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KPATKA XAPAKTEPHCTHKA HA ITPOJAYKTA



1. MME HA JJEKAPCTBEHHS IPOIYKT

Soo AT
Mobunar ren _
Mobila?g;e £€//7/7Mﬁ -3 A306
04 11, 2020

2. KAYECTBEH H KOJIMMECTBEH ChCTAB

100 g rea coabpxar 0,2 g Mykononuzaxapun nonucyndar, 1,08 g Han6s6peuen ekcTpakT u 2 g
CaJIHIHIOBA KUCEJTHHA.

[ToMOIIHO BEIECTBO C M3BECTHO JEHCTBHE:
100 g rea ceabpikat 8,00 g nponmieH riuko.

3a MbJIHWS CIIUCHK HA TIOMOIIIHUTE BELIECTBA BUKTe TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Ien.
besugereH 1 OUCTEHp ren.

4. KJIMHHUYHH JAHHU
4.1 TepaneBTHYHH NOKA3AHHS

3a CHMITOMATHYHO JIEYEHHE Ha 3aKpHTH TPaBMH, KaTO HaBAXBAHMA, KOHTY3HH, H3KBJIUBaHHA,
PEAKTHBHH H3JIHBH, bonka MPpH ABHXKCHHE.

4.2 Jl03MpOBKA H HAYHH HA NPHJIOKEHHE

Mobunar ren Tps6sa na ce npunara 2-3 mbTa aHesHo. Heobxonumo e ia ce mpusara 5-15 ¢ ot rena
BBPXY 3acerHarara obnacT, B 3aBUCMMOCT OT CTENeHTa H MACTOTO Ha Gonkara, koaTo TpaGBa j1a ce
JIeKyBa.

MoGunar ren TpaGra 1a ce HaHacs Ha THHBK CIOH BbPXY 3acerHaTHre 06IacTH Ha TAIOTO M IEKO 1a
ce pasrpuBa. Ilpenu na ce nocrasu npespb3ka, MoGunar Tpabea a ce OCTaBH J1a M3ChXHE BBPXY
KOxaTa 3a HAKOJIKO MHHYTH. Hece npenopsusa ynorpebata Ha OKITy3HBHH NPENOPLKH.

MoGunar ren Moxe 1a ce mpuiara caMo BbpXy HeHapaHeHa Koxa. TpaGea f1a ce W36ArBa KOHTAaKTa ¢
MYKO3HH MEMOPaHH, OYH WIIH OTBOPEHH PaHH.

[loaxonsuo e v npunarasero Ha MoGHiaT ren B KOMOHHAUMA ¢ BU3HOTEPANHS, KATO HoHodopesa
ui dorodopesa (npu Honodopeza Mobunar ren ce nocrass noj Katoza).

[IpoabmkuTenHOCTTa Ha JIeYeHHETO Ce Onpeiens OT NeKyBauus jekap. OGUKHOBEHO HEOBXOIUMOTO
JieyenHe e ¢ npoabkuTenHocT 11 nuu. He e mokasana TepaneBTH4HaTa NoM3a OT JeYEHHE 34 M10-
IBJTBI OT MOCOYEHHs MEPHOYI.

4.3 TIIpoTHBONOKA3aHHS

— CBpPBbXYYBCTBUTETHOCT KbM aKTUBHMUTE BELECTBA WM KbM HSKOE OT MOMOLL

— Ilpunoskenue BLPXY OTBOPEHH JI€3HH, Bh3NaneHa WK MHEKTHpaHa KoxkKa,
MYKO3HH MeMOpaHH

— Ilpunosxenne B 06nacTra Ha rbpMTe M0 BpeMe Ha KbhpMeHe (BIXKTE pasil



4.4 CnenuajHu npeaynpexieHHs H NpeANasHA MEpKH IpH ynorpeba
H3ucksa ce ocobeHo BHUMaHue, KoraTo MobuaaT reji ce H3moi3ea [pH:
— INaumenTn cbe chiecTryBalo 6L6peuHo yBpexaaHe
— TlNaumenty ¢ BapuIena, NIOCTBAKCHHAIHM PEaKLMH, FEOHYHH K OakTepuanHu uHMEKLMH Ha
KOxKaTa WiIK CrieUH(HIHHU KOKHH HapyllleHHs (Hanpumep TyGepKyiosa, CH(UITHC) HA MACTOTO
Ha NPUIIOKEHHE
— Meuia ¥ 10OHOLIK, THii KATO HAMA JOCTATHYHO ONMT 3a TasH Bb3pacToBa rpyna. Jlenara tpabsa na
Ce Na3sT OT JOTHP € pble ¢ 00/IACTH Ha KOXkKATA, BbPXY KOHTO € PHIOKEH TO3H NPOIYKT.

Ilomomnn BemecTBa
To3u nexapcTeen npoaykT chabpxka TIPOTIHJIEH TJTHKOJT.
IIponuneHrKONLT MOXKE 1a IPUYMHY Ipa3HEHe Ha KOJKATA.

4.5 BsaumopeiicTBHe ¢ APYrH JieKapCTBEHH NPOAYKTH H ApYrH ¢opmu Ha B3auMoaeiicTBHe
Canuumnnosara KMCeNHHa MOXKe /1a yBeuun abcopGumsaTa Ha APYTH NIOKAJHO TPHJIaraHy JIeKapcTBa.
[Ipunoxenunero Ha MoGunat ren BbpPXy ronemu Iwiomm NPOAB/DKHTESIHO BpEME MOJKE /1a YBETHYH
TOKCHYHOCTTA Ha METOTPEKCAT W XHIIOrTMKeMH3Hpalius edekT Ha CyNpaHnTypeHHUTe JleKapcTBa.

4.6 ®epTHaHTET, GPEMEHHOCT H KbpMeHe
MoGunar ren Tps6Ba ja ce npunara camo BbpXy Manky 061acTH 1o Bpeme Ha GpeMeHHOCT.

ITo Bpeme Ha kbpmene MoGunaT ren He TpsaGBa ma ce npuiara B 061acTTa Ha repaute. Tpabsa na ce
u30sarBa MHIMIEHTHA aGcopbLUKs Ha CANTHLMIOBA KHCEMHA OT HOBOPOJICHOTO, B Pe3YJITAT HA KOHTAKT
C TPETHPaHH 00JIACTH OT TANOTO. AKO JIEKapAT NpELeHH, Ye ¢ KpaiHO HeOBXO0aMMO Ja ce npuiara
MoGunar ren 3a nevenne Ha ronemMu 061acTH OT KOJKaTa, KbPMEHETO TPAOBa /1a ce NpPeyCTaHOBH, Thii
KaTo He MOjKe 11a ObJie M3KII0UeH PHCKA MOpa/ii HeJIOPa3BHT KAMaLUTET 32 AeTOKCHKAIIHA Ha
HOBOPOJIEHOTO.

4.7 EdexTH BbpXY cnocodHOCTTA 32 mogupane u pabora ¢ MAIHHK
He ca npaBenn npoyusanus.

4.8 Hexenanu JeKapCTBeHH pPeaKIHH

BB Besiko rpynupaHe no oTHOIIEHHE Ha YecTOTaTa, HeXKeaaHHTe JIEKapCTBEHH peakLHH ca
Npe/ICTABEHH NO pe/la Ha HaMaIABaHe HA TAXHATA CEPHO3HOCT.

CnejiHuTe YECTOTH Ce U3NOM3BAT 32 OLEHABAHE HA HEXETAHHTE PEAKLIH:

Muoro uectn (>1/10)
Yectu (=1/100 go <1/10)
Heuectu (=1/1 000 no <1/100)>
Peaku (=1/10 000 mo <1/1 000)>
MHoro pexaku (<1/10 000)
C HeusecTHa yecToTa (OT HAJIMYHHUTE JaHHH HE MO3Ke 1a Gble HarpaBeHa OLEHKa)

HapyiueHus Ha KoxkaTa u MOAKOXKHATA ThKaH:
Heuectu: nokanxo KOXXHO Jpa3HeHe
Mmoro PE€AKH: KOHTAKTHH aJIeprumv

CrobiaBane Ha 10103HPAHY HEIKENIAHH PEAKLIMH
CrobiiaBaHeTo Ha MO03HPaHH HEKENAHH PeaKLMH e pa3speLuaBaHe 3a ynotpeba Ha JieKapCTBEHHS
NPOAYKT € BakHO. ToBa NMo3BoMABa 1a NPOABIKM HAabGMIONEHHETO HA CHOTHOLIEHHETO NO3a/DUCK 32

NOJ03HPaHa HeXKeNaHa peakLus Ypes:
H3neanuTenHa areHums 110 JlekapeTeaTta
ya. ,,Jlamsau I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiit: www.bda.bg




4.9 Ilpenosmpane
Hsima cboluuenns 3a ciiyyau Ha nipejo3HpaHe.

5. ®APMAKOJIOTHYHHU CBOMCTBA
5.1 ®apmakoAMHAMHYHH CBoilicTBa

dapmakoTepanesTH4YHa rpyna: [IpoTuBOBB3INANTHTEIHI/ AHTHPEBMATHYHH Cpe/ICTBA KOMOHHHpaHH
ATC kon: M02AC00

AKTHBHHTE BEIECTBA, ChABPIKALIM Ce B MOGHIAT rest Bb3AeHcTBAT KOMILIEKCHO BBPXY
BB3MATTMTE/IHATE [IPOLIECH B MOBBPXHOCTHHTE ThKaHH. ETo 3amm1o onnakeanus kato 6oiaka W OTOK ce
noaobpsear 6bp30 U TpaiHo. Kato pesynTaT Ha aTMTHBHOTO M KOMIEKCHO JeficTBHe Ha
KOMOMHaLHATa Ce MOCTHTa N0-106bp TepaneBTHYEH edeKT, OTKOTKOTO MPU CAMOCTOATENTHOTO
NPUIIOKEHHE HA OTAC/IHHUTE JICKAPCTBEHH BellecTsa. [IpOTHBOBL3NANTHTETHOTO NeiCTBHE Ha
HanOBOPEUHHA EKCTPAKT M CATMLIMIIOBATA KHCE/IMHA Ce ABJKH [MABHO Ha HHXHOMpaHeTO Ha
NpoCTarnaHAHHOBUs GHOCHHTE3, HHXHOHpaHe Ha 0CBOGOXKIABAHETO HA JIM303aMHHUTE €H3HMH H Ha
PasnHYiHK Ba30aKTHBHH H XEMOTOKCHYHH MEIHATOPH Ha Bb3naieHueTo. OCBeH ToBa HanOBLOpeuHusT
EKCTPaKT HHXHOMPa eKCTPaBa3aUMATa Ha TEYHOCTH OT KATIWJIAPHTE upe3 AHTHEKCYIaTHBHHS CH e(eKT.
Kato unxuburop Ha katabosMTHH eH3HMH, MYKOIOJIH3aXapuJl Moiucyndar ce HaMecBa B NPoOLIECHTE
Ha ThkaHeH pasnaj. Karo niasmuHorenen aktisarop u 6naronapenue Ha aHTUTpOMOOTHYHATA CH
aKTUBHOCT TOH YCHJIBA €TMMMHAIIMATA HA QUOPMHOBHTE OTNIAraHHS OT MACTOTO Ha Bb3maieHue. B
AOMbJIHEHHE TOH NOATIOMAra ME3eHXHMHHTE MeTaGOIMTHH NPOLIECH H O TO3M HAYHMH CheHCTBa 3a
OBp3a pereHepaiys Ha yBpeIeHHTE THKAHH.

52 ®apmMakoKHHETHUYHH CBOiicTBa

AKTHBHHTE BeluecTBa ce abcopbupar ot resa npes koxkara B MOBBPXHOCTHO Pa3foJIOKEHUTE THKAHH.
B cbuioTo BpeMe, M cHCTeMHATa €KCMO3MLMA, H HHBATA HA AKTHBHHTE BEILECTBA B KPBBTa, OCTaBaT
HHCKH. CanMUMIOBaTa KHCEHHA ce eKCKPETHPa OCHOBHO T10J (opmaTta Ha caTHUMITYPOBa KHCEIHHA,
CamM0 MalbK MPOLEHT obaye ce eKCKPETHpa HENMpOMEHeHa WM rmokopyHupana.Cres abcopbumsra
Mpe3 KoxkaTa Ha XOHIOPOMTMH monMcyidar ce HabmonaBa 3aBHCHMMAa OT BpPEMETO YacTHYHA
AACNONUMEpH3alkA | ciiaba ecyipaTu3alys Ha TOBa BEILLECTBO B opraHusma. Criopen MPOY4BaHHA C
JKMBOTHH NpPHONHM3HUTENHO 1% OT N03aTa ce ycTaHOBABA B YPHHATA.

CrpykTypata Ha KOpPTHKOCTEpPOMAMTe Ha HanOBOpeuHHs eKCTPakT € nofo0Ha Ha Ta3H Ha
KOPTHKOCTEPOHAHTE, MPOAYLUMPAaHH B OpraHusma. AGCOpPOMpaHATO KOJNMYECTBO OT XOPMOHH Ha
HaaOBOpeyeH eKCTPaKT He Biuse Ha GH3HOIOrHYHOTO HHBO Ha KOPTHKOCTEPOM/H B KPBBTA.

5.3 IlpeaxkNHuHHYHH JaHHK 32 GeomacHocT

Cannann/ioBa KHCeIHHA
IIpoyuBasus npu KMBOTHH H (haPMAKOKUHETHYHM TIPOYUBAHHSA MPH XOpa J0Ka3Bar, 4e NPOHHKBAHETO
Ha CaJMIIWIIOBaTa KHCE/IMHA € ObP30, B 3aBUCHMOCT OT H3I0JI3BaHATA OCHOBA KAKTO M OT JApyru
(pakTOpH,NOBHABAILH NEHETPALMATA, HAPHMEP CHCTOSHHETO HA KOMKATA Ha narwmenTa.llopaam Toea,
M0 BPEME Ha JIOKAHO NPHIIOKEHHKE, EMU30/IUTe Ha (PAAKA) HHTOKCHKALIUS 3aBHCAT OT JaBaHATA
nexapcTBeHa Gopma, KOMYECTBOTO MPHIOKEH CATHIIAIAT, Pa3MEPa Ha 3aCErHaTaTa NoBb
NPOALIUKHTENHOCTTA H YECTOTATa HA JIEYEHHETO M JIEPMATONOIHYHATa KapTHHA. CHMIT
MHTOKCHKALMA CE 04AKBAT CAMO CJIe]l KaTO CepyMHHTe HHBa ca noseye ot 30 mg/dl ( 7
abcopGuusTa). XpOHHYHO ePMATHO NPUIOKEHHE HE € NPOYYBaHO IPH KHBOTHH.
JIMTEpaTypa 3a CaNTHIHIIOBA KUCETTHHA HAMA 3HAYHMO JI0KA3aTe/ICTBO 3a MyTareHeH
MPOBEKAAHH IbArOCPOUHH NPOYYBAHUS C KMBOTHH, KOMTO J1a H3C/IEBAT KAHLIEpOr




Ha cannumiiosa kucenuna. Ilo BpeMe Ha CHCTEMHO MpUIOXKEHHe CATMILILIATHTE He IOKa3BaT
TEpaTOreHHH e(PeKTH NPH HAKOJIKO KHBOTHHCKH BUIA.

Cren npenataiHa eKcrio3Hums He ca OMHCAaHK eMOpHo/eroTokcHunu edextn, HapylleHHe B
3aKpenAHEeTO, HAMANIeH KaNAaLMTET 3a yueHe B Nokonenuero. He ce ouaksar TOKCHYHH eeKTH npu
YNoTpeba cropent yka3aHHsTa, Thi KaTO TOKCHKONOIHYHO 3HAYHMMTe T1a3MEHH HUBA He Ce JIOCTUraT
10 BpeMe Ha HOpMaJlHa yroTpe6a.

XonapouTun nosmcyapar

[TpoyuBaHus 3a XpOHHYHA TOKCHYHOCT TpH KydeTa i [LTbXOBe, NPOBEKAaHH MoBeye ot 13 ceamuim
Ca NOKAa3a/IH JIOKaNHH €(eKTH Ha Jpa3HeHe Ha MACTOTO Ha HHKEKTHPaHE, MOBHLIEHO TEIJIO Ha YepeH
Apob u 6b6pewu 1 yronemseane Ha LCPBHKAIIHHTE W ME3CHTePHAIHK TUM(HH BH3H. TTpu
TNpOy4BaHHA 32 eMOPHOTOKCHYHOCT M TEPATOreHHOCT TpH IUTBXOBE W 3aHIIK, XOHAPOUTHH
noaMcyngar — npu no3a ot 32 mg/kg npenusBuKBa eMGPHOTOKCHYHH eeKTH (MOHHKEHO TerIo Ha
MaHKaTa, yBeJHY€eHa CTeneH Ha abcopbLMa M NoHIKeHa ¢eranna sxu3HecnocoGHOCT, HO HHKAKBH
TepatoressH eexty. [pu Myrarensu npoyusanms (Tect Ha Ames, TecT 3a XxpomMo3oMHu aGeparn),
XOHZIPOMTHH no/Mcyn¢ar He nokaspa mytareHen edyex. He ca NIPOBEK/IaHH MPOYYBAHHUA 32
KaHLIEPOr€HHOCT.

6. PAPMALIEBTUYHH JJAHHHA
6.1 Cnncbk Ha nOMOmHHTE BemecTBa
IMomommHuTe BemmecTra ca:
— JluHaTpues enerar
— PoamapuHOBO Macno
— Eranonamun
— Ilonnakpunosa kucenuua (kapbomep)
— IIponunexrnukon
— H3onponuios ankoxon
— Ilpeuncrena Bopa.
6.2 HecsBmecTMOCTH
Henpunoxumo.

6.3 Cpox na roanoct

3 roguHu.
Cpok Ha roaHocCT ciien MbpBo OTBapsHe Ha Tybara: 12 mecena

6.4 Cnennaiaunm ycnoBus Ha CbXpaHeHHe
Ha ce cbxpansiea noa 25° C. Jla ce CBXPaHABA B OPrUHAJIHATA ONAKOBKA.
6.5 Jlanuu 3a omakoBkaTta

Tyba ot 50 g ren
Ty6a ot 100 g ren

ITepBruHaTa onakoska IIpe/icTaB/ABa LBeTHA Ty6a OT alTyMHHMi, OTBBTPE MOKPHUTA ChC 3ALMTEH JTaK,
CBCTOSAMI Ce OT KOMOMHAIIMS OT ernoKCcH (eHonum cmonu. Kanaukata Ha BUHT ce ChCTOHM OT
TIOJIMTIPONIHIIEH CHITOJTHMEPH.

He Bcuukwm BuoBe onakoBku mMorar a 6b1at MyCHaTH B npojaxba.

6.6 Cneunannn npeanazun MEPKH NpH H3XBLPJsHE U paboTa




fe

Hewnsnon3eanuaT npoaykT uim otnaabyHuTe MaTepHaIH OT Hero TpsbBa 1a ce U3XBBLPIAT B
CHOTBETCTBHE C MECTHHTE M3MCKBAHHA.

7.  TPHATEXATEJ HA PASPEIIEHUETO 3A YIIOTPEEA

STADA Arzneimittel AG

StadastraBe 2-18

61118 Bad Vilbel

I'epmanus

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

8. HOMEP(A) HA PA3PEHIEHHUETO 3A YIIOTPEBA

Per. Ne: 20011215

9. JIATA HA ITBbPBO PASPEIIABAHE/TIOJHOBSIBAHE HA PA3PEIIEHHETO 3A
YIIOTPEBA

Jara Ha mbpBo paspeinasane: 19.12.2001
Hata na nocnenso noanoessaue: 14.06.2012

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

KOnu 2020




