JERKJIAPAIIASA O COOTBETCTBUMA

JEKJAPAHT, IPHHAMAIOUIHAH JEKJIAPAIIIO O COOTBETCTBHH

AQ "ThaxcoCmumKnsiin Tpetiounz"

Ceedenus o pezucmpayuu opeanusayuu: Mescpaitonnan uncnexyun Pedepanvroti Harozoeoil cayoctur Ne 46 no
2. Mocree 01.01.2008, OF'PH 1027739011486, oama npuceoenus OI'PH 24.07.2002.

Aodpec: 125167, &. Mockea, Jlenunzpadckuii npocnexm, 0. 374, kopnye 4, smaow 3, nom. XV, komnama 1.
Teneqpon:8(495)777-89-00.

B nuye: enepanvrivii Oupexmop [ybanckuii Onee

Josepennoe auyo: Kysneyoe A.A., dosepennocme 18-09.08.2019 om 09.08.2019 2.

JASIBJISIET, UTO

Rrexapcmeennoe cpedemeo. Benwmonun, asposons ons unzanayui oosuposanneiii 100 mxe/ooza 200 dos,
UH2QIAIMOPLI GRIOMUHUEGLIE ¢ 003UpyIouuM yempoiicmeom (1), nauxu kapmonnwie, PY Ne IT NO14212/01 om
01.06.2010 (0ama zamenw 05.02.2019) ¢widarno AC "IaxcoCsumKasiin Tpetioune”, cepun 695U, napmun
73171 ynaxosox, 200en 0o 23.07.2021, npouseodemea I'axco Banmxom Ipodaxuwen, @panyus, Glaxo Wellcome
Production, Zone Industrielle Ne2, 23, rue Lavoisier, 27000, Evveux, France, xod OKITI{2 21.20.10.254, roo
TH B3/ 3004900002, Quempubeiomop. coznauerue 6/n om 01.01,2013, uneoiic Ne 4205286543 om
11.09.2019

COOTBETCTBYET TPEGOBAHHSIM
HI ITNOI4212/01-271117 uzm. Ne 1

JEKJIAPAIIASA ITIPHHSITA HA OCHOBAHHH
npomoxon ucnermanuit Ne 5566m om 23.09.2019 H/T OO0 HI] "PAPMOBLOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21PJI40, Cepmughuxam POCC FR.PMO8.C49053 om 24.09.2019

JATA IIPUHSITUST AEKJIAPALUAH 24.09.2019
KJAAPA QIEITICTBHTEJILHA JO 23. 2021
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Mogk®s 5 : !
“w=" CBEJEHMS O PETUCTPALIIN

OPTAH IO CEPTUO®UKAIIAN, 3APETUCTPUPOBABIIHUNA JIEKJIAPAITHIO

RA.RU.11PMO8 OPIAH 110 CEPTH®HKALIHH ITPOIVKI[HH OBIIECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPV)KHOH HHEHTP KOHTPOJIA KAYECTBA",

aodpec opzanuzayuu: 115280, 2. Mockea, yr. Macmepkosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20p0d Mockea, yn. Macmepxoga, 0. 4, om. 5., men.:(495)788-02-88, se6-
catim. oykx.pg.

AE KJIAPAHHH O COOTBETCTBUH 3APEIT'MCTPHPOBAHA M POCC RU J-FR.®M08.A.37589/19
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issued by: / BoigaHo :

GlaxoWellcome Production / {nakco Banniom MNpoaatuieH

Z) N°2, 23 Rue Lavolsier / 3ona Wupyctpuans Ne 2io Pio flaByasbe
F-27091 EVREUX/3BPO e
France / ®PAHUAR

Tel: | Tesr+ 33(0) 232235500 Fax: / ®axct33(0) 232235529

Certificate of Analysis
Ceprudpukar ananuaa - i ;

Certificate Date .. Certificale Number
[laTa BbAawW CepTHdMKaTa

06-SEP-2019 3000636470 osiniin
T Page?ﬂ"- :. 10‘53}??%{%&
Crparuua 1133
Material Description: VENTOLIN AEROSOL 100 MCG 1X200D0_RU/T ;o S
OnucaHue martepuana: BeHTONWH 33p03aohb ANS MHTANALWIA SO3UPOBAHHEIN 100 mkr/oosa *
{200 pos)
Material Number: . 60000000000844
Homep matepuana: 0000000000944
Package size / type: 1 can/carton i
Ynakoska: 1 uHranaTop/ KapToHHARA najka gl
Manufacturing Authorisation Number: M 18/172
MuyeH3ns NPou3BogUTENA: M 18/172

Regulatory Statement:
PerynsTopHoe NoATBepXAeHue |

Manufacturer's GMP Cerlificate Number: 2018/HPF/FR/226 § i

Homep GMP ceprudmkaTa NpovseoauTens: 2018/HPF/FRI226 it g el \%ﬁz‘ﬁ‘ﬁ
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 Markeling 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. ‘ AT

Hacroswwy noaTEEepKAaeM, 4To WHGOPMAUMA, NpeacTaBneHHan B BaHHOM ceprmtmare;;zname'rp;
poctosepHolt U TOuHOW. faxHas cepuA npoAaykTa Bbina npouasefeHa, BKNlowas onepauvy No YnakoBxe g i
MAPKMPOBKE W KOHTPONb KAYecTsa, B NOAHOM COOTBETCTRUN ¢ nokansHbiMy TpeGosaHuami GMP u Tpeﬁo_saamg,qq i

creuwthukaLmMl  PerucTPaLMOHHONO  YAOCTOBEPEHUA  CTDaHL! HasHaueHus. - 3anuck,.  OTHOCALNECH
NPOMIBOACTBEHHOMY NPOLECCY, YNakoBke ¥ YeCTUPOBARUIO cepuy, Gbiny MPOBEPeHbl W COOTRETCTBYIOT

TpeGosanuam GMP, cepun Bbina BrinylieHa YnonsomMoueHHEIM TMUOM. . R Y RICITORWE oy i L8 BRE P RE
Batch N°: 635U EXPIRY DATE: 23-07-2021
Cepun Ne : 695U Foae po 23-nonb-2021

Manufacturing date: 24-07-2018
[ara npouseoacTea: 24-uionk-2019

importing Country; Russia -
WmnopTupyiouan ctpaxa: Poccun il  SEAARLT o

API: Salbutamol sulphate (micronised)

A®C: Canubyramona cynsdar (MUKPOHUIUPOBAHHLIN)

API manufacturer (micronised): Glaxo Wellcome Production, France
Mpouasogutent ADC: Mnakco Bannkom Mpopakiwed, PpaHuus
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Issued by: / Beigano |

GlaxoWellcome Production / Fnakco Bannkom [Mpopakiien
ZI N°2, 23 Rue Lavoisier / 3ona Mupyctpyans Ne 2io Pio Jlasyasbe

F-27091 EVREUX/3BFO
France / @PAHUMA

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

Certificate of Analysis
Ceprudpukar aHanuaa » . :
Cerlificate Date Certificate Number -
[laTa BbiaauM cepTudukara qu'ép cepridukata
08-SEP-2019 3000835479
Page 20f3
Crpanvya 2wa 3

Material Description:
Onucadue marepuana:

(200 po3)
Material Number: 600000C0000944
Homep matepwana: 60000000000944
Package size [ type: 1 can/carton
YnakoBka:

Manufacturing Authorisation Number: M 18/172
TueH3Us NPOUIBOANTENRAS M 18/172

1 uHransTop/ KAPTOHHARA faqKa

VENTOLIN AEROSOL 100 MCG 1X200D0_RUM 44
BeHTonuH a0po30onk ANst MHransuui AoavposakHeii 100 Mt{rfaoaa

Specification / Results /

Description / Nokazarens Creuvthukauuns Pe3yniTaThl
DESCRIPTION COMPLIES | COMPLIES
Onucanue COOTBETCTBYET COOTBETCTBYET
IDENTITY BY INFRA-RED SPECTRUM COMPLIES .. COMPLIES
MoanuHxocTe WI-cnexTpockonus cooTBETCTBYET COOTBETCTBYET
IDENTITY BY HPLC COMPLIES '+ ''ts Uit 'COMPLIES
MoanuuHocTs BOMX COOTBETCTBYET i, i:k v 14,10 11| CODTBRTCTBYST

76 —104 jg

76 — 104 mur st}
MEAN SALBUTAMOL CONTENT/EX-ACTUATOR (85 po 115% ot ueneaom 81g
Cpepnxee cogepianue canbbyramona B fose copepiarus 90 MKr) 81 mir

(85-115% of ex-actuactor -

target of 80pg) !
UNIFORMITY OF CONTENT / EX-ACTUATOR | COMPLIES COMPLIES
OAHOPOAROCTD A03UPOBEHUA CoOTBETCTBYET cooTBeTcTBYeT |
MEAN FINE PARTICLE MASS BY CASCADE IMPACTION 30 U 49 g
CpepaHsia Macca TOHKOAUCNEPCHEIX HacTuL| Ha KackaaHoM =30 5?“ ) Py P
umnaxTope ' et .
LEAK RATE COMPLIES chmxﬁuas"‘\
CKOpOCTh yTeuKM COOTBETCTBYET A ﬁOQ}@TGTS‘W

P



Issued by: / Beigaso :

GlaxoWellcome Production / Fnakco Bannkom MNpogaxiuen

ZI N°2, 23 Rue Lavoigier / 3ona Wugyctpusns No 2i0 Pio flayasbe SRR T
F-27001 EVREUX/3BPO 2o B
France / ®PAHLIMA fias '

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

Certificate of Analysis = -
Ceprudivikar avanusa.
Certificate Date Certificate Number
[ava Beifiaun cepTudpurara Homep qépmc;mxam
08-SEP-2019 3000635479
Page 3of3
Crpanuua 33 d
Material Description: VENTOLIN AEROSOL 100 MCG 1X200D_RU/T
OnucaHue mMaTepuana: BeHTONuH aspo30ns ANA WHransaLwi foavposantsii 100 mKripoaa
(200 pos)
Material Number: 60000000000944
Howmep maTtepuana: 60000000000944
Package size / type: 1 can/carton
Ynakosxa: 1 uHranaTop/ KapToHHaA naqka
Manufacturing Authorisation Number: M 181172
NMuueHaus npouasoauTena: M 18/172 N i
, : - Results ]
Description / Nokasatens Specification / Cneundurauus | Poaynbrarthi
This parameter Is contrelled on the Russian '
NUMBER OF DOSES IN THE INHALER Federation territory nla
Konu4ecTso 403 B MHIanaTope [anHbiit noKka3aTens KOHTPONMPYETCA Ha Hin
TeppuTopuyn Poccuitckol Peanepadum
This parameter is controfled on the Russian
PARTICULATE MATTER Federation territory nfa
MexaHuueCcKUe BRITIOHEHUA [laHbii noKasaTenis KOHTRONMPYETCA Ha Hin
TeppuTopuM Poccuiickod Peaepauui A A
This parameter is conirolled on the Russian oo = o
RELATED IMPURITIES Federation territory Al na o nhed
FocTopoHHKE npuMec [anHbli nokasarens KOHTpoAMpYeTCA Ha | b ; Hin i
TeppuTopUn Poccuiickoi Peaepaliun g vt ad
This parameter is controlled on the Russian . % «* |-
MICROBIOLOGICAL PURITY Federation territory 3 eng nfa
MukpoByUonoriieckas YucroTa AauHeifl nokalatens KOHTPONUpYeTCA Ha R HiN
TeppuTopuu Poccuiickoin Pepepaumm
This parameter is controlled on the Russian
PACKAGING Federation territory n/a
Ynakoska , [Dantbiil noKasaTerb KOHTPONUPYETCA Ha Hin
TeppuTopun Pocowiicrol Peaepauuy
This parameter is controlled on the Russian . 3
LABELLING Federation territary Jon i
Mapxkuposka [faHHelil nokasaTens KOHTPOAVPYETCA Ha H/n
TeppuTopun Poccuiickoll Geaepauum
Signature 6\
Mopnuce ; el
Name FLORENT REIGNER
%]
Qualified Person
YnonHoMoyeHHoe Date

nvue [ata




