KPATKA XAPAKTEPUCTHKA HA JIEKAPCTBEHHS ITPOAYKT

W3NLAHATENHA ATEHUVS N0 NEKAPCTBATA

1. HaumenoBaHue Ha JACKAPCTBCHHA NIPDOAYKT . | OdoGipeno: ... el S
VAGOTHYL 36% solution e
BATOTHJI 36% paaTsop

2. KoaH4eCTBEH ¥ KA4€CTBEH CLCTAB HA JIEKAPCTBEHOTO BEIIECTBO
Policresulen 36.0g/ 100g paztBOD

3. JlekapcrBena ¢popma
PasTBOp

4, KIHHHYHH JAaHHH

4.1.Iloxazanus

JlokanHo neyeHUe Ha LEPBHUKAIHO W BarMHAJHO BB3NAJICHHUE, ChNPOBOACHO C TEUCHHE, KOJITUTH
U LEpBULUTH, LEPBHKANHA €po3us, TPUXOMOHHA3HM W KaHIMAO3H. 3a CIHPaHE Ha
KPBBOTCUYEHUETO ciaech OHMONCHd W NMPEMaxBaHE Ha LIEPBHKANHUTE MOJUNHK. 3a MOANOMaraHe
pereHepauyaTa Ha ACKyOMTamHM A3BH, TIPUYHMHEHH OT MecCapH, cClel eIESKTPOKoary/anus.
['eHMTaNnHN KOHAUNOMU. BBHHIUIHW U BBTPELIHU XEMOPOUAU ¢ BB3MAJAUTEIHA CUMITTOMH, QUCYPH
W paraau, aHajiHa €K3eMa, MPYPUTYC U nocTonepaTueHu panu. Caen mpOKTONOrHYHa XUPYPrusl.

4.2.J103Mp0oBKa H HAYHH HA MPHIOKEHHE

JlokanHo.

Epozus na enazanuwemo

Crnen mojcymaBaHe B MOCOKA OT 3APAaBH  KBM €PO3UPATIM 30HM 2-3 MBTH CEAMHYHO CE€
TaMIIOHHPA ¢ NpoayKra 3a 1-3 min. MU3AdIIHOTO KOMMYeCTBO CE OTCTPAHABA CBC CYX TAMIIOH.
Kpveomeuenus

TaMnoHupaHe 3a 2-3 min. A0 CTIMPAHE HA KPBBOTEYEHUETO.

Brazanuwynu npomusrxu, nevenue Ha 438U U UIZAPAHUA

M3nonssa ce pa3tBop Ha 5-15 cm® oT nponykra B | dm® tonna Bona. Moxe 1a ce [punara u

clell pa3pexaHe ¢ Boja B ¢hoTHOIEHHe 1:1 wmu 1:5.

4.3.I1poTuBONOKA3aAHHUA
[ToBHineHa 4yBCTBUTENHOCT KbM IPOJYKTA. T



4.4. CrielinaJTHR NPOTHBOMOKA3aHHA H CNICHAJHH NPeayNPEKIAeHHS 32 ynorpeda

¢ Jla He ce mpuiiara €JHOBPEMEHHO € APYTM JIOKAaHW NMPOAYKTH MpHU JIEKyBaHe Go/e3HEHH
N3MEHEHUS

e Jla ce u36arsaT NoJIOBU KOHTAKTH

e Jla He ce ynoTpe6sBa 110 BpeMe Ha MEHCTpYyaLHs

e [lo BpeMe Ha eueHUETO JIa He Ce NOJI3BA JIpa3Helll CanyH.

4.5.JlekapcTBeHH H APYFH B3aHMOACHCTBHS
EHOBpEMEHHOTO MpPWIAraHe ¢ ajlKajlHH TIPOAYKTH, B pe3yiTar OT [MPOTHYaHlaTa eK30TCPMHUHA
peakuMs , 3aCHIBa XMMHUYHOTO M3rapsHe Ha JTMraBULIUTE.

4.6. BpeMeHHOCT ¥ KbpMeHe

bpemennocm

[TpunoxeHHETO BBPXY MaTOYHATa IHIiKa W BaruHata Tpsa0Ba ja ce W3BbpIIBA BHUMATEAHO CaMO
NP €AHO3HAYHU [TOKA3aHUA.

Jla e ce NpHJIara BbPXy MATOUHATA IIHIHKA B KbCHMS CTAAHIH HA OpeMeHHOCTTA.

Kvpmene

Hama naHsu.

4.7. Bausinue BLPXY CHOCOOHOCTTA 32 opupaHe n paboTa ¢ MAIIHHH
Hama naHHM 3a BIMSHAE,

4.8. Hexkes1anH JieKapcTBEHH peaknHH

B pedxu cnyvau NPOAYKTHT MOXE Ja NMPEAM3BMKBA ajepruvHa peakuus ( 3auepssiBaHe Ha
BIArAJIMLIETO H BYJIBATa, CHpOex, KOXKHH 00pUBH ).

B wuzkmrouumennu caywau B HayajgoTO Ha JICYECHHETO MOXE Ja C€ IIOABH MECTHAa pEaKkuuid Ha
ApasHeHe.

4.9. IIpenosupane
CuMnIToMuTe Ha Npeao3upaHe ca HEU3BECTHH.

5. dapmMakoJOrH4HH CBOHRCTBA
ATC: G 01 AX 03

5.1.DapmakoAHHAMHYHH CBOHCTBA
[Ipy MecTHO mnpHIOKEHHE BbPXY OONE3HCHO H3MEHEHAa TBKaH TNPOAYKTHT NpEAH3BHKA

KoaryJjalys ¥ W3/ONBaHe HA MBPTBHTE KINETKH, 63 Ja yBpexka 31paBaTa ThKaH. O6pazyBanuar
ce IUIOCHK EMMUTEA [IOKPHBA €PO3HATA.

IposBABa TPUXOMOHALMACH U GaKTepULMAEH e(eKT Cpenly NMaToreHHaTa DaKTephanHa ¢nopa
BLB BJIArajHIIeTo, He ACHCTBa HA MIIeUHO-KUcenuTe Gakrepri. IIpeM3BUKBa MECTHO CBUBAHE Ha
KPBBOHOCHUTE CHIOBE U OrpaHydyaBa KPbBOTEYEHHETO.

5.2. ®apMaKOKHHETHYHH CBOHCTBA ST
Hsma gaduy 3a papMaKOKHHETHKATa Ha NMOJHMETHACH-M- ersoncyn@omara mceuﬂﬁa



3.3.IIpeakanHuuHn JaHHHA 32 0€30MaCHOCT

Ilo Bpeme Ha nadopaTOpHM W3C/IEABaHMA BbPXY MHIIKH, NPU HHXKEKTHPaHE B CTOMaxa B 1032
2280 mg/kg TenecHo Tero € HabMIOAaBaHO OCTPO TOKCHYHO JeiicTBHe. [1pH BETpElIHO KOPEMHO
urxextupane LDsp e 550 mg/kg TenecHo Ternmo. 3a mabXoBeTe NMpH UHXKEKTUPAHE B CTOMAaXa
L.Dsp € 3000 mg/ kg TeniecHo Terno.

[Ipy H3cneaBaHe MNOROCTPaTa TOKCHYHOCT TIPH MHHIKMTE H TJIBXOBETE, NPUJIOKEH B
NpoAbJDKEHHe Ha 42 OHH, HE NMPEAY3IBUKBA 3HAYMTEIIHY U3MECHECHHA B KapTUHATa Ha nepudepHaTa
KpbB. He npeAu3BHKBa U M0SABA Ha XapaKTEPHUTE MOpP(OJIOTHYHN H3MEHEHHUA B WU3CJICIBAHWTE
BBTPEIIHHA OpraHu.

BaroTin B KOHLUEHTpalUs foBeue OT 9%, MHKEKTHPAH BEHO3HO Ha KyyeTa B Jo3u 0,25 cm’/kg
TEICCHO TETJIO NMPEAN3BHKBA MOBPDBIUAHE, YIECTECHO AMLIAHE, MOHWKECHO apTEPHAHO HAATAHE,
repuoBe U cMBpT. KoHuentpauus 18%, B konuuecTBo He mo-roasmo ot 0,25 cm’/kg TenecHo
TEIJIO € rPaHyuLaTa, MOHOCHMa OT KHUBOTHHUTE, [IpH TOBa, CHMITTOMUTE HA OCTPOTO OTPaBAHE HE
BHHaru 3aBLpHLIBAT ChC CMBPT. BEHO3HOTO MHXEKTHpaHe Ha NMO-HMCKHM KOHLIEHTpPAllMM BarOTHI
[IPH Ky4eTaTa NpeIH3BHKBA MO-JT€KH CHMITTOMH Ha OTpaBAHE U Te 0OWKHOBEHO npexuBsBar. [IpH
NPOABDKHTEIHO MpUJIaraHe, B MO-BUCOKU KOHLUEHTpAUMW BBPXY OOIIMUPHU Y4yacThLH, €
Bb3MOXXHO 4acT OT MpOoAyKTa Ja ce abcopbupa M na OKaXe TOKCHUHO JeHCTBHE (ImomoOHH
U3CJICABAHMA HE Ca MPOBEKIAHH ).

6. DapMaLEeBTHYHH JAHHH
6.1.CnniucLK HA MOMOIUIHHTE BEIIEeCTBA H TeXHUTE KOJHUYEeCTBA

[lpedncrena Boaa no 100g

6.2. HecbBMEeCTHUMOCTH
Jla He ce mpunara €JHOBPEMEHHO € aNKallHM NPOAYKTH, MOPAAW €K30TEPMUYHATA PeaKiud,

3JacHJBalla XHMHYHOTO H3rapsHC Ha JIMFABULINTC.

6.3. Cpok Ha rogHOCT
3 roINHA

6.4.CnenHajHu yCI0BHS Ha CbXpaHeHHe

Ia ce cuxpanssa noa 25 ° C.

Ha ce ma3y OT CBeTNHHA .

Jla ce cbxpansiBa Ha MSCTO, HEAOCTHIIHO 32 JI€LA.

6.5. JlanHH 32 ONAKOBKATA
OpanHxeB cTbKIIeH (aakoH, 30 g, ¢ NONMETHICHOBA 3alylaiKka, ONaKOBaH B KapTOHEHAa KYTHUA ¢

BCUYKH HEOOXOAUMY O3HAYEHHUSA U HH(POPMAHUOHHA JIMCTOBKA.,

6.6. IlpenopbkH npHu ynorpeda
BaroTun ce ynorpedbsBa KaTo KoHueHTpar (36%) unu pastsop, npuromeﬂ qpea cmcaaﬂe C
ASCTUNUPAHA WK NPEBRAPEHA BOAA CHC CTAlHA TeMIIEpaTypa. G -

Pa3sTBopH Ha BaroTH/ MOrart Ja ce CbXpPaHABAT A0 CJACABALIO npﬁaavaﬂe no,u 25 o C B
3AIIATEHO OT CBETJAHHA MACTO B TEHEHHE HA 2 Mec, {f Co



6.7.Hme H aapec HA MPOM3BOANTE/IA U MPHTEKATEIA HA PETHCTPALIMATA
Pharmaceutical Works Polfa in Pabianice Joint-Stock Co.

J, Marszatka J. Pitsudskiego Str.

95-200 Pabianice, ITonma I

7. Perncrpanvonen N

8. [arta nHa nupBo pa3peimeHHe 3a ynorpeba
30/03/2004

9. JlaTa Ha aKTyaJH3AIlHA HA TEKCTA
04/2009



