r JNEKJIAPALINSA O COOTBETCTBUA W

\ JIEKJIAPAHT, IPUHUM AIOLIVA JAEKJIAPALIAIO O COOTBETCTBHH
000 "ITHC-PYC”

| Ceedenus 0 pezucmpayui Op2anusayul. MeoicpaiioHHas UHCnexyusl DedeparbHol Han020601 cayHcOur Ne 46 1o
» Mocxkee 12.04.2007, OTPH 5077746558160, dama npuceoerus OI'PH 12.04.2007.

Tosepennoe nuyo: Tlenex H.B., dosepennocmy 49 om 01 .07.2019 2

3 ASBISIEEYFO—

leKapcmeeHHoe Cpeocmeo: Anzenun, mabnemxu NOKPLINbIE nnenounoii obonoyxoii 10 M2 14 wm., ynakoexu
auetio8bie KOHMypHbie (2), NAYKU KApMOHHYIE, PV Ne JIIT-000228 om 16. 02.2011 (oama 3ameHbl 10.01.2018),
cepus 5628C0519, napmus 11040 ynaxosox, 200eH 00 31.05.2024, npoussoocméd 340 "DapmayesmuyecKul
sae00 ITHC", Benzpusi, EGIS Pharmaceuticals PLC, 1163 Budapest, Bokenyfoldi ut 118-120, Hungary, ko0
OKTI/I2 21.20.10.236, k00 TH B3JI 3004900002, konmpaxm Ne RUS 1/08.11.2013 om 08. 11.2013, uneotic Ne
5453005 om 05.08.2019

COOTBETCTBYET TPEBOBAHUAM
JI1-000228-100118

MEKJIAPALLIAS [MPUHSITA HA OCHOBAHHUH
npOMOKoN ucnwimaruii Ne 4551m om 1 6.08.2019 HJI 000 HI] "BAPMOBOPOHA", ammecman
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC HU.®M08.C46314 om 16.08.2019

\ ﬁ" p JMEKJIAPAIIMH 19.08.2019
AT TAPALL N iiCTBUTEJBHA J0 31.05.2024
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MOANHCH ORSKS

CBEJEHUSA O PETUCTPAIIMU

OPTAH 110 CEPTHO®HKALMH, 3APEFHCTPHPOBAB1]JI/IH JEKJIAPATITHIO

RA.RU.11®MO08 OPTAH IIO CEPTH®HUKALHN TPOJYKIHHA OBLJECTBO C OI. PAHUYEHHOH

OTBETCTBEHHOCTBIO "OKPYKHOM JEHTP KOHTPOJIA KAYECTBA",

aopec opeaHu3ayuL. 115280, 2. Mockea, yn. Macmeproéa, o. 4, sm. 5, nom. I, kom. 1, adpec opzana no

cepmudpuxayuu: 1 15280, POCCHA, 20poo Mockea, . Macmepxosa, 0. 4, om. 3., men. :(495)788-02-88, 8eb-

caiim: OYkK.p@.

JEKJAPALIUA O COOTBETCTBUHA 3APEFMCTPUPOBAHA M POCC RU JI-HU.®@M08.4.33531/19
ASBEPRCTPA 19.08.2019

% JNupeuxo U.b. -
nogfiuch Pykosoaurens OC
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| LigHTP KOHTPONA

KBPBEIEAD

Aopec: 121108, & Mockea,y1. Heana @panko ,0.8. Te;ze¢on.'8(495)223—01-O4,qba;cc :8(495)223-01-50 .
B nuye: Tenepaibrvlil OUpexmop Kuuumodh Meuucnas Ckyn




3A0 «®apvaueTHuecKuil  3aBOA ITHC»
EG‘S 1106 - Benrpus. byaanewTt yi. Kepecryps 30-38.

Tenedon: (36) -1 -R03-5554 Tenepaxe: (36)-1 -R013-5556

CeprudukaT KauecTsa Ne 3316/2019/LM

HauMeHoBaHUE ApENapaTa; Apserpt® TalieTKH NOKPLITHIE ruterounoii obosiouKoit 10 mr 2x14
Cepus Ne: 5628C0519 Jlara npoM3BOACTBA: 05.2019.

Homep ananusa: TARB/2019/1647 Tonen 30! 31.05.2024

JlaTa aHanmHia: 21.06.2019.

[Jokgiameny Kawecmaa: Hoayuentsie Hopast:

Onucanue: Coore. ped. Geaie Wi nowrH Gesne, Kpyrase, BOAKORBLTYEABIE TabIeTRY,

HOKPHITHIE TACHOMBOR OBOAOUKOH, © TPABHPOBKOI «F 382» Ha
oaHol cropose, G3 3aNAxa wi NOUTH fey yanixa.
[Horanunocys (BOXX): Coors. 1ped, Bpems  yACp#KUBAHNA (tr) OCHOBHOIO fMKZ HA APUOMATOIPAMME
HCHBITYEMOTO  PACTBOPE.  AOIKRHO COOTBCTCTROBATE  BPCMCHH
YACPAHBAHIA OCHOBHOTO  FIHKA HA XPOMAyOrpaMMe pacisopd
cranapTHOTO 0Dpa3ia JOHENEIHAR PHAPOXAOPHAR.
Hopmunocts (TCXp Coors. ped. OcHOBHOE NATHD HA XPOMATOTPAMME MCABITYCMOID pacTeopa oo
RONGIKEIHIO, HHTEHCHBHOCTH [OF/IOMCHAS 1 BENHUUHE ODEHO
COOTBETCTROBATL OCHOBHOMY MHTHY Hd XPOMATOIPAMME DACTRODE
CTANAGNTHONO O0DPA3IA JOHENEIHAL THAPOXACPHAIR.
KoanuecaeHHoe 0Npeicicane {(BOKX)

100.3 % Or 95,0 10 105,0% onenc3nia THApOXAOpHAa S Taba.
10.05 mr/yabn. 10.00 mr = 5% (019,50 10 10,50 mr)

PoacTecHitbie HPHMECH {BORX): {KkoAUNECMED npUMecels BUPANCeNno 8 nepecieme WG QOHeneINId
cudpoxaopud]

- 004 PHMECE. menee 60,03 % e Goace 020 %

- cymmd npuMecei senee 0.03 % we Bonee 0,50 %

PacrsopeHue 98 - 99 % e smenee 80% {Q) 0T HOMRHAILHOTO KOAMYECTBA NEHCIBYIOWIETO

{Y@-cnempodsemmmun}: %Xs=98 % eLHECTRA AOMANO [ICPEHiTH B PACTBOR 33 19 Mun

Boja (meron Kapaa Guuiepa): 3.0% e Goaee 7.5 %

OABopoaNDCTE J0IHPOBANKA

(BIHCX) (MeTON HPAMOLY DNPEIEACHIN ¥ AVie=2,7 AV < 15,0 (n = 10), ccms YOI0BUE HE BHINIONHASTCR, TO
AV < 150 (n = 30), » a4 30/30 TaBACTOR KONHYECTREHHOC
cojepKaHne ASACTRYIOME D BELIECTSE AOMKHO HAXOAMTLCH B
wireppate 0,75XM - 1,25%M

MHKPOOHOIBTHUCTKAR HHCTOTR: CooTe, Tpeb Kareropus 3A

¥ nakoBKa: Coots. ped. B COOTRETCTBHYN ¢ HOPMATHBHON noKymenTaimedt

Mapkuposral Coore. Tpeb. B COOTBETCTBHH € HOPMATHBHUH AoKyMeHTaunen

TIpoRIBOARTE B! A0 «DapManeBTHUCCKIH 32801 31 HC» 1165, Byaanewt, Y. Bexenngesin 118-120, Benrpna
Macopumx yuakopuuk: : 3A0 «@apmanenTHHECKHH 1AB0I IFUC» 1165, byasnewy, ya. Gekenngenan 118-120, Benrpus
Branyckaouini KORTPo/b KauecTRi: 3AQ «DapmanestTHuecKuil 1280 IUUC» 1165, byaanewt, Y. Bexenndeon 118-126, Benrpus

Dupma 3AC «DapMatieBTHHCCRIT 32801 IPUCH (Byaanewt — Benrpha) rapaiiupyet. WIo NPOMIBOACTBO YKATAHHOIO B HACTOAIEM
cepmd}mca‘:e npenaparda, BRIIOMAR €70 YNAKOBKY H KOHTPOAL KaUCCTsa, NOAHOCTRIO COOTBETCTRYCT me&waammaq ﬁcﬁc’mymmu\( t\ﬂp‘dBHJl
OpraHnIalAK NPpOHIBOACTEA ¥ KOHTPOAA KQUECTBA NICKAPCTREHHBIX cpeactn (cGMP).

upma rapaHTHPYET, YTO KauecTso YKA3aHHOTO B HACTORLIEM ceprudukare npenapata cooTReTCTRYET TPEDOBAHHAM
u yreepxaennoit H Na JIT1 000228-100118.
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