JTEKJIAPAIISI O COOTBETCTBUH

AEKJAPAHT, IPUHUMAIOIHI JEKJTAPAIIMIO O COOTBETCTBUM

AO "TnaxcoCmumKnaim Tpeiidunz"

Ceedenus o pezucmpayuu opzanuzayuu: Meoicpaiionnan uncnexyus dedepanvuoii Hanozoeoii cayacovr Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OTPH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadcxuii npocnexm, d. 374, xopnyc 4, amavc 3, nom. XV, xomnama 1.
Teneghon.8(495)777-89-00.

B nuye: I'enepanvuviii dupexmop Jy6anckuii Onez

Hosepennoe nuyo: Kysneyos A.A., dosepennocms 60-13.09.2018 om 13.09.2018 2

3ASABJISIET, UTO

Aexapcmeennoe cpedcmeo. Kanzenv, zenb cmomamonozuveckuti 3,3 Mz + 1,0 mz e 1210 2, mybul
aniomuruesawie (1), nauku xapmounnwe, PY Ne IT N0O15029/01 om 21.06.2010 (0ama s3amenni 19.03.2018) ewidano
340 "ThaxcoCmumKnaiin Tpetiounz", cepun EW7H, napmus 44064 ynaxoeox, 200ex do 21.03.2022,
npouszeodemea axcoCmumKasiin @apmacviomuranz C.A., Honvwa, GlaxoSmithKline Pharmaceuticals S.A.,
ul. Grunwaldzka 189, 60-322, Poznan, Poland, x0d OKII[2 21.20.10.231, koo TH B3/] 3004900002,
Hucmpubeiomop. coznrawenue 6/n om 01.01.2013, uneotic No 4083195010 om 23.04.2019

COOTBETCTBYET TPEEOBAHUSIM

ITN015029/01-190318

AEKJIAPAITHSA ITPUHSITA HA OCHOBAHUHU

npomoxon ucnvimanui Ne 2474m om 16.05.2019 HJI 000 HI] "PAPMOBOPOHA", ammecmam
axipedumayuu POCC RU.0001.21 ®JI40, Cepmudhuxam POCC PL.®MO8.C40087 om 16.05.2019

Kyzneuos A.A.
Qo;m Ch DHO
M
CBEJAEHUS O PETUCTPALINH

OPI'AH IO CEPTH®HKALMH, 3APETHCTPHPOBABIIHIA JEKJIAPALIHIO

RA.RU.11 ®M08 OPI'AH IO CEPTH®HKALIHH ITPOAVKIIHH OFL[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH [JEHTP KOHTPOJIS KAYECTBA"

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, ko, 1, adpec opeana no
cepmuurayuu: 115280, POCCHA, 20pod Mocxkea, yn. Macmeprosa, d. 4, am. 5., men. :(495)788-02-88, geb-
caiim. oyxx.pa.

AEKJIAPALIUASI O COOTBETCTBUHU 3APETHCTPHPOBAHA M POCC RU A-PL.@OM08.A.24186/19

@ Huneuxo U.B.

ToAHCh PyxoBogurens QC




BoigaH:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

NOAGLA

Ten: +48 61 860 1200  ®axc: +48 61 867 57 17 Aata ceprudukata Homep ceprudukata
18-ANP-2019 1000230279

cTpahmya 1 wms 2

Onucanue matepuana:  Kanrenb 3y6Hoi rens 10r x11y6.

Homep matepuana: 281387
ToproBoe HaspaHue: Kanrens® renb cromatonoruueckuii
NMpumeuanue:

Hacrosuwmm yaocTosepsio, 4TO BolLeynoMAHYTaA UHGOPMALIUS NOAMMHHA
v TodHa. Cepua NpoaykTa Goina Nnpouasesiera, BKIIIOYAA YNAKOBKY U
KOHTPOJb Ka4eCTBa B MOAHOM COOTBETCTBMM € TpeGosaHuammu GMP
NOKanbHOro PerynatopHoro oprada v co cneuuduKaumamm
PerucTpaLoHHoi JOKYMeHTaLMM UMIOPTUPYIOWEi CTPaHsI.

HOKYMEHTHI MO NPCU3BOACTBEHHOMY MPOLECCY CEpUM, YNaKosKa
NPOAYKTa U PE3YNbTaThl KOHTPONA KaYeCTBa CEPUN NPOBEPEHS!

W HaxogATcA B cooTeeTcTRM ¢ GMP.

Mukpobuonoruieckas YMCTOTa - PYTUHHO He NPOBOJATCA

7inA TecTos, KOTopbIe PYTUHHO He NPOBOAATCA - COOTBETCTBYET 03HAUAET,
YTO AlaHHbil NapameTp rapaxTupyeTcs npoussogutenem InakcoCmutKnaiH
®apmacbiotukans CA., Monblia

Cepun EW7H CpoK roanocTs: 21.03.2022 1
Hara usrotoBnenusn: 22.03.2019

WMmnoprupyioulan crpana

RU
Onucanue Cneyudukayun Pesynbratsi

Markuit onHopogHblii renb KenToBaTo-KOpUUHEeBOro LseTa

Onucanue C XapakyepHbIM 3anaxom, cBobogHbi OT KPYNWHOK, KOMKOB CootseTtcrByeT
W NOCTOPOHHBIX YacTuL

MNopnuxHocTs (nupokauna ruppoxnopua) CoorsercrayeT TpeGosaHuam CootsetcrayeT

MNognuutocTs (uetunnupuaunna xnopua) Cootsercrayer TpeGosaHnam Coorsercrayer

Macca copepumoro ynakosxu 10.0-105r 10,3

pH 52-62 8,0

Bopna 53.0-862.0 % ob/s 58,0

STunossiit cvpT 94.0 — 106.0 % OT 3asBNEHHOrO KOAMUECTBA 99,6

JTUNOBLIA crnupT 9.15~10.31 % &/ 9,69

KonuuectsenHoe onpegenenue {nunokautia rugpoxnopuga) 85.0 - 106.0 % or 98,7
3AABNEHHOIO KONUYyecTsa

T E— {uermnnupugunus xnopug) 95.0 — 105.0 % or 101.2
3aABNEeHHOro Konm4yecTea

Mukpobuonoruyeckans unctora B COOTBETCTBUM ¢ TpebosaHuamu Esp. ©. Cootsercrayer

TR



Bbipau:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

680-322 POZNAN

NOonblA

Ten: +48 61 860 1200  Qaxc: +48 61 867 57 17

KBanuduumpoBaHHbLIN COTPYAHUK

OpobpeHo 3NeKTPOHHOR NOANUCHIO
DQamunna NOANMCAHTA YKa3aHa Huke

Ewa Juszczak, 18-ANP-2019 06:47:59
Importing Country: ;?;,u Ssip

lara ceprudurara Homep ceprudukara

1000230279

ms 2

18-ANP-2019

cTpaHuya 2




