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000 "IrUC-PYC"

3apezucmpuposaro - MexcpatioHHAsA UHCNEKYUA ®HC Ne 46 no 2. Mocxkee OTPH 5077746558160 om
12.04.2007

Aopec: 1211 08, 2. Mocxea,yn. Heana ®panxo ,0.8. Tejie¢0H:8(495)223—01 -04,¢axc:8(495)223-01—50

B nuye: enepansibiii dupexmop IHOpeHbU Tamaw
Jlosepennoe Auyo: unuenxo H.C., 0ogepeHHOCMb P-014 om 14.05.201 8e

3ASABJAET, UTO
nexapcmeeHnoe cpedcmgo: Anzentl mabnemxy nOKpPoLlble nnenouHoi 0BonouKo 10 m2 14 wim., ynaxogku

queiikogsie KOHmypHbie (2), naHKu xapmonnure, PY Ne JITT-000228 om 16. 02.2011 (dama 3ameHbl 10.01.2018),
cepua 2204C041 8, napmusn 10906 ynaxo6ox, 200en do 01.04.2023, npouseodcmea 340 "@apuaueemuqecxuﬁ
sasod ITHC", Benzpus, EGIS Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut 118-120, Hungary, ko0

OKIIJT2 21.20.10.236, <00 TH B3 3004900002, xonwmpaxm Ne RUS 1/08.11.2013 om 08. 11.2013, uneotic Ne

§450884 om 02.07.2018

COOTBETCTBYET TPEBEOBAHUAM
JII1-000228-100118

JEKJAPALIVIA [PUHSATA HA OCHOBAHUU
nPOMOKOR ucnwimanuii Ne 4262 m om 11.07.2018 HJT 000 HI "4 PMOBOPOHA", ammecman

akxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC HU.@M08.C18120 om 11.07.2018

JLATA TEPAHSITTAS JNEKJTARAIIN 12 07.2018
AEKAPALIS, WICTBHTENBHA 10 01.04.2023

1

3unuexxo H.C.
o.N.0

LS

CBEJEHUSA O PETACTPALIVNA

OPT'AH IIO CEPTHO®HUKALMH, 3APE1“HC’I‘PI’IPOBABIIIHH NEKJAPALMIO
RA.RU.11OM08 OPTAH 110 CEPTHO®HKALHH ITPOX VKI[HH OBIJECTBO C OrPAHHYEHHON
OTBETCTBEHHOCTBIO "OKPYKKHOH IJEHTP KOHT. POJISA KAYECTBA",
aodpec op2anu3ayuL: 115280, 2. Mocxea, yn. Macmepkosa, 5. 4, am. 5, nom. I, kom. 1, adpec op2aua no
cepmupurayuu’ 115280, POCCHA, z0pod Mockea, yu. Macmepxoga, 0. 4, am. 5. men.:(495)788-02-88, 6eb-
caiim: OYKK.p@.
,IIEKJIAPAIIHH 0 COOTBETCTBHHU 3APETHCTPHPOBAHA A POCC HU.®MO08.1T 06743

PG PATIAN 12.07.2018 A
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AR, 3A0  «®apmauesiuyeckuil  sason DIIHO»

( EG'S 1106 - Bearpus, byzanewr ya, Kepecrypu 30-38.
e

Tenedon: (36} -1-803-5554 Tenedarc: (36)-1-803-5556

Ceprudurar kauecrsa Ne 2948/ 2018/LM

Hanmenopanue npenapara: Ansennn” Tabie vki HOKPBITHIC Iienousoii oboouroi 10 wr 2x14
Cepus Ne: 2204C0418 Jdata nponsnoacraa: 04.2018.
Hosmep anainza: TAR2018/1472 Foaen ao0: 04.2023.
Jara ananuiza: 05.06.2018.
{Hexusamenn KQueomad; Hoayucnnbie Hopaws:
BEIVILIMIENIGE,
Ouncanne: Coore 1ped Beaste st HOWTH Oibie, KPYILIC, JABORKOBEIYRAME 1a010THA,

(ORPHTHIC TUICHOMHON 0BOA0UKOHL. ¢ FPaBRPOBKOH «bF 382» wa
onsoit cropone, Ge3 sunaxa Wi nodry §es Janasy.

Hoarmnnoecrs (BN ) Coors. rpeb. Bpess viacpmussHis {fg} GCHORROTO TIIRA HA NPOMATOIPRMME
HEHBFIYEMOIG  PACTROPA.  JINIAHO  CONTBUICTROBITE  BPCMCHH
VASPARHBAIHIE  OCHORHOTO THIKZ  HE  XPOMBTOIPAMME  pacizopa
CTAHARPTHOID OOPAING AOHEHTIHAT THAPOXAOPHIA.

Hoxaunnoers (10X Coore. 1ped. CenoBioe DHETHO HA APOMITOIPAMME HOARTYSMOIO PACTROPAE HO
AOAMKCHIIO, HETCHCHBIOCTH HOTACIHCHHS W BEANNHHE JIONKHO
COOTRETCTHOBATL GCHOBHOMY ANTHY Ha NPOMITUIPaMMe PAcTRopa
CTUAAPTHONG 08PATIA A0HCTICHIA THAPONIODILIZ

Koanuecraennoe oupeaesenne (BOA N

UL % 31 95.0 g0 103 0% A0HCHE MR MLIPOXAOPRAG [ 1204
10,00 ur/irati. 10,00 s 3 5% (o1 9,50 a0 10,50 M)
Poacrsennsie npusect (BKN: {KOZUNECHIEE APUMECPH BUPANCEHD & HEPRCHEME Had OoHeneiad
SUGPOXAOPUS)
- m0ian npusecs 067 % e Gonee 4,20 %
- cymMa apuMecedi 0.12% e fuiee 0,30 %
Pacvpopenne 968 - 1010 % He Menee 80%% (1) OF HOMIHATRHOIT KOHNECTBA ACHCIRVIOUILIO
{YD-crer tpodoroMeTpss Xa= 99.2 % BCIECTBA SO0 NEPeirty B pacteop 3a 15 sum
Boaa (veTon Kapaas dnunepal: 35% e Oosee 7.5 %
OanopoIHETH A0IPOBAIHES
{(BOAX) {MeT0a Npamoro onpeacaciusy AV = 4.8 AV < 150 (n = 10), ecan YOI08HE HE BRITIOAHACTON, 10
AV < 150 (n = 305 u am 3030 Tabacion KOMHTCTBCHHOR
COACPIKARNE ACICTBYIOUILTY BEUWCTRE JMOJDKHO HONOAHILIA 8
wHTepsae B 75M - 1.25«M
Mukpoduo o HIeCKEN HHETOTA: Coors. el Kaigropus 3A
Vaawopxa: Coors. meb. B CODTBEICTRIH ¢ HOPMATHBHOH JORYMEHTALMCH
Maprupoaxa: Coors 1peb B COOTBETCTERM ¢ HOPMETHBHOH 0Ky MEHTalHeN

Mpesisoanrean: A0 «@apmanesuecknil 3anoy 31 HO» 1165, Byaanenrs, va. bewenndevin 118-120, Benrpun
MacopmprynAKosmHK: : SAQ «@apvanesruuccrnil sasoa M HCO» 1165, bymanewsr, ya. bexenndeain 118126, Bewrpus
Brinyekaiouui KouTposb Kauccraa: JAQ «Dapmauestuecknii sases JTHO» 1165, byaanowy, vi bexensdeatn 118-120, Benrpun

BGupua 3AO abapsatcriveckii 3asoa THCH (Byasneun — Beanrpsa) rapasiupyet. N0 NPMIBBOICTRG YKATIHHOTG B HACTOREICM
ccpmdmmm NPENaPaTa. BEBOMEN €10 YIAKOBKY i KOHTPOSL RaYecrna, THAHOCTRC COOTRCTCTAVET ‘{pce’:umuusm :inig‘Wﬂ}’N’)l!ll&‘i --‘”pﬁit!l.‘é
OPIAHMHIN EPOHIROACTEA H KONTPOAM KaMCCTHE ACKAPOTBUHHEIX (pRaciey (cGMPYL

DupMa TAPAHTHPYET, 410 KAYECTBO YKA3AHHOTO B HACTOALIEN CCpTI(HKATE NPenapata COOTRETCTRY LT 1pebOBAHHIM
# yreepaaensoit HA Ne JiT 000228-10018. . e
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