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KPATKA XAPAKTEPI4CTIIKA HA IIPONYKTA



I. IIME HA JIEKAPCTBEHTI'I IIPONYKT

PRAZOSIN SOPI{ARM A 2 mgtablets
[PA3O3I,[H COOAPMA 2 mg.ra6aerxz

2. KATIECTBEH I,I KOJII{IIECTBEH CbCTAB

Bcrxa ra6lerxa cbAbpxa aKTHBHo BerrlecrBo rrpalo3r4HoB xHApoxnopr4a (prazosin hydrochloride)
2,2 mg, eKBHBaJTeHTeH Ha npa3o3nn (prazosin) ) ^g.

flouoqsu BerqecrBa: JraKTo3a, [ureHnr{Ho Hr4rrrecre u Apyr[.
3a nunnc cnncbK Ha noMorrlH[Te BerrlecrBa, BH)KTe roqxa 6.1.

4.

4.1

3. JIEKAPCTBEHA OOPMA

Ta6rerxa
Beln 4o nor{Tll 6ema, rptmn, IrJrocKrI ra6rerrcu c Sacem r{ AeJrHTeJrHa r{epra or eAHara crpaHa,
AuaMerbp 8 mm.

KJIIIHI,TTIHTI AAIIIilI

TepanenruqHrr rroKa3anrrfl

o 3a JIeqeHI'Ie Ha eceHIrIlaJIHa I{ cr{MnroMaruqHa xl{leproHnr - caMocroflTeJrHo zln n rcou6 nHa111fl
c ApyrH aHTHXHnepTeH3HBHlr CpeAcTBa;
o B rou6uHupaHara repannq Ha xpoHr,rqHa cbpAer{Ha HeAocrarbr{Hocr;
o CuunroMarnqHo reqeHue Ha cHHApoMa n 6oleclraua Raynaud.

4.2 {ornponra n HaqHH Ha rrprrJroxenrre

AosHposxa
Xtmepmouun Har{aulHa Aosa I mg(ll2 ra6rerxa) AHeBHo c rocrerreHHo yBennqaBaHe Ha Aosara Ao 3
mg (no l/2"ra6nsrrca3 nrru 4ueuno) 3a nepuoA or 3 Ao 7 Asu.3a Aa ce us6erHe lrpzux
xrInoreH3I'IBeH eSerr ce rrpenopbqBa nbpBH.g [pHeM, KaKTo H BcflKo rroBrdrrraBaHe Ha Ao3ara Aa e
Ber{ep npeAH JrrraHe.
Ilpes cle4nalql{Te 3 w 7.qHH Ao3ara ce noBr.ruraBa c I mg (ll2 ra6rcrrca) 2 nsrnAHeBHo.
BnocleAcrnue AHeBHara Ao3a rpr6na Aa ce noBuruaBa nocreneHHo. B 3aBHcHMocr or
T4HAVTB}iAy aJrHHr OTTOBOp Ha naqueHTa.
TepanenruvHara Ao3a o6uKnoseHo e or 6 ao I 5 mg AHeBHo, pa3AeneHa sa2-3 npueMa.
Marccuua.nHa AHeBHa Ao3a - 20 mg. o6rxHoseuo ce npoBex(Aa AbJrbr Kypc Ha Jrer{eHr{e c BapupaHe Ha
AO3aTa' B 3aBHCI'IMOCT OT C6CTOflHH9TO Ha IIaIIHeHTa nO npeIIeHKa Ha JIeKyBaUIHt JreKap.
Roat6uuaqun c dpyeu aHmuxunepmeHsuaHu neKapcmla: Ao3r4Te Ha rrpa3o3uH rpx6aaaa 6raar no-
HI4CKH - 1 mg (l/2 n1rctKa) ao 2 nrru AHeBHo. flpo4urxana ce a rrocreneHHo yBeruqaBaHe Ha
AO3aTa B 3aBHCr,IMOCT OT CbCTOSHHeTO Ha naIIHeHTa.
3acmoilua cupdeuua uedocmamuq*ocmi npenopbr{aHara HaqarHa Ao3a e I mg(l/2ra6lerxa) 2 nrru
AHeBHo, KaTo Ao3aTa nocreneHHo ce noBHIIIaBa lo 4 mg, p{tsAeJlelow sa 2 npneMa. .{o:ara ce
npncnoco6rBa, B 3aBgctlMocr or cscrorHrdero Ha rlarrueHTa cJIeA BHHMareJreH KoHTpoJI H
ua6lrcAeuue or JIeKyBaLulrs neKap. flpncnoco6rBaHe Ha Ao3ara ce [penoprlrBa B Kypca Ha JreqeHge c
npa3o3HH 3a noAAbpxaHe Ha onrlrMaJrHo KJrr4Hr{qHo no4o6peuue. O6uqaiauara noAAbpxarqa Ao3a e
ot 4 mg 4o 20 mg, pa3AeneHu Ha HrKoJrKo npueMa.
CuttnmouamuvHo neqeHue ua cuudpoua u 6onecmma ua Raynaud: npenoptqaHara HaqarHa Ao3a e
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1 mg AnerHo (1/2 ralnerrca) sa reptroA or 3 Ao 7 Auu..{osara ce rrpucnoco6qea B 3aBucrtMocr or
KTHHHTIHH.f, orroBop Ha naIIHeHTa. O6u'aainara noAAbpxatqa Ao3a e I mg arur 2 mg(l/2 nnu I
ra6nerna) 2 ntru AHeBHo.
Iraqueumu c HapweHa 6tdpeuna Qynrct4un: AaHHlrre noKa3Bar, qe rtparo3t,tH He H3Jrara Ha p]rc6
Synxquure ua 6t6pequre, Koraro ce I,I3noJr3Ba rrpn fiaqr{eHrlr c yBpeAeHa 6r6pe.rHu 6ynrcqgr,r.
Hegasucl'Ir4o or roBa ce npenopbqBa rro-HlrcKa Harr:urHa Ao3a, Kotro nocreneHHo Aa ce Kopr{rupa.
Iravueumu c HapweHa Qynrcqua Ha qepHun dpo6: uucrcaHaqaJrHa Ao3a, Korro nocreneHHo ce
yBenl'IqaBa rIopaAH Qarcra, qe npa3o3aH nperbpnrBa first-pass naera6o.nngrM, nocJreABarrl
uera6olngrM r eKcKperlur qpe3 vepnur gpo6.
Ira4ueumu e uanpeduana sb3pacm: flperropbqBa ce Bb3Mox(H ara aait-uucKa Har{aJrHa Ao3a nopaAg
oKJIOHHOCTTa (noAauunocrra) na ra3H rpy[a naqneHT[ KbM xHnOTeH3Hr.
IfeduampuuHu naqueHmu: He ce trpenopbqBa 3a JreqeHue npu Aerla uoA l2-roAr,rrrrHa Bb3pacr.

Haqun na upnloxeHr.re
flpulara ce repopaJrHo.

4.3 [pornnonoKa3anrfl

o Csprx.ryBcrBl,ITeJrHocr KbM aKTIlBHoro r4JrH HtKoe or noMorrlH[Te BeuecrBa:
o leqa no4 l2-ro4urrrHa Bb3pacr;
. EpeuenHocr r,r KbpMeHe.

4.4 Cneuna;rnn flpeAyrrpe4Aerrrrfl H rrpeArra3Hrr MepKrr npn yuorpeOa

o Kaxro BcHqKH an$a-aapeHo6lorcepn, rrptuo3uH rpr6na Aa ce rrpuJrara c rroBr{rrreHo BHHMaHr,re
np}r [aq]IeHTIl CbC CTeHOKapAHt, nopaAH onacHocr or rlr..rpKyJraropHu vr xeMoAr,rHaMHqHu
HapyrueHHs.
o Jleqesnero c np{Bo:nH rpr6ra Aa ce 3a[oqBa BHHMareJrHo, c HaqzurHa Aosa I mg, l1opaAq
ONACHOCT OT BHE3ATIEH KOJIAIIC.

o He ce npeloptr{Ba 3a JIeqeHI,Ie na: gacroftna cbpAeqHa HeAocrarbqHocr, B pe3ynrar Ha aoprHa
I'rJrH MPrrpaJrHa creHo3a, 6eno4po6ua eu6olur, pecrpHrffr,rBeH [epHKapAr,rr.
t flpu HtKoH naq[eHTll eAHoBpeMeHHoro npnnoxeHr,re na Qoc$oaNecrepa:uu-5-nnxu6uropu
(uanp. cunqeuaQul, ragara0zr, oap4ena$nn) n npasosr,rH Moxe Aa rrpeAr,r3Br{Ka cHMmoMarHqHa
xlllloroHllt. 3a 4a ce HaMaJII{ pucKbr or nosBa Ha nocryp,uHa xt,rrroroHns., cbcroflHtrero Ha rrarlr4eHTa
Ha anQa-6noKepHa repanut rpa6ra gae cra1wnn3r,rpaHo npeAr,r Har{anoro Ha ynorpe6a na
QocQo4uecrepasnn-S -nnxn6uropu.
o JlexapcrBeHl,Itr npoAyKT ctAbpx(a JIaKTo3a. flaquenru c peAKH HacJreAcrBeuu npo6leun Ha
HenoHocHMocr KbM railaKTo3a, JraKTuBeH 4eouqnr ua Lapp EJru HiloKo3o-ruraKTo3Ha rrlala6cop6qnr
ne rpr6aa Aa npr{eMar JreKapcrBoro.
o JleKapcrseHntr npoAyKT cbAbpxa [ureHnirHo Hurrrecre. ftuesuquoro Hnrlecre Mox(e,{a
cbAbpxa caMo cneAr,r or uryreH n ce cqHTa ga 6esonacHo rrpH xopa c rrboJrr,raKHr,

4.5 BsarMoAeftcrBue c Apyrr JreKapcrBeHrr npoAynTrr rr Apyrr Qopnrn Ha B3arrMoAeficrnne

o Arnuxn[epreH3l,IBHnn e$err Ha npa3o3r{H Mox(e Aa ce noreHrrr{pa npu eAHoBpeMeHHo
npunaraHe c 6era-6loxepn, ACE-r,rHxa6nropu, KaJrrlneBr{ aHTaroHucrr,r, oco6eHo B HaqaJroro Ha
JIEqEHI,IETO.

o HecrePoHAHI,ITe nporltBoBb3naJlureJrHu cpeAcrBa (oco6eao HHAoMerarIHn) naorar 4a
arrraroHll3llpar aHTHXHnepreH3HBHaa eQexr Ha npa3o3r,rH .rpe: nnxu6r4paHe crlHTe3ara Ha
rrpocrarJraHAuut't. ulvtlu qpe3 3aApbx(Ka Ha Harpnft u reqsocru.
o flpu eAHoBpeMeHHo rIpHJIox(eHHe cbc cuMnaroMuMer[rrn aHTr4xnrrepreH3nBHrrr e$err na
npa3o3I'IH MO)I(e Aa Ce HaMiUI[ HJII,I npa3O3HH MO)r(e Aa HaMaJrH npecopHHr oTroBop KbM aApeHanxH.
o flpasosl,IH rIoBItIIraBa IrJIa3MeHara KoHrreHTpaqur Ha AfiroKcHH npa eAHoBpeMeHHo [pnnoxeHr,re.
. flpu eAHoBpeMeHeH npueM Ha npa3o3rrH H ecrpofeH-cbAbpx€rrln npoAyKTr,r Mo)r(e Aa ce HaMaJrr,r
aHTr.IxrurepreHgnBHlrr eQerr flopaAu 3aApb)KKa Ha reqHocrn.



' AHTHAeTIpecaHTI'r H aHTHncI{xorHuH Morar Aa3acvurflT xarroreH3r,rBHnr eOeKT Ha rrp:r3o3yH 11pH
eAHoBpeMeHua ynorpe6a.
o IIpu HtKoI'I raqreHTll eAHoBpeMeHHoro npnJrox(eHue Ha Soc$o4uecrepasHn-5-uHxu6nropn
(uanp. cnageHa$za, ragala$m, oap4eHaQm) n npasoerEH Mo)r(e Aa npeAH3Br4Ka c[MrrroMarr,rr{Ha
xunoroHlrr (nx. rovrca 4.4).
o flpu naqueHTll Ha JIer{eHIre c flpiro3r,rH e Bb3Mo)r(Ho Qalurano no3uTr,rB[paHe Ha recr 3a
AlrarHocrnrrnpaHe na $eoxporvrorluToM.

4.6 Epenrennocr n KbpMeHe

Epe*teuuocm
He ce npmara no BpeMe Ha 6peueunocr.
Ktp*teue
flpa:osnH ce eKcKperldpa r uaftvnHoro MJrrKo, flopaAr,r Koero He ce npr,rJrara B nept,toAa Ha KbpMeHe.

4.7 EQerrn Bbpxy cnoco6nocrra ra ruoenpane n padora c Marrrrr'rr

flpaso:uu Mox(e Aa [peAI,I3BHKa He)r(eJraHu e$ercru Karo aprepr,raJrHa xunoroHur, cBeroBbpre)K H
yMopa, [opaALI Koero rpr6ua Aa ce las6srua uroQupaxe u pa6ora c Marrrr,rHr,r, oco6eHo B Hatr,uroro Ha
JIEqEHI,TETO.

4.8 HexelannJleKapcrBeurrpeanrlllrl

Hs6poenure no-AoJIy HelI(eJraHI,r JreKapcrBeHn peaKr{{n ca uacuQuqupaHu rro qecrora H cnopeA
cucreMHo-opraHHl'It xrtac (COK). Kareropuure no qecrora ce geQuHnpar Karo: MHoro.recru (>
l/10), uecrra (> 1/100 u <l/10), Heqecrr.r (> l/l 000 u <l/100), peAKH (> l/10 000 n <l/1 000), rr,rnoro
peAKH (<l/10 000), c Heu3BecrHa rlecrora (or uarnuuure AaHHx He Mo)r(e la 6rle HanpaB€Ha
oqema).

coK {ecrora Ifexe;raua peaKurrs

HapyureHnr Ha HMyHHara cHcreMa peAKrt Anepra.rHra peaKrlrdn

flcnxuqsn HapyueHr4t 9ecra .{enpecnr, 6egnoxofi crno

Heqecru EescrHr,re

PeArcu Xalroqnsauspr

Hapyrueuur Ha HepBHara cxcreMa 9ecrlr 3auarHocr, cbHJrrrBocr, rlaro6olne,
npr,rJIoIIIaBaHe. cHHKOn

Heqecrlr flapecresun

Pegrcn BroruasaHe Ha ctqecrByBarqa
HapKoJrencr4t

HapyrueHur Ha oqnTe 9ecrs 3aurueHo 3peHr.re
Heqecrut Eorxa B oquTe,3ar{epB{BaHe Ha cKrepl,rre

Hapyueunr Ha ).xoro u ta6upwrura 9ec'nr Cneronrp'rex

Heqecru lllyrr,r n yrruTe

CtpAevnn HapyureHns tlecrn fla.nnnrauuu

Heqecrlr Cre uo rapAra s, T axnnap Evrs
Peaxn Epa4r.rxap4ur

CtAoaH HapyrxeHut PeAxu 3auepn.rnaHe, xanoroHut, oprocraruqHa
XI,INOTOHH', BACKYJIIIT

Pecnuparop lavr, rpr Artvr 14 9ecru ,{rEcnHer, Hztsaulua KoHrecrxfl



MeAr{acTHHaJIHr{ HapyrrreHHt Heqecrn Enncrancnc

Cronaauno-qpeBHr,r Hapy[reHut r{ecrlr 3anex, Avrapufl, c)rxora B ycrara, raAeHe,
noBpbrqaHe

Heqecrr A6Aouunaleu 4acxou$opr/6onxa
PeAxlr flaunpearur

Xenaro-6Nr uapH*r Hapyure HHt PeAxn Hapyruenue Ha qepHoApo6sara $y"nqr"

Hapyruenur Ha Koxara u
TIOAKOX(HATA IAKAH

t{ecrlr Koxnll o6puerE
Heqecrn ,{raaQopeea, cbp6ex(, yprr,tKapnt

PeAxs OmeuHrgsaHe, JII,IxeH [JraHyc

HapyueHua Ha MycKyJrHo-
CKEJISTHATA CHCTEMA II

CbCAHHI,ITEJIHATA TbKAH

Heqecrn Aprpalrnr

Hapyrueuux Ha 6r6pequre u
NIKOTIHI,ITE IIbTHUIA

9ecrn 9ecro ypuHupaHe
Pe4rn Hesa4lpxaHe Ha ypnHara

Hapyueuur Ha Bb3[poH3BoAH-
TeJrHaTa Cr,rcTeMa r,I rbpAaTa

Heqecru HunoreHruocr
PeArn f nnexouacr[r, frpuanu3bM

O6ttu HapyureHr,rq n eQexrn na
MrcToTo Ha npHnoxeHHe

IIecru Oroqu, r{yBcrBo Ha yMopa, cra6ocr

PeAxu Tpecxa,6o.nnn

I4gcneilsanva PeAxn flosurueupaHe Ha aHTHr{yKrreapHH
AHTHTEJTA

J.

5.1

4.9 Ifpegosrpaue

Cuunronau Ha npeAo3l,IpaHe: xunoroHr,rr, Taxr,rKapAnt,KoJranc, KopeMHr,r 6o.uxlr vt Auapvtfl,
cbHJrl{Bocr, a4urtaung.. B no-rexrcn cryqav - rbpqoBe H KoMa.
Jleqenne: croMaIIIHa npoMHBKa c MeAHITI,IHoKH BbfJreH H JraKcarr,rB rro ycraHoBeHI4Te MeroAH;
cl{MnroMarHr{Ho JrelleHl'le c nu$ysrEa Ha TJIIoKo3HLI }I BoAHocoJreBH pa3TBopr,r, Ba3olpecopu.
Heo6xoAr'rnao e na6moAeHl,Ie Ha 6r6peuHara Qy"*ur". flpaso:NH He ce orcrpaHflBanocpeAcrBoM
xeMoAnaJrr,r3a.

OAPMAKOIOTFIHI,I CBOIU CTBA

@apnraxog[HaM[rrHlr cnoft crna

OapnaaroreparleBTlrqHa rpyna: AuruxunepreH3r{BHr{ rpoAyKTr,r, AnruagpenepfrrrHr,r c nepn$epuo
geftcrwre, ATC xoa: C02CA0I

flpasosaH e aHTItx[nepreH3IrBeH [poAyKT or rpyrrara na ansa-6noKepnTe. B ocnonara Ha HeroBr,rt
MexaHI'I35M Ha Aeftcreue e cnoco6nocrra Aa 6aorupa nocrcuHanrur{HuTe zurQa1-a4peuopeqenropu.
florucna aKTI'IBHocrta Ha $ocQoanecrepa3ara. Ilont,txasa cbAoBoro cbnporaBneHae, HaMiurrBa
npeA- H cJleAHaroBapBaHero Ha cbpllero. 3a paslnrca or ApyrHTe an$a-alpeno6loxepu [peAg3BHKBa
MHoro p{AKo raxl'IKapAHt u raxnQalaxcnc. He noBJrlrrBa cbKparuTeJruara cnoco6HocT Ha Mr{oKapAa.
Ilogo6prea xeMoAHHaMHKara npu 6orul,l cbc cbpAeqHocbAoBa HeAocrartqnocr. He norr,rcKa
6r6peuHara Qyrrcqar. oxassa 6laronpurreH e0exr Bbpxy o6ursara Ha rrvrnanrTe.

5.2 @apuarcoxlrnernqnrrcnoftcrna



#i#:^lf_o :" o"sop6apa or racrpo'Hre crLrHarrHHATpaKr crreA nepoparna ynorpe6a.

pesop6qNna. Tepanenrar{Horo uy Aeficrnae flpoAbnxara g_10 qaca.
Paznpedeneuue: EnoHaluqsocr oKoJIo 50-850;. Brpso npeMEHaBa B TbKaHHTe. crrpsra ce go 97%o c[JrrBMeHI,rTe npoTeIlHH.
Mema6onusotw: Mera6onusupa ce B qepHu{ Apo6, c o6pa:ynane na 4 arrasHu uera6olura, Ha Kor,rroce AbJrxu oKoJro 25Yo or QapuarcoloruqHara aKTHBHocr.
Erccxpeuun: Bpenaero Ha noJD/xaBor Ha npa3osun e npa6.nu3r{TeJrHo 2-4 uaca,Karo Mo}r(e Aa ceyAbJIX(I{ npH naqneHTld B HarIpeAHaJra Bb3pacr, IIpH xpoHr4r{Ha rrepHoApo6Ha HeAOCTarbr{Hocr.
Ercxperupa ce IIoA $oprvrara na naera6or Lrru 14 HaA 5-ll% B HenpoMeHeH BHA, ocHoBHo r{pe3
)rsrbqKara r,r Qeqeca. flo-naalro or l\yo ce eKcKperlrpar c ypr{HaTa.

5.3 [pegrcnnnnrtHrr AaHHI la 6esonacnocr

flpasosr,rH e cla6o roKcr,rqeH.
flpu usnnreaHe 3a cy6xpoHu'rHa roKcur{Hocr Bbpxy nJrbxoBe, TperHpaHH nepop:rJrHo c Ao3rr l0 u 20
mgkg, He ce ycraHoBrBar orKroHeHu.s or HopMara.
H.sNra AaHHI 3a TeparoreHHocr u ena6puoroKcrrqHocr Bbpxy x(r,rBorH'.

6, OAPMAIIEBTAqHII AAHHI,I

6.1 Cnncrrc Ha noMorrlurrre BerrlecrBa

Jlarroga MoHoxnApar
qenyno3a MHKpOKpHcTrurHa
IIIIEHI,II{HO HHIIIECTE

MarHe3r,reB cTeapaT
cllnlrqneB AHoKcr,rA, KonoHAeH 6egsoaeH
TAJIK

noBH.{oH

6.2 HecrnuecurMocrrl

He ca ycrauoBeHn.

6.3 Cporc na roAHocr

5 roansn

6.4 Cneqna;rnn ycJroBrrfl Ha cbxpaueHne

B opurnualHara onaKoBKa, npH TeMneparypa no4 25oC.

6.5 ,{aunu 3a onaKoBnara

l0 ra6nerru u 6lncrep or PVC/anyMr,rHr.reBo Sonuo.
5 6m,rcrepa B KaproHeHa Kyrns, 3aeAHo c JrHcroBKa.

6.6 Cneqna;rnn npeArra3n[ Mepxrr rrprl rr3xBbpnflHe

Hsua cnequanHr,r H3racK Ba:awfl

7. TIPTITE}KATEJI HA PA3PEIIIEHI,IETO 3A YIIOTPEEA
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9. AATA HA NbPBO PA3PEIIIABAIIEMOAHOBf,BAHE HA PA3PEIIIEHI,IETO 3AYIIOTPEBA

25 .04.200r /29 .05 .2006
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