JEKJAPAIIUA O COOTBETCTBUU

JEKJIAPAHT, IPHHUMAIOITHH JEKJAPAIIMIO O COOTBETCTBHH

AQ "ThaxcoCyumKasin Tpeiidunz"

Ceedenusn o pezucmpayiiu opeanuzayuu: Mexcpationnas uncnerijia Pedeparvholl Ha1020800 cayaictut Ne 46 no
2 Mockge 01.01.2008, OI'PH 1027739011486, oama npucgoenus OF PH 24.07.2002,

Adpec: 125167, 2. Mockea, Jlenunepadckuit npocnexm, 0. 374, kopnye 4, amaoic 3, non. XV, komnama 1.
Tenechon:8(495)777-89-00.

B auye: I'enepanvuniti oupexmop [yoanckui Onez

Hosepernoe auyo: Kysneyos A.A., doeepennocme 60-13.09.2018 om 13.09.2018 2.

3ASIBJISIET, UTO

nexapemeentoe cpedemeo: Kanzenw, 2ens cmomamonozuveckuti 3,3 M2 + 1,0mz e 1 210 2, myowi
amomunueewie (1), nauxu kapmounete, PY Ne IT NO15029/01 om 21.06.2010 (0ama samenwv 19.03.2018) guidarno
340 "ThaxcoCyvumKnaiin Tpendunz", cepus RS7E, napmus 46899 ynaxoeox, 200en do 15.05.2022,
npouzsodcmea IaxcoCmumFKasin apmacviomurans C.A., Horvwa, GlaxoSmithKline Pharmaceuticals S.A.,
ul. Grunwaldzka 189, 60-322, Poznan, Poland, koo OKIT[2 21.20.10.231, koo TH B3/ 3004900002,
Hucmpuboiomop. coznawenue 6/ om 01.01.2013, uneoiic Ne 4083195702 om 24.06.2019

COOTBETCTBYET TPEBOBAHH M

I NO15029/01-190318

JEKJTAPAIIMS NIPUHSITA HA OCHOBAHHUH

npomoxon wcnstmanuti Ne 3778w om 17.07.2019 HJI OO0 HI] "PAPMOBLOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21DJI40, Cepmucghuxam POCC PL.@PM08.C44322 om 18.07.2019
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CBEJEHWS O PETUCTPALIUUA

OPTAH ITO CEPTHOHKAIIMH, 3APETHCTPHUPOBABIIHI JEKJIAPALIAIO

RA.RU.11®MO08 OPTAH IO CEPTH®HKAIJHH TPOAYKI[HH OFLU{ECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTLIO "OKPY)XHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu: 115280, . Mocksa, yi. Macmepxosa, d. 4, sm. 5, nom. I, kom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 2opoo Mocksa, yir. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, seh)-
catim: oykk.pgh.
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Boigan:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

MOJMbLHA

Ten: +4861 860 1200  dakc: +48 61 867 57 17 Hata ceprudukata Homep ceprudukara
17-WI0H-2018 1000240481

CTpanuya 1 w3 2

Onuncanue matepuana:  Kanrens 3yGHoii rens 10r xT1y6.

Homep matepmana: 281387
Toprosoe Ha3Bauue: Kanrens® renb cromaronoruyeckuii
Mpumevanne:

HacToAwmMM YAOCTOBEPAIO, UTO BLULEYTIOMAHYTAA UHGOPMALS fnogAuHHa
1 Toura. Cepua npogykTa 6biNa NPOUIBEAEHa, BKNIOYAR YNaKOBKY U
KOHTPONb Ka4ecTea B NONHOM COOTBETCTBUY C Tpefosanuamy GMP
NoKanbHOro PerynaTopHOro opraka 1 co cneymudukalmamn
Perucrpaynonnoil gokymexTaumu UMIMOPTUPYIoULe CTPaHBI,

HokyMeHTbl No NPOM3BONCTBEHHOMY NPOLECCY CEPMM, YNaKOBKa
TIPOAYKTA 1 PE3YNbTaThl KOHTPONA Ka4ecTea Cepun NpoBepeHb

W HaXO[ATCA B COOTBETCTBUM ¢ GMP.

MirkpoGuonoruueckan uiCToTa - PYTUHHO He NPOBOAATCA

Ana TecToB, KOTOPLIE PYTUHHO HEe NPOBORATCA - CooTBeTcTBYeT O3HaYaeT,
UTO JaHHbIA NapameTp rapaHTUpYeTcs npomagoauTenem nakcoCmMuTKnainy
Mapmacbioturans C.A., Monsbwa

Cepus RS7E Cpok rogHocTu: 15.05.2022
Mara uzroroBnenns: 16.05.2019

Umnoprupylowan crpana

RU
Onucanne Cneundurayma PeaynbraTbi

Markuia ogHopogHbiii rens HEATOBATO-KOPUYHEBDIO UBeTa

Onucanue C XapakTepHbiM 3anaxom, cBoBOgHBIM OT KPYMUHOK, KOMKOR CootaercTRyeT
W MOCTOPOHHBIX YacTuy

NognuHHocTs {(mupokavHa rugpoxnopua) CooteetcrByeT TpeforaHmam Cootsetcrayer

MNognurkocTs {uetunnupuaurua xnopua) Cootaetcrayer TpefosaHusm Cootsercreyer

Macca cogepsumoro ynakosxku 10.0-105r 10,3

pH 52-62 6.1

Bopa 53.0-62.0 % ob/s 57,0

3TrNoBRIR CnupT 94.0 — 108.0 % ot 3ansneHHoro KonnyecTsa 89.3

3TUnoBLIR CUPT 9.15-10.31 % &/s 9,66

KonuuecTaenHoe onpenenetite {nupokaunHa rugpoxnopuaa) 95.0 — 105.0 % or 99,7
3aAB/IEHHOTO KOAWYECTsa

Konuuecrsexnoe onpegenexue (ueTunnupuauting xnopug) 9.0 ~ 105.0 % or 102,3
3AABNEHHOIO KONMWYecTsa

Mukpobuonoryeckas yucrora B COOTBETCTBMU € TpebosaHuaAmMu Esp. O, Cooteerciyer




Boigan;

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

MONbLA

Ten: +48 61860 1200  dakc: +48 61 867 57 17 ¢uraTa Homep ceprudmara
17-MI0H-2019 1000240481

i

CTpavuya 2 w3 2

Keanuduumposastbii cotpygHuk

Onobpero snekTpoHHol noanucsio
Damunua NOANMCAHTa YKa3aHa HUKe

Mariusz Kopras, 17-UI0OH-2019 12:24:37
importing Country: QUSS =S
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