JTEKJAPAIIUASA O COOTBETCTBHHA

JNEKJIAPAHT, TPUHUMAJOUMHI JEKJTAPAIIMIO O COOTBETCTBUM

AQ "ThaxcoCaumKasiin Tpeiiounz"

Caedenus o pezucmpayuu opeanuzayuu: Mescpationnas uncnexyus PedepansHoll HaN02080U cayachor N 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mocxaa, Jlenunzpadckuti npocnexm, 0. 374, xopnyc 4, amaoic 3, nom. XV, komnama L
Tenechon:8(495)777-89-00.

B nuye: Ienepanviviii Oupexmop Jybauckuii One2

Josepennoe nuyo: Kysneyos A.A., dosepenrocmy 18-09.08.2019 om 09.08.2019 2.

3ASIBJSIET, UTO

nexapemeentoe cpedcmeo: Benmonun, asposons ona unzanayuti dosuposannvii 100 mxz/doza 200 dos,
unzansmopel anomuneasie ¢ dozupylowum yempoiicmeom (1), nauxu kapmonnvie, PY Ne IT1 NO1 4212/01 om
01.06.2010 (dama zamenei 05.02.2019) gwidaro AO “haxcoCayumKnaiin Tpetiounz", cepus 7K3F, napmus
73651 ynarogox, 200en 0o 31.07.2021, npouseodcmea Iaxco Banaxom Hpodaxwen, @panyus, Glaxo Wellcome
Production, Zone Industrielle Ne2, 23, rue Lavoisier, 27000, Evreux, France, koo OKITJ2 21.20.10.254, koo

TH B3/ 3004900002, Jucmpubsiomop. coarauterue 6/n om 01.01.2013, uneoiic Ne 4205287578 om
18.09.2019

COOTBETCTBYET TPEBOBAHHAM
HIO II N014212/01-271117 uam. Ne 1

JEKJIAPAITUS IPUHATA HA OCHOBAHHH
npomoxon uchvimanuii Ne 5844y om 27.09.2019 HJT OO0 HL] "®@APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®JI40, Cepmugpuram POCC FR.®@MO8.C49618 om 30.09.2019

ASCAEACTBUTEIBHA 10 3):07.2021
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CBE\ﬁéHHﬂ O PETACTPALIAU

OPTAH 10 CEPTHO®UKAIMH, 3APETHCTPUPOBABIINN JEKJIAPAIMIO 3
RA.RU. 11 MO8 OPTAH ITO CEPTH®HKALIHH ITPOAYKIHH OFILJECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, o. Mockea, yn. Macmeprkosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxkea, yr. Macmepxosa, 0. 4, am. 5., men.:(495 )788-02-88, geb-
caum: Oykx.pe.

JAEKJIAPA] COOTBETCTBHHU 3APEIT'MCTPUPOBAHA M POCC RU J-FR. ®M08.A.38385/19
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Issued by: / Buigaso :

GlaxoWellcome Production / Cnaxco Bannkom MNpoaakusex

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

France / ®PAHLNA

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

Certificate of Analysis
Ceprudhukar aHanuaa
Cerlificate Date Certificale Number
Jara sbigauu ceprudukara  Homep ceptudpukara
13-SEP-2019 3000840469
Page 1of3
Crpanuia 1us 3
Material Description: VENTOLIN AEROSOL 100 MCG 1X200D_RU/M
OnucaHue Matepuana: BeHTONUH a2p03onb ANA uHranalui Joavposarieii 100 mir/gola
(200 poa)
Material Number: 60000000000944
Homep marepuana: 60000000000944
Package size / type: 1 can/carton
Ynaxoexa: 1 uHransTop/ KapToHHanA navka
Manufacturing Authorisation Number: M 18/172
NuyenHana npon3sopuTens: M 18/172

Regulatory Statement:
PerynatopHoe NOATBEPXKAEHUE |

Manufacturer's GMP Certificate Number: 2018/HPF/FR/226
Homep GMP ceprudmkara npovasogurens: 2018/HPF/FR/226

We hereby certify that the above information Is authentic and accurate. This balch of product has been
manufactured, Including packaging/labelling and quality control in full compliance with the GMP requirements of
the local Regulatory Autherity and the specifications in the Marketing Authorization of the importing country. The
balch processing, packaging and analysis records were reviewed and found to be in compliance with GMP and
has been released by a Qualified Person.

HacTosumM ropTeepkaaeM, 4to vHGOPMauWs, NpeACTaBnenHas B AAHHOM cepTidukare, ABNABTCA
[OCTOBEpHOW W TouHOW. [lanHas cepws npogykra Obina NpousBefeHa, BKMIOMaA onepauun no ynakoske /
MapkuMpoBKE M KOHTPOSb KayecTsa, 8 NONHOM COOTBETCTBMM C NOKaNbHLIMA TpefosaHunamu GMP
TpeBoBaHUAMY CTIELUBMKALMI PErMCTPALMOHHOTO YAOCTOBEPEHUA CTPaHE! HASHAYeHNS. 3aNUCH, OTHOCSLNECH
K ﬁpOMSBGﬂCTEEHHOM)' npoueccy, ynakoske w TecTupoBaHWio cepuun, Beinun nposepeHbl W COOTBETCTBYHOT
Tpeboranuam GMP, cepus Gbinia BhinyleHa YNOonHoMOUeHHbIM nULOoM.

Batch N°: 7K3P EXPIRY DATE: 31-07-2021
Cepun Ne : 7K3P lopex o @ 31-mionk-2021
Manufacturing date: 01-08-2018

Darta npouasopcTea: 01-asrycr-2019

Importing Country: Russia
Wmnoprupytowas cTpana: Poccun

API: Salbutamol sulphate (micronised)
ADC: CanbByTamona cynsgar (MUKPOHUIMPOBAHHEI)

AP! manufacturer {micronised): Glaxo Wellcome Production, France f oLPeE. t0ay,
Mpoussogutent A®C; akco Bannkom MNpopakwen, PpaHtius &
£
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Issued by: ! Boigaro :

GlaxoWellcome Production / Cnakco Banniom Mpogaxiien
ZI N°2, 23 Rue Lavoisier / 3oxa WngycTpnane Ne 2io Pio Jlasyasse

F-27091 EVREUX/3BPO
France / ®PAHLINA

Tel: | Ten+ 33(0) 232235500 Fax: / ®akc+33(0) 232235629

Material Description:
QOnucaklne marepuana:

Certificate of Analysis

Ceprudpukar aHanuaa
Certificate Date Certificate Number
[ara eoigaqu ceptuchukara Homep ceprudmkara
13.SEP-2018 3000640469

Page 20f3

Crpannua 2u3s 3

VENTOLIN AEROSOL 100 MCG 1X200D_RUIT

BeHTonuH asposont ans uHranauui gosuposanneiid 100 mur/aosa

(200 po3)
Material Number: 60000000000944
Homep matepuana; 60000000000944
Package size / type: 1 can/carton
Ynakosua: 1 wHranaTop/ KapToHHaRA nadka
Manufacturing Authorisation Number: M 18/172
NuueHaus npouasopuTens: M 18/172
Description [ MokazaTenk Specification / Cneyudurayus Results /
PeaynbTath!

DESCRIPTION COMPLIES COMPLIES
Onucaxue COOTBETCTBYET COOTBETCTBYET
IDENTITY BY INFRA-RED SPECTRUM COMPLIES COMPLIES
MognwHrocTs WK-cnekrpockonus COOTBETCTBYET COQOTRETCTBYET
IDENTITY BY HPLC COMPLIES COMPLIES
MognnHHocTe BAMX COOTBETCTBYET COOTBETCTBYET

76 ~ 104 ug

76 — 104 Mkr 87
MEAN SALBUTAMOL CONTENT/EX-ACTUATOR (85 A0 115% or uenesoro e
CpepgHee cogepi@anue cansbyramona e fgose cogepianua 90 mir)

(85-115% of ex-actuactor target

of 90ug)
UNIFORMITY OF CONTENT / EX-ACTUATOR COMPLIES COMPLIES
O[HOPOAHOCTL [O3UPOBAHUA COOTBETCTBYET COOTBETCTBYET
MEAN FINE PARTICLE MASS BY CASCADE IMPACTION 30 48 g
CpefHAs Macca TOHKOAWCNIEPCHBIX YacTULl HA KacKaAHOM 5130 :E?w 48 mkr
nMnakTope
LEAK RATE COMPLIES COMPLIES
CkopocTb yTeqKu COOTBETCTBYET COOTBETCTBYET




Issued by: / Boigaro :

GlaxoWelicome Productlion / Mnakco Bannkom MNpogakies
ZI N°2, 23 Rue Lavoisier / 3oHa Wnaycrpusns Ne 210 Pio Nasyasse

F-27081 EVREUX/ 3BPQ
France / ©PAHUUA

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

Material Description:
Onucanune martepuana:

Page

Certificate of Analysis

Ceprudmkar aHanuaa

Certificate Date Certificate Number
fara ebigaun ceptudpukata  Homep ceptudivkara
13-SEP-2019 3000840469
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Crpanuua 3u3 3

VENTOLIN AEROSOL 100 MCG 1X2000_RU/T

BenTonun aspoacns Ans uHranauuik fosupoeaskbii 100 Mkr/a03a

(200 poa)
Material Number: 60000000000944
Homep maTepuana: 60000000000844
Package size / type: 1 canfcarton
Ynakosxa: 1 nHrannTop/ KapToHHan navka
Manufacturing Authorisation Number; M 18/172
TNuuexans nponssoauTens: M 18/172
Results /
Description / MNoxasarens Specification / Cneunduxaunn Pe3ynbTathi
This parameter is controlled on the Russian
NUMBER OF DOSES IN THE INHALER Federalion territory nfa
KomnuyecTeo gos B ukranaTope HaHHbiid nokasaTens KOHTPONUpPYeTCA Ha Hin
TeppuTopuK Poccuiickon ®enepauun
This parameter is controlled on the Russian
PARTICULATE MATTER Federatlon territory n/a
MexaHuyecKkme BKNIoHeHUs Hanrbii nokasarent KOHTPONUPYETCA Ha Hin
TeppuTopun Poccuiickoin degepauun
This parameter Is controlled on the Russian
RELATED IMPURITIES Federation territory nfa
MocToporkue npumecu HAaxHelid nokasaTent KOHTPONUPYETCA Ha Hin
TeppuTopuk Poccuiickon ®enepaviymn
This parameter is controlled on the Russian
MICROBIOLOGICAL PURITY Federation territory nfa
Mukpobronoryeckas yucrora [LakHblit nokasarens KOHTPONUPYeTCA Ha Hin
Tepputopvn Poccuiickoit denepaliu
This parameter is controlled on the Russian
PACKAGING Federation territory n/a
Ynakoska [aHHbiih nokasarent KOHTPONUPYETCA Ha H/n
TeppuTopun Poccuiickoi degepaumn
-| This parameter is controlied on lhe Russian
LABELLING Federation territory nfa
Mapkupoeka [anHbiil nokasatents KOHTPONUPYETCH Ha H/n

Teppuropun Poccuiickoil Cegepauun

Signature %&
Mopnucs (

Name i

Mmn Jullen CHAROLLAIS

Qualified Person

YnonHoMoueHHoe Date i - C
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