IHCTPYKIIA
JJIS1 METUYHOT0 3aCTOCYBAHHA JiKapChKOro 3aco0y

IMMPOCTAMOJI® YHO
(PROSTAMOL® UNO)

Cknao:

diroua pewosuna: 1 M’aKa Karcysia MiCTUTh 320 MT TYCTOTO CITUPTOBOTO €KCTPAKTY 3 IUIO/IB MAbMH
nuwikonoaionoi (Serenoa repens) (9-11:1);

00010HKA KAncyau M sKoi: JKeJaTUH CYKIIMHITLOBAHUH, TinepuH, Tutany miokcun (E 171), 3amiza
okcu xostuii (E 172), 3amiza okcun gopuuii (E 172), kapminuuii nak (E 120).

Jlikapcbka ¢gopma. Kancynu m’sxi.

OcHosHi  @izuxo-ximiuni eracmusocmi: OBAJIbHI, M Kl >KEJATHHOBI KaIlCyJdH 3 HEMpPO30polo,
TBOOAPBHOIO YEPBOHO-UYOPHOIO OOOJIOHKOIO, M0 MICTATh MACISIHUCTY PITUHY BiJl KOPUIHEBOTO IO
YKOBTYBATO- 200 3€JIEHYBaTO-KOPHUYHEBOTO KOIBOPY.

dapmMmakoTepaneBTUYHA Ipyna.
3aco0u Ut 3acTocyBaHHsA B ypousorii. [lpemapatu ans nikyBaHHS AOOpOsKiCHOI rimepTpodii
niepeamixypooi 3ano3u. Kog ATX G04C X02.

Dapmakono2iuni eracmueocmi.
Dapmaroounamika.
B etiomnorii mo6posikicHOi rinepruiaszii mepeamMixypoBoi 3aj1031 CyTTEBY POJIb BiAirpae 301TbIICHHS
YTBOPEHHS aH/Aporeny auriaporectoctepony (AI'T), mo cnpudnHse picT TKAHUHU MEPEIMiXypOBOi
31034 NUIAXOM 3B’SI3yBaHHS 3 LUTOIUIA3MATUYHUMH PELENTOpaMu aHApOreHy. AHIPOreH
JUT1APOTECTOCTEPOH MEPETBOPIOETHCS 3 TECTOCTEPOHY LIUIIXOM aKTUBAI] (PepMEHTY S-a-pelyKTasH.
Jlist excTpakTy 3 IUIOAIB MaabMHM MHIKOMOAiOHOT (Serenoa repens) moB’s3yeTbCsi 3 HOro
aHTHAHAPOTEHHUM e(eKToM, a came 3 OJoKyBaHHsM 3B’ si3yBaHHA [T 3 perientopom, 110 raisMye
aKTHBHICTh S5-a-pemykrazu. [Hm ¢akTopw, IO TaKOXX MOXYTh TaJIbMyBaTH pICT TKaHHUH
NEepeMIXypOBOi 3aJI03U: TaJIbMyBaHHS 3B’SI3yBaHHSA PELENTOPIB MPOJIAKTUHY Ta MOPYLICHHS
MPOIIECIB Mepeavi CUTHAITY, TpoTH3anaibHa Jis 3a paxXyHOK TaJbMyBaHHS J1i 5-7TIMOOKCUTEHA3M,
1Hri0yBaHHs npodidepartii emTenio nepeaMixXypoBoi 3a1031, IPOTUHAOPSIKOBA Misl.
[IpocTamon YHO HE BIUTMBA€E Ha CTaTEBY (PYHKITITO.
JloOposikicHa rinepruiasis nepeaAMiXypoBoi 3aJI03U MOXKE€ MaTH TaKi CUMIITOMHU:

—  HEOOXIHICTh B OUIBII YACTOMY CEYOBHUITYCKaHHI, 0COOJIMBO BHOMI;

— cmabke abo mepepuBYACTE CEYOBUITYCKAHHS;

—  BIAYYTTS HEMOBHICTIO BUTIOPOKHEHOTO CEYOBOTO MiXypa;

—  OLIb IpH CEUOBUITYCKaHHI;

—  TOpPYIIEHHS CTaTeBOi (PYHKITIi.
BinpiicTe 13 HepepaxoBaHUX CUMITOMIB CIIPHUMHSIOTHCS 30UIBIICHHSAM IMEPEeIMiXypoBOi 3al103H,
BHACIIIJIOK TTEPETUCKAHHS YPETpH (YTBOPEHHSI, Uepe3 AKE Ce4a BUXOIUTH 13 CEUOBOTO MiXypa).
[Ipocramon YHo monepemkae noganbiiie 301TbIIEHHS TKAHUHH MTEPEAMIXYPOBOT 3aJI03H.
dapmakokinemuxa.
[Ticns nepopabHOTO 3aCTOCYBaHHS €KCTPAKT IIBUAKO BCMOKTY€ETHCS, 1 MAKCUMalIbHA KOHIICHTPALlis
y TU1a3Mi KpoBi JocsTaeTbest uepes 1,5 ronunu.

KuiniuHi XapakTepucTUKH.

Ilokaszannusa.

IIpocramon® VYHO 3aCTOCOBYeThCS JUIsl JIIKyBaHHA JOPOCIAMX 4YOJOBIKIB i3 yTpYJHEHHM
CCUOBMITYCKaHHSIM TpH A00posKicHIA rimepruiasii mepenmixypoBoi 3amo3u I ta II cramii 3a
kinacudikamiero Alken.

Knacudixarist no6posikicHOI rinepriasii npoctaTth 3a ctaniasmu (Alken *):



Cranis | HazBa IHopymeHus

| Cranis mogpasnenns | [lomakiypis (meHHa Ta HIYHA), HIKTYpisd, 3aTpUMKa
CCUOBMITYCKaHHs, OCIAa0JICHUH MOTIK cedi, BUIOPOXKHEHHS
CEYOBOT'0 MiXypa — ITOBHE

] Cranis 3anumikoBoi | [TouaTok aekoMIieHcallii, HETIOBHE BHIIOPOXXHEHHSI CEUOBOTO
cedi MiIXypa, 3AJIMIIKOBA ceva

11 Cranis nexkomrieHcanii | HetpumaHHS cedi BHACHiIOK TEPETIOBHEHHS CEYOBOTO
Mixypa, TocTpa 3aTpUMKa ceul, 3aCTiHI HUPKH, TIAPOHEPPO3,
HUPKOBA HEJIOCTATHICTh

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

Ilpomunoka3zanns.
[TigBuIIeHa 9y TAUBICTH JI0 AIFOY01 PEYOBHHH 200 JI0 IHITUX JOMOMIKHHUX PCYOBHH.

B3aemooia 3 inwumu nikapcoKumu 3acodamu ma inuii 6UOU 63aEMOOiil.
B nmooanHOKMX BHMaaKax MOBIIOMIISIIOCH MPO B3aeMOJit0 3 BaphapuHoM. OmucaHO MiABUIICHHS
MOKa3HMKa MI>KHAPOIHOTO HOpMaltizoBaHoro BigHomeHHs (MHB).

Ocobueocmi 3acmocyanHs.

[poctamon® YHO nuie Moerurye CMMITOMU TIpM 30iIbIIEHH] TIepeMiXypoBOi 3a03H, ale He
ycyBae came ii 30umbiIeHHs. ToMy MamieHT MOBUHEH PETYJSPHO BinBimyBaTH Jikaps. Oco0nmBo y
BUMAAKY JIMXOMaHKH, Cla3MiB abo KpoBi B cedi, OONIICHOTO CEUOBUITYCKaHHS, HETPUMAaHHS ceul
BHACITIJTOK MTEPETTOBHEHHS CEYOBOT0 MiXypa a0 B pa3i TOCTPOi 3aTPUMKH Cedi OTPiOHO 3BEPHYTHCS
70 JiKaps.

[Tpocramoin YHO He CIIiJT 3aCTOCOBYBaTH IpH TOOPOSKICHIH Timeprurasii mepeaMixypoBoi 3aI03u y
(hazi gexommneHcarii.

3acmocysanns y nepioo eacimmocmi abo 200y8anHsL 2pyO0r0.
Jlixapcbkuii 3aci0 MpU3HAYEHUH AJIs1 3ACTOCYBAHHS TIOPOCIUM YOJIOBIKAM.
Hewmae nanux momo GpepTuabHOCTI.

30amuicmv enausamu Ha wWUOKICMb peaxyii npu Kepy8awHi aBMOmMpaHcnopmom abo IHwUMU
MexanizmMamu.

Komgaux mocipKeHb Mo10 BIUTMBY Ha MIBUAKICTh PEaKIlii Mpu KepyBaHHI aBTOTPAHCIIOPTOM abo
IHIIMMHU MEXaHi3MaMHU He MTPOBOIUIIOCH.

Cnoci6 3acmocysanna ma 0o3u.

Jlo3yeanns.

[poctamon® YHo npuiimaroTs 1o 1 M sikiii kancyni 1 pas Ha 106y B OflHH i TO# e yac.

Cnocib 3acmocyganHs.

Jlnisi mepopaibHOTO 3acTOCYBaHHS. M’SIKy KallCydy CIiJ KOBTaTH LUIOK TMichs Mpuiomy ixki 1
3aMMBaTH JOCTATHHOIO KIJTBKICTIO P1IMHH.

Tpueanicmo niKysaHms.

TpuBamicTh JIKyBaHHs 3aJ€KUTh B BUAY, CTYINEHS TSOKKOCTI Ta MepeOdiry 3aXBOPIOBaHHS 1 HE
oOMexeHa yacoM. PerymnsipHe 1mo/ieHHE CTIOKUBAHHS € OCOOTMBO BXKIIMBUM JJIsl YCIIXY JIIKYBaHHS.
3MEHIIICHHS MPOSIBIB CUMIITOMIB 3aXBOPIOBAHHS MOYKHA OUIKYBaTH JHIIE depe3 6 TwkHIB. [loBHA
e(eKTUBHICTh MOXE OYTH JOCSITHYTA HE paHille Hik depe3 3 Micsii. Ko nposBU 3aXBOPIOBAHHS
HE 3MEHIIYIOThCS 200, HABITAKH, 301IbIIYIOTHCS, TOTPIOHO 3BEPHYTHCS JI0 JTIKapsI.

Himu.

Jlixapcbkuii 3aci0 MpU3HAYEHUH AJIs1 3ACTOCYBAHHS TIOPOCIUM YOJIOBIKAM.

Ilepeoosysannas.
IIpo BuMaIKK Mepe103yBaHHs JTiKapchkuM 3acoboM IIpoctamon® YHo He moizommsnocs.



I o6iuni peakuii.

YacToTy moOIUYHUX peakiliii BU3HAYCHO TAKMM YHHOM: JysKe 9acTo: > 1/10; gacto: > 1/100 mo < 1/10;
Hevacro: > 1/1000 mo < 1/100; pimko: > 1/10000 mo < 1/1000; myxke pimko: < 1/10000; gactora
HEBiJIOMa: HEMOXKJIMBO OL[IHUTH Ha MiJCTaBl JOCTYIHUX JTaHUX.

3 6oky imynnoi cucmemu: anepriddi peakiii ado peakiiii rimepaymmBocTi. YacToTa HeBigoMa.

3 60Ky Hepsosoi cucmemu: TOIOBHUN 0111k, YacToTa HEBiIOMA.

3 boky mpasHoeo mpakmy: HEYAaCTO — HyJ0Ta, OJTIOBaHHS, Aiapes, OUTh y )KHBOTI (OCOOJIMBO TIPH
MpHUiioMi IIpenapaTy HaTIie).

Y pa3i BUHHKHCHHS IHIIMX HeEOaKaHWX peakiii, sKi He 3rajgaHi BHUIIE, HEOOXITHO
MIPOKOHCYITYBATHCS 3 JlikapeM abo ¢apMalleBTUYHUM MPaIliBHUKOM.

Tlosioomnenns npo niodo3proéari nobiuni peaxyii.

[ToBigomiieHHs Mpo MiA03pIOBaHiI MOOIUHI peakilii mcis peecTparii JKapCchbKOro 3aco0y BiAIrparoTh
BXUIMBY poiib. Lle 1mae 3Mory TpOIOBXKYBAaTH CIIOCTEPEKCHHS 3a CITIBBIIHOIICHHSIM KOPHCTI Ta
PU3UKY 3aCTOCYBaHHS JiKapchbkoro 3acoOy. IlpamiBHuUKM Tamy3i OXOpPOHH 3I0pPOB’S TOBHUHHI
MOBLAOMIISITH TIPO Oy1b-5K1 M1JJ03pIOBaHI MOOIYHI peaKiii.

Tepmin npuoamnocmi. 3 poxu.
He 3actocoByBaTH mikapchkuid 3aci0 miclisi 3aKiHUEHHS TEpMiHY MPHUAATHOCTI, 3a3HAUYEHOTO Ha
YHaKOBIII.

YmoBu 30epiranus.
CrenianbHi yMOBH 30epiraHHs HE BUMararoTbcs. 30epiratu y HeIoCTyITHOMY JJIs ITeH MicL.

YnakoBka.
ITo 15 m’sxux karicy y 6ictepi; o 2 a6o mo 4, abo 1o 6 GicTepiB y KapTOHHIN KOPOOITi.

Kareropis Bignycky.
bes peuenra.

Bupoouuk.
BEPJIIH-XEMI AT’

Micue3HaxoakeHHs] BUPOOHUKA Ta ajpeca Micusi NPOBaKeHHS HOro AislJIbHOCTI.
I'minikep Ber 125, 12489 bepnin, Himeuunna.



