KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. MME HA JEKAPCTBEHHS MPOIYKT W3NbAHUTENHA ATEHLSA MO NEKAPCTBATA
KP&ITIE XapaKMBOUCITIIKE HE RDOGYXTNG - TIPUACKSHUS 1

Benocmun 200 mg TBEPAM KaCyan

Venosmil 200 mg capsules hard Kowt Pee. Ne . 4010, 17
raspoumio n RELLTAT T 22

2. KAYECTBEH H KOJIMYECTBEH CBhCTAB

Beaka TREpAa kancyna ceaspaxa 200 mg Xuapocmun (Hid
34 MRAEMA COMCHK MOMOIIHY BetecTa BiokTe T.6.1.

04 02. 201
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3. IEKAPCTBEHA ©®OPMA

Teepaa kancya.
OpaKeRH KancyiH, ChABPAKALIM (UM KBIT Npax.

4. KIMHWYHWA JAHHH
4.1, TepanepTHYHH NOKAIAHANA

BeHOCMAMI cé H3MON3Ba 32 KPATKOCPOHHO obnexuasane (ABa-TPH MeCENa) Ha OTOLH H CHMITTOMH
CEBP3aHH ¢ XPOHUYHA BEHO3HA HEAOCTATBUYHOCT (Gonku, TEXECT B KpakaTa, OTOLH H ap.)

4.2, Ho36poBKA H HAUHH HA OPHACKEHHE

O6HuaiinaTa AHeBAA Zo3a BeHocMun e eana kancyna ot 200 mg, Tpu IrbTH JHEBHO € YALNA BOJA.
Jlekapcieoto ¢@ pHeMa No BpeMe Ha XPaHEHE.

4.3. [lporaronoxazanns

Benocmun e NpOTHBOMOK23aH MPH NALHCHTH CBhC CBPBXIYBCTBHTCIHOCT KBM aKTHBHOTO
BeIIeCTRO HIH HAKOR OT CBCTABKHMTE HA NEKAPCTREHMS NMPOIYKT.

4.4, ClienAATHH DpPeIyTpeAAen s B HPpeINa3nA MepKH OpH ynorpeta
Hama clienalHy npelynpeXIeHns 1 CTICIHATHH NPEANa3Hd MEPKH [IpH ynoTtpeba.

4.5. BaamMopeiicTBHE ¢ IPYTH JeKAPCTBEHA NPOAYKTH H Apyrd GopMnA BA B3ARMOAeHCTBHE

He ca TpoBexgHH NPOYIBAHWUA 38 BHIMOXKHH (JapMakOKHHETHHH W/wm apMakoaHHAMAYHH
B3aUMOASHCTEIA HA XMAPOCMHH C IPYTH JIEKapCTBA HIIHA XpaHH.

4.6. ®epTHanATET, GpEMEHHOCT H KbpMEHE

He ca Haiu4H# KIHHWYHW JaHEH 33 yrIoTpe6a Ha IeKapcTBOTO 10 BpeMe Ha SpeMeHHOCT.

Tio Bpeme Ha NpeKIMHAYHNTE H3CTeJBaHH He e HabMo/aBaHo NpPAKO WK KOCBEHO HOTATHBHO
BIMAHHE B NepHoAa Ha GPEMEHHOCT H Pa3BUTHE HA TUTOAA.

Vriopebata na BeHocMmiT N0 BpeMe Ha GPeMEHHOCT € ZONyCTHMA CaMo B TE3H CIY4aH, KOraro
BEPOATHATA NOJT2a 3a MaiikaTa NPeBKIIaBa BE3MOKHHA PHCK 32 IUI0Ja.

He ce mmenopryBa ynorpebara Ha 1eKapeTBOTO NO BpeMe Ha KbPMEHE, MOpaIu JIMIICA HA JaHHH
32 HAJIMYHEe HA XHAPOCMHH B MAHYMHOTO MILIKO.

4.7. Edexrs sLpxy cnocofEocTTa 3a Modapane B paGoTa ¢ MAIKHR A

He ca mpoBexaaHu NpOydBaHus 3a eeKTHTE BHPXY CTIOCOGHOCTTA 3, r
Mamuny. Manko BEPOATHO € XHAPOCMHH A2 HMa edeKT BBpXY criocol)
HIH paboTRTe ¢ MAIHHM.




4.8. Hexxenans JeKapCTBEHA PEAKIAA

KakTo BCHUKH fiexapcTBa, TOBA JICKapCTBO MOKES IA NpeAH3BUKa HEMECTAHH peakiHi, BBIPCKH,
4ye He BCEKM TH IIomydaBa.

ToBa nexapcTBo OOUKHOBEHO HMa 106pa IOHOCHMOCT.

Haii-uecTo HaG/IOJaBaHITE HEXKENAHN PEaKLMH ca HIK OT CTpaHa Ha XPAHOCMWJIATERHHUA TPAKT
(cromauiam Gonkw, raicHe), WM OT CTPaHa Ha KoXkara (o6pHBH, cBpOexk), WM CBEP3AHH C
HepBHATa CHCTeMa (rajieue, Tasobonue).

AKO Hal;li0JasaTe KAKBHTO M [a € HEMeNaTellHH PEaKllMH, pa3jiiHIHi OT OMHCaHHTE NO-Tope,
KOHCYNTHpaiiTe ce ¢ Bauius nexap uiH dapmanest.

ToBa BKOUBA M TAKHBA, HEOITMCAHH B TA3H JHCTOBKa. MokeTe ChIlo Aa cpobIOHTE 33 HEXKENaHH
peaKkuMM JUPEKTHO Ype3 HAlMOHAJIHATA CHCTEMA 32 cpobmasaHe:

HarreisTellHa areHlHA 1o JJeKapcTeaTa

yi. ,,Jdaman I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiit: www.bda.bg

Kato chobiaBarte 3a HEMEAAHM PEAKIIMH, MOXeTe Ja Jafere CBOS NPHHOC 34 TMOMYHaBAHE HA
noBeye RHPOpMALIMA OTHOCHO Ge30NACHOCTTa Ha TOBA IEKAPCTBO.

4.9, IIpeaospade
Jlo6para rioHockMocT Ha BeHOCMHN npeanonara Manka BEPOATHOCT 38 MHTOKCHKAIHA Aame H
npu cay4aliHo NpHeMaHe Ha [0-BHCOKa 034 .

5. PAPMAKOJOIAYHHA CBOUCTBA

5.1. DapmMakoadHaMHEIHEA CBOHCTBA

MaprakoTeANeRTHYHA rpyna: BasonpoTeKTOpH, KaIWIApHA crabuAE3NpamH areHTH,
ATC gom: COSCADS

JeiicTBHE

AKTUBHOTO REIECTBO Ha Benocmun e XHAPOCMHH, KOETO IO XWMHYHATA CH CTPYKTYpa ce

OTHacs KBsM Tpymara Ha (UABOHOWAMTe W NpPEICTaBIIBA CMeC OT 5 u 3’-mono-O-(B-

XHAPOKCHETHN )-THOCMHH H 5,3 mu-O-( B-XuAPOKCHETHI }-AHOCMHH. MexaHH3MBT Ha ACHCTBHE

Ha XHAPOCMMH HE € H3ACHEH HAITBJIHO, HO TIpEAno/ara, 1e crnioco6eTBa HHXHOMpaHe Ha KaTexol-

O-meTunTpadcdepasa.

Moixe na ce GOpMyTHpPAT YETHPH IPeTIoNaraéMH HACOKH Ha JIeHCTBHE HA XHAPOCMHUH:

- REpXY NepMeabHIHTETa - Ype3 HaMalIBaHe MPOHHLIACMOCTTa H YYIUIMBOCTTA HA KAIAWIADHTE

(moBHUIEHA MO/ RB3ACHCTBHETO Ha XHCTAMHH, 6pagMKHHEH ¥ NPH HebGaTaHCHPaHO XpaHeHe);

- BBPXY XEMOPEOJIOTHYHHTE CBOHCTBA HA CPUTPOLMTHIC - UpE3 NOBHIDABaHE CIOCOOHOCTTA 33
AedopMalHA Ha EDHTPOIMTHTE K HAMANABAHE KPBBHHA BHCKOIATET,

- RIMSHHE BHLPXY BEHOSHHA TOHYC Upe3 CTHMYJHpaHe MOCTOAHHOTO H CMIOHTAHHO CBHBAHE Ha

rNafKaty MYCEYIATYPE HA BEHO3HUTE CTEHH,

-BOHAHME BLPXY UMPKY/IMpAalaTa MuMpa upe3 MalaTallidi Ha nAM$HHTE CBIOBE, YBeIHUaBaHe

CKOpOCTTA HA IPHABIKBAHE Ha muM(paTa | noxobpABane Ha TMMpHHA OTTOK.

Rernocmuyl  3a0aBsa/UpenoTBpaTaBa CHMOTOMHMTE HA XPOHWTHATa (nepudepHa) BEHO3HA
HEZOCTATLYROCT (GOMKY, TEXECT B KPAKaTa, OTOLH M AP.). e

./ -
XunpocMHH OKa3sa CHITHO H3PaseHo nelicTeHe BBPXY BEHOZHHA 3aCTOH, 1?@
[y e i
AMITATAIMA M3 KPHBOHOCHHATE ChAOBE Ha IONHHTE KPAHHHIH. / v

/

/

5.2. ®dapMaKOKHHETHYRH CBOHCTBA



Crell TIepOpATHO TPATOKEHHE BLPXY 3ApaBM NOOPOBONIH Ha eIHMHMYHA 1032 XHAPOCMMH Ce
Habmo1aBa, 4e KPHBATA HA IUIA3MEHA KOHLIEHTpaups/BpeMe uMa pydasen xapakrep. Havamims
nuk ce HaGmogaea 15 MHHYTH cien npHeM, cllek KOETO KOHIEHTPALMATA 3all04Ba fa HAMAliBa,
YeTHpH uaca cCjel Npunara€e ce HabmogaBa HOBO TOBHILABAHE HA TUIA3MEHOTO HHBO H
HDOCTHTaHE HA PAaBHOBECHA KOHILIEHTpauus cied 5 -8 4aca; cien 24-ms 9ac IUIa3MEHOTO HHMBO €
NPaKTHYECKH HCOTKPHBAEMO.

Cnen nepopanto npunoxkenne, 90% XuapocMHH ce eMMHEHPA 10 48-14 Hac.

EAMHHAPEHETO HA AKTHBHOTO BemecTso € /o 80% ¢ dexanuure 1 1o 16-18% ¢ ypunara.

5.3. lIpeaknuANI AR A2HHH 33 GezonacmocT

CsicH TEpOpailHO, MHTPANEPHTOHEAIHO H MHTPABEHOIHO NMPHIOKEHME HAa IUTHXOBE H MHIIKH,
octpaia TokcHunocT (LD 50) va XumpocMmun e TeBpAe Bucoka (>5000 mg/kg) B CpaBHEHHE C
xIHEHYHaTa 7034 (10 mg/kg/aeH). B HacieABaHHA 32 MOAOCTPa TOKCHYHOCT (NEPOPATHO NPH
IL1bXOBE 34 | Mecer ¢ 4031 70, 700 1 7000 mg/Kg IHEBHO U NepOPAIHO NPH KydeTa B %o3d or 50,
250 u 730 mg/kg NHEBHO) HAMA 3HAYMMKE HM3MCHCHHA B OHOJOTHIHHTE ¥ AHATOMO-
XUCTOROIHHHATE MIAPAMETPH, KOHTO 1a HMAT OTHOINEHHE KEM JIEKapCTBEHUS OPOXYKT.

Hrcrempanus 38 XpOHHYHA TOKCHYHOCT Ha XHAPOCMHH (6 Meceria) NMOKa3BaT, Ye HAMA 3HATHMH
WaMeHeHMs ® 1031 ot 50, 500 u 2500 mg/kg muesHo u 25, 125 mg/kg aHeBHO (IIPH MEPOPAIHO
NPHIOKEHVE HA TUTBXOBE H Ky49eTa)

Hacneppauua 23 TEPATOTEHHOCT Ha 3aMH, ILILXOBE H MHILIKH C 03K MEXIY MEXITY 3-150,6 -
600 B 50 — 200 IBTH UO-BHCOKH OT MPEnOpHEYaHHTEe TEPANEBTHYHH [03M HE MOKA3par
TEPATOreHHOCT HTH CTIeIGhHIHA CUMITTOMH Ha TOKCHYHOCT IIPH eMGpHOHHTE.

6. PAPMANEBRTHYHH JAHHH

6.1. Ciilcbk Ha HOMOLYHATE BeIECTBA

Ha KarlCyJHOTO CHABPIKHMO - MAZHe3ues cmeapam

Ha JKEJid TMHOBHTE KAICYJIH: KeNatTHH, epuTpo3sH { E127), XMHOIHMHOBO XKBITO ( E104), THTanos
mHokcHs ( E171) 1 npeyrcTeHa Boaa.

6.2. HechLBMECTHMOCTH
HenpunoxuMo

6.3. Cook Ra roguoeT
5 ropHU

6.4. CenpaIEN YCIOBHAA Ba ChXpAHEHHE
Jla ce cuxpanssa noj 30°C.

6.5. Bua 1 chabLpkanHe HA ONAKOBKATA

JlekapcThReMHA IPOIYKT ce Mpeanara B GiucTepH o1 AL /AL-tomxo; no 10 kancyn B Snrcrep,
[IOCTAREHH B KAPTOHEHA KYTH, ChAbpiawma 20 win 60 xancynH.

He BCHUKH BHIOBE OTIAKOBKH MOTAT Aa GEaaT mycHaTh B Mpoxaxba.

6.6. CnenuanHe nNpesna3il MepKH OPH HIXBLPASHE

Hava cnenyianay H3RCKBAHHA

7. IIPHTEMXATEJ HA PASPEIIEHAETO 3A YHOTPEBA

FAES FARMAS.A.
Maximo Aguirre 14




48940, Leioa (Vizcaya)
Hcnanus

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA
Peructpaimoned Ne 20150110

9. NATA HA ITbPBO PA3PENIABAHEMIOAHOBSIBAHE HA PASPENIEHMETO 3A
YHOTPEBA

Jarta Ha mepeo paspewuasane: 02.04.2015

10. IATA HA AKTYAJIM3HPAHE HA TEKCTA

cerrremMepu 2020




