HEKJIAPAIIUST O COOTBETCTBUU

JEKJAPAHT, IPUHUMAIOUMI JEKJAPAIIMIO O COOTBETCTBHU
AO "TnaxcoCyumKaaiint Tpeiiduna"

Ceedenun o pecucmpayuu opeanusayuu; Mevcpationnas uncnekyus Dedepanvroli Hanozo6ot cayicost No 46 no
2. Mockee 01.01.2008, OTPH 1027739011486, dama npuceaenus OIPH 24.07.2002.

Adpec: 125167, &. Mockea, Jlenunepadckuit npocnexm, 0. 374, kopnye 4, smaic 3, nom. XV, xkovmama 1.
Tenechon:8(495)777-89-00.

B nuye: enepanvuviii dupexmop Jly6anckuit Oree

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

3ASIBJBIET, UTO

Jexapemeentioe cpedemaso: [lepyogeiim, mase 0na napyaciozo npumenenun 0.05% 25 2, my6or amostunuegsie
(1), nauxu kapmonnvie, PY Ne IT1 N015790/02 om 15.01.2009 (dama savenst 21.12.2018) asidano AO
“lhaxcoCyuumKaaiin Tpeiioune”, cepus NV6L, napmus 19840 ynarosox, zoden do 24.04.2021, HPoU3G0OCE
InaxcoCryumKnsiin Papmacviomurans C.A., Honvwa, GlaxoSmithKline Pharmaceuticals S.A., ul.
Grunwaldzka 189, 60-322, Poznan, Poland, xod OKII2 21.20.10.157, koo TH B3/ 3004320009,
Hucmpubsiomop. cozrawenue 6/n on 01.01.2013, uneoiic Ne 4083195484 om 04.06.2019

COOTBETCTBYET TPEBOBAHH M

T NOI5790/02-211117 usm.Ne 1-2

JAEKJAPALIMSI ITIPHHATA HA OCHOBAHWM

npomoxoa ucnermariuii Ne 3351a om 21.06.2019 HJT 000 HI] "OAPMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®DJI40, Cepmugpuxam POCC PL.DOMO8.C42580 om 21.06.2019
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£ Kysueuos A.A.
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CBEﬂEﬁHﬂ O PETHCTPAIIUH

OPI'AH I10 CEPTHO®HKALUH, 3APETUCTPUPOBABINUIN JIEKJIAPAIIHMIO

RA.RU.11PMO8 OPTAH 110 CEPTH®HKALIHH ITPOJVKIHH OFU[ECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH I[EHTP KOHTPOJIA KAYECTBA",

aopec opeanuzayuu: 115280, 2. Mockea, ya. Macmeproea, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmudpuxayuu: 115280, POCCHA, 20poo Mockea, yn. Macmeprosa, 0. 4, sm. 5., men.:(495)788-02-88, ge6-
caiim: oyxkr.pep.
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Bripau:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

680-322 POZNAN

NONbLLUA

[ata ceprudukara Homep ceprudukara

03-MI0H-2018 1000237255

Ten: +48 61 860 12 00 daxc: +48 61 867 57 17

crpanmia 1 m3

Onucanuie marepuana:  [lepmoseitt masb 0,05% 25r x11y6

Homep martepuana: 281227
ToproBoe Ha3zBaHue: NEPMOBEWT® ma3b ana HapysxHoro npumerenus 0,05 %
Mpumevanne:

HacToaumm ynocToBepaio, YTO BolleyNoMARYTas uHGopMaumna noanuHHa
u TouHa. Cepus npogykTa Bbina npowssegexa, BKAOYasA YNaKoBKY 1
KOHTPO#b KauecTsa B fO/IHOM COOTBETCTBIMK ¢ Tpebosatuamn GMP
nokanbHoro PerynsitopHoro opraHa v co cneuudukaumamm
PerncrpaumMoHHON LOKYMEHTALWM UMNOPTUPYIOILEN CTPaHBbI.

J[loKymeHTbI No NpoN3BOACTBEHHOMY MPOoUeCcy Cepult, yrnakosKa
NPOAYKTa U pe3yNbTaThl KOHTPONA KauecTBa Ceplit NPOBEpeHbt

1 Haxopatca B cooteercranu ¢ GMP,

Cepusn NVBL Cpox rogHocTU: 24.04.2021
[arta usroroBneHun: 25.04.2019

UmnopTtupyowan cTpaHa

RU

Onucatue Cneyndurayun Peaynbrarb
Onucarue markan, 6enaa uaw nouty 6enas NONYNpo3padHas masb CooteetcrByeT
MNoanuHHOCTL COOTBETCTBYET TpeboBaHuAM CooreetcrByer
Macca copepxumoro Tybbl COOTBETCTRBYET TpeBoBaHUAM CootseTcTRyer
Pa3mep vacTuy AOMKHBI OTCYTCTBOBATL HacTUUbl pasmepom Gonee 80 MKm CootBeTcTBYET
KonuuyecreenHoe onpegeneHie ot 0,0500 po 0,0575 % 0,0532
T H—__ or 100,0 no 115,0 % ot 3asBneHHOro copepmanus 1065

knoBeTasona nponuoxara

KBanuduumpoBaHHBIA COTPYAHUK

OnofpeHo 3neKTPOHHON NOANUCHIO
Damunus NOANUCAHTA YKa3aHa Huke

Ewa Juszczak, 03-MIOH-2019 10:35:27
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