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2. KAYECTBEH H KOMIHYECTBEH ChCTAB

100 g rex ceabpxar 0,2 g Myrononusaxapun nomicyndar, 1,08 g Han6sGpeueH ekcTpakT 1 2 g
CaJIMI[H/I0Ba KUCENIHA.

3a ALNHEE CIMCHK HA MOMONIHHTE BEIIECTRA BIKTE TOUKa 6.1,

3. JEKAPCTBEHA ®OPMA

Ten.
bezuperen 4 OUCTB redm.

4. KIAHHYHHA JAHHHN
4.1 TepaneBTHYHH NOKAZAHHE

3a CHMITTOMATHYHO JEYEHHE HA 3aKPHTH TPAaBMM, KATO HaBAXBaHMA, KOHTY3HM, H3KBIMBAHHA,
peaKTHBHH H3/TUBH, O0/Ka MPH ABHXKECHHE.

4.2 JlosupoBKa H HAYMHH HA NPHJIOKEHHE

MoGmnat ren Tpabpa aa ce npunara 2-3 meTu aHeeHo. Heo6xonuMo e fa ce npuara 5-15 ¢M 0T rena
BhpPXY 3aCETHATATa 06/1acT, B 3aBHCHMOCT OT CTEMEHTa H MACTOTO Ha GOJKaTa, KOATO Tpabsa fla ce

JIEKYBa.

MoGunar ren TpaGBa Ja ce HaHacsd HA TBHBK CTI0H BBPXY 3acerHaTuTe 00NMACTH Ha TATOTO M JIeKO A
ce pastpuBa. ITpeau Aa ce nocrasy npespbika, Mobunar TpaOea fa ce 0CTaBH Aa H3CHXHE BBPXY
KOXKaTa 33 HAKoIKo MuHyTH. He ce npenoporsa ynotpebara Ha OKTy3MBHH MPEBPHIKY.

MoGunar rest MOke fia ce NPHIara caMo BepXY HeHapaHeHa koxa. Tpa0Ba aa ce u30Arsa KOHTaKTa ¢
MYKO3HH MeMOpaHH, OYH WX OTBOPEHH PaHH,

ToAXoAAILO € | npwiaraHeTo Ha MoSwiar Ten B KoMOUHALA ¢ usHoTepanus, kaTo fioHodopesa
umv dosodopesa (mpu HoHodopeza MobHaT re ce MOCTARA MOA KATOAA).

[TpobICKHTENHOCTTA Ha JIEYEHHETO ce ONpeaeN OT JeKyBaluA jekap. OGHKHOBEHO HEOOXOAUMOTO
nedcHHe € ¢ npoabkuTenHoct 11 auu. He e fokaszaHa TepaneBTHYHATA N0/13a OT JIEHSHHE 34 N10-
BB OT NOCOYEHHUSA EPHOL.

4.3 IlporTuBonokA3anHsA

— CBpPBXYYBCTBHTENHOCT KbM aKTHBHHMTE BELISCTEA HNH KBM HAKOE OT [IOMOILHATE BEIICCTBA.

~ TTpunoxkeHne BPXY OTBOPSHY JIE3HH, BE3MAJIcHa HIH MHQEKTHpaHa KoxKa, €K3eMa WK
MYKO3HH MeMOpaHH

— TIpwioxkenne B 061aCTTa HA I'GPAATE NO BpEMe Ha KbpMeHe (BHxKTe paszien 4.6).

4.4 CroeumaJnn UpeAyupexIcHHS B OpeINa3HH MEPKH NpH ynoTpeba
Uzncksa ce 0cobeHO BHHMaHHE, Korato Mobunar rei ce H3non3sa npH:

 — IlanmeHTH cbe ChlllecTBYBAILO OBGpedHO yBpexKaHe




— IanueHTH ¢ BapHLIENa, NOCTBAKCHHATHH PEAKLMH, FEOHYHH WiH OaKTepHATHH HHPEKUHH Ha
KOKaTa HAH CriCLHpHYHH KOXKHHA HapyliieHud (HanpuMmep TyOepKynosa, CHupHInc) Ha MACTOTO
Ha MPHIOKCHHE

— Jlema ¥ IOHOIIIH, Thii KaTO HAMAa AOCTATHYHO OIHMT 3a Ta3¥ Bh3pacToBa rpyna. Jlenara Tpabsa na
ce Ma3aT OT AOMHP ¢ phlie BHEPXY 00N1aCTH Ha KOXKATa, HA KOHTO € NPHIIOKEH TO3H NPOAYKT.

4.5 BiaumoaeiicrBae ¢ APYIrE JeKAPCTBeHH IPOAYKTH H APYTH ¢opMn Ha B3auMoleliCTBHe

CanMuHIoRaTA KHCETHHA MOXKE 2 YBeNHYH abcopbuuaTa Ha JpyrH JIOKATHO [IPHIAraHH JICKapCTBa.
ITpunoxenrero Ha MobunaTr rea PEpXy rofieMH IUTOLIK NMPOAB/DKHTEIHO BpeMe MOXe Ad YBCIHTH
TOKCHYHOCTTA Ha METOTPEKCAT M XMIIOrTHKeMU3Hpalua edekT Ha CyahaHUITypeHHHTE ICKApPCTRA.

4.6 Deprunarer, OpeMEeHHOCT H KHpPMeHe
MoGunar ren TpaGea aa ce npriara caMo BEPXY Mallkd 0OJIacTH IO BpeMe Ha OpeMEHHOCT.

ITo Bpeme Ha kbpMeHe Mo6HnaT ren e TpaOba aa ce npuiara B o6nacTra Ha repante. Tpabea na ce
H304ArBa HHIIHACHTHA abcopOLHA Ha calMLUMITIOBA KUCEIHHA OT HOBOPOACHOTO, B PE3y/ITaT Ha KOHTaKT
¢ TpeTUpaHH ODJIACTH OT TANOTO. AKO JISKapAT NPELeHH, Y¢ ¢ KpaiiHo HeoOXoAMMO 1 ce Mpuiara
Mo6rIaT ren 3a le4eHHEe Ha ToeMH 001acTH OT KOXKaTa, KbpMEHETO TpsAOBa fa ce NpeycTaHOBH, THH
KaTo He MOKe Ja ObJie H3KIKOUYEH PHCKa NOPaH HEAOPA3BHT KaMallHTET 3a ISTOKCHKALMA Ha
HOBOPOACHOTO.

4.7 E¢exrn BBpXY cnocoOHOCTTA 32 modHpaHe B paboTa ¢ MAIIHHH
He ca nmpapeHH NpoyyBaHHA,

4.8 Hexenann JeKAPCTBEHH PeAKIHH
B®B BCAKO rpyliHpaHe IO OTHOLIEHHE HA YeCTOTATa, HEXKENaHHTe ICKAPCTBEHH PEaKLHH ca
[IpEACTaBeHH IO peia Ha HaMaABaHe HA TAXHATa CEpHO3HOCT.

CneaHHTe 4eCTOTH C€ H3MOJ3BAT 33 OLICHABAHE HA HEKEAAHUTS pPeAKIHH!

MHoro yect (=1/10)

Yectu (>1/100 no <1/10)

Heuecti (=1/1 000 go <1/100)>

Peaxu (>1/10 000 a0 <1/1 000)>

Mmnoro peaku (<1/10 000)

¢ HEM3BECTHA YeCTOTa (OT HAMYHHUTE JAHHH He MOXKE Aa Objie

HanpaBeHa OLICHKA)

HapyuieHyusa Ha KoXKaTa i NOAKOKHATA THKaH:
HeuecTH: NOKATHO KOXKHO APa3HEHE

MHoro peaky: KOHTAKTHH anepruu

Cnobiasade HA DOJO3MPAHH HEKEIAHH PEAKIIHN
CpobmaBaHeTo Ha NOJO3HPaHH HEXENaHH PEAKLMH ClIe]] paspeliapaHe 3a ynorpeba Ha eKapCTBeHUA

TMPOAYKT € BakHO. ToBa no3Bojifea fa MPOALIDKH HaGNrOAeHHETO HAa CHOTHOINEHHETO TION3a/PHCK 32
neKapcTBeHUs MPOAYKT, OT MEAULMHCKIUTE CIELMANTMCTH Ce H3MCKBA J1a ChOOIIABAT BCAKA
NOAO3MPAHA HEXKETAHA peaKIMs upes:
HamsnHuTenna areHims o 1eKapereaTa

ya. ,,Jlaman Fpyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg




4.9 IIpenosupane
Hama cpobmienns 3a cnyqaH Ha npeo3HpaHe.

5. ®APMAKOJIOTHYHM CBOMCTBA
5.1 @dapmakogaHAMHYHH CBOHCTBa

dapmakoTepaneBTHYHA rpyna: [IpoTHBORB3NAIHTEIHH/ AHTHPEBMATHYHN CPEACTBA KOMOHHHpaHH
ATC xon: M02ACO0

AKTUBHMTE BELlECTBA, ChABPAKAIIH ce B MoOHnar ren py31eACTBAT KOMILICKCHO BhPXY
BB3NAMMTENHHTE NPOLIECH B NOBBPXHOCTHUTE ThkaHU. ETo 3a1110 onnakpaHus KaTo OONKA U OTOK C¢
noxo6psasar 6p30 M Tpaiino. Karo pesynrar Ha aIHTHBHOTO M KOMJIEKCHO JACHCTBHE Ha
KOMOMHALMATA CE MOCTHTa MO-K00Bp TEPANCBTHYCH €PEKT, OTKOIKOTO NMPH CAMOCTOATCIHOTO
NPUNOKEHHE Ha OT/CTHHTE leKapCTBeHH BemecTa. [IpOTHBOBBINMANMTENHOTO ACHCTRHE HA
HaZGBOpedHHA eKCTPAKT U CATMLIAIIOBATA KMCEITHHA Ce AB/DKH [VIABHO Ha HHXHOMPAHETO Ha
NPOCTarTaHAHHOBHA OHOCHHTE3, HHXHOMpaHS Ha 0CBOOOXKIABAHETO Ha JIM303aAMHMTE CH3IUMH H Ha
pazNIHuHM Ba30AKTHBHH H XEMOTOKCHYHH MEAMATOPH Ha Bu3naneHueTo. OcBeH TOBa HANOBOPEHHUAT
EKCTpaKT HHXHOHpA eKCTPaBa3aLHATA Ha TEUHOCTH OT KAMWIAPHTE Ype3 aHTHEKCYAATHBHHA CH eexT.
Kato naxaGuTop Ha KaTaGoNHTHY €H3UMH, MYKONOIM3aXapHa NonUCcyadaT ce HamMecsa B NIPOLIECHTE
Ha ThKAHEeH pasmaf. KaTo m1a3sMHHOreHeH aKTHBATOp H GnarofapeHne Ha aHTATPOMOOTHYHaTa CH
aKTUBHOCT TOM YCH/IBa €IMMMHAIMATA Ha GUOPHHOBHTE OTNArAHHA OT MACTOTO Ha Bh3naneHue. B
JOITBIHEHHE Toi MOANOMAara MescHXHMHHTE MeTabONMTHH MPOLIECH H 110 TO3K HAUHH CHACHCTRA 32
Obp3a pereHepallis Ha YBpeACHHTE ThKaHH.

52 @apMakoKHHETHYRH CBOliCcTBa

AxruBHuTE BemecTBa ce abcop6HpaT oT refia Mpe3 KoXaTa B MOBbPXHOCTHO PasMONOKCHHTE ThKAHH.
B cBIOTO BpeMe, M CHCTEMHATAa €KCMO3WIMA, H HHBAaTa Ha aKTHBHMTE BELICCTRA B KPbHBTA, OCTABAT
nucki. CaTUUNOBATA KUCENHHA CE SKCKPETUPa OCHOBRHO NOM opMmaTa Ha CanuiMIypoRa KUCEIHEHA,
camMo MaJIBK MPOLIEHT 06ade ce eKCKPETHpA HeMPOMEHEHa WM rMokopyHHpaHa. Cnes abeopbumaTa
[pe3 Ko)KaTa Ha XOHAPOMTHH mnojucymdar ce HadmojaBa 3aBHCHMa OT BPEMETO HAaCTWU'HA
AenonuMepusanua M cnaba AecyadarHiaimg Ha TOBa BELIECTBO B opraHu3Ma. Criopen NpoyYBaHuA ¢
KHBOTHH NpuOIHM3KuTeNnHO 1% OT A03aTa Ce YCTAHOBABA B YPHHATA.

CTpykTypaTa Ha KOPTHKOCTEPOMAMTE Ha HaAOBOpeuHMA eKCTpakT e nogoGHa Ha TAIM HAa
KOPTHKOCTEPOHHTE, NMpPOAYLUHpaHH B OpraHH3Ma. AOcopOupaHOTO KOMMHYECTBO OT XOPMOHH Ha
HaGBOpeUeH eKCTPAKT He BIHAC Ha PHIHOAOTUYHOTO HMBO HAa KOPTHKOCTCPOUAH B KPBBTA.

53 IpeAxAHHHYHH AaHHH 34 HezonacHOCT

CalHNRI0BA KHCETHHA
TTpoy4yBasHs NP XUBOTHH H (hapMaKOKHHETHYHH NPOYy4YBaHHA MPH XOPa IOKA3BAT, Y€ MPOHHKBAHETO
HA CATHIMUTOBATA KMCENHHA € 6BP30, B 3aBHCHMOCT OT H3M10/13BAHATA OCHOBA KAKTO H OT ApYrd
(pakTOpH, MORAUARALLM NEHETPALIMATA, HATIPUMEP CBCTOAHHETO Ha KOXKAaTa Ha naupenTa.flopany ToBa,
Mo BpeMe Ha JIOKATHO [PHII0KeHHE, CNH30MTe Ha (PAIKa) HHTOKCHKALMA 3aBHCAT OT NaRaHaTa
nekapcTBeHa GopMa, KOJIMUECTBOTO MPHIIOXKEH CATHLMIAT, pa3sMepa Ha 3aCerHaTaTa NOBbPXHOCT,
NPOAB/DKUTENHOCTTA ¥ 4eCTOTAaTa Ha JIEYEHHETO M ACPMATONOTHYHATA KapThHA. CUMITTOMH Ha
HHTOKCHKALMS CE OUAKBAT CAMO CIIEH KaToO CEpYMHHTe HUBa ca noeeye oT 30 mg/dl (B 3aBHCHMOCT OT
aGcopOumpaTa). XpOHUMHO JAEPMAITHO NPHIIOKCHHE HE & MpOY*IBaHO MPH XXUBOTHH. B HayuHaTta
JIATEPATYpa 34 CAHIMAOBA KHCEIHHA HAMA 3HAYHMO A0Ka3aTeNICTBO 32 MyTarcHCH edexr. He
MPOBEKAAHH ABNTOCPOYHH NPOYUBAHHAA ¢ XMBOTHH, KOHTO /13 H3C/IEABAT KAaHUCPOrCHHUAAIY
Ha camMUIoBa Kucenuna. Ilo BpeMe Ha CHCTEMHO MPHIOKEHHE CATHIIATHTE HE ITOKAL
TepaTOreHHHU ePeKTH NP HAKOAKO KHUBOTHHCKH BU/A.




Clies IpeHaTANTHA eKCTIO3HIMA He ¢a OMUCaHH eMOPHO/PeTOTOKCHYIHH eeKTH, HApYIECHHE B
3aKPEISHETO, HAMAJIEH KAMAIHTET 3a y4eHe B oko/eHueTo. He ce oyakBaT TOKCHYHH €IeKTH NpPH
ynotpeta cnopesl YKa3aHHATA, Thil KATO TOKCHKOJOTHYHO 3HAYUMHTE IUIa3MCHH HHBA HE CC I0CTHIaT
O BpeMe Ha HOpMaJTHa ynoTpeba.

XoHAPOUTHH NoaHCYAdaT

[IpoyuBaHHa 3a XPOHWYHA TOKCHYHOCT NpH KyHeTa H ILTbX0BE, NPOBSKAHH NOBEYE OT 13 ceaMUum
ca NOKa3alH JIOKATHH ¢(eKTH Ha Jpa3HeHe Ha MACTOTO Ha HHKEKTHpaHe, TIOBHIICHO TErN0 HA YCpCH
npo6 ¥ GEGPEH ¥ yrofeMaBaHe Ha LEPBUKATHUTE H Me3eHTEpHATHU TuMHH Bb3mH. [1pn
NpoyuBaH#A 32 eMOPUOTOKCHUHOCT ¥ TEPATOTEHHOCT NPH MBXOBE ¥ 3alIH, XOHAPOWTHH
nonucyndar — npu 103a ot 32 mg/kg Npeau3BAKBA eMOPHOTOKCHYHA edeKTH (NOHIKEHO TErNO Ha
MaiiKkaTa, yBeJIMYeHa cTeneH Ha abcopbums H MoHWkeHa deTanHa XusHeCnoCOGHOCT, HO HUKAKBH
TeparoreHny edpexri. [pu MyTareHHu npoyusanus (Tect Ha Ames, TECT 3a XPOMO3OMHH abepauun),
XOHAPOHUTHH NOAKCYNI(AT He NMOKa3Ba MyTareHeH edekT. He ca nposekaaHH NpoyBaHHA 33
KaHLEPOr€eHHOCT.

6. GOAPMAIIEBTHYHH JAHHH

6.1 ChnHcubk HA IOMOIIHHTE BEIIECTBA

TlomomurTe BEMECTBA Ca:
— JIMHaTpUeB €AECTAT
- Po3sMapHHOBO MacClio
— EranonaMuy
— IMonuaxpunora KucenuHa (kapbomep)
— ITpomineHraukon

— Hzonponuios ankoxol
— IlpeuncTeHa Bozaa.

6.2 HecsBMECTHMOCTH
Henpunoxumo.
6.3 Cpox Ha ronnocr

3 roauHU.
Cpok Ha roiIHOCT cliell IbpPBO OTBapAHE Ha TyOaTa: 12 mecena

6.4 CnensaiHH yc/J10BHSA HA ChXpaHeHHE

Nla ce cpxpanssa nog 25 ° C. a ce cbxpaHiaBa B OPrHHAJIHATA OINAKOBKA.
6.5 JlammH 32 ONAKOBKATA

Ty06a ot 50 g ren
Ty6a ot 100 g rea

[1LpsU4HAaTa OMAKOBKA NMPEACTABNABA LIBETHA Ty0a OT ajlyMHHHH, OTBBTpE NOKPHTA CBC 3aUHMTCH Jak,
CBHCTOSLL ¢& OT KOMOHHALMA 0T €MOKCH JeHOMHH cMond. KanatikaTa Ha BUHT ¢€ CBCTOH OT
MOTHNPONHICH CBIIOTHMEPH.

He BCUUKH BHOBE OMAKOBKH MOTaT Aa ObaaT mycHaTH B npoaaxoa.

6.6 CrenuadnH NpeINa3RH MEPKH IPA HIXBLPAAHE B paboTa




Hen3snons3BaHUAT MPOAYKT HIH OTNAXBYHHTE MATEPHATH OT Hero TpiaOdBa Ja ce M3XBBPJIAT B
CBHOTBETCTBHE ¢ MECTHHTE H3UCKBAHUA.

7. TPHUTEXATEJ HA PASPEINIEHHMETO 3A YIIOTPEBA

STADA Arzneimittel AG
Stadastrafle 2—18

61118 Bad Vilbel
['epMaHnis

Phone: +49-6101 603-0
Fax: +49-6101 603-259

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Per. Ne: 20011215

9, JIATA HA ITBPBO PASPEINABAHE/MOAHOBABAHE HA PASPENIEHUETO 3A
YIIOTPEBA

Hara Ha mbpBO pazpemapane: 19.12.2001
JMara Ha nocnenHo nogHoeaBane: 14.06.2012

10. JATA HA AKTYAJIM3APAHE HA TEKCTA

O 2016




