JEKJAPALIUSI O COOTBETCTBUU

JEKJAPAHT, MPUHUMAIOIIHHA TEKJAPALIHIO O COOTBETCTBUHA

AO "ThaxeoCuumKnsitn Tpetiounz"

Ceedenua o pezucmpayuu opeanusayuy: Mescpationnas uncnexyus Pedepansroii Hanozosoi cayauchol Ne 46 no
2. Mocree 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Aopec: 125167, 2. Mocksa, Jlenunzpadckuii npocnexm, 0. 374, xopnyc 4, smaac 3, nom. XV, komnama 1.,
Tenegpon:8(495)777-89-00.

B nuye: I'enepanvuviii oupexmop [Jybsnckuit Onee

Hoaepennoe nuyo: Kysneyoe A.A., dosepennocme 60-13.09.2018 om 13.09.2018 -.

3ASIBJISIET, UTO

nexapcmeennoe cpedemeo: Benmonun, asaposons ons unzansyuii dosuposarnwiii 100 mrz/dosa 200 do3,
UH2AIAMOPL! ANoMuNUessie ¢ dosupyiouum yempoticmeom (1), nauxu kapmonnwe, PY Ne IT NO14212/01 om
01.06.2010 (0ama 3amenwi 05.02.2019) ewidano AO "ThaxcoCuumKnsin Tpeiidunz", cepus SK9P, napmus
73859 ynaxosox, 200ewn do 23.05.2021, npouseodcmea Iaxco Boankom podaxwen, @panyus, Glaxo Wellcome
Production, Zone Industrielle Ne2, 23, rue Lavoisier, 27000, Evreux, France, koo OKTIJ]2 21.20.10.254, koo
TH B3JT 3004900002, Qucmpubvionop. coarawuenue 6/ om 01.01.2013, uneoiic Ne 4205278875 om
22.07.2019

COOTBETCTBYET TPEBOBAHUSIM

HITIT NO14212/01-271117 uzm. Ne |

AEKJIAPAIIUS IIPHHATA HA OCHOBAHHH

npomoxon ucnvumanuil Ne 4206xm om 31.07.2019 HIT OO0 HI] "PAPMOBEOPOHA", ammecmam
akxpedumayuu POCC RU.0001.21 DJI40, Cepmugpuxam POCC FR.@M08.C45264 om 31.07.2019

JO 23.05.2021
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CBEJIEHMSI O PETHCTPAITIH

OPT'AH IO CEPTU®UKALMU, 3APETUCTPUPOBABINHI JEKJIAPAITHIO

RA.RU.11®MO8 OPIAH ITO CEPTHOHKAIJHH ITPONYKI[HH OFIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXXHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmeproea, 9. 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocksa, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, ae6i-
catim: oykK.pe.

JAEKJAPAIIHA O COOTBETCTBHH 3APET'HCTPUPOBAHA A POCC RU J-FR.®dM08.4.31855/19
JATA P¥ JEPAIIAH 31.07.2019
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Issued bhy: / Buigano :

GlaxoWellcome Production / Makco Bannkom Mpoaakisex

ZIN°2, 23 Rue Lavoisier / 3oHa Mnayctpyane Ne 2i0 Pio Nlasyaswe
F-27091 EVREUX/ 3BPO

France / ®PAHLUA

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

Certificate of Analysis
Ceprudpukar aHanuaa
Certificate Date Certificate Number
Hara sbinaum cepruchuata  Homep ceprudmrara
12-JUL-2018 3000604422
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Crpavnua 1us2
Material Description: VENTOLIN AEROSCL 100 MCG 1X2000_RU/T
OnucaHue MaTepuana: BenTonuH aspo3onk ANst MHransauwii foauposaxHeii 100 mr/gosa
(200 pos)
Materlal Number: 60000000000944
Homep mavepuana: 60000000000944
Package size / type: 1 can/carton
YnakoBxa: 1 wHranaTop/ KapTOHHaA Nayka
Manufacturing Authorisation Number: M 18/172
Nuuyensua npoussoauTens: M 187172

Regulatory Statement:
PerynsTopHoe nogrsepxgeHue !

Manufacturer's GMP Certificate Number: 2018/HPF/FR/226
Homep GMP ceptudmkata npoussopurens: 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 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.

Hacroswum nogreepamaaem, YTc uHpoOpMauws, NpeAcTaBneHHas B JaHHOM cepTuduKaTte, SBNAETCA
AocTOBEPHOW U TouHoR. [laHWas cepus npogykra Gbina npowssefeHa, BKIIOYAA onepauuu No ynakoske /
MEpKUPOBKE U KOHTPO!b KA4ecTsa, B NONHOM COOTBETCTBUM C NOKanbHbIMU Tpebosanuamu GMP u TpeGoBanusmu
crneundukatuy  PerucTpaLuoHHOre YAOCTOBEpPEHMA CTpaHbl  HasHavyeHun. 3anucu, OTHOCAWMECH K
NPOW3BOACTBEHHOMY NPOLIECCY, YMAKOBKE W TECTUPOBaHWIO cepud, ObiN NpoBepeHsl W COOTBETCTRYIOT
Tpebopanunam GMP, cepus Bkina sbinylliesa YHonHOMOMEHHbIM ANLIOM,

Batch N°: SK9P EXPIRY DATE: 23- 05-2021
Cepun Ne : SK9P Fogen go 23-main-2021
Manufacturing date: 24-05-2019

Lara uarorosnedun.:24-main-2019

Importing Country: Russia
MmnopTupyicwas ctpana; Poccust



Issued by: / BuigaHo :
GlaxoWellcome Production / Makce Bennkom Mpoaakiex

ZIN°2, 23 Rue Lavoisier / 3oxa Unayctpuans Ne 2io Pio lasyasee

F-27091 EVREUX/ 3BPO
France / ®PAHLIMA

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

Certificate of Analysis

Ceptudmkar aHanmsa
Certificate Date Certificate Number
[ara sbigaun ceprucpukata  Homep ceprudimkara
12-JUL-2019 3000604422
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Crpannya 2 ua 2

Material Description:
Onucanue matepuana:

VENTOLIN AEROSOL 100 MCG 1X200D_RU/T
BeHTonuH asposons Ans WHranAumil Aosuposantil 100 mKr/o3a

(200 poa)
Material Number: 60000000000944
Homep maTepuana: 60000000000944
Package size / type: 1 can/carton
Ynakoska: 1 wHranaTop/ kKapToHHas nayka

Manufacturing Authorisation Number: M 18/172

JuteHzus npouzsouTens: M 18/172
Description / Mokazarens Specification / Crewudpukavus | Results /
PeaynbTarthl
DESCRIPTION COMPLIES COMPLIES
Onucanue COOTBETCTBYET COOTBETCTBYET
IDENTITY BY INFRA-RED SPECTRUM COMPLIES COMPLIES
Moanunrocts MK-cnekrpockonusa coorseTcTAyeT cooTBeTCTBYeT
IDENTITY BY HPLC COMPLIES COMPLIES
MoanuxHocTe BOMKX COOTBETCTRYET COOTBETCTRYET
76 — 104 pg
76 — 104 mur g8
MEAN SALBUTAMOL CONTENT/EX-ACTUATOR (85 no 115% ot yenesoro 88 ﬁﬁr
CpegHee cogepxaHve cansbytamona B fose cogepxanun 80 Mxr)
(85-115% of ex-actuactor target
of 90ug)
UNIFORMITY OF CONTENT / EX-ACTUATOR COMPLIES COMPLIES
OpHOpPOAHOCTL A03UPOBaHNA COOTBETCTBYET COOTBETCTRYET
MEAN FINE PARTICLE MASS BY CASCADE IMPACTION 230 g 45
Cpeauxan Macca TOHKOAUCTIEPCHBIX YaCTUL, Ha KackafHoM % 30 MKr 45 g?;r
vuMnaxrope
LEAK RATE COMPLIES COMPLIES
CitopocTe yreuku COOTBETCTRYET COOTRETCTRYET
Signature _;4;
MNoanucs LA
Name C. ZEITOUN
Qualified Person
YnonHomouerHoe Date ARt
UL Data A D ‘{ { ﬁ) { lﬁi




