KPATKA XAPAKTEPHCTHKA HA TIPOXYKTK AJ

ONOBPEHO!
1. UMe Ha JeKkapCTBEeHHS NPOAYKT LD A0L0 NN Yf?q
DOZONE 2mg tablets
doxazosin
HO30H 2mg TabieTkn
IOKCa303UH

2.KadecTBeH H KOJIHYECTBEH CHCTAB

JMO30H 2 ceanppxka 2.425 mg A0KCa3031MH ME3UJIAT, CKBUBAICHTEH HA 2 mg
TOKCa303HH.

[Tomorrnu BemecTBa: 40 mg jgakTo3a 6e3BogHA, 3a TablIeTKA
3a TBJITHUA CIIUCBK Ha IIOMOIIHHM BELECTBa, BUX pa3sziel 6.1,

3.JIlexapcTrBeHna popma

TabneTku
2 mg: benn, npoawiiropata TabneTku (9x4,5 mm) ¢ JenuTelHA YepTa OT €AHaTa

crapata 1 D2 rpaBapaH HaJIHMC OT J(pyrara CTpaHa.

TabmeTkHTe MoraT Aa O0bJaT pa3Ac/siHU Ha ABE€ €JHAKBU ITIOJIOBUHKH.

4. KAMHHYHH AAHHH
4.1. TepaneBTHYHM NOKA3AHHA

- EceHUManHa XUIICPTOHHUA.
- 3a jleyenye HA KIHHUYHUTE CUMIITOMH Ha 1OOpOKa4YeCTBEHA POCTaTHA

xunepnnazus (AIIX).

4.2. 103UpOBKA H HAYHH HA NPHIIOKEHME

TabneTkuTe TpAOBA Aa ce MpHEeMaT BeJIHBX JHEBHO C JOCTATHYHO KOJIHMUYECTBO
Boga. ITpoabKUTETHOCTTa HA JIEYeHHETO TpAOBa J1a ce onpenels OT JeKap.

[TpenophuBaHaTa HaYaIHa 4034 OT JOKCa303UH € 1 mg NHEBHO, 3a Jia
MUHUMH3HPA MOTEHIHMAIHATA MOCTYPATHA XUIIOTEH3US W/ TN CHHKOII ( BUX
cexuug 4.4)

XAnepToHuA FOORRE \
OOuuaiinara 2103a Jokca3o3uH e Mexay 1 u 8 mg aHeBHO. 1p noquBa ce N\

MaKcHMajiHa A03a 16 mg Ha aeH. Hauanuara go3a € 1 mg mpe {1;15 AsTaKe U Tazm
nosa TpsAbBa Jia ce npunara 1 1o 2 ceamuun. Cnesl TO3U TEpU, )_r(?mpﬂgxam 7

g
.

MOXE Ja C€ YBeJIM4H 10 2 mg BeAHBK AHEBHO, 3a oule 1-2 cef 'mm Axoge’ 8o
He0oO0X0 MO, JHEBHATA JO3UPOBKA MOXE J1a CE YBEIIUYHA HOCTeneHHO B paBHH




WHTEPBANIM OT BpeMe A0 4, 8 U 16 mg BeHBX JHEBHO, B 3aBUCUMOCT OT
OTT'OBOpa Ha MAllHEHTA KbM JIeYSHUETO. |

Jloxcasosun Moxe fa Oblie M3MON3BaH KATO MOHOTEPAIts WM KaTo

KOMOMHAIMA ¢ THa3sHIRK AUYpPETUIH, OeTa-aqpeHOpEENTOPHU GI0KEDH,
KaJIHEBH aHTAI'OHUCTH WM MHXUOUTOPH Ha aHTHOTEH3HH-KOHBEP THPATLIHS

eH3nM (ACE uaxuburopu).

JobpokadecTBeHa MPOCTATHA XUIIEPILIA3US
B nagasioro Ha neuenuero ¢ JJO30OH 2 ce npenopbysa clieqHaTa cxeMa Ha
HO3UpaHe:

- 1-Bu 10 8 nenH: 1 mg KOKCA303HMH BEHEK JHEBHO

- 9-TH 10 14 neH: 2 mg NOKCA303UH BEAHBK JHEBHO
Ta3u xo3a Moxe 2ia ce yBenu4y JOMBJIHUTENIHO A0 4 mg 110 NpernopbyaHaTa
MaKCHMaJTHa 103a OT 8 mg, B 3aBUCUMOCT OT YPOAHHAMUYHHUTE MapaMeTpH U
AXI1 - cuMnitoMaronorusaTa Ha namuenTta. IIpenopr4anuaT MHTEpBaT Ha

YBEIIMYEHHE HA [03aTa € 1-2 ceaMHIIH.

O6buualinara npenopryYaHa JHeBHA 03a ¢ 2-4 mg. J[oxcazo3uH ce mpHema
BEAHEXK AHEBHO. AKO JICHEHHETO C IOKCA303HH € MPEeKBCHATO 3a HAKOJIKO JHH,

TOYHATA 034 TpsAOBa Jia € YTOYHH C JieKap.

Ho3a ot 1 mg ce momy4asa, Karo TabaeTkara oT 2 mg ce CUyIlH Ha IBE
IIOJIOBHHKH.

Ynorpeba B cTrapyecka RE3pPacT U NAUHECHTH ¢ 650peyHa HeAOCTaThYHOCT:
Hsma npoMeHH BBB (PapMaKOKHHETHKATA Ha AOKCAR03UH IIPHU MAIMEHTH C
O6bp0peyna HegocTaTpuHOCT. OCBEH TOBA, HAMA MaHHHU, Y€ AOKCA303MH BJIOIIABA
CBIIECTBYBAIa Ipeayd ToBa OhOpeyHa HeJOCTAaThYHOCT.

3aT0Ba B [IOBEYETO CIy4YaH ce mpenopbiBa obuyalinara Jjosza. ITopaan
BBE3MOXKHA CBPBXYYBCTBUTEITHOCT IIPH HAKOM OT TE3H MAITHEHTH MOXeE JIa Ce
HJIOXW IIPHIAraHeTo Ha CHCHHATHY NPeiIa3Hy MEPKH B HAYaJI0TO HA
nedeHueTo. Jlokca3zo3uH He mojJieKu Ha JUanu3a nopand Gaxra, 4ye A0 roisaMa
CTENECH Ce CBLP3BA C IUIA3MEHUTE ITPOTEHHUTE,

Ynorpeba npy NallMeHTH ¢ YepHOAPOOHA HENOCTATHYHOCT:

Heobxoaumo e nopumeno BHEMaHYE IPH YBeJIHYaBaHe Ha I03HPOBKATA IIPH
HaLUEHTH C 4epHOAPOOHA HEMOCTATHYHOCT, Thil KaTo JOKCA303HH CE
MeTabonu3uspa oT YepHHus npob. HiMa KIMHUYEH OIUT C MAMEHTH C TeXKa

4epHOAPOoOHA HeJocTaThUHOCT (BHXK pasjen 4.4 Crenyainy nNpenynpexAcHUs 1
npeana3Hl MepPKH 3a yroTpeda).

VroTpeba npy feua: PA AT, -.:q\
Jlokca3o3vH He ce nmpenopp4Ba 3a yrnorpeda npu aema nop 12 roﬂﬂHH Hﬁpa,uﬂ*

JIMIICaTa Ha JaHHM 3a e(DHKACHOCT. ‘ RS ‘*-1_ ‘~|
U T o - .: A ; ;I.I




4.3 lIporusonokazanus

0 CBpBXUyBCTBHUTENHOCT KBM aKTHBHOTO BEIECTRO, IPYTH XWHA30JIUHOBH
[IpOU3BOAHH (HAITp. MPa303UH H TEPa303UH) WM KbM HIKOS OT

IIOMOLIIHHATE ChCTABKH.
o0 XUIOTEH3U WUIH OPTOCTATUYHA XUIIOTEH3MA B aHaMHe3aTa (KOorarto ce

M3II0J13Ba B ClIy4auTe Ha JOOpOKaYeCTBEeHA NPOCTATHA XUIESPILIA3H)
o KoHrectus Ha ropHuTe NUKOYHH ITHTHUINA, XpOHUYHA HHPEKITHA Ha
NUKOYHUTE IBTUINA WU KAMBHH B IIUKOYHHSA MeXyp (KOraTo ce H3I0JI3Ba
B CIIy4auTe Ha J00poKa4eCTBEHA IIPOCTATHA XUIIEPIIa3u ).
HMBxoHTHHEB1US, aHypHs WIH ITporpecuBHa 0B0peuHa HEZIOCTATHYHOCT.
AHaMHe3a 3a e30(areaaHa WIH raCTPOUHTECTHHANHA OOCTPYKIMSA HUITH
HAMAJICH AUaMEThp Ha TYMEHA HAa raCTPOMHTECTHHAIHHUS TPAKT.

O

O

4.4 Cnenuaan npeaynpexiaeHnus H NPeANa3ZHH MEPKH IMPH yoTpeda

B nauannHara (paza Ha JieueHHEeTO WK IPH YBEIUYEHHE Ha X03aTa, II0KA3aTENHTE
Ha naiueHTa (Haii-Beue KpbBHOTO HaldArame) TpsaOBa aa ObaaT MOHUTOPHPAHH,
3a Ja ce CBeje 0 MUHUMYM BB3MOXXHOCTTA OT IT0ABa HA eeKTH KaTo
IIOHHXXEHO KPBBHO HAIIFaHE U CHHKOII B CIIy4ai Ha CMSHA Ha MOJ0XKEeHHETO Ha
TAN0TO. CelHaIHO BHUMaHUe € HeoOXoAuMO NpH NayUeHTyd B HaNpegHana
BH3pacT, MMallHeHTH C YepHOApoOHAa Wi 6bp0peyHa HeJOCTaTHhYHOCT, NAllHeHTH
criazpaiuy 6emHa Ha CON AUETA WK TaKHBA, JICKYBaHH C AUYPETHIIH.
Te3n manueHTH TpAOBa fa OBAAT NpeAyNIpeAcHU B HaYaHaTa a3a Ha JIedeHHue
C JOKCA303HH Jia u304rBaT CUTyalllH, P KOUTO MOXE Oa MoydaT TpaBMH
IBIDKAITN ce Ha 3aMAsSHOCT WM CIa0doCT.
Ilopagu cpliopa3mupsBaIIUTE CH CBOMCTBA, JOKCA303HH TpAOBa Ja C€ U3I0I3Ba
C MMOBHIICHO BHUMAaHKE NPH IMAIlICHTH, CTPAJall{ OT €IHO OT CJIETHHUTE TEKKH
CBPAEYHHU CHCTOSHHUA:

- OemozpobeH OTOK ABJDKAII Ce Ha aOpTHA WJIH MUTPATHA CTEHO3a

- ChPACYHA HEJOCTATHYHOCT ¢ BUCOK CBhpACUEeH MUHYyTeH 00eM

- JeCHOKaMepHAa ChpAcYHA HeJOCTATHUHOCT Iopaju beroapoben

eMOOIM3bM M IEpUKApAYATICH H3JIUB
- JIeBOKaMepHa Chp/edHa HEAOCTATHYHOCT ¢ HUCKO HaNsgrane Ha
HarrbJIBaHe

IIpu manpeHTH, CTpaZaliy OT TEXKA ChpAeUHa UCXEMHS, TIPEKAIEHO OBP30TO
WA 3HaYUTETHO IOHHKEHHE Ha KDBBHOTO HalAraHe MOXe /1 BIOILIH
aHI'MHO3HHTE OIJIAKBaHMU.
IIpu xpnepTeH3UBHY NMAIHEHTH C €UH WIH NNOBeYe JONBIHUTEITHH PHCKOBH
¢dbaKTOpH 3a CHPACUHO-CHIIOBH 3a00aBaHUs, JOKCA303HMH He TPAOBaA 1a ce
M3II0JI3Ba KATO CAaMOCTOSATENIHO CPEACTBO KATO IIBpBA-INHUS JIEYCHHE Ha
XUITEPTEH3UA, IOPAaH B3MOKHHA YBEIHYECHH PHCK 33 pa3BUTHETO H&ﬁi:pl{ﬂ‘fﬂa

HEXOCTATHYHOCT. TN

-

4epHOAPOOHHS MeTaboMHU3bM (HAIp. HHMETH,[[HH)



I lanpenTu ¢ peaxu, HacaeICTBEHM 3a00NIABAHMS, KATO HEIIOHOCHMOCT KBbM
rajiaktosa, Lapp-naxkrazen qeQUIlUT WK DIIOKO30-TaJlaKTO3Ha ManadcopOius

He Tps0Ba 1a ynoTpebsBaT TO3H JIEKapCTBEH IPOIYKT.

Jokca3o3uH TpsAOBa Aa ce H3NM0I3Ba BHUMATENHO NPH MAlMEHTH ¢ aBTOHOMHA
nuabeTHa HEBpOIIATHUS. |

CnenuanHo BHUMAaHWE € HEOOXO0AUMO B CIIyYail Ha efHOBPEMEHHO IPHJIOKEHHE
Ha JoKkca303uH ¢ uaxudburop Ha PDE-5 (dochoaunecrepasza tum 5), kato
(cunaeHadun, raganadu, BapaeHad), HOKA3aHH IPH €PEKTHIHA
OUCQYHKIWA, THI KaTO MOXKE J1a CE NpeAH3BHKAa CHMIITOMATUYHA XHIIOTEH3HA B
HAKOH NManveHTH. He ca u3BpplIBadu npoy4Badud ¢ JoKca3o3uH. IIpossa Ha
CHMIITOMATHYHA XUIIOTEH3UA € HaN-BepOATHA HEMOCPEACTBEHO ClIe MpUaraHe
Ha PDE-5 unxubutop. C nen ga ce ceee 40 MUHIMYM PHCKA OT pa3BHUTHE HA
OPTOCTATAYHA XUIIOTCH3UA, IAIIHEHTUTE TpAOBa 1a OBIaT XeMOAUHAMHYHO
CTaOUIHY IIpH JICUCHHE ¢ anda OJoKep, IIpeu Ja 3ano4He tedeHuero ¢ PDE-5
uaxuburopu. Jieuenuero ¢ PDE-S uaxubutop Tpsa6Ba fa 3ano4yHe ¢ HACKA A034.
B norreiiHeHue, JIeKapuTe TpsOBa 1a NOCHBETBAT MMAIIMEHTHUTE CH KAKBO Ja
IIPABAT IIPH [OABA HA CHMIITOMM Ha OPTOCTAaTHYHA XHUITOTEH3H .

YnorpeOa npH IMallMeHTH ¢ YepHOApoOHa HEAOCTATHYHOCT
Jokca303iH TpA0OBa a ce mpuiara ¢ IOBHIIEHO BHUMAaHKeE IIPH MalUeHTH C

YepHOOPOOHa HEJOCTATHIHOCT.. Thi KaTO HAMAa KJIIHHUYEH OIUT C MALIHEHTH C
TeXKa 4epHOApOOHA HEOCTATHYHOCT, YIIOTpebaTa Ha JOKCA303HUH TP TaKUBa

MALUEHTH HE Ce IPEenophYBa.

Ynorpeba npu aena
Jokca303WH He ce npenophuBa 3a ynorpebda 1pu aeua nox 12 roausu mopaiu

JIAIICATa Ha JJaHHU 3a 0€300acHOCT U €()eKaCHOCT.

HNutpaonepatuBeH Floppy iris Syndrome (IFIS - BapnadT Ha cuHIpOoMa Ha
TsCHaTa 3¢HUNA) € HabiIro1aBaH MpH ONEpalldy Ha KaTapakTa IpH HAKOH
ITaIUEeHTH, KOUTO Ca WY IIPEAY Ca JIEKYBAHRH ¢ TaMCYI03uH. M3o1upanu
CHOOIIEHUS Ca IOIYYEeHH U ¢ ApYTH anda-1 6nokepy U Bb3MOKHOCTTA OT TAKHB
e(ekT He MOoXxe 2 Opae uskmodeHa. Toii kato IFIS Moxe na fosene no

YCIIOXKHEHUA IIPH OliepaIyds Ha KaTapakTa, opTanMoxXupypraT TpAOBa na 6nae
yBENOMEH 3a HACTOAIA yroTpeba Ha anda-1-6nokepu UM 3a TakaBa B

MHHAJIOTO.

4.5 BzaumogeiicTBHE C APYTH JeKapPCTBEHH NPOAYKTH H APYTH ¢opMH HA
B3aUMOZEHCTBHE

IIIIIIII

Jlokca303HH yBeIHYaBa XHIIOTEH3UBHAUA e(DeKT Ha ApYTH aHTHXHnepTeﬁEHBHH --rr_-a\
JIEKapcTBa. XHUIOTSH3HBHUAT eQEKT MOXKe Jia € NIO-CHJIEH, aKo HOKCHK )

HAMaJsaT XUIIOTEH3HWBHUSA €()eKT Ha JOKCA303HH. \ - _'_;_‘,,,,f:;_-_;_-‘-:7;::;



CYMNAaTHKOMHUMETHIIUTE MOXKE JIa HaMaNsAT XUIIOTEH3UBHUSA €(PEKT Ha
NOKCA3030MH; JOKCa3031MH MOXe 1a HHXUOMpA BIMAHUETO Ha JOIIAMMH,
edeIpuH, cNHHEPPHH, METAPAMHUHON U PeHWIeDpUH BbpXY KPhBHOTO HAJTAHE
H €PEKTUTE BEPXY KPBBOHOCHUTE CHIOBE.

HsaMa u3cneaBanys OTHOCHO B3aHMOCHCTBUATA C IIPOAYKTH BIHSEITH HA
YyepHOAPOOHUS MeTa00IN3bM.

IIpn nmaiieHTH, YIoTpebsapay anda-onokepH KaTo JOKCA303HH,
eTHOBpeMeHHaTa ynotpeba Ha PDE-5 uaxuburtopu (kaTto cuigeHaduI,
Taganadun, BapjeHadmn) MOKAa3aHH 3a €PeKTUIIHA AUCYHKIM, MOXKe J1a
IpeU3BUKA CHMIITOMATHIHA XUIIOTeH3:s (BUXK paszaen 4.4 CrienHanam
npeAynpeKIASHAI U IPeANa3sHy MepKH 3a ynorpeba). He ca nposexpaHu
HU3IUTBAHHUA C JOKCA303HH.

Jlokcaz03mH MOXe Jia 3aCeTrHE aKTUBHOCTTA HA IIa3MEHUs PeHUH H CEKpelHaTa
Ha BaHHII-KaHeJIeHa KHCelIMHaA B ypuHaTa. 10Ba TpAdBa 1a ce uMa NpeaBul IpH

HHTepIIpeTaugTa Ha Jab0opaTOPHUTE JaHHU.

4.6 bpeMeHHOCT H KbpM€EHe

Vnompeba no epeme na bpemenrnocm: 11pu OIIUTH € )KUBOTHU HE Ca
HaOI0AaBaHy TepaTOoreHHU eekTH. besonmacBocTTa Ha IOKCa303HH MO BpeMe
Ha OpeMEHHOCT He € YCTAHOBEHA, Thil KaTo HE Ca MPOBEACHU aIcKBATHU HIIU

no0pe KOHTPOJHpaHH H3CIeIBaHKs Npu OpeMEHHH XKEeHU. 3aTOBa,
JISKAPCTBEHUAT MPOAYKT MOXKE J1a C€ M3II0JI3Ba CaMo, aKko Criope] JeKaps

BB3MOJKHATA 110J13a HaZABU1IiaBad Bb3MOXKHHTC PHCKOBC.

Ynompeba no epeme Ha kopmene: OIUTUTE € )KHBOTHU I10Ka3BAT, Ye

JOKCa303HH Ce HaTpymnBa B kbpMata. HsaMa mH(popManys 3a HaTpyIBaHETO Ha
[IOKCa303MH B YoBeInKara kbpMa. [Topaau ToBa, He TpsAOBa a ce H3I1013Ba M0
BpeMe Ha KbpMeHe. IIpekbcBaHeTO Ha KBpPMEHETO TPOBa Aa ce oOMucIu B

CJIY4aHd Ha IIPCIToOphbUYaHO NPOAB/DKABAHE Ha JOKCA303HH.

4.7 EdexTn BBpPXy cnocoOHOCTTA 32 IHOQUPaHe H padoTa ¢ MAIMHH
Hoxca303HH UMa HETATHUBHO BIIHSHUE BEPXY CHOCOOHOCTTA 32 HWIOQUPAHE U

paboTta ¢ MalIMHK, 0COOEHO B HAYallOTO HA JICUEHHETO.

4.8 Hexxelanu ieKapCTBEHH PeaKIHH

IlosBaTa Ha HexXeNnaHu TEKAPCTBEHU peaKiliy INaBHO C€ ABIDKAT MaBHO Ha;ﬁ“’-'f-’
dhapMaKOJIOTHYHHUTE CBOMCTBA Ha JIEKApCTBEHHA NIPOAYKT. .;;,w_,;? R
IloBetue OoT HeXENAHUTE JIEKAPCTBEHU peaKMH Ca NPEXOIHH. [




[Ipoduna Ha HEXETAHNUTE JIEKAPCTBEHHU PEAKLIMHA B KIIHHUYHUTE H3MTHUTBAHUS C
HalueHTH ¢ Jo0poKavyecTBEeHA NTPOCTAaTHA XUIIEPIUIa3Usi ChOTBETCTBAT Ha TE3U

CPCIIaHH ITpH BUCOKO KPBBHO HAJAI'AHEC,

YecToTaTa Ha HEXKEJIAHUTE JIEKAPCTBEHHM pPeaKI[MM CBBP3aHU C JICYEHUETO Ca
MOCOYEHH MO-J0JIy 10 CHCTEMO-0OpraHHaTa Kjiacudukanus 1 abCcoNoTHATA
yecToTa. YecTora ce JedrnHEpa Kato MHoro dyectd (>1/10); Yectn (>1/100 no
<1/10); Heuectu (>1/1000 no <1/100); Peaxu (>1/10 000 o <1/1000); MHoro
peaku (<1/10000), He noszHaTu (He Morar 1a Ob1aT OLICHEHH OT HAJTUYHHTE
NaHHH).

Covpoeunu napyuieHus

YecTu: nannuranuu, 00JIKa B I'BPIUTE

HeuecTu: apuTMus, aHrMHa MeKTOpUC, OpaluKapans, TaxuKapaus, HHPapKT Ha
MHUOKapaa

Hapyiwenus na xpvema u aumepnama cucmema
Penxu: [MonmxkaBane 6posi HA EPUTPOLIUTHTE, JIEBKOIIUTUTE U TPOMOOIIUTHUTE

Hapyvuernus na nepenama cucmema

YecT: MyCKYJTHH KpaMITH, I1aBOOOIAE, CHhHIMBOCT
Heuyectu: TpemMop, CKOBaHU MYCKYJH

Penku: napecre3us

Hapywenus na ouume
YecTn: HapylLIEHUS HA aKOMOJaIusATa

Heuectu: yBeandeHO CHI300TAENAHE, (PoTOohoOuA
Penku: 3aMBIJIEHO 3pEHUE

Hapywenus na yxomo u rabupunma
HeuecTH: THHUTYC (IIIYM B YLLIKTE )

Pecnupamopnuu, 2pvb0Hu u MeOUACMUHATHYU HAPYUIEHUSA

YecTu: qucnHesd, pUHUAT

HeuecTu: KpbBOTEUEHHE OT HOCA, OpOHXOCHMA3MHU, KallUIMLA, (PapUHIAT
Penku: oTOK Ha JJapUHKCA

Cmomawuno-upesHU HapyueHUs
YecTH: 3anek, JUCHEICHUS
HedecTu: anopekcus, yBeJIMYCH aneTUT, HApYIICHUE Ha BKyca

Penku: 0onka B cToMaxa, Iuapus, IIOBPBILAHE

-t

Hpyuienua na 6vbpeyume u nukounume nomuuja PSRN
YecTn: gecTa HEOOXOAUMOCT OT ypHHUpPaHe, yBEIHYEHa IPOAYKIMA Ha ypHHa - = \

' ' -.1';'

HedecTu: HHKOHTUHEHIHS, HAPYIIEHUS P YPUHUPaHE, ,n:m:;ypmki . o <)
MHOro peiku: NOBULIABAHE HA CEPYMHHUSA KpECAaTUHHUH |
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Hapywenus na xosicama u noOkodicHama mvKam
HedecTii: anonenna, eneM Ha jguuero/odmn eneMm

Penxu: oOpuB, nyprypa, OpypHTYC

Hapywernus na myckynno-cxenemnama cucmema u CoeOUHUMENHANA MbKAH
HeuecTtu: myckynHa Ooinka, HOAyTH O0Je3HEHN CTaBH/apTpaiTrusi, MyCKydHa
cnadbocT

Hapywenus na memabonuzma u xpanenemo
Hedectu: x)axna, XunokalueMus, nojarpa
Peku: XUnormmKeMust

MHoOro peziku: NoBUIIABaHE HA CEpyMHATa ypes

Cv0o8u Hapyuerus
YecTH: CBETOBBPTEK, 3aMasTHOCT, /1M, OPTOCTaTUYHY HApYIICHHUS

HeuecTu: oprocTaTidHa XUNOTEH3UA, eprdepHa HCXEMUS, CHHKOII
Penaku: MO3BUYHOCHAOBU HAPYIIICHHS

Obwu napywenus u eghexmu Ha MACMOMO HA NPUIONCEHUE

Yectn: acTeHus, yMopa, 6e31MoKoHCTBO

Hedectn: 3adepBaBaHe Ha JUIETO, TEMIEpaTypa/Tpecka, npeliaeHABaAHE
Penku: HUCKa TelecHa TeMileparypa IIpU BE3PacTHH

Xenamo-ounapuu HapyuieHus
Penkn: »xpITeHUIA, TOBHIIEHHE HAa Y€PHOAPOOHUTE €H3UMH

Hapywenua na ev3npouzgooumennama cucmema u 2epoama

Yectu: 3abaBeHa eaKyanus
Penku: UMNIOTEHTHOCT, IPHANTU3bM

ITcuxuunu Hapywernus
Yecru: anatus
HeuecTu: TpeBOXHU CHHUILA, aMHE3H, EMOIIUOHANIHA TaOHITHOCT

Penxu: genpecud, TpeBora

Cneyuanno enumanue
B penxu ciytuan B HA4aJIOTO HA JIEUEHUETO MOTaT Ja CE NOSBAT OPTOCTAaTUYHA

XUIIOTEH3WA ¥ CHHKOI, CIIeHAITHO IIPA MHOTO BUCOKHM /103U M CHHIQ, KOraTo
JICYCHHUETO Ce MPEoPhYBa CiIe] NPEeKbCBaHE.

4.9 Illpeposupane
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Cumnmonmu P
['naBoGonue, BueHe Ha CBAT, 6e3Chb3HaHNE, CHHKOIL, IUCIIHES, IOHKEHO

KPBBHO HAJITAHE, IIAUJIIITNTALHUN, TAXUKaAPAHA, APUTMHEA, I'aZICHE, I1OB 'BHIEIHC. .

BB3MOXHH ca XUIOTTMKEMHS, XUTIOKAJIEMHS. R



Jeyenue

AKO TIpeO3UPAHETO JOBEE O XUITOTCH3MSA, NAlUeHTHT BEAHAra TpsoBa aa ce
IIOCTABH B JIETHAJIO TOJIOXKEHHE, C IJIaBaTa Hafoay. AKO € HeoOXoqumMo, TpaOBa
Ja C€ B3eMaT JOIIBJIHUTEIHU MEPKU: (Hanp. [pujiaraLe Ha cpeicTBa
yBEJIHYABAIlM IIa3MeHUs 00eM UK ChAOCBUBAIIY CPEACTBA B Cay4ail Ha TeXKA
XUINOTEH3UA ). brOpednara QyHKIHS TpAOBa 1a ce MOBUTOpPHpA U MOATBPKA,
ako e HeoOxonumo. Tol KaTo JOKCa303UH Ce CBBP3Ba JI0 royIsiMa CTEIeH ¢
NPOTEUHHUTE, IMATIU3aTa HE € MT0Ka3aHa.

5. PapMaKOJOrHIHH CBOHCTBA
5.1 PapMakoAHHAMHYHH CBOHCTBA

dapMmakoTepaneBTHYHA I'Pyna:

- aHTUXUIIEPTEH3UBU, aHTUAAPECHEPIrUYHH areHTH, NepudepHo gedcTRal
aHTAarOHUCTH Ha alda-aapeHopenentopu), ATC koxg C02CA04

- YPOJIOTHYHH, JIEKAPCTBA U3IIOI3BaHH IIPH JOOPOKaYeCTBEHA MPOCTATHA
XUTICPITIAa3us, aHTaroHUCTH Ha anda-agpeHopeuentopu, ATC koxg GO4CA

-

JIOKCA303MH ¢ CeNeKTUREH X KOMIIETUTHBCH aHTArOHUCT HA MOCTCUHANTHYHNATE
anda-1-agpeHepruyHy pelenTopH.

[IpunaraneTo Ha JOKCAa303UH NpeJU3BUKBA 3HAYUTEIHO IIOHHXEHHUE Ha
KPBbBHOTO HAIATAHE, JBXKAIIO C€ HA HAMAJIIEHOTO IIepu)epHO CHIIPOTURJIEHHE
Ha cpaoBeTe. EqHa gHeBHA 4032 IIpeJU3BUKBA KIMHUYHO 3HAYHUMO ITOHUKEHHE
Ha KpbBHOTO HAJIATaHE, MpoAbIXKaBalio 24 gaca.

Ciiel npunaraieTo My HacThIIBA OCTEICHHO IIOHMXEHHE Ha KPBBHOTO
HAJISITAHE; MOXKE J1a ce MOABIT OPTOCTATUYHH €(EKTH B HAYAJIOTO HA TEYEHHETO.
Haii-rossiMo noHMXKeHrue Ha KPBBHOTO HAJSITAHE Ce ToIyvaBsa NpUOIH3UTEITHO
2-6 gaca ciel nprema.

[To BpeMe Ha T€4EHNeTO C JOKCA303HH IIPU MALMEHTU C XUMIEPTOHHS, KPBBHOTO
HaJIAraHe Lie ObA¢ €AHAKBO IIPH JICKAIIO U U3IPABECHO TI0J0XKCHHE.

Ilo BpeMe Ha IEYEHHETO C JOKCa303UH c€ ChOOIIaBa 3a perpecus Ha
XHNEPTPOPHUSI HA JIIBaTa KaMepa.

3a pa3iiiKa OT HeCeJIEKTUBHUTE OJIOKEPH Ha all(ra-alpeHEPruuHUTE PELEITOPH,
He € Ha0JIF01aBaHO MIPUBHKBAHE IT0 BpeME Ha MPOIBIKHUTENHO JISUEHHE C
NOKCAa303HH. | JoBUINIEHUETO HA AKTUBHOCTTA Ha IUTa3MEHUS PEHUH U
TaxuKapaud ca HabiroqaBaHu psKo IO BpeMe Ha IPOABIKUTEIIHO JICUECHHE.

KJImHAYHY H3NUTBaHUA ITOKA3BaT, e JOKCA303HH IIpeIu3BHKBa CJ1a0o0
HaMaJICHUE Ha IUIa3MEHUTE KOHIIEHTpAITUM Ha TPUTIHLECPHIH, OOII B LDL-
xojiectepon. HabmomaBato € ciabo ypenuieHne Ha CbOTHOLIEHHUETO LCT Ny

HDL /o611 xonectepon (okono 4 1o 13 % ot HadyanHaTa CTOHHOCT); RETEAC T
KinuHu4yHaTa peeBaHTHOCT Ha TE€3U PE3yITaTH O @ f

IpOMSIHA Ha TIIFOKO3HUA META00IM3EM.




IlpunaraneTo Ha JOKCa303UH IIPH NMAITHEHTH ChC cuMIToMarnara J{IIX
NpeAU3BUKBA TOA00peHNe Ha YPOAHHAMUYHUTE O1uTaKkBaHus. M3nuTBanusTa
I0Ka3BaT, Y€ TO3U €PEKT € B pe3yiTaT OT ceNneKTUBHATA OJ0Kana Ha anda-
aApeHOpELENITOPUTE B INIAJKUTE MyCKYJIU Ha LIHMKAaTa HA MUKOYHUA MEXYD,
KafcyJiaTa Ha [IpocTaTaTa v ypeTpara.

5.2 MdapMakOKHHETHYHH CBOHCTBA

Cnen niepopalieH npueM AOKCa303uH ce pe3opbupa qoope. MakcHMaIHH
IJIa3MEHH KOHIIEHTPAIUU C&€ HOCTUraT clieq 2 Yaca H abcomoTHaTa
OHoOBHATMYHOCT € oKoJIo 63 %. JloKca303UH € CBBP3aH IO rojisiMa CTENEH C
[UIa3MEHHUTE NpOoTeuHH (0K0JI0 98 %). ENMMHUHHpaHeTO OT IJ1a3MarTa ce
U3BBPILIBA B [Be (ha3u. IlomyxuBoTsT My € 16-30 qaca, koeTo mpaBu
JIEKApCTBOTO NOJXOMAIIO 3a NPWIOKEHUE BEAHRX JHEBHO. JlIOKCa303UH ce
MeTabou3rpa NpesrMHO B YepHHs Apo0 H ce eKCKpeTHpa INIABHO B
M3NpaXHeHUATa (63-65%); mo-manko ot 5 % OT Ho3aTa ce eKCKpeTHPA KATO

HEMPOMEHEH JIOKCAa303HH, O-XMIPOKCH-A0KCA3031H € CHJIEeH U celeKTHBeH aida-
agpeHeprudeH OoKep U npu xopa 5 % oT nmepopanHara fo3a ce MeTaboIu3upa
110 TOBA BeLEeCTBO. TO NONpHHACS B MAJIKa CTEIICH 32 XUIIOTEH3UBHUA €(DEKT Ha

JIOKCA3031H.

QapMaKOKHHETHYHHUTE U3CNeABaHUA IPH IAIeHTH B HaNpeaHAIa Bp3pacT U
HAHAECHTH ¢ Ob0peYHa HEIOCTATHFYHOCT HE II0Ka3BaT 3HAUYNTEIHH
(hapMaKOKHHETHYHH Pa3JINKH B CPaBHEHUE C MMAlHEHTH C HopMaiHa O6h0petHa
¢yuknus. MiMa camMo orpaHnYeHu JaHHK® OTHOCHO yIoTpebara Ha JIOKCa303UH
IIpHU HAlMEHTH ¢ YePHOAPOOHA HEAOCTATHYHOCT H OTHOCHO €(DEKTHUTE Ha
JIEKApCTBEHUTE IIPOAYKTH, 38 KOUTO € H3BECTHO, Y€ BIIUASAT BEPXY
qepHOLPOOHHUA MeTaboIu3bM (Hanp. MMETHANR). [ IpH KNUHHYHO IpoyYIBaHe,
BKIIIOYBAIO 12 NanyeHTH ¢ KA YepHOAPOoOHA HEAOCTATHYHOCT, NIPUNIAaradeTo
Ha eIMHUYHA 1033 AOKCA303WH NpeAu3BHKBA YBEIMYCHHUE HA TOBBPXHOCTTA MO
KpuBaTa KoHIeHTpauusa-BpeMe (AUC) ¢ 43 % u namainsapa knupseHcea ¢ 40 %o.

5.3 IlpeakJIHHAYHH JAHHH 32 0€30IaACHOCT

HexniHUYHATE JaHHHU HE M0KA3BaT CIIEHHAJIEH PUCK IIPHU XOpara Ha ba3aTra Ha
KOHBCHITMOHAIHU IIPOYYBaHUSA 3a 0€30macHOCT (Oe3omacHa GpapmMakoaorus),
TOKCHYHOCT CJI€[] MHOTOKpaTHO J03UpaHe, FTeHOTOKCHYHOCT, KAHHEPOr€HEH

HOTEeHIHaN, PENPOAYKTHBHA TOKCHYHOCT.

6. PapManeBTHYHU JAHHH

n
J
LA

6.1 CnuchK Ha HOMOLHHTE BEIECTRA

Cellulose, microcrystalline 1
Lactose anhydrous \{ SRR
Sodium starch glycollate (type A) {‘\ \ e Y
Magnesium stearate



Sodwum lauryl sulphate
Silica, anhydrous colloidal.

6.2 HecbBMeCTHMOCTH

He ca npunoxumu

6.3 Cpok Ha roanocr

5 roouHu

6.4 Cnenua iy yeioBHs 332 ChbXpaHeHHe

Ha ce cexpaHsaBa npu temieparypa moa 30° C.

6.5 Jlannu 32 onakoBKara

2 mg: IIBX/TIBJIX anymuHueBHn OnucrepHu neHTH, 3 X 10 Tabierku
6.6 Cnenuanuu npeanaznu MepKH IIPH H3XBHPJISIHE .

Hsima cienuaiHu H3UCKBaHUS

7. lIpuTekaTell HA pa3pelIeHHETO 32 YIIOoTpeba

OZONE LABORATORIES BV |
2 Martinus Nijhofflan, 2624 ES Delft,

Xonauavsa

8. Homep(a) Ha paszpemieHueTo 3a ymorpebda

9. laTta Ha WBPBOTO pa3pemieHHe / HOAHOBABAaHE Ha pazpelIeHHETO 32

ynorpebda
10. {aTa Ha akTyasu3anns HA TeKCTa

Asrryct 2007 roauHa



