JEKJIAPALIASI O COOTBETCTBHHA

JAEKJTAPAHT, IPHHHMAIOIIUIA JEKJAPALIAIO O COOTBETCTBHH

AO "TharcoCsmumKnnim Tpetiounz"

Ceedenua o peucmpayuu opzanusayuu: Mesicpaiionnas uncnexyus Dedepanvion Hanozoeol cayxcbot Ne 46 no
2. Mockee 01.01.2008, O'PH 1027739011486, dama npuceoenus OIPH 24.07.2002.

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

B nuye: I'enepanvuuiii Oupexmop [ybancruit Onez

Hosepennoe nuyo: Kysueyos A.A., dosepennocms 18-09.08.2019 om 09.08.2019 2.

3ASIBJISIET, UTO

aexapemeeitioe cpedcmeo: Benmonun, asposons ons unzanayudi dozuposannviii 100 mxa/dosa 200 003,
UH2ARAMOPLL ANIOMUHUEEbIe ¢ dozupylowum yempoiicmeonm (1), nauxu kapmonnvie, PY No IT NO14212/01 om
01.06.2010 (0ama 3amenwr 05.02.2019) udano AO "ThaxcoCrumKasiin Tpeiiduns”, cepun UJ3S, napmus
73680 ynaxosox, 200ex 0o 05.06.2021, npoussodcmsa Ihaxco Banaxom Hpodaxuen, Dpanyus, Glaxo Wellcome
Production, Zone Industrielle No2, 23, rue Lavoisier, 27000, Evreux, France, koo OKITJ2 21.20.10.254, x0d
TH B3/ 3004900002, Juempubsiomop, coztauenue 6/1 om 01.01.2013, uneoiic Ne 4205288706 om
25.09.2019

COOTBETCTBYET TPEBOBAHU SIM
HI T N014212/01-271117 usm. Ne |

AEKJTAPAITHS IIPHHSITA HA OCHOBAHUH
npomoxon ucneimanuit Ne 6113m om 03.10.2019 HIT OO0 HI] "PAPMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC FR.®M08.C50171 om 04.10.2019

ﬂAIA*mﬁ;I‘ Mis1 JNEKJIAPALIMEE 0%, 10 2019
JEAPATYHS ggﬁCTBHTmLHA 0 05.06.2021

iﬁg’? S | ;;’ Kysuenos A A.
naﬂnﬂg’b O.H.O

CBEJEHUS O PETUCTPAITUHA

OPT'AH IO CEPTH®HKALIUH, BAPETHCTPUPOBABILIHH AEKJIAPALIAIO

RA.RU.11OMO8 OPTAH ITO CEPTHOHKAIIHH TPONYKI[HH OFLJECTBO C OIPAHHYEHHOMH
OTBETCTBEHHOCTBRIO "OKPYXHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepkoea, 0. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxosa, 0. 4, sm. 5., men. :(495)788-02-88, aet-
caum: oykr.pep.

JIEKJIAPAHHSI 0 COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU /]-FR.®M08.A.39124/19

@f Junenxo U.B.

TMOAMHCE Pykosoautens OC/




Issued by: / Boigato :

GlaxoWellcome Production / Fnakco Bannxkom Mpopakiuen

ZI N°2, 23 Rue Lavaisier / 3oua Wupaycrpuans Ne 210 Pio Nlasyasbe
F-27091 EVREUX/3BPO

France / $PAHUWA

Tel: / Ten+ 33(0) 232235500 Fax: [ ®axc+33(0) 2322355629

Certificate of Analysis
Cepmcimua_r aHanuaa
Cerlificate Date Certificate Number
[ava Buinavuu cepruchukara  Homep ceptudpukara
18-SEP-2019 3000644011
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Crparuua 1us3d
Materlal Description: VENTOLIN AEROSOL 100 MCG 1X2000_RUIT
Onucanue marepuana: BeHTONUH a3p0o3onk ANA MHranauui goauposansbit 100 mkr/aosa
(200 pos)
Material Number: 60000000000944
Homep Marepuana: 60000000000944
Package size | type: 1 can/carion
Ynakoska: 1 uHranaTop/ KapToHHasn navka
Manufacturing Authorisation Number: M 18/172
TNuueH3ua NpouIBOAUTENA: M 18/172

Regulatory Statement:
PerynaTopHoe noataepiaeHne

Manufacturer's GMP Certificate Number: 2018/HPFIFR/226
Homep GMP cepTuchukata nponasoputens; 2018/HPF/IFR/226

We hereby certify that the above information is authentic and accurate. This batch of preduct 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.

Hactosiwum rnogTeepxaaey, 4to wHgopmauun, npeAcrasnenHas B AaHHOM cepruchukare, senseTcH
nocroBepHoit U TouHol. [anHas cepus npoaykta Gbina NpoMaBegeHa, BKMIOVas onepauwy no ynakoske /
MApKMPOBKE W KOHTPOMb Kauecysa, B MOMHOM CODTBETCTBUW C rOKanbHLIMW Tpeboratuamy GMP n
TpeGosannaMy cneLUKaLI PEFUCTRALIMOHHOTO YADCTOBEPEHWA CTPaHL! HasHAYEHUA. 3anucu, oTHOCAWMECH
K MPOMABCACTBEHHOMY MpoLieccy, YNakoBKe W TeCTUPOBAaHWI0 Cepuw, Buink NpoBepeHb! W COOTBETCTRYIT
TpeGosannam GMP, cepus Bbina ebinylyeHa YNonHoMOUSHHBIM NULoM.

Batch N°: UJ3S EXPIRY DATE: 05-06-2021
Cepun Na: UJ3S Ioget no: 05- nioHL-2021
Manufacturing date: 06-06-2019

[ata npoussopcTaa: 06- nioHL-2019

importing Country: Russia
WmnopTupyiowas cTpana: Poccvn

API: Salbutamol sulphate (micronised)

A®C: Cank6yramona cynbgar (MUKPOHUINPOBAHHbIN)

APl manufacturer (micronised): Glaxo Wellcome Production, France
Npouasogurens ADC: Makco Bonnkom MNpopakwet, ®parums




Issued by: / Brinado :

GlaxoWellcome Production / Tnawco Bannkom Fpogakwed
Z1 N°2, 23 Rue Lavoisier / 3ora ViHaycrpuans Ne 2io Pio Nasyaake

F-27091 EVREUX/3BPO
France / PPAHUNA

Tel: / Ten+ 33(0) 232235500 Fax: / ®akc+33(0) 232236529

Material Description:
OnucaHune matepuana:

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

Manufacturing Authorisation Number:

TNuueHaus npoussoauTenn:

Homep ceptudpmrara

20f3

Certificate of Analysis
Ceprudmar aHanuaa
Cerlificate Date Cerlificate Number
[ara ebigauv ceptudmrara
18-SEP-2019 3000644011
Page
Crpanmuya 2ua 3

VENTOLIN AEROSOL 100 MCG 1X200D_RU/T

BeHTONVH a3p030nt ANA UHraNALWHA AosuposaHHsIR 100 mkr/go3a

(200 pos)

60000000000844
60000000000944

1 can/carton

1 wrranaTop/ KapToHHaa nayka
M 181172

M 18/172

Specification / Results /
Description | NMokaaarens CrioumdbmraLma Pesynbyarhl
DESCRIPTION COMPLIES COMPLIES
Onucatne COOTBETCTRYET CCOTBETCTBYET
IDENTITY BY INFRA-RED SPECTRUM COMPLIES COMPLIES
NognuhHocTe MIK-cnekTpockonus cooTBETCTRYET cooTaeTCTBYeT
IDENTITY BY HPLC COMPLIES COMPLIES
NoanunHocTe BIOMX COOTBETCTBYET COOTBETCTBYET

76 -104 g

76 — 104 mur a1
MEAN SALBUTAMOL CONTENT/EX-ACTUATOR (85 80 115% oT UeneBOr0 | g1 han
Cpeptee conepianne cansByraMona 8 foae cofepikanua 90 mKr)

{85-115% of ex-acluactor

target of 90pq)
UNIFORMITY OF CONTENT / EX-ACTUATOR COMPLIES COMPLIES
QAHOPOAHOCTE AOSUPOBAHIA COOTBETCTBYET COOTBETCTRYET
MEAN FINE PARTICLE MASS BY CASCADE IMPACTION > 30 ug 48 g
CpegHas Macca TOHKOAMCIEPCHLIX HacTULL Ha KacKaaHoM > 30 MK 48 Wt
umnakrope
LEAK RATE COMPLIES COMPLIES
CKopocTb yTeukN COOTBETCTBYET cooTRETCTAYeT




Issued by: / Beigaso @

GlaxoWellcome Production / Mnakco Bannkom MNpoaakien
ZIN°2, 23 Rue Lavoisier / 3oHa Unpyctpuane Ne 210 Pio [lasyaase

F-27091 EVREUX/3BPO
France / $PAHLILA

Tel: / Ten+ 33(0) 232235500 Fax: / ®arc+33(0) 2322355629

Material Description:
Onucanue matepuana:

Material Number:
Howmep marvepuana:
Package size / type:
YnakoBsga:

Certificate of Analysis

Ceprudukar aHanmaa

Certificate Date Cerificate Number
[ara soipnavun ceprudurata Homep cepridukara
18-8EP-2019 3000644011
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VENTOLIN AEROSOL 100 MCG 1X200D_RUIT

BenTonuH aspo3cns Ans MHranaUwui acsuposakteii 100 mMkr/gosa
{200 poa)

60000000000944

60000000000944

1 can/carton

1 wHransiTop/ KapToHHas nauka

Manufacturing Authorisation Number: M 18/172
TNuueHaus npoussoanTens: M 18/172
Description / MNokasaTtens Specification / Cneyucpukaumn Resulta/
Pesynbrartbl
This parameter Is controlled on the Russian
NUMBER OF DOSES IN THE INHALER Federation territory nla
Konuyecteo [03 B UHIanaTops [anxelii noKasaTenb KOHTPONUPYSTCH Ha Hin
TeppuTopun Poccuiickoll Geaepayun
This parameter is controiled on the Russian
PARTICULATE MATTER Federation territory nfa
MexaHU4ECKue BRINIGHEeHUs [lanHbiil nokasaTens KOHTPONWPYETCH Ha Hin
Tepputopun Poccuidckoil Degepatium
This parameter Is controlled on the Russlan
RELATED IMPURITIES Federalion territory nla
MocTopoHHKe NprUMech [auHblii nokazaTent KOHTPONUPYETCA Ha Hin
Tepputopuu Poccuitickoi hepepaunn
This parameter is controfled on the Russian
MICROBIOLOGICAL PURITY Federation territory nfa
Mukpobuonoripueckan yucrora [anHbifl nokasaTens KOHTPONWPYETCA Ha Kin
TeppuTopuy PoccuiAckon Penepauiun
This parameter is controlled on the Russian
PACKAGING Federation territary nfa
¥naroska Lannsil nokasarens KOHTPONUPYETCA Ha Hin
TeppuTopuy Poccuiickolr ®Penepaupn
This parameler is controlled on the Russian
LABELLING Federation territory n/a
Mapkuposka [anHbii nokasaTens KOHTPONWUPYETCR Ha Hin
TeppuTopun Poccuiickoi Qeaepaiiumn
Signature Xﬁ Ayl 45
Moanuck A¥/03149
Name 7/
Wmn Laure MASSEY
Qualified Person
YnonHomoueHHoe Date
nuo Pata P Q A5l L0
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