caum. oykk.pg.

AEKJAPAIIUS] O COOTBETCTBUM 3APETHCTPUPOBAHA N POCC RU A-FR. (DMO&’.A.#HZ;_S/I? _

JATAPEFHCTPALIMH /5.10.2019
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Issued by: / Beigano :

GlaxoWellcome Production / Fnakco Bannxom Mpogakwen

ZI N°2, 23 Rue Lavoisier / S3ona Wnayctpusne Ne 2i0 Pio Naesyaske
F-27091 EVREUX/3BPO

France / ®PAHLIAA

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

Certificate of Analysis
Ceprudbukart adanuaa

Certificate Date Certificate Number
Hara ebigaun cepTuchukaTa Homep ceptudpukara

30-SEP-2019 30006514867
30-cenTabpe-2019 Page Crpanuua 1of ns 3
Material Description: SERETIDE DISKUS 50/500MCG 1X60D RU/T
Onucaxue marepuana: Cepetua® MynbTHAKCK, NOPOLICK AT UHIansLWi
AcavpoBaxHsiid, 50 mkr + 500 mxrfnosa (60 gos)
Material Number: 60000000010542
Homep matepuana: 60000000010542
Package size / type: 1 diskus/carton
Ynakosxka: 1 wHransTop/KapToHHAR Naqka
Marketing Authorization Number: NO11630/01
Homep perucrpaumnonnoro yaocrorepeuus: NO11630/01
Manufacturing Authorisation Number: M 18/172
Nuuexsna nponaBoanUTenNa: M 18/172

Regulatory Statement:
PerynsitopHoe noarsepxaeHue ;

Manufacturer's GMP Certificate Number: 2018/HPF/FR/226
Homep GMP ceprucbukaTa npounsscantens: 2018/HPF/FR/226

We hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeliing 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.

HacTosWmM NOATESPKAAEM, HTO HopMaUms, NPeaAcTaeneHHas B AaHHOM CEpTUEMKATE, SBNABTCA
focTosepHoi u Tourow. [lasHas cepus npogykTa bbina npovwaseeHa, BKIOMAS onepauun no ynakoske /
MapKMPOBKE 1 KOHTPOSb KA4Y2CTBa, B NONHOM COOTBETCTRBUM C NoKanbHbIMu Tpebosanuamn GMP u
TpeboBaHnamMU cneunduKaLl PerucTPaLMOHHOIC YAOCTOBEREHUA CTPaHsl HasHaueHus. 3anucy, OTHOCALLMECS
K MPOM3BOACTBEHHOMY NPOLIECCY, YNAKOBKE N TECTUPOBAHWIO Cepui, BbiNK NpoBepeHs! 1 COOTBETCTRYIOT

tpebosanuam GMP, cepua Beina BeinyLeHa YNonHOMOYEHHLIM NULOM, i
Batch N°: 8R7H-A EXPIRY DATE: 06 08 2021
Cepua Ne : 8R7H-A Topen po 06 08 2021

Manufacturing date: 07-AUG-2019
Harta npouzsonctsa: 07- asrycr-2013

Importing Country: Russia
Unnoprupylowas ctpana: Pocous

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

ADC: canMeTepona KeuHahoaT MUKPOHU3MPOBAHHbIN + (hryTUKA30HA NPONWOHAT MMKpOHMSMpOBaHH’bm el

APl manufacturer {(Micronised): Glaxo Operations UK Limited, United Kingdom [/ Glaxo Wellcpma'
Production, France + Glaxo Operations UK Limited, United Kingdom / Glaxo Wellcome Production, France
Mpoussoautens AMC: Mnaxco Onepaiwenc Benuiobputanusa lumuten, BenukoBpuranus [ Mnakco
Bannkom lMpopakuwed, ®panuus + Mnakco Onepaiwenc Benvkobputanng Nlumuren, Benukobputanns /
Inakco Bannkom Mpogaxwen, ®paHyua



Issued by: / Beigano :

GlaxoWellcome Production / MNaxco Bsnnkom lMNpopakiuen

ZIN°2, 23 Rue Lavoisier / 3oxa Mugyctpuans Ne 210 Pio [lasyaace
F-27091 EVREUX/3BPO

France / @PAHLUXA

Tel: / Ten+ 33(0}232235500 Fax: / ®akc+33(0) 232235529

Certificate of Analysis
CepTtuchukaTt aHanuaa

Certificate Date

Hara enipauv ceprudukara

30-SEP-2019
30-cenTabps-2018

Certificate Number
Homep ceptudivkaTa
3000651457
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Material Description:
Onucakue matepuana:

SERETIDE DISKUS 50/500MCG 1X80D RU/T
Cepetua® MynbTHAUCK, NOPOLLOK ANS UHIENSLMi

AoavpoeanHbi, 50 mxr + 500 mxr/gosa (60 pos)

60000000010542
80000000010542

1 diskus/carton

1 UHFrENSTOR/KAPTORHARA naqka

Material Number:
Homep maTtepuana:
Package size / type:
VYnakoska:

Marketing Authorization Number: NO11630/01
Howmep perucrpaunonHoro ygocrosepenns: N011630/01
Manufacturing Authorisation Number: M 18172
uueH3una npouseoguTens: M 18/172
A Specification Results
Description Nokazarens Creuudunkayus PezynbTatk!
DESCRIPTION COMPLIES COMPLIES
OnucaHue COOTBETCTBYET COOTBETCTBYET
IDENTITY OF SALMETEROL AND FLUTICASONE PROPIONATE BY UV COMPLIES COMPLIES
MoanuHHOCTE canmeTepona u hNyTUKa3aHa NponuoHaTa meTojom Yd- e ——
CMEKTPOCKOMUM Y CaiEe et
?&%T]FICATION OF SALMETEROL AND FLUTICASONE PROPIONATE BY COMPLIES COMPLIES
MoANMHHOCTL CanMeTepona u dyTukasoHa nponvoxara metogom BRXKX | CO0TEETCTEYET COOIBEIBIBYET
‘ 97.5-107.5% 102.0
CONTENT OF SALMETEROL 975-1075% 102,0
KanuuecTBEHHOE ONpEAEneHne canmeTepona (48,8 — 53,8 mur/noaa) 51,0
(48.8 — 53.8 pg/biister) | 51 g
96.0 - 107.5 % 1026
CONTENT OF FLUTICASONE PROPIONATE 96,0 - 107,5% 102,6
KonuuecTsenHoe onpegenexune (bAyTUKasoHa NponueHaTa (480 — 538 mkr/noza) 513
FINE PARTICLE MASS SALMETEROL 8 - 15 pg/lbis 10
Pecrnupafenstan dpakuws canmeTepona 8 — 15 mrr/auenka 10
FINE PARTICLE MASS FLUTICASONE PROPIONATE 85 — 150 palbls (A
Pecnupabensias dpakuus nyTWkaaoHa nponuoHaTa 85 — 150 mur/sueika 111 i
CONTENT UNIFORMITY DELIVERED DOSE SALMETEROL COMPLIES COMPLIES "1
OnHOPOAHOCTL AOCTERASEMON [O3sl/CanmeTepon CODTBETCTBYET | cooTBETCTBYET - -
CONTENT UNIFORMITY DELIVERED DOSE FLUTICASONE PROPIONATE | COMPLIES | COMPLIES
OpaHOPOAHOCTb AOCTEBASEMOR [03bl/hnyTUKa3oHa nponuoHaTa COOTBETCTBYET COoQTBETCTAYET




Issued by: [ Buigato :

GlaxoWelicome Production / Mnakco Bannkom INpopakiuen
ZIN°2, 23 Rue Lavoisier / 3ona Muayctpusns Ne 210 Pio Nasyasse

F-27081 EVREUX/3BPO
France / @PAHLIMA

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

Material Description:
Onucanune marepuana:

Material Number:
Homep marepuana:
Package size / type:
Ynakoska:

Marketing Authorization Number:

Certificate of Analysis
CeprudoukaT aHanmaa
Certificate Date

[ata eeigaquu ceptudhmnkara

30-SEP-2019
30-ceHTsbpe-2019

Certificate Number
Homep ceprucpurara

3000651467
Page Crpanvua 3of us 3

SERETIDE DISKUS 50!506MCG 1X60D RUIT
Cepetva® MynbTuauck, nopowok Ans uHransumii
A031poBaHHbIA, 50 Mkr + 500 mkr/gosa (60 foa)

60000000010542
60000000010542

1 diskus/carton

1 uHranaTop/kapToHHan nadka
NO11630/01

Homep perucTpaymnontoro yaocrosepenus: NO11630/01

Manufacturing Authorisation Number:

NuueHsus npouzsoauTens:

M18/172
M18/172

Description lNokaszarens Specification Cneundouxaums Results PeaynbTatel
This parameter is controlled on the Russian
RELATED IMPURITIES Federation territory n/a
PoacTeeHHbie npuMecy [laHHeii NOKA3aTEND KOHTPONWMPYETCA Ha Hin
TeppuTopuy Poccuiickoi Oegepatinu
This parameter is controlled on the Russian
MICROBIOLOGICAL PURITY Federation territory nfa
MukpoBronorudeckas YucToTa [laHHsii nokasaTens KOHTPONUPYETCA Ha H/n
o TeppuTopun Poccuiickoi Peaepatin
This parameter is controlled on the Russian
PACKAGING Federation territory ik
Ynaxoska [arbbil nokaszaTent KOHTPONWPYeTCH Ha Hin
TeppuTopuy Poccuitckoin Pepepaunn
This parameter is controlled on the Russian
LABELLING Federation territory nia
Mapkupogka Hansislit noKasaTens KOHTPONUPYETCS Ha Kin
TeppuTopun Poccuiickoi Pegepauimu
1
Signature
Mognuce
Name Marie-Eva BELLIER
Wnmn
Qualified Person
YNONHOMOYEHHOE NULO Date of batch release 30-SEP-2018

[Hara sbinycka cepum

30-cenTtabpe-2019




