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1. HME HA JEKAPCTBEHHUS NPOJAYKT B e

TRIBESTAN 250 mg film-coated tablets
TPHUBECTAH 250 mg dumvupans Tabnerku

2. KAYECTBEH H KOJHYECTBEH ChCTAB

Besika puwimupana Tabnerka ceabpa: Tribulus terrestris herba extractum siccum (35-45:1) 250 mg
(crABpKaHNE Ha (GYPOCTAHONOBH CATIOHHHH He mo-mMamko ot 112,5 mg).
3a TENHHA CIHCHK HA TIOMOITHHTE BEMIECTRA, B, TouKa 6.1,

3. JIEKAPCTBEHA ®OPMA

rmMHpaHa TabmeTka
Kperiu, ApoliHonzmexkuanyn TabneTku ¢ kadae 1BAT.

4, KJINHAYHHA JAHHA
4.1 TepanepTHYHH NOKAZAHHA

B xoMniiekcHaTa TepanMa Ha MOHIDKEHO THOHI0, HMIOTeHIHA, Oe3I0aHe; NHCITHIIONPOTEHHEMHUS;
I(J'[[f[l\laK'lequEH H HOCTKB.C'I'paL[ﬂOHeH CHH,I{pOM.

42 [JTo3HpoBKa H HAMHH HA OPH/IOKeHHE

TabnerkHTe Ce NpHEeMaT NEpPOpanHo, CEK XpaHEHS.
Ilpenops4BaT ce clieHHTE JO3ZHPOBKH:

Ilpu nonuwiceno nubudo, umnomenyus u besnaooue.

TIpH MBXKE ¢ MOHMXKEHO NTHOHIO, HMITOTEHIMA M Ge3IUIoNHe Ce Ipenophysa Jo3uposka no 1-2 tabnetku 3
OBTH AHEBHO. IIpONBIDKHTENHOCT HA Jle4eHHeTO - HaM-manko 90 guu. KypchkT Ha N€ucHHe MOXE 1a ce
MIOBTAps 20 IOAyvuaBaHE Ha 3aJJ0BONIUTENICH TEPANeBTHYCH eeKT.

IIpu KeHH ¢ eHHOKPHHEH CTCPHIMTET Ce NpenophuBa A03HPoska Mo 1-2 TabneTkd 3 nBTH AHEBHO,
Npuwiarabsy or 1-eu no 12-TH JeH Ha MEHCTPYaTHHA HMKBI. TO3H Kype MOXe Jia ¢ NOBTapA NepHOAWTHO A0
zabpemenspane.

Hucrunonpomeunemus:
ITo 2 Tabnerku 3 meTH AHeBHO. [IPONBIKHTENHOCT HA JIEUEHHETO He 110-MaNKo OT 3 Mecena.

Knumaxmepuuen 1 ROCMKACTMPAYUOHER CURODOM Y JCEHUme.
ITo 1-2 Tabnetkn 3 mbTH AHeBHO B npomwiokeHue Ha 60-90 mum. Cien momoOpABaHe Ha CBCTOSHHETO
MOCTENEHHO CE MPEMHMHARA KEM MONABP:KAIIA 1033 — 110 2 TaGNeTKH AHEBHO B NPOABILKEHHE Ha 1-2 roquHn.

4.3 IlpoTEBOmOKa3AHEASN

Texkn cbpAeaHO-ChAOBH 1 6B0peyHH 3a60maaﬂm
AJIEHOM Ha MpOCTaTaTa;

Jena nox 16-roaumea FE3PACT;

BpeMeHHOCT | [IepHOa Ha KEPMEHE.




@ sophormo®
TRIBESTAN® 250 mg tabl. film.

4.4 Coenrannn NpeAynpeXAeHES H NPeANAHA MEPDKH NPH ynoTpeda

HpH JICUCHHS HA JKEHH B KIHMAKTEPHYM MPeMHHABEZHETO OT TePANCBTHYHA KBM NOARBPKAMA J03a Tpaﬁna
Ja CTaBa NOCTCIICHHO. CJ'IG)I PA3SKO HaMaldBaHE WM CIIHpaHe Ha ed)emnﬂa'ra J03a € BBp3MOXKHa BTOpHYHA
NpOoABa HA KOMIUICKCA OT KJIHMAKTCPHYIHH CHMITTOMH.

4.5 BaammoaeHcTBHRE ¢ APYTH nekapcmeﬁn NPOTYKTH H JPYrA OpPMH HA B3aEMOAeHcTERE

EntioBpeMenHoTO npuioxenue Ha TpubecTaH ¢ JeKkapcTBEHH NPOAYKTH, CTUMYIHPAIH OBY/IALMATE, BOJH
10 B3a{MHO YCHIIBAHE HA eheKTHTE HM. ' '
Bu3mokHo e Tpubectan ma 3aciii eeKTHTE HA JMYPETHLM M N3 TOTEHIHPA XHMIOTCH3HBHA eekT Ha
AHTHXMIICPTEH3UBHHETE NMPOTYKTH.

4.6 bBpeMeHHOCT H KbpMeHe

EKCIEpHMEHTATHH NPOYYBAHHS TNPH JKHBOTHM HE IIOKA3BaT eMOPHMOTOKCHYHH H TEPATOTCHHH e(eKTH.
TToTeHIMANHUAT PHCK IIPH XOpa He € u3BecTeH. He ca NpoBexIaHH KIHHHYHH TIPOyYBaHus NMPH OpeMEHHH,
nopagl koero TpubectaH He ce HpWiara nmo speMe Ha OpeMEHHOCT M B nepHoaa Ha Kepmese. Ilpu
yCTaHOBABaHE Ha OPEMEHHOCT NPUEMBT HA TIPOAYKTA TpAOBa Ja ce MpeKpaTH.

4.7 EdexTn BLpXY cnocodHOCTTA 3a BIothupaHe R pafora ¢ MAIIHHH
Tpubectan He noBmHARA cocOGHOCTTA 32 ModpaHe U paboTa ¢ MalTHHH.
4.8 Hexenann IeKADCTECHH PeaKIHA

BE3MoxHO € 1a ce HaOMI0AaBaT peaKIWH Ha CBPBEXTYBCTEHTENHOCT.
Moxe na HMa Opa3sHeLlo AeHCTERE BFBPXY CTOMAIIHATA JTHTaBHLIA,

4.9 TIpenozapane

Hsama cwofiienna 3a cilyyan Ha npegosupade ¢ Tpubecran. [Ipu npreMaHe Ha [0-TONAMO KOJHMHECTBO OT
NPOYKTa Ce MPOBEXAa CHMITOMATHIHO JICUESHHE.

5. @®APMAKOJOTHYHH CBOHCTBA
5.1 dapMaKOIHHAMHYHHE CBOHCTBA

PapmaKoTepaneBTHYHA rpyna: ¥ pOIOTHYHH APOAYKTH. Hpyra.
ATC xoa: G0O4BX00

TpuGecral € IPUPOIEH NPOYKT, MOIYYEH OT HAN3EMHATA YaCT Ha pacreHneTo Tribulus terrestris L. B
ChABpIKa NPeJHMHO CTEPOHIHH CATIOHHHH OT (ypocTadooB THI. MexXaHH3ET My Ha ICHCTBHE € CBBP3aH ¢
npecObnanasatloTo CheAMHEHHE IPOTOANOCIMH. [IpoToAHOCIME ce MeTabOIH3HPA B OPTraHH3Ma [0
AexnnpoermHagapoctepon (DHEA), koiite oxasea Gnaronpudaren edekr BepXy HHTETPHTETA HA KIETHUYHATA
MeMOpana, epexTwiHara GyHKLES, MeTabonu3Ma Ha XONECTEPONT H HMYHHTCTA. JIpyTHTE aKTHBHH
(YPOCTAHOIOBH CATIOHHHH, BIM3ALIM B ChCTABA HA eKcTpakTa oT Tribulus terrestris, BEpOSTHO MOJ
edeKTa Ha TIPOTOXHMOCIIHH.
TpubecTan okaspa o0IMOTOHW3HPAIO NEHCTBHE H CTHMYITHPA HAKOW OT (YHKIHHTE HA MOMORATE
[Tpu MExkeTe BE3CTAHOBABA H Mo00paRa MHOHA0TO H epekipara. Oxazpa CTHMYIHPAIIO B




sopharme”

TRIBESTAN® 250 mg tabl. film.

Ha XOpMOHO-0alaHCHpaINug My e(eKT NOBIHABA GNarolpHATHO Ba30MOTOPHHUTE MPOSBH MPH ECTECTBEH H
MOCTKACTpALHOHEH KITHMAKTepHYM.

ITpu 3apaBH ROOPOBOILH Pe3yATATHTE NOKa3Bar, ye TpHOecTaH MOBTHARA CEPYMHOTO HHBO HA XOPMOHHTE
oT xMNoGH30-rOHafAIHATA oc, 6e3 1a IPOMEHs CHIIECTBEeHO HHRBATA HA HANOBOPEYHHTE XOPMOHH H
aJipeHOKOPTHKOTPOIIHHA XOPMOH.

Tribestan npuTekaBa XHIIONTHNEMHYEH e(EKT, KATO NPH NALMEHTH ¢ AHCIUNONPOTCUHEMHA 3HATHMO
HaMaARa obmua xonectepond u LDL, 6e3 focToBepHO NOBNUABAHE CTOHHOCTHTE Ha TPHTIHLEPHANTE H
HDL e cepyma. .

TpubecTaH NpATEXXaBa H3BECTHO AHTHXMIIEPTEH3HBHO H JHYPETHIHO ICHCTRHE.

52 @apmaxkoKHHETHIHH CBOHCTRA
He ca nposesienn ¢apMaKOKHHETHIHH NPOYYBaHHUA NPH XOpa.
53 Ilpeaximnn4yHY JaHH# 3a Ge3omacHOCT
HacnensanmATa BBPXY OIMTHH JKHBOTHH 33 OCTpa TOKCHYHOCT JiaBat ocHoanue TpubecTan fa ce npaumcid
KbM TPAKTHYSCKH HETOKCHIHMTE BENECTRA, CHITTAcHO KiackpukamaTa 3a TokcuHoct no Hodge i Sterner.
JIs0 ripy tuThxoBe, nep oc — Hag 10 000 mg/kg TenecHO Terno
JIIs0 IpH [LTBXOBE, MHTpanepuToHeanto — 750 mg/kg TemecHo Terno
JIs0 ipH MEIIKH, mep oc — HaA 10 000 mg/kg TenecHo Terno
JI/1s0 IpH MULIKH, HHTpanepuToHeando — 1492 mg/kg TenecHo Tero.
Ipw nposeasHHTE PYHKIMOHAIHY, OHOXHMHYHH, MOPPOIOTHYHH H XeMaTONOI'HYHH H3C/IEIBaHHS B

€KCIIePUMEHTAITHH YCIOBHA HE Ca YCTAHOBEHM TOKCHYHH eeKTH TIpH [pHioxkeHuero Ha TpubecTan.
PeayrTaTyTe ¢ OMMTH NPH KHBOTHH HE MOKA3BAT KAHIIEPOTEHEH, TEPATOreHEH H eMOPHOTOKCHYEH eQeKT.

6. OAPMAHEBTHYHHU JAHHH

6.1 CoHcek B IOMOIMHEATE BEMIECTBA

MUKPOKpHCTATHA Henysio3a; He3BoneH KONCHAAIEH CHIHIHES NHOKCH, MOBHACH K 23; KpoCnoBHIOH;
MA4rHe3HeB cTeapar; TAJIK.

CxreraB Ha GUIAMOBOTO MOKpHTHE: onaapail AMB kadas.

6.2 HechbBMeCTEMOCTH

He ca H3BecTHH.

6.3 Cpox na roasoct

5 roauHH

6.4 CoenEaaHB YCIOBHA HA ChXpaHeHHe

To3u nexapcTBeH NPOAYKT HEe H3HCKRA CMELMATHYA TEMIIEPATYPHH YCIOBHA Ha CHXpaHEHHME.
Jla ce cpXpaHABa B OPUTHHAITHATA ONAKORKA, 3a Ja ce IIPeIa3n OT Blara.

Ja ce cexpaHABa HAa MACTO, HEAOCTHITHO 3a Aella!

6.5 J[anum 33 0DaKOBKATA

TTo 10 ¢punmupanu Tabnerku B 6mHcTep OT TEBPHO, He3upeTHO, npospayso PVC/anym
brHcTEpa B KapTOHEHA Ky THA, 3a¢JHO C THCTOBKA

6.6 Cnennaias NpeNasAA MePKH NPH H3XBLPJIsSHE




Gopn

TRIBESTAN® 250 mg tabl. film.

Hama creliHanHy H3HCKBaHHA.

7. IMPHATEXATEJ HA PAZPEIEHHUETO 3A YIIOTPEBA

CODAPMA ATl

ya. ,AnmeHcko woce”16

1220 Codun, Brnrapus

8. HOMEP(A) HA PAPEIIEHHETO 3A YIIOTPEBA

Per. Ne: 20020745/20.08.2002

9. JATA HA OIbPBO PA3ZPEITABAHENIOJHOBSIBAHE HA PASPEHIEHHETO 3A

YIIOTPEBA

20.08.2002/26.11.2007

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA

Despyapu 2020




