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Ceprudmrar kaucersa N 6104/2020./ Smaza

Haumenonanne npoaysra; Posyain™ radacrin HORPBITEIC Doenounoit odoaouroii 10 v dx7
Cepust N . GBO2F1020 Aara nponsnogcroa: 10.2020

Homep ananmaa: KGY/202007087 Fonen no: 31.10.2023.

Mara anasina; 10.11.2020.

deiicrayioulee pencerso: Posysactartun wimra

Hpowsnomirean aeiternyloiero semecrna: 3A0 «Dapmauentuveckuii ason ITUCy, Benrpusn
Hokasamein kauecman: Hoayuennpie Hapasr:

DEIpabmuams:

Ouncanme: Coorn. 1pei Rpyrase  JwoakoBMIyKIME  TafineTxil, TIOKPBITIIE  ACHOSHO0
oboaoukoR Gesore wmm noury Geacro urera, ¢ IPABUPOBKON b ua
QAHOR CTOPOHE TROICTEN H HOMepa 592 Ha Apyroft cropone talaerkn,
G2 wan nowTn 5o anaxa

Howmmnoe

- BOWX: Covtn ped Bpess Y, HBAHIA GCHORNOTG tigka pa APOMATOIPAMME
HEMLTYEMOTO PACTROPI Q0TRSO0 TBSTCTRORATH BPEMCH
YACPAHBAHKA OCHOBHOT O THKQ Hil XPOMATOIDAMME CTAHAAP (0T 0
PACTROPA POTYBACTATHHA UMHKY

-1CX Coorn 1ped ClRHOBHDE BATHO Ha XPOMITOIPAMME HCTIRITYEMOTO PACTHOPI B0
NAIMEDUM, UBSTY 11 BeINIHNE Ry /100400 COOTRCTCTBOBATY,
VEHOBHOMY MHTHY 1A XPOMATOTPAMME CIAHAAPTIOND PACTBOpa

Cpeanast smacea: 1834 wr 1338 Mr £ 7,5% (07 142.3 210 165.3 m1)

Ounepoanoc T wacenn: Coors mped UITKAOHSHUE OT cpeanedt maceu:
18 90% (1820} 1a6aetox - ne Boace + 7.5%,
ans 10% (2720} rabnetor - we Goaee + 15%

Pacroopene:

(Y d-crexmpogromosempus . 'iz - 104% Yeper 30 s B pacrnop aonmno aepeitin He menee 73% ()
Xe=101% POSYBACTATING O 3AHBACHHOIO COACPARAHMY
Boan (mumposarve o semooy K. drnuepa): 5.3% e Goaee 7,0%
Poaeroewunic mpuseen (85K%)
= npusces ROS- 0.2% e Gonee 2,5%
- npusecy ROS-3: Menee 0,03% e foaee 0,2%
- npitsiect ROS-ImpCHsun, | menee (1,039 ue fonee 0,2%
= pustecs ROS-ImpCHsun, 2 aenee (1,03% e Goaee 0.2%
< OGER APYFUR NPIMECE. 0.1% st Gonee 0,2%
= CYMMaA pHMecein: 0.2% e Gonee 3,5%,
(KOTUNCCTED NpUNECel Bripascese & nepeceme na poiyeacmaniu
MukpoOuoaorusecskas qucrora* Coots. Tped Kareropus 3a
O:mopoanoeTs normponanun (B AV =29 Coraacno Eup doaps
AV <150 (n=10), ecan YCIOBHE HE BLINOHAE ICR, TO
AV < 15,0 (n = 30), u 218 30730 Tubne TOK, NOKPBITBIX [LICHOYHOS
VOOIONKOR, KOMMYECTRENIOE CORPIKEHNE MCHCTBYIOICTO: BeliecTna
AEAKHO HAXOAMTRCA B ireprane 0. 75<M — ] 25xM
Woaunucctnennoe onpeaeenue (/i UAY 94 9% o1 90.0 a0 105,0%
9.99 i frab TL00 M1~ 10%¢+ 5% (9.00 ~ 10,30 wr) posyBacTaTHHa Talin
Yoagonkar . Mo 7 Tatinerox n 6 merepe Tlo 7 vadaetok v Goe Tepe MY KOMOMNHPORAMHON MIeHKH «coldy
i ROMBWHHPORAINON (10T aMua/aTIoM 1 (e ras doasra BN Sanosamuenod Goasrn 2.4
ICHKN wcoldn 8 w12 Gancrepor wmecre o MICTRYEIMCH 10 NpHMEBeHIG B
(nonmasmy KAPTOHHON avyke
ATOMBHIERAY

doaura/NBX ) aomuniie
soit domrn. 4 Ganctepos
BMECTC ¢ HICTPVRILIEH no
TPIMEHENG B
KEpTOHHOI navke
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Mapruposia: Ha Danerepe LICPBHY LAY yiakoRka) HAPYCOROM 9 gpIRe SKiane
TOPIosoe  MaHMenOBamle  npenapars o IpED npeanre L
Mapxuposkoi ®, MHH, Ackaperoeiiy popu, nomposka (mr),
Kpatkoe Hassaie SABOIAQ-IPOMSRO T e 1w HEAIONICE OCH
ACPAATTACM DCFHCIPALHONION Aaoctoseperna (O HO), Mep
CCPIL T HCTCHERIE Cpoka Toamoe (T onen 4o )

Ha_Kaprotmoit_nayye (Bropuinas ynaronka) v PYCCKOM R4LIKS
YR a0 TOProRog HaHv cHORAaM e npenapitg ¢
IPCAYNPCINTCARHON MapKipORKC T W, TOPTOROC HaKMEnonasne
NPENApATA W A03MpOsKE  (Mr) wpHgirosm MHH,
ACKAPCTRCHIAS Popua, WposKa (M1, KOMNECTRO Talierak o
VRAROBKE, Hainaning COEPHAUNEC (MI') aciic) BYIOIILCTO BEIICT 182
(8 popse posynactar i umika i FIEPCCH e HE POTYHACTRIHHY B
I rabnerke, nepevcin  wenomor ACTLRBIX BENCCTB. Venorng
XPAHCHNA, cnocob NPHMEHCHIY, VORI DTN CKA,
HPCAVIPLAMICARHLIE  watnicn («Cuaipers, YEAANHN R
HHCTPYKUHI Y, «Xpaimis o HEJOCTYNHOM (Ut e e MECTE ),
HAroTun CITHHCK NGy ﬁ}k:‘ﬂﬂll}. LHESIETHITS PipsiLL-
NPOHIBOAMTCAY 1 KpatTkas HHDOPMAWIA 110 opieckoMy
wipecy (ropon, Cipaka), ABaAIOMICICH ACPEKATCICM
PEHCTPAIBIONKOIO Y A0CTOREpeImA, ITPHY KO Hosmep
PErHCTPAIHONNOrO YAOCTOBCPEHMA.  pucy ok 1361 TR,
ITHETOIPAMMEL © HaanuesMp  («MHe TPUHHMATE  po Rpewa
Gepesennoct's;  whle APHHNMATL B OePHOL  KOPMIcHig
1pyasiotn, «Toiwko aim BIPOCALIND . «Corie wasiasenino
BPAUAD], JABOJICKUC  TEXHUMECKHE  SHaKi HOMED  cepun (Ne
CEPHIL), UTa HCTENCHNS CpORA FOAN0CTI (] 010 n 200k epeeTno
naeH ka2 D kopy, raota BHB WACHTHHEAIGIOHILI
HoMep Toproeoii eansans (GTIN HHAHBHAY L1160 cepmiinmifl
HOMEP TOPIrOBOM ¢ i (SN-).

bBpaitia

Xpanenue -
Cpox roioern

Coors. tpe6. i
3rona

" Hepesyaamioe ucnmmanie, anmo MRCICR DU NEPEX MPeX coputi, duioe dan kw1046 cepu, n
1 HROMY HIHBE NOKUIIGME T MO WCEm Dbty ne sxarnives e CEPMNLKGm Kavecinea Qapaa

Hpowssoanrean: 340 “DapManenTnaecknit sanoa I HCn, Bewrpasi £ Fgis Pharmacenticals PLC, 9900 Kormend, M
Daconummr.ynakosimnk: TAQ «Dapyanentnueckuii 1anog N, Bewrpuw / Egis Pharmaceuticals PLC,

118-120, Hungary

Briuyekaownii kowrpoan kavecisa: 3A0 «apsanenTinec i g RO OITHC s, Bews pus / Egis Pharmaceuticals P1.C,

Bokenyfoldi ut 118-120, Hungary

Bupma 3A0 «hapuanennimecrii saros ITHC» (by aane
fIperiapara, BKUOYAY 10 ynakonky i KUHIPOAL  KaveoTra,
HPUITBOCTIC HHOM PR 1K1Y (cGMP),

DUpMa rapAHTHPYET, Y10 Katect ao YRAZZHHOIO B HACTON 1A
Yrnepwaennod HIL N J111-000799-080720.
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Bewurpus ) apanTpyer,
NOAHOCTRIO CoOTBETCTRY T Tpefonanam

Ha ouuerepe SHEKORKA) 40 PYCCKOM 5ihKe
YRAILIBAK oprogoe Hatseionanme Bpaiiparag \
MPETYAPCTCALHORN MOPEIDOBRON MHH, aexapereening
bopmy. aosuposky  (mr) KPATROC  H3BAHME  3as0.50a-
NPOHIBOLINC 18, HRAROHICTOCH ACPARATCACM per IIL'I]'MHII'JH!!U] i}
yaoctosepenss (FHC), wowmep cepun, JATY HCTEHEHNE CpoKa
roanocTi {Tojen s ‘

ilﬂ..f‘.ﬂﬂ!L‘jﬂjOﬂ,jLﬂli.E&‘.UﬂLﬂLL‘:LHM.L‘l:éi%&i}mliilﬂliﬂﬁ_\i.ﬁ‘Ji&
YRMBBAOL.  TOPIOBOC  HANMEHOBANIE npenapata ¢
Hpeay npesire i eoi MAPKHPABKOI X TOPIOROe HasiMenoriie
APCIBPATA W AOHPOBKY  (wr) wpnddiow Bpatas,  MIH
ACKADCTREHHY IO q‘q:p\!_\', AVIHPOBKY (M1), KOnHMeCTho 18610 10K
B VIMIKOBKS, Huisanme COACPRANIC (MF)  aeACTRY IoULero
Uelecma (0 dopse posveacTatii inka » p Hepecuete ka
POIYBACTATHHY & | Talijerke, TEPEHCHE  BUNOMOT 21¢ 1L LI
BCUIECTR, YCIOBIA Xpanehis, chocod TIPHMEHCHIE, VENOBMS
DINYCRQA, NPCIVIDEITEILURE 1aanich («CMoTpets viasuniy
B UHCTDY KUk, «Npanitn p HEAOCTYNHONM  Lys
MECTED N ), 010 THI (raTiicK My Ay Rpasi), nmsanne
NPOHIROAKTEAA 1 KPATRYIO HHGOPMAIINO N0 KD HYECkOMy
aapecy {ropos,  cipama), ARMAKMICHCH  nepmarcacw
perue TPALMOIHOr O _\—.'!llCTl‘!!l:r\L‘ll\lH‘ l]ﬂpil\-l{f’l,’l_ HOMED
PEFHCTPAHOMHONG Y A0CTOREPeHIE, PHCYHOK  rabieTk,
THKIOIDAMMBE C naunessir (alle NPHHEMATL 8O npess
Gepemennoeriln,  «lie UPHIIMATE B HepHONL KOPMALHUS
Yol «Toakko ane eapocamixs: <LOrIacHs HasHaYe
APANIR), IARGACKIC TEXHIUCCKIE THaKi, HOMED ceprin (Ne
LEPIIL), DATY HETENeHA Cpoka 1otoeTi ([Moaen a0%), ePLACTRO
naeHTikam (2 1 koa), rioGaing HACHTHOHKRIOHI LT
HOMEp  TOprosoft  emmmun (GTIN:), WHIMBILLY Wik bt
CEPHTTHBIN HOMEP TOPTOBOH ¢ i1 (SN2
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P HE MEHCE WA O3 0O Cepun g 200,
SAPAHIEpYem Kaweemso no damnee MY NOKAIaMme 18)
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