
produqtis zogadi daxasiaTeba

prostamol® uno

Prostamol® uno

1. preparatis dasaxeleba

prostamol® uno.

320 mg rbili kafsulebi

2. Tvisobrivi da raodenobrivi Semadgenloba

erTi rbili kafsula Seicavs 320 mg serenoa palmis nayofis eqstraqts (Serenoae
repentis fructus extractum) (9-11:1).

eqstragenti: eTanoli 96%.

damxmare nivTierebebis sruli CamonaTvali ixileT paragrafSi 6.1.

3. samkurnalwamlo forma

rbili kafsulebi

ovaluri rbili Jelatinis kafsula aragamWvirvale orferi mowiTalo-Savi garsiT,

romelic Seicavs yavisferidan moyviTalo- an momwvano-yavisfer (zeTovan) siTxes.

4. klinikuri maxasiaTeblebi

4.1. Terapiuli Cveneba

prostamol® uno gamoiyeneba mozrdil mamakacebSi Sardvis gaZnelebis samkurnalod

winamdebare jirkvlis kiTilTvisebiani gadidebis Alken-is klasifikaciiT I da II

stadiis dros.

prostatis keTilTvisebiani hiperplaziis klasifikacia stadiebis mixedviT (Alken-is
mixedviT*):

stadia dasaxeleba darRvevebi

I gaRizianebis stadia polakiuria (dRis da Ramis), niqturia, Sardvis

Sekaveba, Sardis nakadis Sesusteba, Sardis buStis

sruli dacla

II narCeni Sardis

stadia

dekompensaciis dawyeba, Sardis buStis arasruli

dacla, narCeni Sardis arseboba

III dekompensaciis

stadia

Sardis Seukavebloba Sardis buStis gadavsebis

Sedegad, Sardis mwvave Sekaveba, Segubeba

TirkmelebSi, hidronefrozi, Tirkmelebis

ukmarisoba



* Alken CE. Leitfaden der Urologie. Stuttgart: Thieme, 1973 180-2

4.2. dozireba da gamoyenebis wesi

dozireba

prostamol® uno miiReba erTi rbili kafsula erTxel dRe-RameSi erTsa da imave

dros.

bavSvebi da mozardebi:

bavSvebsa da 18 wlamde asakis mozardebSi preparat prostamol® unos gamoyeneba

Sardvis gaZnelebis samkurnalod winamdebare jirkvlis keTilTvisebiani gadidebis I

da II stadiis dros naCvenebi ar aris.

gamoyenebis wesi: SigniT misaRebad.

saWiroa rbili kafsulebis mTlianad gadaylapva Wamis Semdeg, sakmarisi raodenobis

siTxis miyolebiT.

gamoyenebis xangrZlivoba

mkurnalobis xangrZlivoba damokidebulia daavadebis formaze, simZimis xarisxze da

mimdinareobaze da ar aris SezRuduli droiT. mkurnalobis warmatebisaTvis

gansakuTrebiT mniSvnelovania preparatis regularuli yoveldRiuri miReba.

simptomebis Semsubuqeba mosalodnelia mxolod daaxloebiT eqvsi kviris Semdeg.

sruli efeqtianoba SeiZleba miRweuli iqnas arauadres sami Tvisa. Tu adgili ar

aqvs Civilebis Sesustebas an aRiniSneba maTi gaZliereba, saWiroa eqimTan

konsultacia.

4.3 ukuCveneba

hipermgrZnobeloba moqmedi nivTierebis an preparatis damxmare nivTierebebis mimarT,

romlebic CamoTvlilia paragrafSi 6.1.

4.4 gansakuTrebuli gafrTxileba da sifrTxilis zomebi gamoyenebisas

prostamol® uno mxolod amsubuqebs simptomebs prostatis gadidebis dros, da ar

aCerebs Tavad gadidebas. amitom, pacientma regularulad unda mimarTos eqims. kerZod,

cxelebis, spazmebis an hematuriis, Sardvis dros tkivilis, Sardis buStis gadavsebis

Sedegad Sardis Seukaveblobis an Sardis mwvave Sekavebis SemTxvevaSi rekomendebulia

eqimTan konsultacia. ar SeiZleba prostamol® unos gamoyeneba prostatis

keTilTvisebiani hiperplaziis dekompensaciis fazaSi (ix. paragrafi 4.1).

4.5 urTierTqmedeba sxva samkurnalo saSualebebTan da urTierTqmedebis sxva formebi

cnobilia varfarinTan savaraudo urTierTqmedebis ramdenime SemTxvevis Sesaxeb.

aRwerilia saerTaSoriso normalizebuli Tanafardobis mniSvnelobis momateba.

4.6 reproduqciuli funqcia, orsuloba da laqtacia



orsuloba da laqtacia: aqtualuri ar aris, radgan preparati naCvenebia mxolod

mozrdili mamakacebisTvis.

cnobebi fertilobasTan dakavSirebiT ar arsebobs.

4.7 zemoqmedeba satransporto saSualebebis marTvis da meqanizmebTan muSaobis unarze

satransporto saSualebebis marTvisa da meqanizmebTan muSaobis unarze preparatis

gavlenis Semswavleli kvlevebi ar Catarebula.

4.8 gverdiTi moqmedeba

gverdiTi moqmedebis Sefasebisas safuZvlad iReben sixSiris Semdeg kriteriumebs:

Zalian xSirad (>1/10)

xSirad (>1/100 - <1/10)

zogjer (>1/1000 - <1/100)

iSviaTad (>1/10 000 - <1/1000)

Zalian iSviaTad (<1/10 000)

ucnobia (arsebuli monacemebiT Sefasebas ar eqvemdebareba).

darRvevebi kuW-nawlavis traqtis mxriv

zogjer: gulisreva, Rebineba, diarea, tkivili muclis areSi (gansakuTrebis uzmoze

preparatis miRebisas).

darRvevebi imunuri sistemis mxriv

SeiZleba adgili hqondes alergiul reaqciebs an hipermgrZnobelobis reaqciebs.

sixSire ucnobia.

darRvevebi nervuli sistemis mxriv

SesaZlebelia Tavis tkivilis gamovlena. sixSire ucnobia.

sxva iseTi arasasurveli reaqciebis gamovlenis SemTxvevaSi, romlebic ar aris

aRniSnuli zemoT, saWiroa eqimTan an farmacevtTan konsultacia.

Setyobineba SesaZlo arasasurveli reaqciebis Sesaxeb

preparatis registraciis Semdeg SesaZlo arasasurveli reaqciebis Sesaxeb

Setyobineba asrulebs mniSvnelovan rols. es gvaZlevs SesaZleblobas, gavagrZeloT

dakvirveba ~sargebeli/riskis~ Tanafardobaze am samkurnalo saSualebasTan

dakavSirebiT.

4.9 dozis gadaWarbeba

dRemde preparat prostamol® unos dozis gadaWarbebis SemTxvevebi registrirebuli

ar aris.



5. farmakologiuri Tvisebebi

5.1 farmakodinamikuri Tvisebebi

farmakoTerapiuli jgufi:

urologiuri daavadebebis samkurnalo saSualeba, samkurnalo saSualebebi, romlebic

gamoiyeneba prostatis keTilTvisebiani hiperplaziis samkurnalod.

aTq kodi: G04CX02

prostatis keTilTvisebiani hiperplaziis etiologiaSi mniSvnelovan rols asrulebs

dihidrotestosteronis (dht) androgenis warmoqmnis gaZliereba.

dihidrotestosteroni iwvevs winamdebare jirkvlis qsovilis zrdas androgenis

citoplazmur receptorebTan SekavSirebis Sedegad. dihidrotestosteroni

warmoiqmneba testosteronidan ferment 5-α-reduqtazas aqtivaciis gziT. sabalis

palmis (Serenoae repens) nayofis eqstraqtis moqmedebas ukavSireben mis

antiandrogenul efeqts. sabalis palmis eqstraqti blokavs dihidrotestosteronis

kavSirs receptorTan da Sesabamisad, aferxebs 5-α-reduqtazas aqtivobas.

sxva faqtorebi, romlebic aseve SesaZloa, asrulebdes rols prostatis zrdis

SeferxebaSi:

 prolaqtinis receptirebis SekavSirebis Seferxeba da signalis gadacemis

procesebis darRveva

 anTebis sawinaaRmdego moqmedeba 5-lipooqsigenazas Seferxebis xarjze

 prostatis epiTeliumis proliferaciis Seferxeba

 SeSupebis sawinaamdego moqmedeba.

prostamol® uno ar arRvevs seqsualur funqcias.

5.2 farmakokinetikuri Tvisebebi

serenoa palmis (Serenoae repens) nayofis eqstraqti swrafad Seiwoveba. peroraluri

miRebis Semdeg plazmaSi maqsimaluri koncentracia miiRweva daaxloebiT 1,5 saaTSi.

farmakokinetikasTan dakavSirebuli sxva cnobebi ar arsebobs.

Tumca, monacemTa aseTi naklebobis kompensireba xdeba preparat prostamol® unos

gamoyenebis xangrZlivi klinikuri gamocdilebiT.

5.3 usafrTxoebasTan dakavSirebuli winaklinikuri monacemebi

cxovelebze Catarebul kvlevebSi nivTierebis didi raodenobiT erTjeradi miRebisas,

aseve xangrZlivi miRebisas intoqsikaciis simptomebi ar aRiniSna.

araklinikuri monacemebiT, romlebic miRebulia usafrTxoebis farmakologiis,

ganmeorebiTi miRebis toqsiurobis, genotoqsiurobis, kancerogenuli potencialis da

reproduqciuli organoebis mxriv toqsiurobis standartul kvlevebSi, adamianisTvis

gansakuTrebuli riski gamovlenili ar aris.

6. farmacevtuli maxasiaTeblebi



6.1 damxmare nivTierebebis CamonaTvali

kafsulis garsi: suqcinilirebuli Jelatini, glicerini, saRebavi titanis dioqsidi

(E 171), rkinis yviTeli oqsidi (E 172), rkinis Savi oqsidi (E 172) da karminis laqi

(E 120).

6.2 SeuTavsebloba

xelmisawvdomi ar aris

6.3 vargisobis vada

3 weli.

6.4 Senaxvisas sifrTxilis gansakuTrebuli zomebi

mocemuli samkurnalo saSualeba ar SeinaxoT 30°C-ze maRal temperaturaze.

6.5 SefuTvis aRwera da SigTavsi

dasakeci kolofi pvq/pvdq firis da masTan SeduRebuli aluminis folgis blisteriT.

originali SefuTva Seicavs 15, 30, 60, 120, 180, 200 rbil kafsulas.

SesaZloa, bazarze yvela zomis SefuTva ar iyos warmodgenili.

6.6 sifrTxilis specialuri zomebi preparatis utilizaciisas da sxva miTiTebebi

gamoyenebasTan dakavSirebiT

nebismieri gamouyenebeli preparatis an narCenebis utilizacia unda ganxorcieldes

adgilobrivi kanonmdeblobis moTxovnebis Sesabamisad.

გაცემის წესი: ფარმაცევტული პროდუქტის ჯგუფი III, გაიცემა რეცეპტის გარეშე.

7. saregistracio mowmobis mflobeli

berlin-xemi ag (menarini grup)

gliniker veg, 125

12489 berlini

germania

8. saregistracio mowmobis nomeri(nomrebi)

9. pirveli registraciis/xelaxali registraciis TariRi

9. teqstis redaqtirebis TariRi
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