AEKJIAPALIUS O COOTBETCTBUH

AEKJIAPAHT, NPHHUMAIOUUH AEKJAPALIMIO O COOTBETCTBUU

AO "TharcoCatumKasiin Tpeiiounz"

Ceedenun o pecucmpayuu opeanuzayuy: Mescpationnas uncnexyus Dedepanvioii nanozos0ii cayaictot Ne 46 no
2 Mocxee 01.01.2008, OT'PH | 027739011486, dama npuceoenus OIPH 24.07.2002.

Adpec: 125167, 2. Mocxaa, Jenunzpadcxuii npocnexm, 9. 374, Kopnye 4, amadc 3, nom. XV, kosnama 1.
Teneqpon:8(495)777-89-00.

B muye: I'enepanvusiii dupexmop Jlybanckuii Onez

Hosepennoe nuyo: Kysneyos A.A., dogepennocms 60-13.09. 2018 om 13.09.2018 .

3ASIBJSIET, YTO

Aexapcmeenrioe cpedcmeo: Benmonun, asposons s unzansyui Qozuposannwiii 100 mx=/doza 200 doz,
UHSANAMOPLL amloMunuessie ¢ AoUPYIOuUM yempoiicmeom (1), nawku kapmowsnwvie, PY No IT NOJ 4212/01 om
01.06.2010 (dama zamens: 05.02.201 9) svidano AQ "IaxcoCyvumKasiin Tpetiounz", cepus KDSE, napmus
74482 ynaxoeox, 200en do 17, 04.2021, npouzeodcmea Ihaxco Banncon Ipodaxwen, Ppanyua, Glaxo Wellcome
Production, Zone Industrielle Ne2, 23, rue Lavoisier: 27000, Evreux, France, xod OKII72 21.20.10.254, x00
TH B3/ 3004900002, Huempubviomop. cozrawenue 6/ om 01.0] .2013, ungoiic Ne 4205274242 om
24.06.2019

COOTBETCTBYET TPEEOBAHHSIM
HIITNOI4212/01-271117 usm. Ne 1

AEKJIAPAITUSI IPHHSITA HA OCHOBAHUH
npomoxon uchermariuii Ne 3670m om 05.07.2019 HIT OO0 HI] "PAPMOBOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21 ®J140, Cepmughuxcam POCC FR.®MOS.C43538 om 05.07.2019

BRJAPARIST SEACTBATEIBHA 110 17,04.2021
axtnfifaKiine\ s:1 & / KysHeuos A.A,
o @)ﬂ%ﬂ: ¢.Hr0

~J
CBEIEHMUS O PETUCTPALINH

OPT'AH II0 CEPTHO®HKALAH, 3APETHCTPUPOBABIIHI HAEKJIAPAITHIO 3

RA.RU. 11®DMO8 OPIAH ITO CEPTH®HKA LHH IPORYKIIHH OFLIECTBO C OIPAHH YEHHOH

OTBETCTBEHHOCTBIO "OKPYKHOH LJEHTP KOHTPOJIST KAYECTBA"

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. | , adpec opeana no

cepmugpuxayuu: 115280, POCCHA, 2opoo Mocxsa, yn. Macmeproea, 0. 4, sm. 5., men, :(495)788-02-88, ge6-

catim: oykx.pep.

AEKJIAPALIUSI O COOTBETCTBUHU 3APETUCTPHPOBAHA M POCC RU A-FR. ®M08.A.29304/19
FE0DA 1T

JATA HH 08.07.2019
B[ uerTp kowrpons | ;:/%g Hunenxo U.B,
":;:.__ \ dRETRE & MOAMHCH PyxoBoaurens OC




Issued by: / Buigano:

GlaxoWellcome Production / Mnakco Bannkom Mpoparwen

ZI N°2, 23 Rue Lavoisier / 3oHa WHaycTpuans Ne 2io Pio Napyasee
F-27091 EVREUX / BBPO

France / @PAHLIWA

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

Certificate of Analysis
Ceprutbukar ananuaa
Cerificate Date Certificate Number
Hara seigavm ceptuchukata  Homep ceptudpukara
17-JUN-2019 3000589365
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Crpannua 1wu32
Material Description: VENTOLIN AEROSOL 100 MCG 1X200D_RU/T
Onucanue maTepuana: BeHTonuH asposont ANA UHransaUui fgosuposanselii 100 Mxr/acaa
(200 goa)
Material Number: 60000000000944
Homep martepuana: 60000000000944
Package size / type: 1 can/carton
YnakoBka: 1 nHranaTop/ KAapToHHaRA nadyka
Manufacturing Authorisation Number: M 18/172
NuueHsua npouasoguTens: M 18/172

Regulatory Statement:
PerynaTopHoe noareepxaeHue :

Manufacturer's GMP Certificate Number: 2018/HPF/FR/226
Homep GMP cepTudmkarta npoussogutens: 2018/HPF/FR/226

We hereby cerlify 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 Autharity and the specifications in the Marketing Authorization of the imporiing 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 noarteepxaaeM, 4ro wHdopmauus, NpeacTaBneHHas B AaHHOM  cepTudukaTe, RBNAETCA
AOCTOBEepHOW ¥ TONYHOW. [lanHas cepus npoaykTa Gbina npoussegeHa, BIICYAR onepauMy no yrnakoske /
MapKHPOBKE 1 KOHTPOMb KA4ECTBA, B NOAHOM COOTBETCTBMM C NOKanbHeIMu TpeGosanmuamn GMP v tpeGosanuamu
creunbuKaumy  PerucTPaLUMONHOrO  YADCTOBEPEHWS  CTPaHbl  HASHAYBHWS.. 3anuck, OTHOCAILMECH K
NPOU3IBOACTBEHHOMY NPOLECCY, YNakoBKe U TecTUpOsaHMlo cepum, Geinu npoBepeHsl W COOTBETCTBYIOT
TpeGopannam GMP, cepya Bbina BLINYWEHA YNONHOMOUEHHBIM NULIOM.

Batch N°: KDBE EXPIRY DATE: 17-04-2021
Cepus Ne : KDBE lopgen go @ 17-anpens-2021
Manufacturing date: 18-04-2019

Hara uarotosnexun.: 18-anpens-2019

Importing Country: Russia
WmnopTupylowan crpada: Poceus



Issued by: / Beigano :

GlaxoWellcome Production / Makeco Bannkou Mpogakwen

ZIN°2, 23 Rue Lavoisier / 3ona Wrpay

F-27081 EVREUX/38BPO
France / @PAHLWA

CTpuane Ne 2i0 Pio flasyaase

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

Certificate of Analysis
Ceprudbukar asanmaa

Certificate Date

fara seinaum ceprudukara

17-JUN-2019

Certificate Number
Homep ceprudukara

3000589365
Page 20f2

Crpanuua 2 mus 2

Material Description:
Onucaxue matepuana:

VENTOLIN AEROSOL 100 MCG 1X2000_RUM
Bentonus asposons gns wkrans

Lmit nosuposakHbii 100 Mrr/nosa

(200 po3)
Material Number: 60000000000944
Homep maTtepuana: 80000000000944
Package size / type: 1 can/carton
YnaxoBka: 1 nHransTop/ xapToHHan nauka
Manufacturing Authorisation Number: M 18/172
TNuuenaun nponasogutens: M 18/172
Specification / Results /
Description / Nokaszatens GO B Peavimeratss
DESCRIPTION COMPLIES COMPLIES
Onucanue COOTBETCTBYET cooTBeTCTBYeT
IDENTITY BY INFRA-RED SPECTRUM COMPLIES COMPLIES
MoanuHtocTs UK-cnexTpockonus COOTBETCTBYET COOTBETCTBYET
IDENTITY BY HPLC COMPLIES COMPLIES
MognunHocTs BAYKX COOTBETCTBYET COOTBETCTBYET
76 — 104 ug
76 — 104 Mxr 80
MEAN SALBUTAMOL CONTENT/EX-ACTUATOR (85 no 115% ot yenesoro 80 :';ir
Cpepiee cogepianue cansGyTtamona B Aose coaepianua 90 mur)
(85-115% of ex-actuactor
target of 90ug)
UNIFORMITY OF CONTENT / EX-ACTUATOR COMPLIES COMPLIES
OAHOpPOAHOCTL A03MpOBaHUA COOTBETCTBYET cooTseTtcTeyeT
MEAN FINE PARTICLE MASS BY CASCADE IMPACTION > 10 47 pg
Cpeannna macca TOHKOANCTIEPCHBIX YacTUY Ha KackagHom 2230 ﬂ?{r 47 mur
umnakrope
LEAK RATE COMPLIES COMPLIES
CkopocTb yTeuku COOTBETCTRYET cooTBeTCTBYET

Signalure
Moanuck
Name Jean-Michel SALAMA
Qualified Person i
‘;/ ‘{ »]I! f .N %" [i ‘: ,{:.(
AR I L‘ i {

YnonHomoyexHoe ey
nuyo ;




