KPATKA XAPAKTEPUCTHKA HA I[PO,I[YRTA

1. HUME HA JJEKAPCTBEHHA ITPOAYKT K KapaKMEpULITIUKa Ha pedyKma - Mpunoxenue |

Kum PY 545‘{,...'&?@@..&% _-

Jokcazosna XEKCAJI 2 mg tabaerxn
Doxazosin HEXAL® 2 mg tablets
{Tokcazo3uH/

2. KAYECTBEH H KOIMIMECTBEH ChCTAB

Bcesaxa tabnerka cpappxka 2,42 mg AOKCa303UHOB Me3WaT (doxazosin mesylate), CbOTBETCTBALI Ha 2
mg JOKCa303MH.

3a MBJIHKA CIIUCEHEK HA MOMOIMHHUTE BELECTBA, BIKTE TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA

Tabnerku - OeH, eTUIICOBHIHH.

4, KIMHHAYHHA JAHHH
4.1. TepaneBTHYHH MOKA3AHHRS

EceHlMaIHa XUnepToHusl.
CHMITOMATHYHO JIedeHHe Ha NoOpoKadecTBEHa IIPOCTAaTHA XUIEPIUIA3Hsl.

4.2, JO3HpPOBKA H HAYMHH HA NPHJIOKEHHE

EceHllHa/lHa XUTIEPTOHHA

B HAuaJI0TO Ha JIEYEHHETO C€ NMpunara 1 mg A0OKCa303UH BEAHBK AHEBHO. B 3aBUCHUMOCT OT
e(HKacHOCTTA, To3aTa MOXKe Na Ob/ie MOBUIIEHA IIpe3 MHTEPBAIM OT 1-2 ceIMHIY 10 2 mg
IOKCA303WH BEAHBK JAHEBHO, CJIeN TOBa A0 4 mg JOKCa303WH BEAHBK JHEBHO H IO 8§ mg AOKCA303UH
BeIHBK AHEBHO.

JTHeBHATA 1032 32 MOANBPXKALIO JIeUeHRe € 2-4 mg NOKCa303UH BEAHEK JHEBHO.

MaxcuMaTHaTa JHEBHaA J03a € 16 mg QOKCca3034H.

CuMOTOMATHYHO JIeYeHHe Ha JOOpOKaYeCTBEHA NPOCTAaTHA XHIIEpIIa3nd
B HauanoTo Ha JIEYESHHUETO Ce Mnpiiara | mg A0KCa303MH BeAHBX JHEBHO. B 3aBHCHMOCT OT

epHKaCcHOCTTA, [03aTa MOKe Aa OBA¢ MOBHIIEHA [Tpe3 HHTepBaId OT 1-2 ceIMHIIH 10 2 mg
IOKCA303MH BEIHEX AHEBHO H aKO € HEOOXOAUMMO 10 4 mg JOKCa303MH BeJHBK THEBHO.
JIHeBHaTa J03a 3a NOAABPKALILO JICUCHHE € 2-4 mg NOKCa303HH BCAHEBK JHEBHO.
[IpenopruurenHaTa MakCHMarHa 103a € 8 mg J0KCa303HH BEAHBK JTHEBHO.

Hayuenmu 6 nanpeOnana 8v3pacm u nayueHmu ¢ 6vopeuHa HedoCmamv4HOCH.

Toit xaTo hapMaKOKMHETHYHHUTE CBOMCTBA HA IOKCA303HH HE C€ MPOMEHAT NpH MallHCHTH B
HANpeAHala BB3PacT WK TP NTALMEHTH ¢ ObOpeuHa HEAOCTaThYHOCT M THH KaTO HAMAa NaHHH, Ye
NOKCA303KH BIIOIIABA CHINECTBYBAINA Ob0peyYHa HeJOCTaTHYHOCT, HA-001O ce MPEnoprIBa

ITayuenmu ¢ ueprnodpobua HeoocmamvyHoOC.



Hoxca3o3un TpaOBa Aa ce no3upa 0coOeHO BHUMATE/THO NPH MTALMEHTH C HapYLIEHA YepHOAPOOHA
¢ysxung. Hama HaIMYHY KIHHUYHY AaHHH [IPY MALUEHTH C OCTPHU HApYILIeHUSA Ha YepHoApoOHaTa
¢yHxmA (BIDk 4.4. CielManHy peaynpexxieHus v Mpeana3sHd MEpKH MpH ynoTpeba).

Heya:
T®H KaTO HAMA AOCTATHYCH KIMHUYEH OIHT, IPHIOKEHHUETO Ha AOKCA303HH IIPH Jella He Ce
nperopbhYBa. -

Ha9HH 4 BPOABL/IKHTEIROCT HA NPH/IOKEHHE:
TabneTkuTe TpsOBa Zia ce MpHEMAT € JOCTATHYHO KOJIHIECTBO TEYHOCT, HE3aBUCHMO OT XPAaHEHETO.
JlekyBamuAT NeKap onpeaesnsd Npogb/DKUTEIHOCTTA HAa MPWIOKEHUAETO HA NPOAYKTA.

4.3. IIpormBonokazanms

JIOKCa303UH ¢ NPOTHBOMOKA3aH IIPH:

¢ MAalMeHTH ¢ U3BECTHA CBPBXUYBCTBUTENHOCT KbM XHHA30JUHH (IIpa303UH, TEPA303UH,
OOKCA303HH) WIH KbM HAKOSA OT APYIHTEe CHCTABKU HA MPOAYKTA
MALUEHTH C aHAMHE3a 32 OPTOCTAaTHIHA XUIIOTOHHS

¢ TAUMEHTH ¢ AOOPOKAYECTBEHA IIPOCTATHA XMUIIEPILIA3HA X CHITBTCTBAINA KOHTeCTHA HA TOPHHA
YpPHHApEH TPaKT, XpOHWYHH HHPEKLIHH HAa MMKOYHUTE ITETHINA WIH KAMbHH B MMKOYHUS
MEXYP

¢ KbpMeHe (BKTE To4YKa 4.6) (3a MauMeHTH ¢ XUIEPTOHHUA )

¢ [IAlMEeHTH C XMIIOTOHHUA (32 NALMEHTH ¢ J0OPOKAYECTBEHA XUIIEPIUIA3KA Ha IIPOCTATATA)

HoKkca3031H € MPOTHBONOKA3aH KaTo MOHOTEPAIIUA P NALMEHTH ¢ HHKOHTHHCHLIHA HIIH aHyPHA C
unu 6e3 nporpecHpaina 6p0peHa HETOCTATHYHOCT.

4.4. CoeuRajHEH OpeaynpexacHHA H NIpeINa3sHH MEPKH NpH ynorpebda

B Ha4yamoTo Ha JIeYeHHETO; BBE BPB3Ka CbC CBOMCTBATA HA JIOKCA303HHA Karo andga-0rokep,
nanpeHTHTEe TpAdBa na 6paaT HabmoaaBaHH 3a NOTEHUMATHA NOCTYPATHA XUIMOTOHUA, NPOSIBEHA CHC
3aMATHOCT U ¢1a00CT, W B peaKH cay4aH 3ary0a Ha cb3HaHHE (CHHKOM), 0COOCHO B HAYAIOTO Ha
Tepanuiara. ETo 3al10 3a ga ¢€ MUHUMHE3HPAT NOTCHLUMATHUTE IOCTYPATHU €(QeKTH, TpsOpa Ja ce
MpoCieaiBa KpbBHOTO HANATaHE HA MMALMEHTHTE B HAYAIHUA [epHOA Ha TeparusaTa. [lanueHTHTe
TpaOBa na ObaaT NpeaynpeacHH Aa U30ArBaT CUTyallMi, B KOUTO MOTaT Ja ¢e€ HapaHAT BCJICACTBHE
3aMAgHOCT WIH ¢/1a00CT, MogBABAIlM ce B HaYalHaTa da3a Ha Tepanuvara ¢ JJOKCa303HH.

Ynorpeba npu HaLMEHTH CHC CNCIHHKY CEPACYHU ChCTOgHMA: KakTo M Npu OcTaHallUuTe
aHTHUXHIEPTCH3UBHH JIEKapCTBa C Ba3oquaTHpall e(peKT JOKCa303uH TpaOBa Aa ce npuara ocobeHo

BHHMATETHO TIPH CIEAHHUTE CJTyYad Ha CTICLIHYU ChPAEYHH ChCTOSHHAL!
- OenoapobeH exeM B pe3yTaT Ha CTECHEHUE HA aOPTHATa WIM MUTpalHa Kiiarna
- ChbpAEYHA HEAOCTATHYHOCT C BHCOK ChpACUYEH Je0uT
- ¢hpAcYHA HEAOCTATHYHOCT Ha AACHATA KaMepa B pe3ysTaT Ha HenoapoOHa emOonusa Win
NEPHKAPAEH U3JIHB
- CBpACYHA HEAOCTATHPYHOCT Ha JIBaTa KaMepa ChC cna0o HaJIAraHe npHy ITbJIHEHE.

Ynotpeba IpH NallMeHTH ¢ HapylneHa YepHoapoOHa dyHkuuA: KakTo npy ocTaHAIMTE JIEKapCTBa,
I3UA10 MeTabOIM3UPAHK OT YepHus Apob, Jokcazo3uH TpAOBa Ja ce mpuiara ¢ 0ocofeHo BHUMaHUE
[IpH NalMEHTH ¢ HapylieHa yepHoapoGHa dhyrkims. Thil kaTo HAMA KJIMHUYEH OIMT C MALMEHTH C
TeskKa yepHoApoOHa HeOCTATHYHOCT, He Ce TIpenophyBa ynoTpedara NpH TAKMBA MALHEHTH.

Ynotpeba ¢ nHxubuTopu Ha dochonmnecrepaza-5: EnAHOBpeMEHHOTO NPUIOKEHHE Ha JOKEH
dochommectepasza-5-nHxuOHTOpH (Karo cwineHadmn, Tagasadun H BapacHaQHI) U3 I/ X
BHUMAHHE, Thil KATO K ABETE JIEKapCcTBa UMAT BazoawaaTupall eQekt U Moxe Aa A0BS
CUMITTOMATHYHA XHITOTOHHSA MPH HAKOM NaleHTH. 32 Aa c€ HaMally PUCKa OT OPTOf; é:
XHNOTOHMA Ce NMPENopbYBa JICYEHUETO ¢ dochoauecTepasa-S-HHXHOUTOP Aa ce 3aneyR
MAalMEHTHT € XeMOJIHHAMHYHO CTaGHIN3HPaH IIpH TepanusTa ¢ anda-6nokep. OcBeR} 10




NpENOPBLUMTENHO € TepanuiaTa ¢ hochoarecTepasa-5-HHXHOHTOP Na Ce 3aMo4He ¢ BE3MOXKHO Haii-
HMCKATa {033 U Ja ¢ cna3Ba 6-4acoB UHTEpPBAN OT BpEME OT IIpHEMA Ha JOKCA303HH.

Yoorpeba npy manmeHTH, NOAJIEKAIW HA onepalisg Ha katapakra: MurpaonepatuseH Floppy Iris
Syndrome (IFIS, BapnaHT Ha CHHIPOMA Ha MAJIKATA 3¢HHIIA) € HAOIOaaBaH IpH ofepalya Ha

KaTapaxTa NpH HAKOU NMALMEHTH, NpHUEMAalli{ WIH IIpHeMaId TaMCYJI03uH. OTOe/HH ChOOIEeHNI HMa H
3a pyru aja-1 6AoKepU ¥ BEpOATHOCTTA TOBA Aa € e(peKT Ha TO3H KIIAC JIeKapcTBa He Tpa6Ba a ce
w3kmrouBa. Tei kato IFIS Moxke na noBene 1o yCIOXKHEHHA 110 BpEME Ha ONIEPALMATA HA KAaTapaKTa,
oranMonoreT TpAOBa na Obae nHpOpMHUpaH 3a Npuema Ha anda-1 dmokepu npeau caMarta onepanus.

IIpooyKThT cbObpKa JlakTO3a. [lauMeHTH ¢ peAKU HacaeACTBCHH 3a00IIBaHNA KaTo IAJIAKTO3HA
HETMOHOCHUMOCT, JIaKTa3¢H AeQUIAT WIH [NTIOKO30-TaaKTo3Ha ManabcopOivs He TpabBa 1a mpueMar
TO3H JIEKapCTBEH IIPOOYKT.

Iokcazo3uH TpAOBa Aa ¢e U3M0N3Ba € IOBHIICHO BHUMAHUE IPH MaLHEHTH ¢ JuabeTHa aBRTOHOMHA
HEeBPOTIATHAL.

IHpunooicenue npu oeya.
EdexTHBHOCTTA ¥ 0€30MaCHOCTTA NPH A€LIa HE Ca YCTAHOBEHH M JICYEHHETO HE CE NPENOPBYBA.

4.5. BsammojgelicTBHe ¢ APYIH JEKAPCTEEHH NPOXYKTH H APYTE GOpMH HA B3aRMOJelcTBHE

EnHoBpeMeHHOTO npHioxkeHne Ha ochoauecTepasa-S-UHXUOUTOPH (KaTo cvnaeHadun, Tananadun
H BapAcHa(HI) U TOKCA303HH MOXKE 14 IOBE/E 10 CHMIITOMATHYHA XMIIOTOHHS IIPH HAKOHM MMallHEHTH
(Bx. 4.4 Crielinaiiay MpeaynpexKaeHHs U mpeAnasHd MEpPKY IIpH yrotpeda).

[To-ronama yact (98%) OT r1a3MeHHA AOKCA303UH € CBBP3aH ¢ MpOTerHH. In vitro JaHHH OT YOBEIIKa
IUTa3Ma €OYaT, Ye AOKCA303UH HE TTOBJIMABA IPOTEUHHOTO CRBP3BAHE HA NUIOKCHH, Bap(apHH,
(PCHHTOMH U UHAOMETALIMH. -

KoneeHuHoHAMHHUTE POpMH AOKCA303MH Ca NIPUNIAraHy B KJIMHUKATA 6€3 na ca HabmolaBaHW HAKAKBH
HeXKeJIAHH JIEKapCTBEHH B3aMMOICHCTBHA ¢ THAHAHH JUYPETHIH, Qypo3eMul, Oera-0okepw,
HCIIBC, aHTHOMOTHIIM, IEPOPAJIHA AHTHIHAOETHH JIEKAPCTBA, YPHUKO3YPUHHH are¢HTH U
aHTHKOarynauTi. Bonpeku ToBa HAMA JAHHH OT OPHUIMAIHHA POYYBAHHA HA JICKAPCTBEHUTE
B3aUMOIEHCTBHA.

JTokca303MH 3aCH/IBA MTOHIDKABALOWA KPBBHOTO Halsrane epeKkT Ha ApyTH anda-OiokepH U
AHTHUXHIIEPTEH3NBHHU IPOAYKTH.

B oTBOpEHO, paHIOMH3HPAHO, IUale00-KOHTPOIUPAHO NPOYYBaHE Ha 22 3/IpaBH MEBXKE JOOpOBOIIHY,
NPIIOKEHUETO HA €JUHUYHA J03a OT | mg HoKCa303uH Mpe3 MbPBHA J€H OT YETUPHAHEBEH KypPC C
nepopaieH upMeTHAHH (400 mg npa reTH AHeBHO) BoAM 00 10% noBHllleHWE Ha CpeAHAaTa CTOMHOCT
Ha AUC Ha [oKca303MH 0€3 CTAaTUCTUYECKH 3HAYHMH [IPOMEHH B CpeaHaTa CTOMHOCT Ha Cmax H
CpeaHHs MOJYKUBOT Ha Aokca3o3uH. 1oBa nopHineHue ¢ 10% na AUC Ha fokca3zo3uH Cbe |
HUMETH/IMH € B paMKHTe Ha UHTEPHHANBHAYAJIHUTE BapHauMH (27%) Ha cpegHoTo AUC 3a
IOKCa303MH ¢ IU1aledo.

4.6. BpeMeHHOCT H KbpMEHe

He e HabmioiaBaH TeparoreHeH eekT TPH NpOYUBaHUA NpH xkuBoTHU. [lopanu nmurncara Ha noOpe
KOHTPOIUPAHH NMPOYyIBaHUA NIPH OPEMEHHH XK€HH, HE € YCTAHOBEHA 06€30MmacHOCTTa Ha JOKCa303HH 1O

BHUMATE/IHA OLIEHKA Ha CHOTHOLIEHHETO MOJi3a/pHCK.

[TpoyuBaHWATa IPH KHUBOTHHU TOKA3BAT, Y€ JOKCA303UH KyMyJIHpa B MAHYUHOTO
He Tpa0Ba 1a ce nmpuaara rno BpeMe Ha KbpPMEHE.




4.7.  Ede¢xTH BhpXY cnocobOHOcTTA 32 WodApane B pabora ¢ MAIHHEH

CnocobHoctTa 3a mogupane ¥ paboTa ¢ MallIMHA MOKe 1a Obe HeOIaronpuaTHO MOBJIUAHA, OCOOEHO

B HAYAJIOTO Ha TCpanviTa.

4.8. Hexenanu JeKapcTBeHH peAKIHEA

Hexxenanute peakuiy ca CBbP3aHU [VIABHO ¢ (PapMaKONOrHYHHUTE CBOMCTBa Ha NMpoxykTa. Ilopedero
OT HEXEJITaHHTE peaklMM ca MPEXOIHN WIH ¢a A0Ope MOHOCHMH IPU TTPOABLIKHTEIHO JICUCHHE.

OHBHK&T& HA HCKC/IaHUTE PCAKLIHH € HA OCHOBATA HA TAXHATA YeCTOoTa.:

Muoco vecmu: > 1/10

Yecmu: > 1100 u< 1710
=1/1 000 - <1/100

Hevecmu:

Peoxu: =>1/10 000 - <1/1 000

Mnuozo peoxu: <1/10 000, exmovumenno uzorupanu cvobujenus

MedDRA Cucremno-opraana | Yecrora Hexenanu edekTH
KJIACHPAKAI BN
Hudexunu u uHdecTaumn YectH PecrimpaTtopHu nHPEKIHH,
HH}EeKIHUH Ha THKOYHUTE
NBETHINA
Hapyienus Ha kppBOHOCHaTa U | MHOTO peaku JieBKOIeHuA,
JTUM(HA CHCTEMH TPOMOOLMTOIIEHHUA
HapyuieHus Ha UMyHHaTa Heuectn AJIEPTUYHM pPEaKIMU KbM
CHUCTEMA JIEK&PCTBOTO
Hapymenus Ha meta0onusma M | YecTH AHOpeKkcus
XpaHEHETO
HeuecTH Ilogarpa, HOBHIIEH ANETHUT
ITcuXyuuHu HApYIIEHHA Yectn besnokoiicTBO, 6€3CHHHE,
HEepPBHOCT
HeuecTH TpeBOKHOCT, IENpPEeCHA

HapyumieHus Ha HEpBHATa
cUCTEMA

MHoOro JectH

3aMastHOCT, I/1aBo0OJIHE

Yectn [TocTypanHa 3aMasHOCT,
NapecTe3us, ChHIMBOCT
HeuecTH MO0O3b49HO-CHI0B NHIM/IEHT,

XHITOECTE3MS, CHHKOIL, TPEMOP

Hapyuienus Ha 0KOTO

MHoro peaku

3aMBIIICHO 3pEHUE

C Hen3BecTHA YECTOTA

HHTpaonepaTHBeH Grony HpUC
CHHIPOM (BHX TouKa 4.4)

HapylieHus Ha yXoTo 4 HectH Bepturo
nabupuHTa
Heuectn Tunuryc
CbpaeydHH HapYLICHHA YectH [Tanmuranyy, Taxuxkapaus
Heuectu AHIHHA NIEKTOPUC, MHOKapJeH
UHGDAPKT, CEPACYHH APUTMHH
MHOTro penku bpanukapaus |
Cba0BH HapyLUCHMA Yectu XUNOTOHUA, IOCTYpaslHA
XHTIOTOHHA
| HeuecTu ["opewiy BL/IHH e
PecnMpaTOpHH, TOpaKaJIHH K YectH bponxur, kauun Qﬂm X
M€IHACTHHAIIHH HApYILIECHHS PHHHT SN0
Heuectn EmicTakcuc, ,-g_'_gﬁ_,gh a3
MHOTO peIKH Bromren OpdieBqnass-" |
CroMaluHo-4peBHH HapylieHuda | YecTH Kopemna 6ol pitieticigs:

.

»




CYXOTa B yCTara, rajicHe,
JHapus
HedectH 3anex, ¢paaTyJeHLH,
MOBPBINAHE, FACTPOCHTEPHUT
C Heu3BecTHa 4ECTOTA BKycoBH HapyleHHs
XenaroOunuapHi HapyUICHHs Heuectn [IpoMeneHH cTOMHOCTH Ha
| YEpHOAPOOHHTE NoKa3aTeH
MHoro peaku XoJiecTasza, XeaTHr,
AKBJITEHUIIA, IOBHIIEHH
CTOWHOCTU Ha Y¢pHOApOOHUTE
[IOKa3aTesH
HapyiieHus Ha Ko)kaTa U Yectu Ipypuryc
MOOKOKHATA ThKaH
HeuectH OOpuBH, ATONEIMs, MypHypa
MHoro peaxu . YpTHKapus
HapyineHusa Ha MyCKy/THO- Yectn bonka B repda, Muanrus
CKEJICTHaTa CUCTEMA H
CheIMHHUTEIHATA THKAH
Hedecru ApTpalirusi, MycKYJIHH KPaMIIH,
MYCKYJIHa ¢71aboCT
HapyuwieHusa Ha 6bpeuure U Yectu | [{ucTyT, HHKOHTHHEHIIHA
MAKOYHUTE ITETHIIA
Heuectn Au3ypHs, ydecTeHa MUKLUMA,
XeMaTypHi, NOAHYPHA,
MHKOHTHHEHLIMS
MHoro peaku 3acHiIeHa AUype3a, HapylleHa
MUKLIHS, HOKTYpHS
HapymeHus Ha Heuectu HNmnoreHms
BB3MPOXU3BOUTEIHATA CHCTEMA
H rbpaara
MHoro peaxy [ HHCKOMACTHS, NPHATIH3ZBM
C HeH3BeCTHA YECTOTA Petporpajgsa eskynanms
OO611u HapymeHua H edexTd Ha | YecTH Acrtenns, O0JIKa B I'bEpAMTE,
MACTOTO Ha MPUIOKEHUE - rpUIIONOA00HH CHMITTOMMH,
| nepudepeH OTOK, JIMIICca Ha
€Heprus ¥ MOTHBALIHA, 00O
HEPa3noJIOKEHHE
Heuectn bonka, oTOK Ha MTHULIETO
H3cnenpanns Hevectn [IoBUIIaBaHE Ha TETJIOTO

49. Ilpenozmpane

[Ipu XMNOTOHHMA B pe3yATaT Ha MpeAO3HPAHE ¢ JOKCA303WH, MallHEeHTHT TPAOBa Ja ObAe MOCTaBeH
He3a0aBHO B JIErHAO MOJIOKEHWe, KATO IjlaBaTa € Ha No-HMCKO HMBO. [lpd Hanuvue Ha Tekka
XMIIOTOHHMA TpAOBa Ja Ce NpUIOXKAaT IUIA3MO3aMECTHTENH M BasomnpecopH. bwOpeunara ¢yHkuusa

TpsaOBa Aa ObJic MOHMTOPHPAHA M, aKO € HeoOXOAUMO, NoAbpKAHA. T'bH KaTO JIOKCAa303MH B rojiaMa
CTENEH € CBBP3aH ¢ IUIa3MEeHMTEe NMPOTCHHH, JHATH3ATA HE € MTOKA3aHA KATO TEpalleBTHYHA MAPKA.

5. OAPMAKOJOI'MYHU CBOUCTBA

ATC Code: C02CA 04, GO4CA (ypoROTrU4HH)

5.1. @DapMaxkoxUHAMHYHH CBOHCTBA




B pe3ynTtaT Ha cejleKTMBHAaTa H KOHKYPEeHTHa O6710Ka1a Ha IOCTCHHANTHYHKTE ajidal—penenTopu,
JOKCa303HH NOB/IKABA NepudepHaTa Ba3ogHIATALMAL.

[IpunokeHHeTo Ha JOKCA303UH IPH MALUEHTH ¢ XMIIEPTOHHA BOOH 10 MOHKABAHE HA KPHBHOTO
HAJIATaHE B PE3YJITaT Ha PEAYKLMS Ha IEPHPEPHOTO CHAOBO CHIIPOTUR/ICHHE.

[ IpHI0KEHHETO Ha AOKCA303MH NPH NMAUHEHTH ChC CUMIITOMH Ha A00poKadecTBeHa MpOoCTaTHA
XUNEPIUIA3UA BOAH A0 3HAYMTEIIHO NOJA00pABAHE HA YPOIHWHAMHKATA H CHMITTOMATHYHUTE
ortakBaHuA. To3H edekr ce NWLKH Ha cenekTUBHATA Gy10Kana Ha anda-1-pelienropHre B
MYCKYJaTypaTa Ha [IpoCTaTHATa 3JI€3a M LHIMHKAaTa Ha MUKOYHUS MeXYp.

[Ipu exHOKpaTHa AHEBHA 1032 eekTHT ce Habmonasa 24 yaca cies npHeMa.

Cnen 3anoyBaHe Ha TEpalUATa KPHBHOTO HANATAHE C€ MOHIKABA MOCTEIIEHHO, MOTAT J1a Bh3HHUKHAT
OPTOCTaTHYHH peaklMH. MakCUMalICH crial B KPBBHOTO HaJIAraHe oOMKHOBEHO ce gocTura 2-6 Haca
ciieq pHeM Ha Tabnerkure. IIpH nanHeHTHTE © XUIIEPTOHNS CTOMHOCTHTE HAa KPBBHOTO HAJAraHe MpH
JeYeHHE C MPOAYKTA Ca €JHAKBH B JIETHANO U U3IPAaBEHO IOJOKEHHE.

He ce HabmroaaBa pa3BHTHE Ha TOJIEPAHTHOCT NPH MPOAB/DKHTENHA TEpanHa ¢ JoKcazo3uH. HedecTo
TIPH NPOAB/DKHTEIHO IIPHIOKEHHE Ce HabMI01aBa NOBUINIABAHE HA IUIA3MEHATA PEHMHOBA AKTUBHOCT H
TaXHUKapIud.

[Ipy KIMHUYHK NPOyYBaHHMA MOKCA303MH MOKa3Ba JIEKO NMOHWXKABAHE HA IUIA3MEHHMTE KOHLEHTPALMM
Ha TpUrouuepuaure, odmus xonecrepon u LDL ¢pakumara. HabnrogaBaHo e NeKo MOBUILIEHHE HA
HDL/o6m xonecrepon choTHOWEHHETO (OT 4% 10 13 % Haz U3XOoAHUTE CTOMHOCTH). KITMHMYHOTO
3HAYCHHE Ha TC3H HAXOJKH HE € YCTAHOBEHO. .

Ilo BpeMe Ha JIeueHHe C JOKCA303UH € O1la YCTaHOBEHA PerpecHs Ha JIIBOKAMEPHA XHIIEPTPODHS.

5.2. PapMaxkoKHHETHYHH CBOHCTBA

Crniea nepopanHo NpUIOKEHHE TOKCa303HH ce abcopbupa mobpe, MUKOBHTE MIa3MEHH KOHIEHTPAILMH
ce MOCTHraT ciex Okojgo 2 4aca. AbGcomorHara 6HoHanudHocT e movytd 63%. Oxono 98% ot
JIOKCa303MH € CBbP3aH ¢ IUIa3MEHHTe MpoTeuHu. [lnasmeHoTOo enuMHHMpaHe € JIBY(a30BO,
TEPMHHAITHUAT NOTYXHBOT € 16-30 uaca u TOBa OCHTypsiBa eIHOKPATEH JHEBEH NPHEM HA MPOAYKTA.
OcHOBHATA 4acT OT JOKCA303UH ce MeTabonusvpa B UepHUsA Apob ce eKCKpeTHpa IIaBHO ¢ (eneca
(63-65%), kato camo 5% OT npuwioXkeHaTa [03a Ce€ EKCKpPeTHpa B HENMpoMeHeHa dopma. 6-
XHAPOKCHIOKCA303UH MeTabONMTET € CHIEH celleKTuReH anda-01oxkep, HO NPH Xopara OTroBapd Ha
5% ot nepopanHo mnpHeTata no3a. Ilopagu ToOBa 6-XHMAPOKCHOOKCA303HMH JIONIPHHaca ciabo 3a
AHTUXHIICPTEH3UBHUA €(eKT Ha JOKCA303HH.

[IpoyuBanydTa npy NaUMEHTH B HaNpeAHANa BH3PAacT M NMAlMEHTH ¢ 6LOpedHa HENOCTATHYHOCT He
MOKA3BaT 3HAYUMM (PapMaKOKUHETHYHM pa3Nuvusi ¢ TALMEHTH ¢ HOpManHa OnOpeuna QyHKIMA.
ChIIeCTBYBAT CaMO OrpaHHYEHH JaHHU MO OTHOIICHUE HAa MPWIOKEHHUETO HA NPOAYKTA MPH NMAllHEHTH
C YEpHOAPOOHA HEAOCTATHYHOCT M €(eKTa HAa NIEKAPCTBEHU NPOLYKTH C H3BECTHO BITUAHHE BBHPXY
yepHoOpoOHUA MeTabonu3bM (Hanp. muMeTvauH). IIpH KIMHUYHE npoy4BaHud ¢ 12 mallMeHTa C
BTOpPHYHA YE€PHOAPOOHA HEAOCTATHYHOCT, Mowra mox KpueaTta (AUC) e 6mna ysenuuena ¢ 43% H
KITMPBHCBT ¢ Oun norwkeH ¢ 40% ciien eTHOKPATHO NEPOPATHO TIPHIOKEHHE.

5.3. IlpeaxkJEHHYHH JaHHH 3a OezonmacHOCT

HeXIHHHYHUTE NaHHH He NMOKa3BaT OCobeH PHCK 34 XOpaTa Ha 0as3a Ha KOHBECHITHOHAJIHHUTC
tbﬂpMﬂKDHOI‘H‘-IHH H3IIHTBAHHA 33_63301'[3CHOCT, TOKCHYHOCT IIpH MHOTOKPAaTHO IIPHJIAIrdHC,
FCHOTOKCHYHOCT, KdAPIHHOICHCH INOTCHLUHAT, PCIPOAYKTHBEHA TOKCHYHOCT.

6. GAPMAIIEBTHYHH JAHHA

6.1. COHCBHK HA NOMOIMHATE BeIIECTBA;

NIaKTO3a MOHOXHIpAT
MHKPOKPHCTAJIHA LIETYJI03a

HATPUEB HALMICCTEH MIMKOIAT (THI A)
MarHe3ueB cTeapar

HaTPUEB Jlaypwicy/idar




6.2. HecbBMeCTEMOCTH

He ca n3BecTHH.

6.3. Cpox HarogHocr

CpOKBT Ha TOAHOCT € 2 FOJUHH OT J1aTaTa Ha MPOH3BOACTBO.

[IponyxTeT He TpsOBa Aa ce mpuiara ciiel M3TUYAHE HAa CPOKA Ha FOJTHOCT, OTOE3aH BBPXY

OTIAKOBKATA.

64. CoennaJIHH yciI0BHSl HA ChXpAHCHHE

Jla ce cexpaHsaBa npu temreparypa noa 30°C.

6.5. laHHH 32 ONAKOBKATA

OnakoBka, ceaepxama 20, 50, 100 Tabnerku B ACLAR/ anymuaneBu dnuctepn.
6.6. Choenua/IJHH Opeana3HH MEPKH NPH H3XBLPJAHE H padoTa

Hama criermmaiHy H3UCKBaHUA.

7. INPUTEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA
Hexal AG

Industriestrasse 25

D-Holzkirchen, I'epManus

8. HOMEP HA PASPEIIEHHUETO 3A YIIOTPEBA

20050161

9. JAATA HA ITBPBO PA3SPEIIIABAHE HA PAZPEIIEHHUETO 3A YITOTPEBA

22.03.2005

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

Hoemspu 2008




