JEKJIAPAITUASI O COOTBETCTBUHA

AEKJIAPAHT, IPHHUMAIOIIUAN AEKJIAPALIMIO O COOTBETCTBUU

AO "ThakcoCmumKnaiin Tpeiiouna"

Ceedenus o pezucmpayuu opzanusayuu: Mexcpationnan uxenexyus Pedepansroii Hanozogoll cayxchor Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadckuii npocnexm, 0. 374, kopnye 4, amaoic 3, nos. XV, komnama 1.
Tenepon.:8(495)777-89-00.

B nuye: I'enepanvuoni oupexmop Jybancruti Onez

Hosepennoe nuyo: Kysneyoe A.A., dosepennocno 60-13.09.2018 om 13.09.2018 2.

3ASIBJBIET, UTO

Aexapemeennoe cpedcmeo: Cepemud Mynsmuduck, nopoutox 018 unzanayuii dosupoeanmwiii 50 mxz+250
Mmx2/ooza 60 dos, unzanamopet co cmpunamu (1), nauxu kapmonnsie, PY Ne IT NO11630/01 om 10.06.2010
(0Oama samenvi 05.02.2018) ewidano 340 "ThaxcoCmumKnsiim Tpesiounz", cepus PUSW, napmus 26025
ynaxogok, 200en do 11.11.2020, npouseodcmea Iaxco Bannxom Hpodaxwen, Dpanyusn, Glaxo Wellcome
Production, Zone Industrielie No. 2, 23 rue Lavoisier, 27000 Evreux, France, xod OKIII2 21.20.10.254, koo
TH B3] 3004320009, Jucmpubviomop. coznawtenue 6/u om 01.01.2013, uneoiic Ne 4205253583 om
25.02.2019

COOTBETCTBYET TPEBOBAHUSIM

IT NO11630/01-050218

AEKJIAPAIINS ITPUHSATA HA OCHOBAHHH

npomoxon ucneimanui Ne 1343m om 12.03.2019 HIT OO0 HL "®APMOBOPOHA", ammecmam
akxpedumayuu POCC RU.0001.21DJI40, Cepmugpurxam POCC FR.DMO8.C35841 om 13.03.2019

Kysneuos A.A.

r&mt%é\s O.U.0

-
CBEJEHHUS O PETUCTPAIIIHA

OPT'AH IO CEPTHO®UKAIIWH, 3APETHCTPHPOBABIIHN JEKJIAPAIIAIO

RA.RU.11®MO8 OPTAH 110 CEPTHOHKAIIHH ITPONYKIJHH OFII[ECTBO C OI'PAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPY)XHOH IJEHTP KOHTPOJIS KAYECTBA",

aopec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no

cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, om. 5., men.:(495)788-02-88, seb-

catim: oykx.pe.

AEKJIAPALIHA O COOTBETCTBHH 3APETMCTPUPOBAHA N POCC RU JI-FR. ®M08.A.18408/19
APET

FOFpYHHOA
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Issued by: / Beigano :

GlaxoWellcome Production / Fnakco Bansnkom MNpogakien

ZI N°2, 23 Rue Lavoisier / 3oHa YHgyctpuans Ne 2io Pio JlaByasse
F-27091 EVREUX/3BPO

France { ©PAHLIUA

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

Certificate of Analysis
Cepruchukar aHanuaa
Certificate Date ' Certificate Number
[ara seinayn ceptuchukara  Homep ceptucbmkarta
21-FEB-2019 3000524521
21-theepans-2019 Page Crpannua 1 of uz 2
Material Description: SERETIDE DISKUS 50/250MCG 1X60D_RUIT
Onucaxue maTtepuana: Cepetna® MynsTAMCK, NOPOLLIOK AN MHraRsLwiA
AoanposaHHbii, 50 mir +250 mkr/gosa (60 ao3)
Material Number: 60000000010483
Howmep matepmana: 60000000010493
Package size / type: 1 diskus/carton
Ynakoska: 1 wxransTop/ KapToHHan navka
Marketing Authorization Number; N011630/01
Homep perucTpauuonHoro yaoocrosepenus: NO11630/01
Manufacturing Authorisation Number: M18/172
NMuueHaun nponssoautens: M 18/172

Regulatory Statement:
PerynatopHoe nogreepiaeHue :

Manufacturer's GMP Certificate Number: 2018/HPF/FR/226
Homep GMP ceprudhukara npounasogurens: 2018HPFIFR/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.

Hactoswum nogTeepkaaem, uTo WMHGMOPMAUWA, NPEACTABNEHHAn B AaHHOM ceprudukate, ABNAETCH
AocToBepHOW W TouHoW. [laHas cepus npoaykra Gbina npoussegeHa, BKAKNAs onepauvu no ynakoBke
MApKUPOBKE U KOHTPONL KAYeCTea, B NONHOM COOTBETCTBUN C NOKanbHbiMu TpeBosaHuamu GMP 1 TpeGosaHnaMu
creyuchukauu  pErucTPaLMOHHOTO  YAOCTOBEPEHWA CTPaHbl  HasHaueHun.  3anucu, OTHOCALUMECA K
NPOU3BOACTBEHHOMY NPOLECCY, YNAKOBKE W TecTMpoBaHwio cepuyn, Beinu nposepeHs u cooTeeTcTayioT
TpeGosanuam GMP, cepus Gbina BbinylleHa YNonHOMOYeHHLIM fINLIOM.

Batch N°: PUSW EXPIRY DATE: 11 11 2020
Cepus Ne : PUSW MNogex go 11 11 2020
Manufacturing date: 12-nov-2018

Hara narotoBrieHun.: 12-Hoa6pL-2018

Importing Country: Russia
Wmnoprupylowan crpana: Poccus



Issued by: / Boigaso :

GlaxoWellcome Production / Fnakco Bannkom Mpopakwex

ZI N2, 23 Rue Lavoisier / 3ona WUuaycrpuans Ne 210 Pro Nasyasbe
F-27081 EVREUX/3BPO

France / ®PAHLIKA

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

21-FEB-2018
21-cheBpans-2019

Certificate of Analysis

Ceptnipukart ananuaa

Certificate Date Certificate Number

Harta seigaun ceprucbukara Homep cepruchukara
3000524521

Page Crpanuuya 2 of us2

Material Description:
Onucanue maTepuana:
MKr +250 mxr/gosa (60 goa)

Material Number: 60000000010493

Homep matepuana: 60000000010493

Package size / type: 1 diskus/carton

YnakoBxa: 1 uHranaTop/ kapToHHas navka
Marketing Authorization Number; NO11630/01

Homep peructpaunontoro yaoctosepennn:  NO11630/01

Manufacturing Authorisation Number: M 18/172

fuuyenaus nponssoauTens: M 18/172

SERETIDE DISKUS 50/250MCG 1X680D_RU/T
Cepetua® MynsTuamck, nopoLuok ans UHransaumii A03uposaxHbid, 50

Specification Results
Pescripion Moxazarens Creundpurkaunsn Pesynoratel
DESCRIPTION COMPLIES COMPLIES
Onucanue COOTBETCTBYET COOTBETCTBYST
ICI)Z)ENTETY OF SALMETEROL AND FLUTICASONE PROPIONATE BY UV COMPLIES COMPLIES
0 gfoe:::?ge NOANMHHOCTY CanmeTepona W (hnyTUKasoHa nponuoHaTa cooTeetcTayeT cooTBeTCTBYET
IDENTIFICATION OF SALMETEROL AND FLUTICASONE PROPIONATE BY
HPLC COMPLIES COMPLIES
Onpepenexue NoANMHHOCTU canMeTepona 1 GnyTUKA3OHa NPONKoHaTa COOTBETCTBYET COOTBETCTBYET
Metonom BIXKX

97.5-1075% 103.5
CONTENT OF SALMETEROL 97,5-1075% 103.5
KonuuecteenHoe onpeaenenue canmertepona (48,8 — 53,8 mkr/noaa) | 547

(48.8 - 53.8 pgblister) | 54’7

96.0-1075% 104.2
CONTENT OF FLUTICASONE PROPIONATE 96,0 - 107,5% 104,2
KonudecTseHHoe anpepenexve nyTMKasoHa nponvoHara (240 ~ 269 mkr/gosa) 260

(240 - 269 pg/blister) 260

11

FINE PARTICLE MASS SALMETEROL 8- 15 ug/bls 11
PecnwpabensHasn dipakuus canmetepona 8 — 15 mrr/aveiixa
FINE PARTICLE MASS FLUTICASONE PROPIONATE 37.5-75 pg/bls 66
PecnupabenbHan dpakuus nyTukaioHa nponuoHara 37,5 ~ 75 MKr/aveiika 66
CONTENT UNIFORMITY DELIVERED DOSE SALMETEROL COMPLIES COMPLIES
OpHOpogHOCTL AocTaenaemoil fosbi/canmeTepon COOTBETCTBYET COOTBETCTEYET
CONTENT UNIFORMITY DELIVERED DOSE FLUTICASONE PROPIONATE COMPLIES COMPLIES
ORHOPOAHOCTL AOCTABNAEMO JO3bI/NYTIKA30Ha NponKoHaT COOTBETCTRYET COOTBETCTBYET
Signature
Moanuce
Name Marie Eva BELLIER

Qualified Person
YnonHoMOYeHHOE NUo

Date of batch release
Hara Beinycka cepun

19-FEB-2019
19- dherpans-2019




