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გამოყენების ინსტრუქცია 

 
avodarti 

dutasteridi 

 
xarisxobrivi da raodenobrivi Semadgenloba 
 
Ria yviTeli feris, gaumWvirvale, wagrZelebuli formis Jelatinis 
rbili kafsulebi, markirebuli GX CE2. 

yoveli peroralurad misaRebi kafsula Seicavs 0,5mg დუტასტერიდს. 
 
 
klinikuri informacia 
Cvenebebi 

avodarti gamoiyeneba prostatis keTilTvisebiani hiperplaziis (BPH) 
samkurnalod da misi progresirebis prevenciisTvis, axdens ra simptomebis 
Semsubuqebas, amcirebs prostatis zomas (moculobas), aumjobesebs Sardis 

nakads da amcirebs Sardis mwvave Sekavebis (AUR) risks, da amcirebs 

prostatis keTilTvisebian hiperplaziasTan (BPH) dakavSirebuli 
qirurgiuli Carevis saWiroebas.  
avodarti alfa-blokerTan - tamsulozinTan kombinaciaSi gamoiyeneba 
prostatis keTilTvisebiani hiperplaziis (BPH) samkurnalod da misi 
progresirebis prevenciisTvis prostatis zomis SemcirebiT, simptomebis 

SemsubuqebiT, Sardis nakadis gaumjobesebiT, Sardis mwvave Sekavebis (AUR) 

riskis SemcirebiT, da prostatis keTilTvisebian hiperplaziasTan (BPH) 
dakavSirebuli qirurgiuli Carevis saWiroebis SemcirebiT. (ix. klinikuri 
kvlevebi).   
 
dozireba da miRebis wesi 
farmacevtuli forma: rbili kafsulebi 
mozrdili mamakacebi (xandazmulebis CaTvliT) 
kafsulebi unda gadaiylapos mTlianad, dauReWavad da gauxsnelad, radgan 
kafsulis SigTavsTan kontaqtma SeiZleba gamoiwvios orofaringialuri 
lorwovanis gaRizianeba.  
avodartis miReba SeiZleba sakvebTan erTad an mis gareSe. 
avodartis rekomendebuli dozaa erTi kafsula (0.5mg) peroralurad dReSi 
erTxel.   
miuxedavad imisa, rom gaumjobeseba SeiZleba aRiniSnos mkurnalobis 
adreul stadiaze, mkurnalobis gagrZeleba SeiZleba aucilebeli gaxdes 
minimum 6 Tvis ganmavlobaSi, raTa moxdes mkurnalobis dadebiTi efeqtis 
obieqturi Sefaseba. 
prostatis keTilTvisebiani hiperplaziis (BPH) samkurnalod avodarti 
iniSneba monoTerapiis saxiT an alfa-bloker tamsulozinTan (0.4mg) erTad 

kombinaciaSi.  
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Tirkmlis funqciis darRveva 
Tirkmlis funqciis darRvevis gavlena dutasteridis farmakokinetikaze 
Seswavlili ar aris. miuxedavad amisa, Tirkmlis funqciis darRvevis mqone 
pacientebSi dozis koreqcia mosalodneli ar aris. (ix. farmakokinetika).  
 
RviZlis funqciis darRveva 
RviZlis funqciis darRvevis gavlena dutasteridis farmakokinetikaze 
Seswavlili ar aris (ix. gafrTxilebebi da usafrTxoebis zomebi da 
farmakokinetika).  
 
ukuCveneba 
avodarti ukunaCvenebia pacientebSi, romelTac aqvT momatebuli 
mgrZnobeloba dutasteridis, sxva 5 alfa-reduqtazas inhibitorebis an 
preparatis Semadgeneli nebismieri sxva komponentis mimarT (ix. damxmare 
nivTierebebis CamonaTvali).  
avodarti ukunaCvenebia qalebsa da bavSvebSi gamoyenebisTvis (ix. 
orsuloba da laqtacia). 
 
gafrTxilebebi da usafrTxoebis zomebi 
prostatis kibo  
4-wlian kvlevaSi, romelSic monawileobda 50-75 wlis asakis 8000 mamakaci, 

romelTa winaswari biofsiis Sedegic prostatis kiboze iyo uaryofiTi, 

xolo PSA (prostatის specifikuri antigeni) sawyisi done - 2.5-10.0ng/ml 

(REDUCE kvleva), 1517 mamakacs daesva prostatis kibos diagnozi. im jgufis 
pacientebSi, romlebic iRebdnen avodarts, glisonis 8-10 xarisxis 
prostatis kibos sixSire iyo ufro maRali, (n=29, 0.9%) vidre placebos 
jgufSi (n=19, 0.6%). ar aRiniSna glisonis 5-6 an 7-10 xarisxis prostatis 
kibos incidentebis sixSiris zrda. mizezobrivi kavSiri avodartsa da 
prostatis maRali xarisxis kibos Soris dadgenili ar aris.  raodenobrivi 
disbalansis klinikuri mniSvneloba ucnobia. mamakacebSi, romlebic iReben 

avodarts, regularulad unda moxdes prostatis kibos riskis Sefaseba 
PSA testis CaTvliT. 
Semdgom damatebiT 2-wlian kvlevaSi, romelSic monawileobdnen pacientebi 
dutasteridis qemoprevenciis (REDUCE) kvlevidan, dadasturda prostatis 
kibos axali SemTxvevebis dabali sixSire (dutasteridi [n=14, 1.2%]  da 
placebo [n=7, 0.7%]), ar gamovlenila glisonis 8-10 xarisxis prostatis 
kibos axali SemTxveva.  
sxva Semdgomma xangrZlivma (18 wlamde) 5-ARI (finasteridis) qemoprevenciis 
kvlevam aCvena, rom virTagvebSi saerTo sicocxlisunarianoba (HR 1.02, 95% 

CI 0.97-1.08) an sicocxlisunarianoba prostatis kibos diagnozis Semdeg (HR 

1.01, 95% CI 0.85-1.20) statistikurad mniSvnelovnad ar gansxvavdeba 
finasteridsa da placebos Soris, 

prostatis specifikuri antigeni (PSA)  
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SratSi prostatis specifikuri antigenis (PSA) koncentracia mniSvnelovani 
komponentia prostatis kibos aRmosaCenad skriningis procesis dros.  
avodarti iwvevs SratSi saSualo PSA donis daqveiTebas daaxloebiT 50%-
iT 6 Tviani mkurnalobis Semdeg. 
pacientebSi, romlebic iReben avodarts unda dadgindes 6 Tviani 
mkurnalobis Semdgom PSA axali bazisuri done. SemdgomSi rekomendebulia 
PSA donis regularuli monitoringi. dabali PSA donis nebismieri 
dadasturebuli momateba avodartiT mkurnalobis dros SeiZleba 
miuTiTebdes prostatis kibos arsebobaze  an avodartis mkurnalobasTan 

SeuTavseblobaze, da Sefasebisas saWiroa sifrTxile im SemTxvevaSic, Tu 
es maCveneblebi normis farglebSia mamakacebSi, romlebic ar iReben 5-alfa 
reduqtazas inhibitorebs. PSA maCveneblis interpretaciisas im pacientebSi, 
romlebic iRebdnen avodarts, saWiroa wina PSA maCveneblebis Semowmeba 
Sesadareblad.   
avodartiT mkurnaloba ar moqmedebs PSA sadiagnostiko gamoyenebaze 
prostatis kibos axali sawyisi donis dadgenis Semdeg.  
SratSi saerTo PSA done ubrundeba sawyis maCvenebels mkurnalobis 
moxsnidan 6 Tvis ganmavlobaSi.  
Tavisufali PSA fardoba mis srul donesTan mudmivi rCeba avodartis 
zemoqmedebis Sedegadac ki. Tu eqimi irCevs PSA procentulad Tavisufal 
meTods prostatis kibos diagnostirebis dasaxmareblad mamakacebSi, 
romlebic mkurnaloben avodartiT, ar aris aucilebeli misi 
maCveneblebTan SesabamisobaSi moyvana. 
TiTiT reqtaluri Semowmeba da prostatis kibos sxva gamokvlevebi unda 
ganxorcieldes avodartiT mkurnalobis dawyebamde da Semdeg 
periodulad. 

   
kardio-vaskularuli gverdiTi movlenebi 

or 4-wlian kvlevaSi gulis ukmarisobis sixSire (kombinirebuli termini, 

romelic moicavs, ZiriTadad gulis ukmarisobas da gulis SegubebiT 
ukmarisobas) ufro maRali iyo subieqtebSi, romlebic iRebdnen  avodartis 
da alfa-blokeris, ZiriTadad tamsulozinis kombinacias, vidre im 
pacientebSi, romlebic ar iyenebdnen am kombinacias. am or kvlevaSi gulis 
ukmarisobis sixSire iyo dabali (≤1%) da cvalebadi kvlevebs Soris. gul-
sisxlZarRvTa gverdiT movlenebis disbalansi ar aRiniSna arcerT 
kvlevaSi. avodartsa (marto an alfa-blokerTan kombinaciaSi) da gulis 
ukmarisobas Soris mizez-Sedegobrivi kavSiri dadgenili ar aris (ix. 
klinikuri kvlevebi).  
12 randomizebuli, placebo an komparatoriT kontrolirebadi klinikuri 
kvlevebis meta-analizSi (n=18,802), romelmac Seafasa kardio-vaskularuli 
gverdiTi movlenebis ganviTarebis riski avodartis gamoyenebis Sedegad 

(sakontrolo jgufebTan SedarebiT), ar gamovlinda gulis ukmarisobis 
(RR 1.05; 95% CI 0.71, 1.57), miokardiumis mwvave infarqtis (RR 1.00; 95% CI 0.77, 
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1.30) an insultis (RR 1.20; 95% CI 0.88, 1.64) riskis raime Tanamimdevruli 
statistikurad mniSvnelovani zrda.  
 
ZuZus kibo  
ZuZus kibos iSviaTi SemTxvevebia aRwerili mamakacebSi, romlebic iReben 
avodarts klinikur kvlevebis dros da post-marketingul periodSi. Tumca, 

epidemiologiurma kvlevebma ar gamoavlinა mamakacis ZuZus kibos 
ganviTarebis riskis zrda 5-ARI-is (5 alfa-reduqtazas inhibitori) 
miRebisas (ix. klinikuri kvlevebi).  saWiroa pacientebis gafrTxileba, rom 
dauyovnebliv Seatyobinon eqims ZuZus nebismieri cvlilebis Sesaxeb, 
rogoricaa SeSupeba an kertebidan gamonadeni.   
 
gaJonvadi kafsulebi 
dutasteridi Seiwoveba kanidan, aqedan gamomdinare qalebi da bavSvebi unda 
moeridon gaJonvad kafsulebTan kontaqts (ix. orsuloba da laqtacia). Tu 
adgili aqvs gaJonvad kafsulebTan kontaqts, kontaqtis are dauyovnebliv 
unda daibanon sapniTa da wyliT.   

 
RviZlis funqciis darRveva 
RviZlis funqciis darRvevis gavlena dutasteridis farmakokinetikaze 
Seswavlili ar aris. radgan dutasteridi farTod metabolizdeba da 
naxevardaSlis periodi Seadgens 3-5 kviras, sifrTxilea saWiro 
dutasteridis gamoyenebisas RviZlis daavadebis mqone pacientebSi (ix. 
dozireba da miRebis wesi da farmakokinetika). 
 
urTierTqmedeba 
In vitro metabolizmis kvlevebi aCvenebs, rom dutasteridi metabolizdeba 
adamianis citoqrom P450 izoferment CYP3A4-iT. aqedan gamomdinare 
sisxlSi dutasteridis koncentracia SeiZleba gaizardos CYP3A4 

inhibitorebis gamoyenebisas.  
II fazis kvlevis monacemebma aCvena dutasteridis klirensis daqveiTeba 
CYP3A4 inhibitorebTan erTad gamoyenebisas, rogoricaa verapamili (37%) 

da dilTiazemi (44%). amis sawinaaRmdegod, klirensis daqveiTeba ar 
aRiniSna, rodesac dutasteridTan erTad gamoiyeneboda amlodipini, 
kalciumis arxebis sxva antagonisti. klirensis daqveiTeba da 
dutasteridis zemoqmedebis Semdgomi  gazrda CYP3A4 inhibitorebis 
gamoyenebisas klinikurad naklebad mniSvnelovania usafrTxoebis farTo 
profilis gamo (pacientebSi gamoiyeneboda rekomendebulze 10-jer maRali 
doza 6 Tvis ganmavlobaSi), amitom doza koreqcias ar saWiroebs.   
In vitro, dutasteridi ar metabolizdeba adamianis citoqrom PP450 sistemis 

izofermentebiT - CYP1A2, CYP2A6, CYP2E1, CYP2C8, CYP2C9, CYP2C19, CYP2B6 
da CYP2D6.  
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In vitro dutasteridi ar ainhibirebs adamianis citoqrom P450 sistemis 
fermentebs  da in vivo ar iwvevs citoqrom PP450 izofermentebis CYP1A, CYP2B 

da CYP3A aqtivobis momatebas virTagvebSi da ZaRlebSi.   
In vitro kvlevebi aCvenebs, rom dutasteridi ar axdens varfarinis, diazepamis, 

acenokoumorolis, fenprokoumonis an fenitoinis Canacvlebaს plazmis 
cilebidan, Tavis mxriv arc es modeluri SenaerTebi Caanacvleben 
dutasterids. nivTierebebi, romlebic Semowmebulia adamianSi 
wamalTSoris urTierTqmedebaze, moicavs tamsulozins, terazozins, 

varfarins, digoqsins da qolesteramins, da klinikurad mniSvnelovani 
farmakokinetikuri an farmakodinamikuri urTierTqmedeba ar gamovlenila.  
miuxedavad imisa, rom ar Catarebula specifikuri kvlevebi sxva 
SenaerTebTan urTierTqmedebis Sesafaseblad, subieqtebis daaxloebiT 90% 
did III fazis kvlevaSi iRebda dutasterids sxva preparatebTan erTad. 
klinikur kvlevebSi dutasteridis gamoyenebisas antihiperlipidemiur 
saSualebebTan, angiotenzin gardamqmneli fermentis (agf) inhibtorebTan, 
beta-adrenergul blokerebTan, kalciumis arxebis blokerebTan, 
kortikosteroidebTan, SardmdenebTan, anTebis sawinaaRmdego 
arasteroidul preparatebTan, fosfodiesTerazas V tipis inhibitorebTan 
da qinolonis rigis antibiotikebTan erTad, ar aRiniSna klinikurad 
mniSvnelovani gverdiTi efeqtebi.   

   
orsuloba da laqtacia 
fertiloba 
dutasteridis 0,5mg/dReSi dozis gavlena spermis maxasiaTeblebze Sefasda 

18-52 wlis asakis janmrTel moxaliseebSi (n=27 dutasteridi, n=23 placebo) 
52 kviriani mkurnalobis da mkurnalobis Semdgomi 24 kviriani dakvirvebis  
ganmavlobaSi. 52 kviraze spermis saerTo raodenobis, spermis moculobis 
da spermis moZraobis saSualo procentuli Semcireba sawyis donesTan 
SedarebiT iyo Sesabamisad 23, 26, 18% dutasteridis jgufSi placebos 
jgufTan SedarebiT. spermis koncentracia da morfologia ucvleli 
rCeboda. 24 kviriani dakvirvebis Semdeg spermis saerTo raodenobis 
saSualo procentuli cvlileba dutasteridis jgufSi rCeboda 23%-iT 
dabali sawyis donesTan SedarebiT. maSin rodesac spermis yvela 
parametris saSualo maCvenebeli drois yvela monakveTSi rCeboda normis 
farglebSi da ar Seesabameboda klinikuri mniSvnelobis cvlilebisTvis 

winaswar gansazRvrul kriteriumebს (30%), dutasteridis jgufSi or 
pacients aReniSna spermis raodenobis daqveiTeba 90%-iT 52 kviraze, 
nawilobriv gamojanmrTelebiT 24 kviriani dakvirvebis Semdeg. spermis 
maxasiaTeblebze dutasteridis gavlenis klinikuri mniSvneloba 
individualuri pacientebis fertilobisTvis ucnobia. 
 
orsuloba   
dutasteridi ukunaCvenebia qalebSi gamoyenebisTvis.  
dutasteridi Seswavlili ar aris qalebSi, radgan ara-klinikuri 
monacemebi miuTiTebs, rom dihidrotestosteronis mocirkulire donis 
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supresia SeiZleba ainhibirebdes gareTa sasqeso organoebis ganviTarebas 
mamrobiTi sqesis nayofSi, romlis dedasac Sexeba hqonda dutasteridTan.  
 
laqtacia 
ucnobia gamoiyofa Tu ara dutasteridi rZeSi. 
 
gavlena avtomobilis marTvis da meqanizmebTan muSaobis unarze 
dutasteridis farmakokinetikuri da farmakodinamikuri maxasiaTeblebis 
gaTvaliswinebiT naklebad savaraudoa, rom dutasteridi zemoqmedebdes 
avtomobilis marTvis an sxva meqanizmebTan muSaobis unarze.  
 
gverdiTi reaqciebi  
klinikuri kvlevebis monacemebi 
prostatis keTilTvisebiani hiperplaziis (BPH) avodartiT monoTerapia 
qvemoT CamoTvlili mkvlevarebis mier gansazRvruli medikamentTan 
dakavSirebuli gverdiTi movlenebi (sixSire ≥1%) aRwerilia ufro xSirad 
sam III fazis placebo-kontrolirebad kvlevaSi avodartiT 
mkurnalobisaTvis placebosTan SedarebiT:   
gverdiTi 
movlena 

sixSire mkurnalobis 1-li 
wlis ganmavlobaSi 

sixSire mkurnalobis me-2 
wlis ganmavlobaSi 

placebo 
(n= 2158) 

avodarti 
(n= 2167) 

placebo 
(n= 1736) 

avodarti 
(n= 1744) 

 
impotencia* 3% 6% 1% 2% 

Secvlili 
(daqveiTebuli) 
libido* 

2% 4% <1% <1% 

eakulaciis 
darRvevebi* 

<1% 2% <1% <1% 

ZuZus 
daavadebebi+ 

<1% 1% <1% 1% 

 
* aRniSnuli sqesobrivi gverdiTi movlenebi dakavSirebulia 
dutasteridiT mkurnalobasTan (monoTerapiis da tamsulozinTan 
kombinirebuli Terapiis CaTvliT). es gverdiTi movlenebi SeiZleba 
SenarCundes mkurnalobis moxsnis Semdeg. dutasteridis roli am 
gaxangrZlivebaSi ucnobia.  
+     ZuZus mtkivneulobis da ZuZus zomis gazrdis CaTvliT.   
Semdgomi 2 wlis ganmavlobaSi ganxorcielebuli Ria damatebiTi kvlevebis 
Sedegad ar gamovlenila gverdiTi movlenebis profilis cvlileba.  
 

prostatis keTilTvisebiani hiperplaziis (BPH) avodartiT da 
tamsuloziniT kombinirebuli Terapia 
qvemoT CamoTvlili mkvlevarebis mier gansazRvruli preparatTan 
dakavSirebuli gverdiTi movlenebi (kumulaciuri sixSire 1%-ze meti an 
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toli) aRwerilia CombAT (AVODART-is da Tamsulosin-is kombinacia) kvlevaSi, 
moxda avodartis 0,5mg-is da tamsulozinis 0,4mg-is dReSi erTxel 4 wlis 
ganmavlobaSi gamoyenebis Sedareba kombinaciis an monoTerapiis saxiT.  
 
gverdiTi reaqcia  sixSire mkurnalobis periodSi 

1 weli 2 weli 3 weli 4 weli 
kombinaciaa (n) 

dutasteridi 
tamsulozini  

(n=1610) 
(n=1623) 
(n=1611) 

(n=1428) 
(n=1464) 
(n=1468) 

(n=1283) 
(n=1325) 
(n=1281) 

(n=1200) 
(n=1200) 
(n=1112) 

impotenciab 
kombinaciaa 

  dutasteridi 
tamsulozini 

 

6% 

5% 

3% 

 

2% 

2% 

1% 

 

<1% 

<1% 

<1% 

 

<1% 

<1% 

1% 

Secvlili 
(daqveiTebuli libido)b 
kombinaciaa  
dutasteridi 
tamsulozini 

 

 

5% 

4% 

2% 

 

 

<1% 

1% 

<1% 

 

 

<1% 

<1% 

<1% 

 

 

0% 

0% 

<1% 

eakulaciis darRvevebib 
kombinaciaa 
dutasteridi 
tamsulozini 

 

9% 

1% 

3% 

 

1% 

<1% 

<1% 

 

<1% 

<1% 

<1% 

 

<1% 

<1% 

<1% 

ZuZus daavadebebig 
kombinaciaa 
dutasteridi 
tamsulozini 

 

2% 

2% 

<1% 

 

<1% 

1% 

<1% 

 

<1% 

<1% 

<1% 

 

<1% 

<1% 

0% 

Tavbrusxveva 
kombinaciaa 
dutasteridi 
tamsulozini 

 

1% 

<1% 

1% 

 

<1% 

<1% 

<1% 

 

<1% 

<1% 

<1% 

 

<1% 

<1% 

<0% 

 
ა kombinacia = dutasteridi 0,5mg dReSi erTxel + tamsulozini 0,4mg dReSi 
erTxel.    
b es sqesobrivi gverdiTi movlenebi dakavSirebulia dutasteridiT 
mkurnalobasTan (monoTerapiis da tamsulozinTan kombinirebuli Terapiis 
CaTvliT). es gverdiTi movlenebi SeiZleba SenarCundes mkurnalobis 
moxsnis Semdegac. dutasteridis roli am gaxangrZlivebaSi ucnobia.  
g ZuZus mtkivneulobis da ZuZus zomis gazrdis CaTvliT.   
 
postmarketinguli monacemebi 
qvemoT CamoTvlilia gverdiTi reaqciebi organoTa sistemis klasis da 

sixSiris mixedviT. sixSire gansazRvrulia rogorc: Zalian xSiri (1/10), 

xSiri (1/100 - <1/10), araxSiri (1/1000 - <1/100), iSviaTi (1/10000 - <1/1000) da 
Zalian iSviaTi (<1/10000) izolirebuli SemTxvevebis CaTvliT. 
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post-marketinguli monacemebiT gansazRvruli sixSiris kategoriebi 
asaxavs aRweris angariSis maCvenebels da ara namdvil sixSires. 
 
imunuri sistemis darRvevebi 
Zalian iSviaTi: alergiuli reaqciebi, gamonayaris, qavilis, urtikariis, 
lokalizebuli SeSupebis da angioedemis CaTvliT.  
fsiqiatriuli darRvevebi 
Zalian iSviaTi: depresiuli ganwyoba 
kanis da kanqveSa qsovilebis darRvevebi: 
iSviaTi: alopecia (upiratesad sxeulis Tmis cvena), hipertriqozi 
reproduqciuli sistemis da ZuZus mxriv darRvevebi    
Zalian iSviaTi: saTesleebis tkivili da SeSupeba 
 
Warbi dozireba 
moxaliseebze Catarda kvleva, sadac gamoiyeneboda dutasteridis 
erTjeradi dozebi 40mg-mde dReSi (80-jer aRemateba Terapiul dozas) 7 
dRis ganmavlobaSi, usafrTxoebis mniSvnelovani darRvevebis gareSe. 
klinikur kvlevebSi, sadac pacientebSi, romelTa Terapiuli doza iyo 
0.5mg, gamoiyenes doza 5mg dReSi 6 Tvis ganmavlobaSi, damatebiTi gverdiTi 
efeqtebi ar gamovlinda. dutasteridis specifikuri antidoti ar arsebobs, 
aqedan gamomdinare SesaZlo Warbi dozirebis SemTxvevaSi saWiroa 
simptomuri da damxmare Terapiis saTanadod gamoyeneba.  
 
farmakologiuri maxasiaTeblebi 

farmakodinamika 
dutasteridi aris 5 alfa-reduqtazas ormagi inhibitori. ainhibirebs orive 
tipis - 1-li da me-2 tipis, 5 alfa-reduqtazas izofermentebs, romlebic 
pasuxismgebelia testosteronis gardaqmnaze dihidrotestosteronad (DHT). 
dht (DHT) aris androgeni, romelic pirvel rigSi pasuxismgebelia 

prostatis jirkvlovani qsovilis hiperplaziaze. 
 

გavlena dht/testosteronze  
avodartis dRiuri dozebis maqsimaluri efeqti dht-s Semcirebaze doza-
damokidebulia da vlindeba 1-2 kviraSi. avodartis 0,5mg dRiuri dozis 
miRebidan 1 da 2 kviraSi SratSi dht-is saSualo koncentracia Semcirda 
Sesabamisad 85% da 90%-iT.  
prostatis keTilTvisebiani hiperplaziis (BPH) mqone pacientebSi, 
romlebsac mkurnalobdnen 0.5mg dutasteridiT dReSi, dht-is done 

saSualod mcirdeboda 94%-iT 1 wlis Semdeg da 93% - 2 wlis Semdeg, da 
SratSi testosteronis saSualo zrda iyo 19% orive - 1 da 2 wels. es aris 
5 alfa-reduqtazas inhibirebiT gamowveuli mosalodneli efeqti da ar 
iwvevs raime gverdiT movlenas.   

    
farmakokinetika 
Sewova 
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dutasteridi miiReba oralurad xsnaris saxiT, rogorc Jelatinis rbili 
kafsula. erTjeradi 0,5mg dozis miRebis Semdeg SratSi dutasteridis 
maqsimaluri koncentracia miiRweva 1-3 saaTSi.  
mamakacebSi absoluturi bioSeRwevadoba Seadgens daaxloebiT 60%-s 
intravenuri 2 saaTiani infuziis Semdeg. dutasteridis bioSeRwevadobaze 
sakvebi ar moqmedebs.  
 
ganawileba 
farmakokinetikurma monacemebma erTjeradi da ganmeorebiTi oraluri 
dozebis Semdeg aCvena, rom dutasterids gaaCnia farTo ganawilebis 
moculoba (300-500l). dutasteridi farTod ukavSirdeba plazmis cilebs 
(>99.5%).   
dRiuri dozirebis Semdeg SratSi dutasteridis koncentraciebi aRwevs 
myari mdgomareobis 65%-s 1 Tvis Semdeg da daaxloebiT 90%-s 3 Tvis Semdeg. 
SratSi myari mdgomareobis koncentracia (Css) daaxloebiT 40 nanogrami/ml 
miiRweva 0.5mg-is dReSi erTxel dozirebisas 6 Tvis Semdeg. Sratis 
msgavsad, spermaSi dutasteridis koncentracia myar mdgomareobas aRwevs 

6 TveSi. 52-kviriani mkurnalobis Semdeg spermaSi dutasteridis 
koncentracia Seadgens saSualod 3.4 nanogrami/ml-s (diapazoni 0.4-14ng/ml). 
dutasteridis gadanawileba Sratidan spermaSi Seadgens daaxloebiT 11.5%-
s.   

  
biotransformacia  
In vitro, dutasteridi metabolzideba adamianis citoqrom P450 izofermentiT 
CYP3A4 or mcire monohidroqsilirebul metabolitad, magram is ar 
metabolizdeba CYP1A2, CY2A6, CYP2E1, CYP2C8, CYP2C9, CYP2C19, CYP2B6 an 
CYP2D6 mier.  

adamianis SratSi, dozirebis Semdeg myari mdgomareobis miRwevisas, 

rogorc mas-speqtrometriTaa gansazRvruli, aRmoCenilia ucvleli 

dutasteridi, 3 ZiriTadi metaboliti (4’-hidroqsidutasteridi, 1,2-
dihidroqsidutasteridi da 6-hidroqsidutasteridi) da 2 mcire 

metaboliti (6,4’-dihidroqsidutasteridi da 15-hidroqsidutasteridi). 
virTxebis SratSi aRmoCenilia dutasteridis  adamianis 5 Sratis 

metaboliti, Tumca hidroqsilis 6 da 15 poziciaze damatebebis stereoqimia 
adamianis da virTxebis metabolitebSi ucnobia.   

  
eliminacia (gamoyofa) 
dutasteridi farTod metabolizdeba. dutasteridis dReSi 0,5mg oraluri 
dozirebis Semdeg myar mdgomareobamde adamianebSi miRebuli dozis 1.0-

15.4% (saSualod 5.4%) gamoiyofa dutasteridis saxiT ganavalSi. danarCeni 

gamoiyofa aseve ganavliT 4 didi metabolitis, romelTaganac TiToeuli 
Seicavs 39%, 21%, 7% da 7% preparatTan dakavSirebul nivTierebebs da 6 
mcire metabolitis saxiT (5%-ze naklebi TiToeuli).  
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adamianis SardSi aRmoCenilia ucvleli dutasteridis mxolod narCeni 
raodenoba (0.1%-ze naklebi).  
Terapiuli dozirebis dros, dutasteridis saboloo naxevardaSlis 
periodi Seadgens 3-5 kviras.  
SratSi koncentracia rCeba aRmoCenadi (0.1ng/ml-ze meti) mkurnalobis 
Sewyvetidan 4-6 Tvis ganmavlobaSi. 
 
xazovneba/araxazovneba 
dutasteridis farmakokinetika SeiZleba aRwerili iyos, rogorc pirveli 
rigis absorbciis procesi da ori paraleluri eliminaciis gza, erTi 
gajerebuli (koncentracia-damokidebuli) da meore ara-gajerebuli 
(koncentracia-damoukidebeli).  
SratSi dabali koncentraciis dros (3 ng/ml-ze naklebi) dutasteridi 

gamoiyofa swrafad orive - koncentracia-damokidebuli da koncentracia-

damoukidebeli, gziT. 5 mg an naklebi dozis erTjeradma miRebam daamtkica 
swrafi klirensi da mokle naxevardaSlis periodi 3-9 dRe.  
SratSi 3ng/ml-ze maRali koncentraciisas dutasteridi gamoiyofa nela 
(0.35-0.58l/sT) ZiriTadad xazovani, ara-gajerebuli eliminaciiT saboloo 
naxevardaSlis 3-5 kviriani periodiT. Terapiuli 0,5mg/dReSi ganmeorebiTi 
dozirebisas, ufro neli klirensi dominirebs da saerTo klirensi 

xazovani da koncentracia-damoukidebulia.  

   
xandazmulebi 
dutasteridis farmakokinetika da farmakodinamika Sefasda 36 janmrTel 
mamrobiTi sqesis 24-87 wlis asakis subieqtSi dutasteridis erTjeradi 5mg 

dozis miRebis Semdeg. dutasteridis zemoqmedeba, warmodgenili AUC da 
Cmax monacemebiT, statistikurad ar gansxvavdeboda asakobriv jgufebSi. 
naxevardaSlis periodi statistikurad ar gansxvavdeboda 50-69 wlis da 70 
welze ufrosi asakis jgufebis Sedarebis dros, romelsac ZiriTadad 
Seadgens prostatis keTilTvisebiani hiperplaziis (BPH) mqone mamakacebi. 
preparatis gansxvavebuli efeqturoba ar aRiniSna asakobriv jgufebs 

Soris, rac  dadginda dht Semcirebis gazomviT,. Sedegebma aCvena, rom 
asakis mixedviT dutasteridis dozis koreqcia saWiro ar aris.    

  
Tirkmlis funqciis darRveva  
dutasteridis farmakokinetikaze Tirkmlis funqciis darRvevis gavlena 
Seswavlili ar aris. Tumca adamianis SardSi isazRvreba dutasteridis 
0.5mg dozis myari mdgomareobis 0.1%-ze naklebi, aqedan gamomdinare 
pacientebSi Tirkmlis funqciis darRveviT dozis koreqcia mosalodneli 
ar aris.  

  
RviZlis funqciis darRveva 
dutasteridis farmakokinetikaze gavlena RviZlis funqciis darRvevis 
dros Seswavlili ar aris (ix. gafrTxilebebi da usafrTxoebis zomebi).  
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klinikuri kvlevebi 
prostatis keTilTvisebiani hiperplaziis (BPH) avodartiT monoTerapia 
dutasteridi 0.5mg/dReSi an placebo Seafases 4325 mamrobiTi sqesis pirebSi 

gadidebuli prostatiT (30sm3-ze meti) pirveladi efeqturobis sam 2-wlian 
multicentrul, placebo-kontrolirebad, ormag brma kvlevaSi. 
mamakacebSi prostatis keTilTvisebiani hiperplaziiT (BPH), avodarti 
gamoiyeneba samkurnalod da daavadebis progresirebis profilaqtikisTvis, 

rogoricaa Sardis mwvave Sekavebis (AUR) da qirurgiuli Carevis (SI) 

saWiroebis riskis Semcireba, aseve qveda saSarde gzebis simptomebis (LUTS), 
maqsimaluri Sardis denis siCqaris (Qmax) da prostatis moculobis 
statistikurad mniSvnelovani gaumjobeseba placebosTan SedarebiT. qveda 

saSarde gzebis simptomebis (LUTS), maqsimaluri Sardis denis siCqaris 
(Qmax) da prostatis moculobis gaumjobeseba gamovlinda 24 TveSi. 

Semdgomi 2 wlis ganmavlobaSi, Ria damatebiTi kvlevebis mixedviT, qveda 
saSarde gzebis simptomebi (LUTS) da maqsimaluri Sardis denis siCqare 

(Qmax) kidev ufro gaumjobesda. amasTanave, Semdgomi 2 wlis ganmavlobaSi, 
Ria damatebiTi kvlevebis mixedviT, SenarCunda prostatis Semcirebuli 
moculoba.  
 

prostatis keTilTvisebiani hiperplaziis (BPH) avodartiT da 
tamsuloziniT kombinirebuli Terapia 
avodarti 0.5mg/dReSi, tamsulozini 0.4mg/dReSi an avodarti 0.5mg da 
tamsulozini 0.4mg kombinaciis gamoyeneba Sefasda 4844 mamrobiTi sqesis 
subieqtSi, romlebsac aReniSnebodaT prostatis zomis gadideba (30sm3 an 
meti), multicentrul, ormag brma, paraleluri jgufebis kvlevaSi 4 wlis 
ganmavlobaSi. pirveladi efeqturobis saboloo wertili 2 wlisTvis iyo 
sawyisi donis gaumjobeseba prostatis simptomebis saerTaSoriso Skalis 
(IPSS) mixedviT.   
2 wliani mkurnalobis Semdeg kombinirebulma Terapiam aCvena 
statistikurad mniSvnelovani Secvlili saSualo gaumjobeseba 

simptomebis Skalaze -6.2 erTeuli sawyis donesTan SedarebiT. simptomebis 
Skalaze Secvlili saSualo gaumjobeseba individualuri Terapiisas iyo 
-4.9 erTeuli avodartisTvis da -4.3 erTeuli tamsulozinisTvis. nakadis 
siswrafis Secvlili saSualo gaumjobeseba sawyis donesTan SedarebiT 
iyo 2.4ml/wamSi kombinaciisTvis, 1.9ml/wamSi avodartisTvis da 0.9ml/wamSi 
tamsulozinisTvis. BPH gavlenis indeqsis (BII) Secvlili saSualo 
gaumjobeseba sawyis donesTan SedarebiT iyo -2.1 erTeuli kombinaciisTvis, 
-1.7 erTeuli avodartisTvis da -1.5 erTeuli tamsulozinisTvis.  
prostatis saerTo moculobis da gardamavali zonis moculobis Semcireba 
mkurnalobis 2 wlis Semdeg iyo statistikurad mniSvnelovani 
kombinirebuli Terapiis gamoyenebisas mxolod tamsulozinis 
monoTerapiasTan SedarebiT.     
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mkurnalobis 4 wlis ganmavlobaSi pirveladi efeqturobis saboloo 
wertili iyo dro Sardis mwvave Sekavebis pirvel SemTxvevamde (AUR) an 
prostatis keTilTvisebian hiperplaziasTan (BPH) dakavSirebul 

qirurgiul mkurnalobamde. 4 wliani mkurnalobis Semdeg kombinirebulma 
Terapiam statistikurad mniSvnelovnad Seamcira AUR an BPH 

dakavSirebuli operaciebis riski (65.8% riskis Semcireba, P<0.001 [95% CI 

54.7%-74.1%]) tamsulozinis monoTerapiasTan SedarebiT. 4 wlisTvis AUR an 
BPH dakavSirebuli operaciis sixSire iyo 4.2% kombinirebuli 
TerapiisTvis da 11.9% tamsulozinisTvis (P<0.001). avodartiT 
monoTerapiasTan SedarebiT kombinirebuli Terapia amcirebda AUR an BPH 

dakavSirebuli operaciis risks 19.6%-iT. gansxvaveba samkurnalo jgufebs 

Soris ar iyo mniSvnelovani (P=0.18 [95% CI-10,9%-41.7]). 4 wlisTvis AUR an 
BPH dakavSirebuli operaciis sixSire iyo 4.2% kombinirebuli 
TerapiisTvis da 5.2% avodartisTvis.     
klinikuri progresi ganisazRvra gauaresebuli simptomebis nakrebiT 

(prostatis simptomebis saerTaSoriso SkaliT IPSS), da prostatis 
keTilTvisebian hiperplaziasTan (BPH) dakavSirebuli Sardis mwvave 

Sekaveba (AUR), Seukavebloba, Sard-sasqeso sistemis infeqcia (UTI) da 
Tirkmlis ukmarisoba.  
kombinirebuli Terapia dakavSirebuli iyo klinikuri progresis 
statistikurad mniSvnelovan SemcirebasTan tamsulozinTan SedarebiT 

(P<0.001, 44.1% riskis Semcireba [95% CI: 33.6%-53.0%]) 4 wlis Semdeg. 
klinikuri progresis siswrafe kombinirebuli TerapiisTvis, 
tamsulozinisTvis da avodartisTvis iyo Sesabamisad: 12.6%, 21.5% da 17.8%.   
simptomebis Skalaze (IPSS) Secvlili statistikurad mniSvnelovani 
saSualo gaumjobeseba sawyis donesTan SedarebiT iyo SenarCunebuli 2-

idan 4 wlamde. 4 wlisTvis simptomebis Skalis Secvlili saSualo 
gaumjobeseba iyo -6.3 erTeuli kombinirebuli TerapiisTvis, -5.3 erTeuli 
avodartiT monoTerapiisTvis da -3.8 erTeuli tamsuloziniT 

monoTerapiisTvis. mkurnalobis 4 wlis Semdeg nakadis siswrafis (Qmax)  
Secvlili saSualo gaumjobeseba sawyis donesTan SedarebiT iyo 
2.4ml/wamSi kombinirebuli TerapiisTvis, 2.0ml/wm avodartiT 
monoTerapiisTvis da 0.7ml/wm tamsuloziniT monoTerapiisTvis. 

tamsulozinTan SedarebiT, Qmax-is Secvlili saSualo gaumjobeseba 
sawyis donesTan SedarebiT statistikurad mniSvnelovnad ufro maRali iyo 
kombinirebuli Terapiisas 6 Tviani SefasebebiT 6-dan 48 Tvemde (P<0.001). 

avodartTan SedarebiT, Qmax-ის Secvlili saSualo gaumjobeseba sawyis 
donesTan SedarebiT statistikurad mniSvnelovnad ar gansxvavdeboda 
kombinirebuli Terapiisgan (P=0.050 48-e Tves). kombinirebuli Terapia 

mniSvnelოvnad upiratesi iyo (P<0.001) tamsuloziniT da avodartiT 

monoTerapiasTan SedarebiT janmrTelobis gamosavlis parametrebis, 
gavlenis indeqsis (BII) da BPH dakavSirebuli janmrTelobis statusis 

(BHS) gaumjobesebis mxriv me-4 wels. BII-is Secvlili saSualo gaumjobeseba 
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sawyis donesTan SedarebiT iyo -2.2 erTeuli kombinaciisTvis, -1.8 
avodartisTvis da -1.2 tamsulozinisTvis. BHS-is Secvlili saSualo 

gaumjobeseba sawyis donesTan SedarebiT iyo -1.5 erTeuli kombinaciisTvis, 
-1.3 erTeuli avodartisTvis da -1.1 tamsulozinisTvis. 4 wliani 
mkurnalobis Semdeg prostatis saerTo moculobis da gardamavali zonis 
moculobis Semcireba statistikurad mniSvnelovani iyo kombinirebuli 
Terapiis gamoyenebisas mxolod tamsuloziniT monoTerapiasTan SedarebiT.        
 
gulis ukmarisoba  
4 wlian SedarebiT kvlevaSi avodartis tamsulozinTan kombinaciaSi da 
dutasteridiT an tamsuloziniT monoTerapiisas, mamakacebSi prostatis 
keTilTvisebiani hiperplaziis (CombAT kvleva) mkurnalobis Semdeg 
kombinaciis jgufSi gulis ukmarisobis sixSire (14/1610 0.9%) ufro maRali 
iyo, vidre romelime monoTerapiis jgufSi: avodarti 4/1623 (0.2%) da 
tamsulozini 10/1611, (0.6%). SedarebiTi riskis Sefaseba gulis ukmarisobis 
pirvel gamovlenamde drois mxriv kombinirebuli mkurnalobisTvis iyo 

3.57% (95% CI 1.17, 10.8] avodartis monoTerapiasTan SedarebiT, da 1.36% (95% 

CI 0.61, 3.07] tamsuloziniT monoTerapiasTan SedarebiT.  
placebos da avodartis 4 wlian qemoprevenciul SedarebiT kvlevaSi 
romelic Catarda 50-75 wlis 8231 mamakacSi, warsulSi negatiuri biofsiiT 
prostatis kiboze da sawyisi prostatis specifikur antigenis (PSA) doniT 
2.5ng/ml-10ng/ml (REDUCE kvleva), gulis ukmarisobis sixSire ufro maRali 
iyo subieqtebSi, romlebic iRebdnen avodarts  (30/4105, 0.7%) placebosTan 
SedarebiT (16/4126, 0.4%) SedarebiTi riskis SefasebisTvis gulis 

ukmarisobis pirvel გაmovlenamde drois mxriv 1.91 [95% CI 1.04, 3.50]. 
retrospeqtul analizSi alfa-blokeris Tanamdevi gamoyenebisas gulis 
ukmarisobis sixSire ufro maRali iyo subieqtebSi, romlebic iRebdnen 
avodartis da alfa-blokeris kombinacias (12/1152, 1.0%) im pirebTan 
SedarebiT, vinc ar iRebda avodartisa da alfa-blokeris kombinacias: 

avodarti da aranairi alfa-blokeri  (18/2953, 0.6%), placebo da alfa-
blokeri (1/1399, <0.1%), placebo da aranairi alfa-blokeri (15/2727, 0.6%). 

mizezobrivi kavSiri avodarts (marto an alfa-blokerTan kombinaciaSi) da 
gulis ukmarisobas Soris dadgenili ar aris (ix. gafrTxilebebi da 
usafrTxoebis zomebi).   

 
prostatis kibo da maRali xarisxis simsivneebi 
placebos da avodartis 4 wlian SedarebiT kvlevaSi, romelSic 
monawileobda 50-75 wlis asakis 8231 mamakaci, warsulSi negatiuri 
biofsiiT prostatis kiboze da sawyisi prostatis specifikuri antigenis 

(PSA) doniT 2.5ng/ml-10ng/ml (REDUCE kvleva), 6,706 subieqts aRmoaCnda 
prostatis punqciuri biofsiis monacemebi analizisTvis, romelic 
sakmarisi iyo glisonis qulebis gansasazRvrad. kvlevaSi monawileobda 

1517 subieqtი prostatis kibos diagnoziT. biofsiiT dadgenili prostatis 

kibos umravlesoba orive jgufSi diagnostirda, rogorc dabali xarisxis 
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(glisoni 5-6). ar aRiniSna gansxvaveba glisonis 7-10 kibos avadobaSi 
(p=0.81).    
aRiniSna glisonis 8-10 prostatis kibos raodenobrivad meti SemTxvevebi 

avodartis jgufSi (n=29, 0.9%) placebos jgufTan SedarebiT (n=19, 0.6%) 
(p=0.15). 1-2 wlis ganmavlobaSi, glisonis 8-10 kibos mqone pirebis raodenoba 
hgavda avodartis jgufs (n=17, 0.5%) da placebos jgufs (n=18, 0.5%). 3-4 
wlis ganmavlobaSi, ufro meti glisonis 8-10 kibo diagnostirda avodartis 
jgufSi (n=12, 0.5%) placebo jgufTan SedarebiT (n=1, <0.1%) (p=0.0035). 4 
wlisTvis  monacemebi avodartis efeqtis Sesaxeb prostatis kibos riskis 
qveS myof mamakacebSi xelmisawvdomi ar aris. glisonis 8-10 xarisxis 
kiboTi diagnostirebuli pirebis procentuloba iyo myari kvlevis mTeli 
periodis ganmavlobaSi (1-2 wlebi da 3-4 wlebi) avodartis jgufSi (0.5% 

TiToeul drois periodSi), maSin roca placebo jgufSi glisonis 8-10 
kiboTi diagnostirebuli pirebis procentuloba iyo ufro dabali 3-4 

wlebis ganmavlobaSi, vidre 1-2 wlebSi (<0.1% 0.5% SedarebiT, Sesabamisad). 

4 wlian prostatis keTilTvisebiani hiperplaziis (BPH) kvlevaSi (CombAT), 
sadac ar iyo protokol-mandatirebuli biofsiebi da prostatis kibos 
yvela diagnozi dafuZnebuli iyo mizezobriv biofsiaze, glisonis kibos 
8-10 maCvenebeli iyo (n=8, 0.5%) avodartisTvis, (n=11, 0.7%) tamsulozinisTvis 

da (n=5, 0.3%) kombinirebuli TerapiisTvis (ix. gafrTxilebebi da 
usafrTxoebis zomebi). 
epidemiologiuri, populaciaze dafuZnebuli kvlevebis (n=174.895) Sedegebma 
sazogadoebrivi praqtikis pirobebSi gvaCvena rom 5-ARI gamoyeneba 

prostatis keTilTvisebiani hiperplaziis (BPH)/qveda saSarde gzebis 

simptomebis (LUTS) mkurnalobisas ar aris dakavSirebuli prostatis 
kiboTi gamowveuli sikvdilianobis gazrdil riskTan (safrTxis 
koeficienti, romelic regulirdeba konkurentuli riskebisTvis: 0.85, 95% 

CI 0.72, 1.01), rodesac adareben alfa-blokerebis gamoyenebas.Mmsgavsi 

Sedegebi aRiniSna prostatis kiboTi daavadebuli mamakაცebis 
epidemiologiur kvlevaSi (n=13,892) did britaneTSi (daregulirebuli 
safrTxis koeficienti prostatis kiboTi gamowveuli sikvdilianobisTvis 
5-ARI momxmareblebisTvis ara momxmareblebTan SedarebiT: 0.86; 95% CI 0.69, 

1.06). jandacvis profesionalebis mier Catarebulma Semdgomma 
prospeqtulma kohortulma kvlevam (n=38.058) aseve gamoavlina, rom 5-ARI 

gamoyeneba ar iyo dakavSirebuli fatalur prostatis kibosTan 
(daregulirebuli safrTxis koeficienti: 0.99; 95% CI 0.58, 1.69).  

zegavlena prostatis specifikur antigenze (PSA) da prostatis kibos 
gamovlenaze 
REDUCE kvlevaSi, pacientebSi warsulSi negatiuri biofsiiT prostatis 
kiboze da sawyisi prostatis specifikur antigenis (PSA) doniT 2.5ng/ml-

10ng/ml, avodartiT mkurnalobam gamoiwvia Sratis saSualo PSA Semcireba 

daaxloebiT 50%-ით mkurnalobidan 6 Tvis Semdeg pacientebs Soris maRali 
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variabelobiT (standartuli gadaxra 30%). PSA supresia, romelic aRiniSna 

me-6 Tveze  msgavsi iyo im mamakacebSi, romlebsac ganuviTardaT an ar 
ganuviTardaT biofsiiT dadgenadi prostatis kibo kvlevis dros (ix. 

gafrTxilebebi da usafrTxoebis zomebi).   
  
ZuZus kiboTi avadoba  
prostatis keTilTvisebiani hiperplaziis monoTerapiis klinikur 
kvlevebSi, sadac avodarti wlebis manZilze gamoiyeneboda 3374 pacientSi, 
aRmoCnda mamakacis ZuZus kibos 2 SemTxveva avodartiT namkurnaleb 

pacientebSi, pirveli - 10 kviris Semdeg da meore - 11 Tvis Semdeg, da 1 

SemTxveva im pacientebs Soris, romlebic iRebdnen placebos. prostatis 

keTilTvisebiani hiperplaziis (BPH) Semdgom klinikur kvlevebSi, 
romelSic monawileobda 50-75 wlis asakis 8231 mamakaci, warsulSi 
negatiuri biofsiiT prostatis kiboze da sawyisi prostatis specifikur 

antigenis (PSA) doniT 2.5ng/ml-10ng/ml, sadac 17489 pacientTan wlebis 

manZilze gamoiyeneboda avodarti da 5027 pacientTan - avodartis da 
tamsulozinis kombinacia, ar aRiniSna ZuZus kibos SemTxvevebi arc erT 
samkurnalo jgufSi. 

ori sakontrolo SemTxveva, epidemiologiuri kvlevis Sedegad, 
romelTagan erTi Catarda aSS-Si (n=339 ZuZus kibos SemTxvevebi da n=6.780 

sakontrolo jgufi) da meore did britaneTSi (n=398 ZuZus kibos 
SemTxvevebi da n=3.930 sakontrolo jgufi) jandacvis monacemTa bazaSi ar 
gamovlinda mamakacis ZuZus kibos ganviTarebis riskis mateba 5-ARI 

momxmareblebSi (ix. gafrTxilebebi da usafrTxoebis zomebi). pirveli 

kvlevis Sedegebma ar gamoavlinა dadebiTi kavSiri mamakacis ZuZus 
kibosTvis (SefardebiTi riski gamoyenebis ≥1 wlisTvis ZuZus kibos 
diagnozis dasmamde gamoyenebis <1 welze SedarebiT: 0.70: 95% CI 0.34, 1.45). 
meore kvlevaSi, 5-ARI-is gamoyenebasTan dakavSirebuli ZuZus kibos 
ganviTarebis dadgenili Sansebis Sefardebis koeficienti (Odds ratio) im 
SemTxvevebTan SedarebiT, romelic ar iyo dakavSirebuli 5-ARI-s 

gamoyenebasTan iyo: 1.08: 95% CI 0.62, 1.87). 
kavSiri dutasteridis xangrZliv gamoyenebasa da mamakacis ZuZus kibos 
Soris ar aris dadgenili.   
 
ara-klinikuri informacia 
klinikur dozaze maRali dozebis miRebisas aRiniSna Seqcevadi, 

araspecifikuri centralur nervul sistemasTan (cns) dakavSirebuli 
efeqtebi virTagvebSi (425) da ZaRlebSi (315). 
toqsikurobis sxva Sedegebi dakavSirebuli iyo 5 alfa-reduqtazas 
inhibirebis farmakologiur aqtivobasTan. mamrobiTi sqesis virTagvebsa da 
ZaRlebSi es moicavda efeqtebs damatebiT reproduqciul organoebze da 
mamrobiT virTagvebSi fertilobis Seqcevad daqveiTebas. Amas ar gaaCnia 

klinikuri mniSvneloba, radgan ar moqmedebs spermis ganviTarebaze, 
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koncentraciasa da moZraobaze. gare genitaliebis feminizacia aRiniSna im 
mdedri virTagvebis da bocvrebis mamrobiT nayofSi, romlebSic xdeboda 

dutasteridiT oraluri dozireba. Tumca dutasteridis intravenuri 
gamoyenebisas orsul rezus maimunebSi embriofetaluri ganviTarebisas 

2010 nanogrami/cxoveli/dRe-mde doziT, ar gamoiwvia dedis an nayofis 
gverdiTi reaqcia. es doza warmoadgens namravls sul mcire 186-jer 

(nanogrami/kg/bazisi) im potenciuri dRiuri dozisa, romeliც SeiZleba 
miiRos 50 kg qalma, 5 ml spermis eqspoziciiT (Tu xdeba 100% absorbcia) 
dutasteridiT namkurnalebi mamakacisgan. dutasteridi ar iyo 
genotoqsikuri mutagenuri testebis did raodenobaSi. virTxebSi 
Catarebul kancerogenobis testSi dutasteridma warmoSva 
keTilTvisebiani intersticialuri ujredebis simsivneebis mateba saTesle 
jirkvlebSi maRali doziT (158-jeri klinikuri zemoqmedeba). Tumca 

miCneulia, rom endokrinuli meqanizmi, CarTuli intersticialuri 
ujredebis hiperplaziis da adenomis produqciisas virTxebSi, ar aris 
mniSvnelovani adamianebisTvis. ar aRiniSna klinikurad mniSvnelovani 
efeqti simsivnis profilze Tagvebis karcinogenobis kvlevaSi.   
 
farmacevtuli informacia 

damxmare nivTierebebis CamonaTvali 
kafsulis Semcveloba: kaprilis mJavas monodigliceridebi; butilirebuli 
hidroqsitolueni 
kafsulis garsi: Jelatini, gliceroli, titanis dioqsidi  (E171, 

CI 77891); rkinis yviTeli oqsidi (E172, CI 77492). saSualo jaWvis 
trigliceridebi da lecitini kafsulis lubrikantis saxiT.  
 
 
Senaxvis vada 
Senaxvis vada miTiTebulia SefuTvaze.  
 
Senaxvis pirobebi  
Senaxvis pirobebi miTiTebulia SefuTvaze 

 
SefuTvis forma da SigTavsi 
pvq/pvdq blisterebi. 
SeuTavsebloba 
Ara aris mowodebuli 
 
gamoyeneba da moxmareba  
dutasteridi Seiwoveba kanidan, amitom qalebi da bavSvebi unda moeridon 
gaJonvad kafsulebTan urTierTobas (ix. gafrTxilebebi da usafrTxoebis 
zomebi da orsuloba da laqtacia). Tu mainc moxda kontaqti gaJonvad 
kafsulebTan, aucilebelia kontaqtis midamos sapniT da wyliT saswrafod 
dabana.   

yvela samkurnalwamlo forma ar aris xelmisawvdomi yvela qveyanaSi. 
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გაცემის წესი 

ფარმაცევტული პროდუქტის ჯგუფი II, გაიცემა ფორმა №3 რეცეპტით 

warmoebulia: 
Delpharm Poznań Spółka Akcyjna 

ul. Grunwaldzka 189, 

60-322 Poznan, 

Poland 
 
delpfarmi poznani spolka akcijna  
ul. grunvaldzka 189, 
60-322 poznani, poloneTi 
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