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Doxazosin AL
Hoxcazocun AJl
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Doxazosin AL 1 paspewensie 3aynorpeate ‘4 b3 L\ \\Q":—- 0h.p T
Toxcaszocun AJI 1 . M
(Tabxerxu o7 1 mg) €60/1% 07.0¢

Doxazosin AL 2
Hoxeazocun AJI 2
(raGnerxn or 2 mg)

Doxazosin AL 4
Hoxcazocun AJI 4
(ralbaeTKH OT 4 MY)

Jlexapeteeno semectro: Doxazosin (mox dopmaTa Ha doxazosin mesylate)

2. KoangecTBen 1 KadecTBeH ChCTAB
JeKAPCTBEH0 BEMIeCTBO:

Doxazosin AL 1 - Joxeasocuns AJI 1
Beska rabnerka ceubpika: 1,21 mg doxazosin mesylate (expuBanerter Ha 1 mg doxazosin)

Doxazosin AL 2 - oxcasocun AJI 2
Besaka Tabnertka cpanpia: 2,43 mg doxazosin mesylate (exBuBaneHTeH Ha 2 mg doxazosin)

Doxazosin AL 4 - Toxcazocun AJl 4
Besxa TabneTka crabpika: 4,85 mg doxazosin mesylate (exeuBanentes Ha 4 mg doxazosin)

3. JlekapcrBena gopma
TabJIeTKH

4, KnnHuaeM JaHAN
4.1. Hoxazanus
« Ecenrnmanga XMIIepTOHMS:
Tpu ecennianHa XUIIEPTOHMA KATO HAaJalHO CPEICTBO 32 KOHTPONpaHe Ha KpbBHOTO HANLATAHE.

« JloGpokxayecTBeHa XHIEPIIa3Usa HA MPOCTATATA:
3a jieueHne Ha CUMIITOMKTE, CBBP3aBH ¢ JOOPOKAYeCTBEBHA XUIICPINIA3HS H,




4.2. Jio3upane 1 Ha4YHH HA ynoTpeda
[IpenopruBa ce CIETHOTO AO3HpPAHE, 32 Ja C& CBede JO MMHHMYM PHCKa OT BB3HWKBAHE Ha
OPTOCTATHYEH KOJANC/ANH CHHKOI:

XurepToHus:
Tlo mpaeuso crapTupamara (HayalHa) fo3a ¢ 1 mg [OKCa3sOoCHH eIHH IRT AHEBRHO. B

3aBHCHMOCT OT KPBBHOTO HAJIATaHE, CHEN 1-2 cemmmuE RO3aTa MOXKE Ja Ce YBSIIHYHY HO 2 mg
JOKCA30CHH €JHH IIbT AHCBHO, a axKo © HEeOOX0HMO JO 4 mg COHH I'bT AHCBHO HIIH 8 mg COHH
IpT JHEBHO.

JobpokayecTBEHA XUOEPIIIA3KA Ha XIPOCTATATAa:

Hauanmuara moza € 1 mg JOKCa30CHH efuH HBT JHEBHO. B 3aBHCHMOCT OT WHIUBHAYAIHHAT
KIHHHYEH OTTOBOP HA NAu@eHTa, cleX 1-2 cefMuIM [03aTa MOXE ha ce yBenM9H o 2 mg
FOKCA30CHH eJMH IIbY [NHEBHO, & ako € HeobxommMo X0 4 mg efuH IBT JHEBHO.
[MpenopbyUMTENHHSs: WHTEPBAT 3a TOBHITAaBaHe Ha O3Wpanero € 1-2 cemMuy.

Cpennara qHeBHA 1032 3a IOJNBPKAIIO NeYeHHe € 2-4 mg NOKCa30CHH €Ul IIBT JHEBHO.
Maxkcumainsara JHEBHA 1032 € § mg HOKCA3OCHH.

[IpenopbyBa ce CleaHarTa cxeMa Ha JOo3HpaHe IPH Hadano Ha IeUeHueTo:

Ot 1 g0 8 nen: 1 mg HOKCa30CHH CYTPHH

Ot 9 mo 14 gen: 2 mg [OKCa30CHH CYTpHH

Criezi TOBa Ce YCTAHOBABA HHANBHIIYAHATA J03a 32 [ONNBPKAHE Ha JICYEHHETO.

[TaupesTH B HanpeaHana BE3DacT ¥ NAIHeHTH ¢ 050peuHa HeJOCTATRYHOCT

TeH xaro (apMakOKHHETHIHHWTE CBOHCTBA HA HOKCA30CHH HE C€ NPOMEHAT IpH NAlHCHTH B
Harpejdana BB3PacT W DauMestd ¢ OBOpeuHa HEJOCTAaTRPYHOCY, TO Ce Ipenmonara, 4e
NOKCA30CHH HSMa Ja BIOIM CHINECTBYBaIlaTa O60peyuHa HeOCTaTBYHOCT. 3a Te3H HallHEHTH Ce
IpeTIophaBa HOPMATTHOTO Jo3upaHe, ofade Aa ce HOIIBPYKA IO BB3MOXHOCT Ha Hali-HECKara
KOHILEHTpanus H NOBHIIABAHETO HA J03ara Jia ce M3BBpIIBa ¢ 0co0eHO BHUMAaHUe. JOKCAa30CHH
ce CBBLP3Ba ¢ HPOTEHHHUTE B MAKCHMATHA CTENEH H II0 Ta3y NpYYHHA He MOXE Jia C& OTCTPAHH
upe3 xemoAualn3a. JIOBHIIapaHeTO Ha o3aTa TPAORa Ja ce H3BEPINEA ¢ OCOOSHO BHEMAHME.

TlanuenTy ¢ yepHOAPOoOHA HETOCTATEYHOCT

JToxcazocun TpsOBa BHUMATENHO Ja C& N03HpPa IPH IMaHCHTH ¢ gepHOIpoOHa HEMOCTATHYHOCT.
JluricBaT KIMHYYIHA OIMTH TIpH IAIWEHTH C TEXKO YBpeAeHa yepHOApotHa dynKuna (rK 4.4.
CrenuanHy TpOTUBOIOKA3AHUS H CHeNNalHy NPeAyPeKICHAs 3a ynoTpeba).

Hauun u npo@wafcumeﬂuocm HA TeHeHUemo
TaGnetkure ce IpHEMAT ¢ JOCTATHYIHO KONHIECTBO BOMA. 3a TPORBIAKHTEIHOCTTA Ha JIEYCHHACTO
¢ PEITH IEKYBaAIHAT NeKap.

geua

Hopaml JIANCA Ha KIHHAYCH OIHT JTOKCa30CHH He TpHGBa Ja ce IpHiiara IpH gena.

4.3. IlporusBonokasanus
JIoKca30CHH € TPOTUBOIIOKA3aH IIPH NAIIHEHTH C:




® CBPBXJYYBCTBHTEIHOCT KBM JOKCa30CHH MIH XWMHa30IHHH (Haop. Ipa3socHH,
X€pa30oCcHH) WM KM HAKOE OT OMOINHUTE BEMIECTRA
* 110 BpeMe Ha KbpMEHE

4.4, Cienqua/THy NPOTHBONMOKA3AHAS M CHElAATHN NpeayHpekKAeHA 32 YnoTpeda.

B nmavamsata dasza Ha HedeHHMETO WM IIPH YBEIUaBaHE Ha 03ara, NAllHCHTHTE MOrar Ja
HONYYaT OPTOCTATHYHYM edexTH wii cuHKon. IIo Tasy IpHYHHA B HAdaJOTO HA JEYSHHETO
TIAIHEHTHTE TPAOBA BHUEMATENHO fa ce Habmopasar. Te3d edexTH MOrar Aa ce 0UakBaT, KOTATO
ce 3aIovBa C IO-BHICOKA OT MpenopbuaHaTa HadvanHa J033, IO Ta3H IpWJYHHA cXeMaTa 3a
Josupane TpA6Ba na ce cmasaa.

IanpenTtn Ha He3conHa JAUeTa MK NpHEMamy FHYPSTHIH Ca C HOBHIICH PHCK 3a HHPKYIaTOPHHA
CMYIICHHA, ocobeHO clexn ITOCTypaJIHH IIPOMECHH.

Topanm Basopunarupamuar edexT, HOKCa3oCHH TpsabBa Ja ce HM3MON3BAa C BHUMAaHHE IPH
TIAIMEHTH, C HAKOH OT H30pOEHNUTE ChPACUHN IPOMEHH!

+ DenoapobeH exeM (OTOK), ABIDKAIN CE€ HA a0PTHA WIIH MUTPalHa CTeHO3a
BHCOKA H3XOJHa ChpIeYHa HEZI0CTaTHUHOCT

* I9CHO-KamepHa ChpHEeYHA HENOCTATHFUHOCT, ABIDKAIIA ce Ha OenoipobHa eMOOMHsS HITH

nepuxaprHa edyzus
e JIEBOCTPAHHA CBHPHCYHA HENOCTATHYHOCT ¢ HHCKO HalgraHe Ha IBIHEHE HA JigBata
KaMepa

HPH HAmHACHTH ¢ TEXKKO KOPOHApPHO CHPACTHO SaGOJISIBElHB, MHEOTO 6’]’:-1)30'1‘0 NNy CHIHO Crianpade
HAa KPpEBHOTO HAIATAHE MOXKE Ja BIIOUIH anrHHATHUTE CHMIITOMM.

BuynmManne TpaGea ma ce oOBpHE Ipy IallHEHTH HpPHEMAlH¥ SHHOBPEMEHHO JEKAPCTBa, KOHTO
MOTAT Jia OBIUSAT YEPHOAPOOHII MeTa00m3eM (Halp. HEMETHIHH).

[TaupeHTH ¢ pexd HACIEACTBEHH 3a00NsBaHis KaTO rajlakTO3HA HHTOJIEPAHTHOCT, JAKTa3eH
IuGUIUT WA FanoKO3HO-TalaKkTo3Ha ManabcopOuus He TpsabBa fa IpPUEMAT TO3H JIEKAPCTBEH

HpPOJYKT.

[amyenTy ¢ yeproApoOHA HEAOCTATHYHOCT

Jloxcasocu TpaGBa BHHUMATENHO Ja C€ HSION3BA NPH NANMEHTH ¢ 4YepHOApoOHa
HeJoCTAThUYHOCT. THH Karo JNHMIICBAT KIUMHHYHE JaWHM IIpH IAOHEHTH ¢ TEXKKO YBPEAeHa
depuoApodHa GyHKIMS, H3MOI3BAHETO HA JOKCA30CHH IIPH Te3H MallMeHTH HE ce IIPelophyBba.

IanpenTa ¢ [0OpOKaYeCTBEHA XHIISPIa3ys Ha IPOCTATaTa, KOHTO HMat O0CTPYKIKA Ha TOPHUs
ypHHApPEH TPaKT, XPOHWIHH MH(EKINN Ha YPHHAPEH TPAKT MK KaMBHH B IMKOYHHSI MEXyp HE
TpAOBa fa ce JeKyBar ¢ JOKCA30CHH.

JoxcazocuH He TpsaOpa Aa ce HpHIAra IpH IallUeHTH ¢ MEKOHTHHEHIWA, aHypys WIH BHCOKa
crered Ha 650peuna HeAOCTaTHUHOCT.

4.5. JlekapcrBeHn ¥ JpyIH B3anMoAeiicTBHS -
Jloxcazocuy yRenHyasa aHTHXUIICPTEH3UBHILIT e(PEXT Ha APYTH aHTHXHIICPTORHY g\«gé‘ﬁa éfi:’faﬁa;




ANTHXWNEPTEH3UBHEAT e(eKT MOXe Ha Ce YBeIAYM IPH CHHOBpEMGHEH TIPHEM Ha
Ba3OQUNATATOPY H HHTPATH.

ABTHXMIEPTEH3HBHALT e(eKT Ha HOKCa30CHH, KaKTO ¥ Ha JAPYIHTe AHTHXUIIEPTOHHYHH
jleKapcTBa MOXKE Jla ¢¢ HaMallk OT HECTEPOHIHH IPOTHBOBE3NANUTENHHA IPONYKTH U €CTPOTCHH.

CHMIIATOMHEMETHITH MOTAT Ja C€ SBAT KATO AWTAarOHUCTH Ha auTHXAIIEPTCH3INBHHA eq)em' Ha
HOKCa30QCHH.

JokcazocmE MoOXe &Ia HaMaiM edeKkTa Ha gonaMus, edenpus, anpeHaniH, MeTapaMMHOIL
METOKCAMEH ¥ deHHIeppHH BBPXY KPHBHOTO HallsraHe H chijoBere. B KomOHHanus cbC
cuMeTHAuH ce Habmoaaea 10% yeenpyasane na AUC Ha moxcazocuua 6e3 nmosmmasane Ha C_,
i by,

Ioxcazocrn MOXKe Za yBEJIIYH aKTHBHOCTT2 Ha IINa3MeHHsS PEeHHH H BaHMIMH-OazeMoBara
KHCeNuHA B ypuHara. ToBa TpsaOBa fja ce MMa HPERBH, KOTaTo C& MHTEPIPETHPAT TabopaTopHu
HAHHH.

4.6. bpemeHHOCT H KbpMene

BpemenHOCT

Toil KaTo Oe30macHOCTTA IpH OPEMEHHOCT HE € YCTAHOBEHA, NOKCa3OCHH OM Tpsbpano fAa ce
H3II0J1382 IT0 BpeMe Ha OpeMEeHHOCT caMo aKo IIoj3aTa [PeBMINaBa pyCKa 3a IIoja.

KepMmene
JXenmre He TpabOBa fa KBPMST YIO BpeMe Ha IIpHeMaHe Ha JOKCA30CHH, T.K. JIEKAPCTBOTO C€

axyMyldpa B MIDIKOTO HPH INIHX0BE A HE € H3BECTHO JANIH FOKCaSOCHH Ce M315UBa B YOBCHIKOTO
MIEKO.

4.7. EdexTn 8bpXy cHoco0HOCTTA 32 MopHpaHe H padoTa ¢ Mamauu

Jlegeune ¢ HMOKCA30CHH H3WCKBA CHCTEMEH NeKapcKHE KOHTpON. MEHAWBEAYanHO pasliHIHHTE
peaKiiy MOraT Aa HaMalIsT MEHTANHOTO BHHMAHHWE JO TakaBa CTEIeH, Y& CrocofHoCTTa Ja
B3eMa aKTHBHO YYACTHE B HBTHOTO JBIDKCHHE MHH N2 YIpaBlisBa MaMMHH (Mid Aa paboru Ge3
NOAXOMANA 3aIlluTa) Ja ObAe HaManeHa. 10Ba Bakd B 3acHICHA CTENEH B CIyYaHTe HpH
3aH04BaHEe Ha JICYCHHETO, YIpK yBeNnYaBaHe Ha A03a1a, HIH IpH CMsAHa Ha JIEKapCTBOTO, KAKTO H
IIpH €ZHOBPEMEHHO [IpHeMaHe Ha aIKoXOJL

4.8. Hexxenapu lekapcTBEHH PeaKIHH

CleHHUTE HeKeNaHK TeKapCTBEHH PeaKiliy MOTaT Jia C& CPELIHAT NPy IeYeHHe C JOKCa30CHH:
OpTOCTATHYHM CHMIITOMHE ¥ PSIKO CHHKOII MOTAT Aa ¢e CpelHaT B HavaloTO Ha JICYEHHETO, aKo
NpHeTaTa K03a € TBBPAE BHCOKA MIIH JIeUSHHETO NPOABIDKH CIIel KPATKO IIPEKBCBaHe.

Yecti crobimenndg (>1% - <10%)

Obuo: ymopa, rafete, ciraboct, riaBobonne, COMHOJIEHTHOCT (CHHIMBOCT)
Coepdeuro-cv006a cucmema: 3aMaliBaHe, OPTOCTATHYHA XMIIOTOHMSA, €AEM, IIATIIATAIIH.
LJHC: MycKyJIHH CTIasMH

Cmomamuno-upesen mpaxm: 3aiieK, AACICIICHT

Jluwane: puciHaes (YICTEHO OMIAHE), 3aIYIIEH HOC
Heuxuampuyrnu: CMyNieHns B eSKyNanusITa, alaris, HePBHOCT
Ovu: HapyIIeHAS B aKOMOIATHATA




Heuectn crobmemis (>0.1% - <1%)

O6wo: oTOK Ha JHANCTO/TeHepallH3WpaH eneM, CHHKOII, 3a4YcpBiBaHe, NOBHINCH2
TeMIneparypa/BIpHCaHe, OIe0CT, OONKE B IEPANTE

Crvpleuno-cv006a cucmema: apaTMHUsd, NeprdepHa HCXEMUs, aHIdHa IEKTOPHC, TaXHKapIasi,
HH(APKT Ha MHOKapHa.

I[HC: tpeMop, MyCKyNHA PEIHIHOCT

Cmomauno-upeser mpaxm: aHOPEKCHS, YBEAHUCH aneTHT, CYX0Ta B ycTara

Koowa: anonenus

JTuwane: envcTakcuce (KbPBEHE OT Hoca), OpOHXO0CIA3hM, KALUTHIA, HapuHTHT

Memabonuzvm: ¥aKga, KUITOKaNEeMus, IoJarpa

Mycxonro-crenemna cucmema: MUANTHA, ATPANTHI, MyCKyJiHa c1abocT

Heuxuampuynu: KOUIMapH, aMHe3M s, EMONHOHAHA NabHIHOCT

Vpozenumanua cucmema: ypAHApH2 AEKOHTHTEHINNS, HAPYIICHA MAKIS, U3y PHS

Ouu: aHopManga JakpuMmarus (cpinsere), @oTododusa

Viuu: TaanTyC

Jlpyeu: ipoMeHH BB BKyCa

Pemxn cpobimenng (>0.01% - <0.1%)

Covpoeuno-cvoo6a clicmema: NepeOpOBACKYIADHE HAPYIHCHHS
L[HC: penpecus, aXUTalus, TapecTesus

Juusane 0TOK Ha TapHHKCA

Koowa: obpus, Ipyputyc, Hypnypa

Cmomaurno-4pegeH mpakim: cToManina 60JIKa, JAapys, MOBPEINAHe
Uepen Opob: XBITEHNNA, YBEIYEHHE Ha YEPHOAPOOHUTE CHIAMU
Mema6oruzem: XANOTTIAKEMUS

Ouu. CHHBO-YEPBEHO BEKIAHS

Mpyeu: BMIIOTEHTHOCT, OOjIe3HEHA NPOMBIDKATENHA €PeKUUS Ha JIeHHca, IpH IallueHTH B
HaIpegHana ph3pacT HOHIKABaHe TEMIIEPATYPATa Ha TANOTO

Msioro peaxu crobmenns (<0.01%), BiL H30HMPAHHU CIyIan

alJeprHYHN pEaKIWH, pPUHUTH, yBENHYCHME Ha KpHBHaTa ypesd ¥ INa3sMeHMA KpeaTHHHH,
€PHTPONUTOIEHH, ICBKOICHHA H TPOMOOIIHTOMEHHES.

CriecrsyBar cHOONISHYA M 32 XeMATyPHs, XOIECTa3UC 1 XeIaTHT.

4.9. lipenosnpane

a) Cumpmomu Ha nPedo3upane

Ilpenosupane ¢ MOKCA30CHH OGHKHOBEHO NPERU3BUKBA XHHOTOHHS, KOATO MOXE [d AOBEAE 0
PHCK OT CHHKOII.

6) Tepanesmuyurny Mepxu Npu Npedo3Upane
AKO TIpefO3HpaHEeTO ¢ [OKCA30CHH IIPEHM3BHKA XHIIOTOHHS, HAai-CHINECTBEHO € CBHPIETHO-
ChIOBOTO cTabuimsupane. ITanpeHTHT ce HOCTaBs Ha IphO, INiaBaTa HUCKO M ChpACYHATA
YecToTa ce HOpMaimswpa. B ciydail Ha TeXKa XHIIOTOHHA TpAOBa JAa Ce HasHawar INIasMa-
ofeMo3aMecTHTENH H Basompecopu. TpsadBa ma ce Ipociemu OpOpeyHaTa QYHKIHS H aKo e
HeoOxomuMo fAa ce oakper. Tai KaTo FOKCa30CHH CE CBBP3Ba B rojiiMa CTENEH ¢ NIa3sMeHUTe
NPOTEHHH, THANIN3aTa He € oKa3aHa.

5. @apmMaKoJOrHYAM JTAHHH.
5.1. @apmaxkoIHHAMHYHHE CBOCTBA




(apMaxoTepaeBTHYHA TPYIIa: AHTHXUNEPTEH3HBHO JIEKapCTBO
ATC-rpyna CO02CA 04

JIoXCca30CHH CeeKTHBHO H KOHKYDEHTHO O70KHpa HOCTCHHAUTHYHHTE anda-1-aapeHeprudHuTe
peIenTopH, KOEeTo IpeJu3BHKRa Nepr(epHa BasoRUaaTallys.

Tpr XUNEepTOHMYHE NAIMEHTH JOKCA30CHH NPEeHH3BHKBA HAMAliBaHe Ha KPBBHOTO HAJLATaHE
ype3 HaMaJIiBaHe Ha IleprQepHaTa ChN0Ba PE3UCTEHTHOCT.

C egusuyHa NqHeBHa A03a, eeKTHT ce Mposeigsa He IO-KBCHO OT 24 dyaca cien IpHEMA.
T'panupalo NOHHKABaHE HA KPHBHOTO Halsrane ce HalmoOZaBa B HAYANOTO Ha NE4CHUETO H
[AUHEEHTHTE MOTaT Aa HOMydYaT OpTocTaTHueH edekT. MaxcuManHOTO HamajeHHe Ha KPBBHOTO
Haisrage OOUKHOBEHO ce IocTHra o 2-6 daca ciepn mpueMa. 1Ipu XHNepToHMYHN HMauMeHTH
MOMEHTHOTO H NOANBKAIOTO HABO Ha KPBRHO HaNATane ca OJM3KM JIO BpeMe Ha JIEYeHHeTO C
JAOKCA30CHH.

He e Babniofapayo pa3BUTHE HA TONGPAHTHOCT KBM AHTHXMIIEPTOHMYHHA €EKT [i0 BpeMe Ha
HPOIBIKATENHO JieyeHne ¢ Joxca3ocHH. I1o BpeMe Ha MPOIBIDKHATENHO JIEUCHHE HMa eTHHUTHI
chOOLIEHNA 32 yBeIYaBAHe Ha UIa3MEHATa PEHHHOBA aKTHBHOCT U TAXHKapIUs.

MeXIyBpeMeHHO AHANW3ET Ha aHTUXUIEPTOHNYHOTO H JIMIKI-IIOHMIXOABAIOOTO JeYeHHe 3a
npennassae ot cepaedna araka (ALLHAT) mokasga, Y€ HDAllHEHTH C XHHSPTOHMS H Hal-MaJIKo
Ole eIHH KOpOHAapeH PUCKOB (axTop yABOABAT PHUCKA OT CEPHO3HO KOPOHAPHO CHPACIHO
3a60JIsBaHe, KOTATO ca JIEKYBAHyW ¢ JOKCA30CHH B CPAaBHEHME C TE3H, JICKYBAHH C XJIOPTaNHIOH.
B mONBIHEHHE IANHEHTHTE, NeKyBaHH ¢ JOKCAa30CHH IpuTexkaBaT 25% HO-BHCOK PHCK 32
CepHO3HY CHPAEIHO-CHEOBY NPOOIEMH, OTKONKOTO Te3H, HOIyJasalli XIopTanumoH. 1o a3y
IpH9rHa JokcasockH ce cimpa npu ALLHAT. CMBpTHOCTTA HE € pa3NiidHa B XBETE TPYIIH.
Kpakinuar anamis He € JOBBPINCH.

B pesynTaT Ha JIeYeHMe HA MALMEHTH ChC CHMATOMATHYHA JOoOpOKavecTBeHa XUIlEpINashs Ha
ApOCTaTa ¢ JOKCa3oCHH ce Ha0lroZlaBa 3HAUMTENHO IIOAOOpeHWe Ha ypOAMHaMMKaTa M
cumnTomuTe. Edekra npe NedeHHeTro Ha AOOpOKAUeCTBEHA XWIIEPINIAsH Ha IIpocTaTa €
pe3yiITarT OT CeNeKkTHBHOTO OZOKHpaHe Ha amda-1 anpeHOpelenTOpHTE, NOKaNH3HPAHH B
mpocrarHaTa MyCKyJHA CTpoMa H KaHana Ha DTHKOIHHT MEXyP.

Jleuextvie ¢ IOKCA30CHH € CBBP3BA ¢ PErpecHs Ha JIIBOBEHTPHKYIapHAaTa XUMEPTPO(H.

5.2. ®apMaKOKUHETHYHH CBOHCTBA

Joxcazocun ce aGcopGupa 6BP30 CIER NEpOPaHO HpHIOMKeHUe. MaKCHMalny CTOHHOCTH B
IIa3Mara e OCTHraT ciek oKojo 2 yaca. AGcomoTHATa GHOHANMYHOCT Ha JOKCA30CHH € I0YTH
63%.

CeEp3BaHETO Ha IEPKYJAMpAaiids JOKCA30CHH ¢ IasMeHuTe HpoTemsy e 98,3%. IlmasMenoTo
eNAMHUHMpase e ABy(a3Ho, ¢ KpaifHo BpeMe Ha MONYXKHBOT OT 22 vaca, IPH eAHOKpaTHA JHEBHA
J032.

[To-ronsMa WacT OT J03aTa JIOKCasoCcHH c¢e Meraboimmsmpa (O-meMeTipipaie—<y
XHAPOKCIIUPUHE), eNUMHHHPAHETO € TNABHO Ipes dekanuute (camo 5% ce ¢
HETIPOMEHEHO JISKapCTBO).




6-XMAPOKCHIOKCA30CHH € MOIIEH CEleKTHBEH anda-OIoKep M IpH xopa JoctHra Ao 5% mpu
nepopanio abcopbupana moza. ETo 3amo 6-XHAPOKCHIOKCA30CHH NOLPUHACS MANKO 3a
aHTAXUIIEPTOHMYHHA e(eKT Ha JOKCAZ0CHH.

[IpoyuyBaHus HpM XOpa B HANpenHajia BB3pacT M IanueHTH ¢ OpOpeuHa HeMOCTATHUHOCT HE
IIOKa3BaT 3HAYHTENHH (apMakOKMHETHYHH HPOMEHHM B CPaBHEHHE C Te3H, PH HAUMCHTH C
HopManHa Os0peuna dysKIs.

JlanHATe 32 W3NON3BaHE Ha JIOKCA30CHH NpH NALMEHTH ¢ 4epHOApODHA HeNOCTATHYHOCT Ca
OrpaHHYCHH, KakTo U Te3W 3a ¢(eKTHTE Ha JEKapCTBAa, 3a KOHTC ¢ H3BECTHO, Y€ HOBIHABAT
YepHOAPOOHHS MeTaboNu3bM (Hanp. cuMeTuEuH). [Ipn KNMuENYHYA npoy4RaHms Ha 12 nmanueHTH
CBC CPENHO u3paseHa 4YepHONpOOHA HENOCTATHYHOCT HNOINTa 110X KpHBATA IUIa3MEHA
xoHeHTpanus/Bpeme (AUC) ce yeemuuasa ¢ 43% 1 xnupbHCaA CIEH CIUHMYHA IEpOpaNHa 1033
ce Bamamiea ¢ 30%. TwH kaTo JokcazocmH ce Meraloim3Mpa TJIABHO B dYepHUsS ApoD,
Hoxcazocun AJI Tpsbpa Ja ce [Jo3upa BHHMATeNHO IIPH HallMGHTH ¢ dYepHOIpoOHA
meyxocTaTbuHocT (BiK 4.4. CenuaiHy IPOTHBOLOKA3AHMA M CNEUMANHY HPEOyIpeXacHAS 32

ynotpeba).

BHoOHaNEYHOCT

Doxazosin AL 1
Doxazosin AL 2
Doxazosin AL 4

Ipoyurane 3a GuonanuunocT upes 1997 na Mokxcasocun AJl 4 e mpoBeneHo BEpXY 28 3mpasu
IOOPOBOIITY, IOKA3RANIQ CTIeIHUTE Pe3yNTaTH B CpaBHEHUE ¢ pedepeHTHHI IPOIYKT:

Hanutean PedepenTten
OpoayKT OpPOJYKT
Maxkcumanta cepyMHa konuenrpanus Cmax (ng/ml) 32.1+10.8 324 & 69
Bpeme Ha MaKCHManHa cepyMHa KOHLIEHTPAMATA tyax [h] 20+ 1.0 1.4 + 0.7
Inow; noA KpuBara cepyMHa KOHIEHTpaLlHs/BpeMe 4 +
AUC g 24 (ng/ml x ) 465 + 145 477 £ 127

Mean = 2 SDs
CpasHeHNe Ha KpuBuTe cpeliHa Ila3MeHa KOHIIEHTpalusa/BpeMe Ha H3IHTBaHUA B pedepeHTer

IIPOJYKT:

«mDoxazosin AL 4
2 ~+Rafererapriparat

0 6 4z 18 24 W 3 42 48[

5.3. Ilpepxanauaay aHHM 32 0e30HaCHOCT




Ilpenxnuauyay JaEHE, OasppaHy Ha KOHBEHIHOHANHH NPOYYBAHHS 1O (apMaKoIOTHUHA
0e3011aCHOCT, TOKCHKONOTHSA IIPH TOBTAPAHH CE JHO3H, TPEHTOKCHYHOCYT, KaHIEpOreHeH
TOTEHIMAN, PENPOAYKTHBHA TOKCHYHOCT HE IOKA3BaT CIIeNHalHa OaCHOCT [IPH X0pa.

6. @apManeBTHYHH NANEH
6.1. CnnEchbK Ha NOMOIIHITE BeMEecTBA

Sodium starch glycollate (type A), Microcrystalline Cellulose, Lactose Anhydrous, Magnesium
Stearate, Sodium Dodecyl Sulphate, Colloidal Anhydrous Silica - (marpues HumecTeH
[JIMKONAT, MHEKpPOKpPHCTanHa IENIyNo3a, NAKTO3eH aHXWAPHA, MarHe3WeB CTeapar, HATPHER
JONEUHI cydar, KONOHICH CHANINAEB AHXHAPHL).

6.2. OU3UKO-XHMHYHH HECHBMECTAMOCTH
I{O MOMCHTA HC Ca IIO3HATH.

6.3. Cpox ua rogHoCT

CpoOKBT Ha TOTHOCT € 4 TONNHY,

Crexn H3THYaHe HAa CpOKA Ha FOJHOCT, IIOKA3aH Ha ONIAKOBKATA, JIEKApCTBOTO He TpaGsa Ja ce
H3NON3BA IIOBEYE.

6.4, Coenmnajany yeXoBHS Ha ChXPaHeHe
HAMA

6.5. lanuu 3a omaxoBKaTa

Amymunnes onuctep or PVC/ PVDC
Doxazosin AL 1 oxcazocnn AJI 1
Opurunanga onaxkoska oT 20 u 100 Tabnerxu
Doxazosin AL 2 Joxcazocun AJI 2
Opurunanua orrakoska ot 20 1 100 Tabmerxn
Doxazosin AL 4 Hoxcazocnu AJl 4
Opurrganda omakopka ot 20 1 100 Tabretku

6.6.Ykazanue 3a ynorpeba
IIO JIEKAPCKO MPEAIICAHAS
HAMA CYECUUATHYE H3HCKBaHHA

7. Hme n appec ga npurexareis Ha paspelieHMeTo 3a yrnorpeda

ALTUD® PHARMA GmbH & Co.KG
Gottlieb-Daimler-Str. 19

D-89150 Laichingen

Germany

E-mail: info@aliud.de
Internet: http://www.aliud.de

8. Perucrpammonen Ne

9. Jara Ha UbPERO paspemasane 3a ynorpeba




10. Jara Ha aKTyaaM3aHsA BA TEKCTA
derpyapu 2004




