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N3RBIHATEHA ATEHUNS MO NEKAPCTBATA |
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1. AME HA NJEKAPCTBEHHA ITIPOAYKT
EHAOTENOH 150 mg cromanHo-ycroiiuney 1abneTxu | Ogos OOHUL N2 croooeerecrerincr e fereraserosasrirnensrusenensas

ENDOTELON 150 mg gastro-resistant tablets -

2. KAYECTBEH A KOJIHMMECTBEH ChHCTAB

Bceska cToOMalIHO-yCTOHYHEBA TADNETKA ChibpXkKa:

ITpeuncTed eKCTPaKT OT IPO3IOBH CEMKH, CTAHAAPTH3MPAaH KaTo TPOLHAHHA0JIOBH ONTHIOMEPH
(procyanidolic oligomers) - 150 mg

3a ITBIHAA CNHCHK Ha MOMOLIHHTE BELECTBa BUXKTE T. 6.1

3. JEKAPCTBEHA ®OPMA
CTOMaLIHO-YCTOHYHBH Ta0JETKH OLIBETEHH B XKBIITO.

4. KIAHHYHHU TAHHH

4.1 TepaneBTHYHH NOKA3AHHSA

CUMNTOMATHYHO JI€YEHHE HA BEHO3HO-NUM(HA HEZOCTATEYHOCT, CRBP3aHa € OIUIAKBAHHUA KATO:
yMOpa, TEXECT, OAYBaHe H OOJKH B KpaKaTa, KpaMIlu, ,,HEIOYHBALIM Kpaka™, HaYaneH

OeKyOUTYC.

4,2 103MpOBKA H HAYNH HA N PHAOKEHHE
3a nogoOpeHue Ha CHMIITOMHMTE CBbP3aHH ¢ BEHO3HA M MTHM(HA HEAOCTATHYHOCT:
I1o enHa TabneTKa CYTPHH M Bevep B IIPOABIKEHNE Ha 20 1HH B Meceua (TIpeKbCBALM KYPCOBE).

4.3 IIpoTHBONOKAZAHUA
CBpPBXYYBCTBUTEIHOCT CNPAMO IIPOLIHAHKIONOBY OIMTOMEPH WX HAKOE OT IIOMOLLHHTE
BELLICCTBA.

4.4 CnenuaJHH NPEAYNPEeRACHHA H NPEANA3ZHE MEPKH NpH ynioTpeda

Ha He ce npeBuiaBaT 3 Mecella IeueHHE 03 MEUIITHHCKO MHEHUE.

AKO CHMIITOMHTE HE CE IIOBIMABAT WIH ce 3aaBa00uanart, M ca BEPOATHO CBBpP3aHy ¢ OCHOBHATA
ChIOBA MATOJOTHA (xpwonacn_uaum, nypnypa u ap.), JedeHHeTo Tpabsa Aa Opaar [PEOLIEHEHO..
IToMOIHH BELIECTBA

To3u nexapcTBEH NPOAYKT ChABPKA 3aXapo3a.

[MaupeHTH ¢ peaAKH HACASACTBEHH MPoGIeMH HA HEMTOHOCHMOCT KbM (PpYKTO3a, IMOKO30 -
rajaKkTo3Ha ManaGcopOIMsa HIH CYKpo3a-H30MITA3HA HEAOCTATRYHOCT HE TpAOBa Aa npueMar
TOBa JICKAPCTBO.

4.5 B3aumoneiicTaHe ¢ APYTH JEKAPCTBEHH TIPOAYKTH H APYrH GopMH HA B3AHMOACHCTBHS
He ca npoBexaHi npoy4vBaHUA 33 B3AaHMOACHCTBHE ¢ APYIH JICKapCTBEHH MPOAYKTH.

4.6 ®epTHanTeT, OPEMEHHOCT H KbPMEHE
BbpeMenHOCT:

H3BecTHO €, ue BCHUKHK BELISCTRA, OTTOBOPHM 3a ManGOpMaLUy IpH Xoparta JOCera, ca
A0Ka3anH, Ye ca TEPATOreHEH NpU H3CNEIBaHUA NMPOBEIEHH BLPXY /1B& BUJA XKHBOTHH.

H npete npoyuBaHHA MPH TE3H KHUBOTHH € TOBA JEKapCTBO, HEe MOKA3BaT TEPATOTEHEH €(EKT.
B KIHHAYHHA ONKT, HE Ca HACTBIHIH JeTOTOKCHYHH ¢(PEeKTU KbM JHEllIHA KaTa.

Bbhpeku ToBa, JaHHHTE IpH OpeMEHHHTE KEHH M TAXHOTO IOTOMCTBO, KOUTO ¢a HUnu
HUT0EHH Ha TOBA JIEKAPCTBO HE Ca HAIIBAHO AOCTATHYHO 34 Ja € H3K/IIOUH BCAKAKDB BESN
pPHUCK. / o
CnenoBarenHo, e npenop'btlmenﬂo A He C& M3TION3BAT NPOLMAHUIOIOBH OIIHIOME )
Ha OpeMEeHHOCT.




KnpMmene:
IMopanu nMIca Ha JAHHH 33 MPEMHHABAHETO HA TOBA IEKAPCTBO B MAHTHHOTO MIIAKO,

ynotpebara My Tpa0Ba aa ce U30Arsa OT KbpMEILH XKCHH.

4.7 EdexTn Bbpxy cnocoGHOCTTA 3a wodHpane H padoTa ¢ MALUMHH
EHIOTEN0OH He NOBINABa CIOCOOHOCTTA 3a mofupane u pabora ¢ MallIMHH.

4.8. HexeanH JeKaPCTBEHH PEAKUHH

Hexxenany JieKapCTBEHH peakLiy HACTBIWIH NO BpEME HA KNMHUYHUTE NPOYYBAHHA HITH
CBOOIEHH CTIOHTAHHO, Ca TIPEACTABEHH NO-a0y. TAxHaTa 4eCTOTa € onpeneacHa Bb3 OCHOBA Ha
CJleIHaTa KOHBEHIHA: 4ecTH (> 1/100 mo <1/10); neuectr (= 1/1 000 no<1/100); penxu (=

1/10 000 mo < 1/1 000); Muoro penkd (< 1/10 000), c Hen3BecTHA 4ecTOTa (0T HAAMYHHUTE AAHHU
He MoXke Aa ObJie HanpaBeHa OlleHKa). BbB BCEKM CHCTEMO-OPraHeH KJac, HEKC/IAHHTS PeaKLMH
ce U3OPOABAT B HHIXOAALL pell NO OTHOIUEHHE HA TAXHATA CEPHO3HOCT

Cucrema Opran /Knac Psanko MHoro paako
Hapyuwenus na nepsnama riasofonue
cucmema
Cmomauno-upesnu CTOMAIIHK OONKM, rajicHe U
| Hapyuienus AHApHA

Hapyuwenua na xooicama | AnepruHu INposiBH: aHTHOENEM
NOOKONCHUME MbKAHU ypTHKapus, oOpus ¢ wiu 6e3

IpYPUTYC, POTOUYBCTBHTENHOCT,

gK3eMa.

Te3u nposBY ca OOpaTUMH H

CNHPAT CJIeA peKbCBaHe Ha

NeYeHHETO.

4.9. IIpeno3upane
He ca poxnansaHy JaHHHM 3a NpeAo3HpaHe 10 MOMEHTA.

5. PAPMAKOJIOTAYHH CBOHCTBA
5.1 ©apMakoaHHAMHYHH CBOHCTBR

ATC xonp COSCX

CBHJAO0B ITPOTEKTOP - BEHOTOHHK

Mexanuzem na eticmeaue
YBeNnHYyaBa ChA0BaTa pe3IUCTEHTHOCT H HaMaliaBa ChbAOBUA nepMeabunmTeT.

DapmaxoounamusHu egpexmu

[MpoyupaHMATA in vitro noka3Bar, 4e NPoLUAHHIOJIOBUTE OJIHTOMEPH NPOTEKTHPAT
$ubpunapHure NpoTeUHH, 0coOEHO KOMAreH U €JIaCTHH OT €H3MMHO pasrpaxiaHe M HMar
NPOTEKTHBEH eEKT Cpelly TEPMHYHATA ASHATYpalyd Ha KOJareH.

Knunuuna egpuxacnocm u 6esonacrocm
HeticTBuero Ha EHAOTENOH BEPXY CHAOBHTE CTEHH, AEMOHCTPUPAHO NPH XHBOTHH H
NOTBBLPASHO APH XOpa € CNeAHOTO:

- mono0OpABaHe Ha KaIWIAPHATA PE3UCTEHTHOCT (Kanuisipo-IUHAMOMETBP H

(xMcTaMMHOB TecT, TecT Ha Landis u m3otonuueH Tect Ha Landis).

Heouampuuna nonynayus
Hsama panas 3a ynorpeda npH geua.



5.2. ®apmakokHHeTHYHH CBOIICTBA

Abcopbyus
[IpoLMaHKHAONOBHTE OIMTOMEPH ¢a (riaBiIMEBH NPOH3BOAHH, KOUTO OBpP30 ce abcopOupar or
CTOMAIUHO-UPEBHUA TPAKT.

Pasnpedenenue

[TpolaHKHAONOBHTE OJIMTOMEPH CE CBBP3BAT C ThKaHH, ChABPXKAIIM AMHHOIIMKaH,
BKIIIOYHTETHO MEPHBACKYJIAPHA CheANHUTENHA THKAH.

[TrkoBa MIa3MeHa KOHUCHTpalMA € AOCTHIA CJIE/] Yac M TIONOBKHA U TUTa3MEH MONYKHBOT OT 72
yaca. |

Enunmunupane
EnuMunspaneto Ha EHIOTENOH U HEroBuTe MeTaboNMTH CTaBa OCHOBHO 4Ype3 Qexanuute (+
70%), nonsikora upe3 ypuaara (£ 20%) n pecnuparopHus (= 5%) Tpakr.

6. DAPMAINEBTHYHH JAHHHA
6.1.CnHCBK HA NOMOLIHHTE BelecTBa
Cwpyeeuna.

Mukpoxpucranya nenynoza,

Cunuuues JHOKCHA, KONOHAEH, Oe3BoAeH
MarHesues creapar

DuaMupawo nOKpumue.

Merakpunopa KHCeTHHA / eTHI akpunar kornonumMep (1:1)
HatrpueB xpuapokcua

Tprerun nurpar

Tank

3axapro nokpumue.

3axapo3sa

Xenarun

Apabcka ryma

Tank

TuTaHHEB THOKCHA

AKeneseH OKCHI, KBAT

KaprayOGckn BOCHK (CTERH).

6.2 HecbBMEeCTHMOCTH
He e npunoxumo.

6.3 Cpox Ha roanocr
3 roaAHHHU.

6.4 Cnennannn yc/10BHA HA ChbXPaHEHHE

[Tpu remnepatypa nod 25°C.

6.5. Bua u cuabpKaHHE HA ONIAKOBKATA
Kapronena xyTHs, coabpxaiia 20 win 60 croMalHo-yCcTOHYHBH TabNeTKH, IOCTABCHU B
Onucrep (NONUBHHUIXIIOPHI/ATY MUHUIA).

He BcHYKH BHAOBE ONAKOBKH MOLaT Ja 6baaT nycHATH B Npoaaxoa.




6.6 Cneupanuy npeanasHy MepKH NpH M3XBbPJinHe H paboTa
Hsama crieniHaiHi H3HCKBaHM.

7. MIPUTEXATEJ HA PAZPEIIEHHETO 3A YIIOTPEBA
CHEPLAPHARM Arzneimittel GmbH

Bahnhofstr. 1a

17498 Mesckenhagen

['epmannn

www.cheplapharm.com

8. HOMEP HA PAZPELIEHUETO 3A YHOTPEDA
9600281

9, JATA HA IIBPBO PA3ZPEHIABAHE/TIOAHOBABAHE HA PASPEMIEHHETO 3A
YNNOTPEBA
01.11.1996/15.11.2007

10. HIATA HA AKTYAJIU3HPAHE HA TEKCT
Meppyapu 2015




