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KPATKA XAPAKTEPI4CTI4KA. HA UPO.4YKTA

l. r4ME HA JTEKAPCTBEHntT IPOAyKT .

I{AJIOKC OH W ZF 0,4 mgl ml LIHTKeKIII{oHeH pa3rBop

NALOXON WZF 0.4 ms/ml solution for iniection

2. KAIIECTBEH I4 KOJII{IIECTBEH CbCTAB

BpeMeHHo nogo6peuue B AullraHero a Bs3iTaHoBfiBaHe'Ha'cb3naFlvero,

BepotTHo He e o[]to6AHo npeAo3kIpaHe. flpo4ytclrr Mo](e cbulo Aa ce npunafa

rroAKoxHo. flpn xueoro3acrpalxaBaxru clfiyaulll4, JIeKapcrBeHHsr

rrpr{Jraf a I4HTpaBeHO3Ho.
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4.

4.1

a

a

Bcercn ml or pasrBopa cbAbp)Ka 0,4mg (400micrograms) ualoKcoHoB xllApoxrlopup, (Naloxon

hydrochloride).

IloNrournu geilrecrsa c ugeecreH e0eKr: uarpui.t.

Bcenu ml or pa:rropa cbAbpxa3,36 mg uarpuii.

3a nrrHI,rs crII4ct,K Ha rIoMoIuHI4Te BelrlecrBa - B)K. roqna 6.1.

3. NEKAPCTBEHA OOPMA

tr luxcerquoneH pa3TBop.

EegrleerHa, [po3parlHa reqHocr.

Kil4HI,ITIHII AAHIII{

TepanenruqHll rIoKasaHrls

OnlronAHa uHToKcI{KaIrut.

tr4ssexAaHe or o6ula aHecre3lrq r,rHAyqr{paHa c onuor4Au (cneA o6ula anecreslafl. c HapKorI'IqHu

anarreruqu).
I4see)K,qaHe or Aeflpecu.s Ha Ar{xarenHnfl rIeHTbp rIpH HoBopoAeHI't BcJIeAcrBIre Ha npl4JloxeHhero

Ha HapKorI{qHH aH€ulrerr4\vnpv uaftxara no BpeMe Ha pDKAaHero.

[raQ epeuqzaJlHa AHaf Ho3a Ha onLIoI4AHa I,IHToKc rrKa\vt.

4.2 .{osuponna u HaqrrH Ha rIpHJro}I(eHr{e

4osupoerca

,{osupoercara r.r HaqI{HT,T Ha rrpr4Jro)KeHr4e sa Haloxcos WZF 3aBucflT or cbcrotHl4ero Ha IraIII4eHTa,

KaKTO H OT BIIAa LI KOJII4qeCTBOTO Ha rlpunoxeHl4Te OII4OHAI4.

o OnuoudHauHmoncuKauufl

Buzpacmuu
O6nlcHoseHo eAhHr.rqHa Har{zurHa Ao3a or 0,4mg go 2mg ce [pI4JIafa nHTpaBeHo3uo Atto ce HzIJIo)KI{

prHTpaBeHo3Hara Ao3a Mo)Ke Aa ce [oBTaps Ha BceKn 2-3 ututtytu AoKaro He Hacrbl]l4 Bb3craHoBtBaHe

Ha cb3HaHr,rero u cra6ulHo, rrocros.Hyo Ar4IIraHe. Axo cleA IrpI{JIo)KeHI4e na 10 mg He Hacrs_:u flole
LfiE



Ieqa
Haqalsara eAHoxparHa HHTpaBeHo3Ha Ao3a o6uKHoeeHo e 10 micrograms/kg reJlecHa uaca. Alto e
Heo6xoAr4no Mo)Ke Aa ce rpr4no)Kr{ AoIIT,JIHI4TeJIHa Ao3a or 100 micrograms/kg (0,1 mg) ua kg

TenecHa Maca.

Aro e HeBT,3MoxHo HHTpaBeHo3Horo npuJtox(eHr,re ua HarorcoH WZF, ynorpe6rnafire JleKapcrBoro

HHTpaMyCKynHo IrJIlr noAKoxHo B pa3AenHI4 Ao3H.

o Itlseeflcdaue om uudyqupana c onuoudu o6t4a aaecmesun

Buspacmuu
O6glcHosego 100 Ao 200 micrograms (0,1-0,2 mg) uHrpaBeHo3Ho, r.e. 1,5 micrograms -
3 micrograms Ha Kl{nofpaM TeJrecHa Maca.

B Hqrcou crryqav Mo)r(e Aa ce Harro)Ktr HHTpaMycKynHo rIplIJIo)KeHI,Ie Ha AonbJIHI'treJIHa Ao3a

HalorccoH WZF cnel l-2 uaca, oco6euo aKo e rrpunox(eH orlnouA c rIpoAT,DIfl,ITeJIHo Aeficrsue.
JIerapcrneHHJIT npoAyKT Mo)Ke Aa ce npI4JIo)KI{ I{ qpe3 }IHTpaBeHo3Ha rauQy:nr.

neua
Zurpaeenosuo l0 micrograms/kg renecna Maaa. Ano e ueo6xo4uruo MoI(e Aa ce llpvno)Kt4

AorrbJrHr4reJlHa Ao3a or 100 micrograms (0,1 mg) ua kg relecHa Maca.

Arco e HeBb3Mo)r(Ho r{HTpaBeHo3Horo npI{JIo)KeHI4e Ha HalolccoH WZF, npl4no)Kere reKapcrBeHlrq

npoAyKT HHTpaMyCKyJIHO I4JII{ IOAKO)KHO B pa3AeJIH]I AO3I4.

Ilexapcrroro Moll(e Aa ce rrpunoxll u qpe: IrHTpaBeHo3HavHqy3vs,.

c llsoeucdaue Ha uoeopodeuu om denpecun ua duxamennun 4eHnt-bp' ecnedcmeue Ha

npuJtnrceHue Ha HapKomuqHu aHtJtzemuqu npu nafixama no sp e na paucdaue.

Hoaopodeuu
flpu alHel rp.r6sa Aa ce npoBepr4 npoxoAHMocrra Ha AI{xareJIHara cHcreMa, Ilpe4v rlpuno)KeHHero

Ha neKapcTBeHHq npoAyKT.

ZurpaneHosHo, r{HrpaMycKyJrHo vJrur noAKoxno l0 micrograms (0,01 mg) Ha KI'IJIofpaM reJlecHa

uaca. Aro e neo6xo4uMo, Ao3ara Mo)Ke Aa 6rAe nosropeHa cJIeA 2-3 rv'utryru. BrsluoxHo e cr,Irlo I4

r4HrpaMycKyJrHoro npunoxeHve Ha eAHoKparHa Ao3a Halorcou WZF or 200 micrograms (r.e. oKono

60 micrograms Ha KI4JrorpaM TeJlecHa nraca).

o fuQepeHquorHa duazuosa na onuoudua uHmoKcunoqun

I,IHrpareuosHoro npnJro)KeHr,re Ha Ao3a or 0,5 micrograms Ha Kl4norpaM TeJIecHa Maca rlo3BolrflBa Aa

ce ycTaHoBll Aurnr4 rloTltcHaToTo Ar4rxaHe HnI4 3aTpyAHeHHeTO B MUKIII4.ITa, I,'.JI}, AI.p}.)KKaTa HA ypl4Ha

He ca 11pqrrr4HeHn or onuo]tA. BnocreAcrsue Ao3ara Haloncon WZF rvroxe nocrelreHHo Aa ce

yBeJrvrtlv, Karo ce us6r^rsar rIpeKoMepHI4 Ao3I4.

Bucoxure Ao3I4 npeMaxBar BcuqKu e$exru Ha o[]touAa, BKJIIo.IHTeJIHo aHzLIIrervIrrHvIA, KaKTo H

cTr4MynnpaT oI{MIIaTUKyCOBaTa CHCTeMa 14 CbpAeqHo-cT,AoBaTa cucTeMa.

Ha.ruFr Ha npluloxeHue

I4HrpareHosHo, LIHTpaMycKynHo I,IJIH rIoAKo)I(Ho npuJlolreHlte'

MeroA Ha pa3pelrqaHe Ha neKapcrBeHuq npoAyKT rlpu npI4JIo)KeHue qpe3 uHTpaBeHo3Ha ranSysrax -

exr. pa:4en 6.6.

4.3. flporunouoKa3aHHq

CaplxuyecrBllreJrHocr KbM aKTuBHoro BeulecrBo I{JIL HflKoe or IIOMoIIIHIITe

roqHa 6.1.

4.4. Cneuualnu rpeAyrlpexAeHrs r rpeArIa3HH MepKI{ npn ynorpe6a

HalOnCou WZF rp.r6na Aa Ce npl{nala C IIoBI4UIeHO BHUMaH}Ie rIpH JI}Iqa, Ha



onr4or,rAu krlrv ca c Qusuuecrca 3aBr4clrMocr Kr,M onuor4Au. Muoro pfl3Koro I{3Be)KAaHe or onuoI,IAHHlI

eQelc Mox(e Aa [pr4rruHu ocrbp cHMnroM Ha orHeMaHero rrpa re3u naIIHeHTu. Onucasu ca cryqavlna
xurreproHl,If, cbpAerlHa apurMvls., 6ero4po6en oroK rr cT,pAerIeH apecr. Tosa ce orHact H 3a

HOBOpOAeHT4 Aerla Ha TaKUBa TIaIII4eHTI{.

Ilaqraeurure, orroBap.f,rr{rl 3aAoBoJrHTeJrHo Ha HuuroKcoHoB xrrApoxJropu4, rpr6na na6r'Aar crpI4KTHo

Ha6nroAaBaHr.t. E$ermr Ha oilkrov4rTe Molr(e Aa 6rAe rro-A:bJrr,r or ro3rI Ha HaJIoKcoH v Aa e

ueo6xoAurr,ra noBTopHa urDKeKIrI4r.

flpusuaqure u cuMrrroMrzre Ha oruor4AHoro orHeMaHe npu Ju4IIa c Sr.rsvveclca 3aBI,IcI,IMocr or
onuollAlz BKJIIoqBar, Ho He ce orpaHuqaBar c: raAeHe, rroBp:slrraHe, Avrapvfl, cra6ocr, Taxvnap4nq,

noBlzrrleHo KpbBHo Hiul{faHe, BHcoKa TeMnepaTypa, pl4Hopeq, KVxaHe, [HJIOepeKqI{fl, IrOTeHe,

rrpo3rBaHe, HepBHocT, TpeBoxHocT, pa3Apa3HuTeJrHocT, TpbIIKI4, TpeMop, crIacTI{rIHa a6/(ot'/lulHaslnta

6ollra, cla6ocr n 6olnu B pa3JruqHr,rre qacrlr Ha rrJroro. CnupaHero Ha orwrcvl4vrre rrpIa HoBopoAeHH

Mo)Ke Aa npeAr43BI{Ka npunaAblrl{, [peKoMepeH flraq Il xunepaKrzruu pe$lexcu.

Halorccou WZF ne e e$ercruneH rrpr4 pec[uparopHa Aenpecufl, npvqvHeHa or Heo[uoI,IAHI{

reKapcrBa. ZseexAaHe or Aerrpeclrfl Ha 1u:nraHero, rpuquHeHo or IIpI4JIoxeHlIe ua 6ynpenop$un
Mo)Ke Aa e HeAocrarbquo. Arco orfoBop:br Kr,M AaAeHnq HarorccoFl WZF e HeAocrarbqeu, rpx6na 4a
ce I43[OJI3Ba H3KyCTBeHa BeHT]IJIaUI{'.

Tp.r6ra Aa ce us6.f,rsar u3lrvrrrHr Ao3H HanoKcoH cJIeA orrlrov4pr, ItgIIoJI3BaHH nprr xupypfnqHl{
o11epalluu, rlfi r<aro roBa Moxe Aa AoBeAe 4o em6yx4aHe, IroBI4tlaBaHe Ha KpbBHoro H€LIItraHe I,I,

KOCTO E KJII4HI4I{HO 3HAqI4MO, IZ3BCN(AAHC OT AHATIE3I,I'ITA.

Erpso H3BexIaHe or orrr{or4AHara aKTHBHocr Mo)r(e Aa npeAIz3BI{Ka raAeHe, rloBpbqaHe, I,I3IrortBaHe,

vlwrraxvKap4ldfl.

I;{tvra cro6uleuIEl, ue HzInoKcoH HHAyrIr4pa xufloroHl{q, aprepl4aJlHa xufleproHus, KaMepHa

Taxr4KapAr4r, KaMcpHrr Sra6punauuu u 6etogpo6eH oron. Tesu HexeraHLI peaKql4u ca ll,a6truo!'aBanlr

cneAoneparvBHo rlpu narrr4eHTrz cbc cT,pAeqHo-cr,AoBI4 za6ortsaut4t, Koltro ca I{3IoJI3B€IJII{

JreKapcrBa, r4Marur4 cxoAHrr cbpAeqHo-cbAoBlr eQercrra. Btnperu qe HtMa ycraHoBeHu AITpeKTHIa

nprlqtrHHo-cJreAcrBeHl4 Bpr,3Kr{, rpr6na Aa ce noAXo)KAa c BHI4MaHI4e rIpI4 rlpl4naraHe Ha

r{H)KeKqHoHeH pa3TBop HurJroKcoH Ha naql{eHTvr crc ctpAeqHlr za6orgsaHus. vtrvt raKvtBa, KoHTo

[pr{eMaT orHocr{TeJrHo KapAr{oToKcr4rrHH JIeKapcTBa, npuql4HqBaul4 KaMepHa TaxvKapI.LrA,

$n6pura\uLr 14 crpleqeH apecr (Hanp. KoKauH, nerauQerauun, quKrI4tIHH aHTI4AerIpecaHTI{,

6ronepz Ha KanIII4eBure KaHiuIu, 6era-6lonepu, AlIroKcI{H). Bnxre roqxa 4.8.

B AorrtJrHeHue Kr,M lrlDKeKrlrrroHHu{ HzlrroKcoH rpr6ea Aa ce [puno)Kar nplz Hyx'4a Apyr]I
peaHr{Marlr4oHHr4 cpeAcTBa KaTo rroAAbp)r(aHe Ha cBex IIoToK Bb3Ayx, }I3KyCTBeHa BeHTUIaqUq,

cbpAer{eH Maca)K H cT,AocBI{BaIIH CpeAcTBa, 3a Aa ce [peAoTBpaTI4 ocTpo oTpaBfHe.

Br6pe.{Ha He.4ocrartqHocr
flpenopruea ce BHr{MaHr{e rrpu nplrJro)KeHuero Ha Ha,roncon WZF sa [aqr'IeHTV c 6t6pevna
HeAocrarbquocr, rufi Karo HrMa KJTHHHT{HII [poyqBaHl4t, oIIeH.sBauIu 6egonacnocrra ]r eQunacHocrra

Ha rrpoAyKra nppr raKABa 6olHrz. Tpr6na Aa ce Ha6lrc4anar [aq]IeHTI4Te, Kofaro ce npunara

rimKeKunoHHuqT pa3TB op npn Ta3I{ IIaULIeHTCKa rIOnyJIaIII4t.

9epHoapo6Hu ga6orxsaHuq

Begonacnocrra v eSerrunuocrra Ha r{mKeKUr4oHHI{tr pul3TBop HirnoKcoH He ca ycraHoBeHl4 c

KoHTpoJtvpaHlr KJrlrHHqHA:/lgnkrrBaH4fltrpv IIaqHeHT[r c qepHoApo6lHusa6orssaHus,.

EAso uarrco [poyqBaHe rIoKa3Ba, qe KoHqeHrpa\vsra Ha Haloncos WZF B cepy

TexKa uepHo4pO6ua ql{po3a e npu6luStzTeJlHo 6 ntrn Io-BI{coKa oT Ta3u IIpI4
qepeH apo6. OcreH ToBa e ycraHoBeHo, qe rrpl4 rlauueHTu c Irllpo3a

aKTprBHocT. llpu naqueuTl4 cT,c ga6olssaHut Ha qepHur 4po6 ce H3LIoKBa IroB

BpeMe Ha rrpr{JloxeHl{ero ua HalorcosWZF.



Tosu lexapcrBeH npoAyKT cbAr'pxa 3,36 mg narpuit3a aMrryJra or I ml, Korrro ca eKBrrBzureHTHrr Ha0,r7yo or [penopr,LrHTeJrHr4.rr MaKCr4MaJreH AHeBeH [pueM or 2 g uarpuit3a BS3paCTeH.
Tosu rerapcrBeH npoAyKr cbAtpxa g4 mg narpuir.a run.rnoirrHara AHeBHa Ao3a or l0 mg
HtuIoKcoHoB xI{ApoxJIopt4A (25 ml), KolITo ca eKBIzBaJIeHTHu Ha 4,2%o or flpenopbrrr4TeJrHltrr
MaKcr{MrureH AHeBeH npueM ot 2 g warpui.t 3a BT,3pacreH.
Tora lexapcrBo Moxe Aa ce pa3pe rH ilpeuunpr4naraHero lry (nxt, ror{Ka 6.6.). Arco B pa3rBopr,rreJ' cecbAbp)Ka uarpuit, ro roft rpn6za Aa ce vMa TIpeABHA npu rrpecMrraHe Ha o6rqoro au4tp*u"r" ,uuarpuir B foroBHr pa3rBop. 3a no-nogpo6na nn$opr'rirryr.acbAr,pr(aHr4ero Ha uarpnir
B pa3TBopl4Ter'fl, orHecere ce Ao npoAyKToBara nH$oprr,raql4t, npeAocraBeHa or rrpot43BoArzrenr My.Tora rpr6na ra ce I'IMa rIpeABI{A npa raIIueHTr4, Kor4To ca Ha AvrcTa c KoHTponupaHo KorzrrecrBor'arpuir.

4'5 BsarMoAeficrBl{e c Apyr[ JrercapcrBeHrr rrpoAyKTH Apyr[ eopuu Ha B3arrMoAefrcrsre

E$erGr Ha HanoKcoH rotluBa Ha B3anMoAeftcrnue c onuoprAt4T e vI onuorrAHrzre afoHrrcru. Koraro ce
rIpHJIara Ha Irvr\a, 3aBvcvIM'vt Szszuecru or orIuoI{AI4, HruroKcoH Moxe Aa npurrkr:nl ocrpkt cr{MnroMa
Ha orHeMaHero' Ha6moraBaHr ca xuneproHt4-n, cbpAeqHl apurMtrv. 6eroapo6eH oroK r{ cbpAeqeH
apecT.

Ilpta o6u\aiuma Ao3a HaJroKcoH
TpaHKBr{Jrr,r3 aToprz.

He ce HaOJrroAaBar nsauuo4eficrazr c 6ap6vrcyparu vrJrvl

.{aunure 3a B3al'IMoAeficrsae c aJrKoxoJr He ca eAr4HoAyrxH u. flpu [aqrreHTrr o MHo)KecrBeHa
IIHTOKCI{KaIIU'' B pe3ynTaT Ha OnuOuAlI H C1AATuBLI HJIn aIKOXOJI, MO}I(g 4a Ce na6lrOgaSa nO-6aSeH
pe3ynTaT B 3aBr{cr4Mocr oT rrpuqu HaT a Ha rzHTOKCUKarIu.q.

flpu naqueHrn, nonyr{t4rt4 6ynpeuop$uu Karo aHzurrernK, nbJrHara a..a'o'sv,- Mo)Ke Aa ce
Bb3craHoBlr' flpneua ce' qe rosu eSexr e cBbp3aH a LBBVTaTa $opnaa Ha Kpr{Bara Ao3a-orroBop Ha6yrpenopQuH c HaMzIrI-sBarIa aHiulfe3urr npr{ BrlcoKu Ao3u. Bce nax lr*uran"ura Aerrpec'r,
npeAr{3BuKaHa or 6ynpenopsan Mo)Ke Aa 6rge oua4.aHa caMo B ofpaHvqeHa crerreH.

rpu lpulo)KeHl{e Ha HaJIoKcoH npu KoMa, BcJreAcrBVe npeAo3r.rpaHe Ha KJroHt4rr{u, e ua6ryo aaBaHa
cepr{o3Ha xr,rnepToHLrJr.

4.6 @eprnlnrerr 6peueunocr n Kr,pMeHe

Epeuesuocr
Jlzrcsar AocrarbqHo KrHHt4t{HI, raHHu:a ynorpe6 ura Ha HarroKcoHoB xnApoxJrophA no BpeMe Hadpelteuuocr. flpu onura c xHBorHI,I e ycraHoBeH roKczqeu e$ertr Bbpxy Bb3npor43Bo4crnoro (nx.
roqKa 5'3)' Ioren\vranH4flT pHcK 3a r{oBeKa He e a3Becreu. JlexapcrBeHrzrrr rrpoAyKT He rp.r6na 4a ce
npI'IeMa no BpeMe ua 6peueuHocr, ocBeH aKo e Hiurnqe HecbMHeHa neo6xoarznaocr.
llpn HoaopoAeHLI HzuIoKcoHoBI4tr xlrApoxJropr{A Moxe Aa npu.uvHu cr{MrrroMr4 Ha orHeMaHe (ax.
rcuxa4.4).
I(rpueHe
He e HseecrHo AarI4 HzuIoKcoH ce ceKperrrpa c Mr.rrKoro pr He e ycraHoBeHo Aarv rrMa Brr'flHvreBbpxy
Aeqa KspMaqera. 3arosa KbpMeHero rpr6na Aa ce us6xrsa 24 qacacJreA JreqeHhero.

4.7 EQercru Bbpxy cnoco6nocrra ea ruo0upa'e H pa6ora c MarrrrrHrr

flaqaernu, neKyBaHv c HaJroKcoHoB xr{ApoxJropr{A 3a cnr4paHe Ha reitcrsuero Ha
6rAar npeAyrrpeAeHu, qe none 24 uu"u 

"n"4 
np'eMa ue rp.r6na Aa yqacrBar B !

4a pa60rrr c Marrr'Hrz a Aa npeAnp'eMar ApyrLt 4efinocru, usucxnarqu $Hanpe)I(eHHe, ffifi naro 4eficreuero Ha oilHoVrlLprre Moxe Aa HacrbrrH orHoBo.



4.8 llexte.ranuJrenapcrBeHrrpeaKIIIru

Hexrelauzre JreKapcrBeHH peaKrlr4r.r ca Karefopl43]aqAIJI]|1I CT,fJIaCHO CI4CTeMO-OpfaHHI',I KJIaCOBe' KaTo ce

r{3rroJr3Ba cneAHara KoHBeHUIlq: MHoIo uecru (Z 1/10), vecur (Z 1/100 4o < 1/10), Heqecrll (> 1/1000

ao < l/100), peAKH (> 1/10 000 ao < 1/1000), MHoro peAKr,r (< 1/10000), c Heu3Becrua uecrora (or

HaJIHqHI{Te AaHHI4 He Mo}I(e Aa ce Harlpaeu oqeuxa).

Hapyurenuq Ha nN{yHuara cucrel'Ia
Msoro peAKr4: €urepfqrrHu peaKUr4H (yprurcapux, plIHLlT, AltcrtHes, eAeM Ha KnuHre), auaQulanrltuen

IIIOK.

Hapy[reHuq Ha HepgHara cucrelaa

lrpuone ce [oqBflBaT pflAKo cJIeA I4DKeKTI4paHe Ha HzIJIoKcoHoB xI4ApoXJIopu4' Bce naK He e

ycraHoBeHa npuqnHHo-cJreAcrBeHa Bpb3Ka c JleKapcrBoro. flo-sucoKll or npe[opr'qBaHl{Te Ao3I{ cJIeA

ofiepaqnq MofaT Aa AoBeAaT AO CT,CTOjIHI{e Ha HanperHaTocT'

Hapyuresu.s na ctpuero

rlecru:

Heqecrn:
PeArcu:

t{ecru:

Heqecru:

Mnoro qecrl4:
r{ecru:

Heqecru:

3aMagHocT, rJIaBoooJIlIe

TpeMop, rI3IlOTtBaHe

rbpr{oBe, Harlpef Harocr

Taxr,rKapAI,Iq

aprtr'lnfl,,6payuxapgut
Mnoro peAKI4: KaMepHa $u6pumtry;{, cbpAeqeH apecr

Craosu Hap)tueHl{q
t{ecru: xr{neproHl4g, xvlloroHHq

Xsnoronraq, xnneproHlrq 14 cbpAerrHa apvrMul. BKJI. KaMepHa raxl4Kaprprs, vr KaMepHI4 Qu6pulaquu

ca orrulca1u B cneAorreparurBHprs [eprloA. TesH HexenaHu peaKII]II4 Iro-qecro ca ga6lro\aBaHvt

cneAorleparl,rBHo nptr naIIr4eHTr4 cbc cr,pAer{Ho-cbAoBu sa6orssaHlas, KoI'ITo ca I43noJI3BzIJIIr JleKapcrBa

cbc cxoAH14 cbpAeqHo-c'bAoBl4 e$errn.

Pecn[paropnu. rpt,[nu u Nle.u[acrnHarHu HapyIrreuus

Msoro peAKH: 6elo,4po6eu ororc

Iloqea Ha 6elo4po6eH oron cbrrlecTByBa v rIphl CneAOrIepaTI{BHO npunafaHe Ha HaJIOKCOHOB

xr4ApoxJIopI4A.

CroN,taurHo-qpesHIa HaPYtlreHIa.s

raAeHe

noBpbulaHe

I.r4apvs, cyxoTa B ycTara

faAene u noBpbrrlane ca Ha6lro /taBaHkr rrpr4 cJreAorIeparlIBHI4 IIaIII4eHTI'I, [onyql4nH no-BI',ICOKH AO3I',I

OT IIpe[OpT,r{aHI4Te. lIpUunHnO-CneACTBeHa Bpb3Ka He e yCTaHoB1;g1A) A CHMITOMI4Te MoIaT ,ia6'SAar

rrpH3HaK ua 6tp:o aHTaroHI43HpaHe Ha orII4oHAHlIfl eQercr'

Hapyureuus na rcoxara u nonroxgara rtrau
Mnoro peAKH: epl4reMa llylru$opue'
B eAuH oT cryqar,rre epr.rTeMa nrynrraQoprr.te e l{3qe3Hzula BeAHaIa cJIeA

HiuroKcoHoB XHApOXJIOpI4A.

O6ruu HapyureHu.fl Ia eQeKrIa Ha N{qcroro Ha nplaroxeHne
tlecru: 6orrcu creA oflepaquq



5.1

Heqecru: xprnepBeHTr4rar\vt\ Apa3HeHe Ha cr,AoBHTe creHl4 (cnea i.v. [pr{Jlo)I(eHue); uecrHo

Apa3HeHe u Bb3rrzuleHl4e (cne4 i.m. npnloxeurze).
Cle4oneparr4BHa yrrorpe6a Ha rlo-Br4coKlr or rrpenopr,qaHr4Te Ao3n Mo)Ke Aa AoBeAe Ao HoBa roqBa Ha

6olxure. flperaleuo 6lpso aHTaroHu3upaHe Ha o[uouAHI,Iq e$enr Mo)I(e Aa rIpeA]I3BI,IKa

xHnepBeHTr4JrarII4fl.

Clo6ulasaHe Ha noAo:rapauu uexerauu pealqula
Cro6ulasaHero Ha noAo3r4paHr4 He)KeJraHLr peaKuun cJIeA p€BpelxaBaHe 3a ylorpe6a Ha reKapcrBeHu.fl

rrpoAyKT e BDKHo. Tosa nogeonflBa ra [poAbJDKa na6ruo4eunero Ha cr'orHollreHzero norsa/pucK 3a

JreKapcrBeHlr.rr [poAyKT. Or MeAr4rrrrHcKHTe c[equanucrrr ce I{3I{cKBa Aa cro6rqasar BcqKa

rroAo3r{paHa HexeJraHa peaKur,rr qpe3

llgnuHurerHa areHrrur rro JreKapcrBuraylr. ,,[anvtr^u fpyen" J\b 8

1303 CoQur
Te.rr.: +35 92890341'7
ye6caitr: www.bda.bg

4.9 lpe4orupane

Br: ocnosa Ha rzHAnKarlvflTa vr mupoKr4rr repaneBTur{eH r4HAeKc He ce oqaKBa [peAo3l4paHe.

E4nonparuu Ao3r{ or l0 mg HzuroKcoHoB xr4ApoxJropuA ce rloHacqr 6eg He}(eJIaHu peanquu u 6e:

H3MeHeHHe Ha la6oparopHure crofinocru. Cre4oneparueua yuorpe6a Ha rIo-BHcoKLI or
ttperropt,qaHl4Te Ao3n Mo)r(e Aa AoBeAe Ao HoBa rrorBa Ha 6ornnre 14 HarIpe)KeHI{e.

OAPMAKOJIOII4IIHII CBOI4CTBA

@apnraxo4unaMuqHr{ ceofi crea

OapuarorepaneBTur{Ha rpy[a: aHTIlAor.
ATC noa:V03AB15.

MexaHugrl.l na aeftcrsue
HalloKconos xr4ApoxJropuA - rronycrzHrerlrqHo naop$unoro npoH3BoAHo (N-allyl-nor-oxymorphone) e

oflr.rouAeH aHTafoHrior, lcofiro 4eiicrna Karo KoHKypeHT rlpu onHoI4AHI,ITe pel(enropl{. Toft noKa:sa

BtrcoK a$uuurer KbM Mecrara Ha cBbp3BaHe c ofirrouAHure peqenropt4 L [opaAl4 ToBa H3MecrBa

orpIoI4AHr4Te afoHltorr{ tr rracrvLt:Hvr aHTaroHr{crH, Karo Harlp. neHTa3oIII'IH I{ nanopQuH.

(Dapuaxo4uHaMliqHll eSexru
Halorcou He [oBJrr{-rrBa rleHTpaJrHara Aenpecuq, npeAu3BVKaHa or xI,IIIHorHr\v vnv Apyfl4 He-

orrgor{Au r,r He rrpr{TexaBa aroHr4crrdqHrl unrE rvropQnHono4o6uu cnoftcrea, xapaKTepHl4 3a Apyrure
orutoHAHH aHTaroHr,rcru. lopu BltcoKH Ao3H or JleKapcrBoro (10 n:bru noBeqe or o6uqahsara

TeparleBTlzqna 4osa) [peAr{3Br,rKBar He3HaqI{TeJrHa aHaJIfe3I{q, caMo JIeKa 3aMaflHocr 14 He BoA.nr Ao

Ar,rxareJrHa reilpecus,, rrcuxoMr{Mervq:nr e$enru, u3MeHeHHe na rprroo6palqeHl4ero I{JIu MI,Io3a.

B orctcrsue Ha orruovtlvt vrrw aroHr,rcrnqHra eSenrn Ha Apyru orrrlolrAHH aHTaroHI'Icru roft
[paKTnrrecK:v HfrMa $apltanonoruriHa aKTlrBgocr. Trfi Karo H€IJIoKcoH, 3a puBJII4Ka or nanop$raHa, He

o6ocrp.r AlrxareJrHara 1enpecvn, rrpr4rruHeHa or Apyru BeulecrBa, roft lroxe Aa ce u3noJI3Ba cbilIo u
sa 4uSepeHIrHuIJIHa AHarHo3a.

He e ycraHoBeHo pa3Br4THe Ha roJrepaHTHocr aIrlr ilperr43BrlKBaHe ua Qvszuecra qecKa

3aBhcr{MocT oT HzInoKcoHoB xlrApoxJIopHA.

B clyvail Ha 3aBplctrMocr or otrvou4n, npl4noxeHl{ero Ha HanoKcoH

Su:rauecHa 3aBucllMocr. flpu I{HTpaBeHo3Ho rIpI4JIo)KeHI4e Ha H€uI

Sapruarcorornr{Horo Aeficrsue o6zKnogeFlo ue ce rtpo.sBu B paM

flpo4tnxureJlHocrra Ha aHTaroHI,IcrI,IqHoro Aeficreue 3aBhcl4 or Ao3ara, Ho



Ha l-4 qaca. Heo6xoArrMocrra or MHofoKparHo rIpI4JIo)KeHue 3aBrrcvr or KoJII4r-IecrBoro, Bla4a vl

HarruHa Ha nprrJro)KeHrre Ha oruror4Aa, rofiro rpr6na Ia 6r4e aHTaroHu3trpaH.

<t Oap*ranonuHerrrqHrr csofi crsa

A6cop6ura.fl

Haroxcon ce pe3op6npa 6rpso or croMa[rHo-r{peBHuf, TpaKT, Ho ce rroAJrara Ha 3Haqr4TeJreH

N.rera6orusrM rrpr4 nbpBoro npeMHHaBaHe npe3 qepHnr apo6 u ce r4HaKTr4Bnpa 6rpso cJreA nepopanHo
rrpr4JroxeHne. Manap qe neKapcrBoro e eQenrrzBHo rrprd flepopaJrHo npuno)KeHne, rpr6ea Aa ce Aa4ur
MHoro [o-Br{coK}r Ao3H 3a rrbJrHo aHTaroHr{3l4paHe, B cpaBHeHr,re c [apeHTepanHoro rrpt4Jroxeuue. Ero
3arrlo H€lIroKcoH ce [pr4Jraf a napeHTepiurHo.

Pa:npe.{eresue
Cne4 napeHTepaJrHo nprzJro)KeHze H€LrroKcoHoBz.rrr xrrApoxJropuA ce pa3rrpe4err 6rpso B TT,KaHLrre r4

TeqHocrure Ha rsJroro, oco6euo B Mo3bKa, 3auroro JreKapcrBoro e MHofo runoQuruo. flpn rr:pacruu
Jrurla ce cro6uraea ga o6ena Ha pa3[peAeJreHr4e 2llkgu cbcrorHue Ha paBHoBecue. CnrpsnaHero c
nJra3MeHHTe nporenHn e MexAy 32 n 45o/o.

Harorccouogrlf,T xr{.4poxJropvA npeMr4HaBa JreKo nnarleHTapHara 6apuepa, Ho He e rr3BecrHo AzrJrH

npeMlrHaBa s rdafiquHoro MJrrKo.

Mera6orugrlr
Halorccos ce vrera6orv3vpa 6rpso B qepHnr Apo6, uanHo qpe3 KoHlorupaHe c rnloKypoHoBa
Kr,rceJrrzHa 14 ce oTAeJIfl r{pe3 ypuHaTa.

Eruuuunpane
HarorccoHosnrr xrrApoxJropr4A r4Ma KpartK rrJra3MeH rroJry)KnBor, rtpu6r'uzureJlHo 1-1,5 uaca cre4
napeHTepiurHo nprrno)Kenue. llpn HoBopoAeHr4 [ra3MeHr4sr rroJry)I(HBor e npu6ruszrenno 3 qaca.

O6qu.{rreJreceH KJrr4pbHc e lo22 ml/min/kg.

5.3 Ilpe4m.rnunqHu AaHHI sa 6egonacHocr

flpe4zuruuuqHuTe AaHHH He rroKa3Bar cnequaJreH pr{cK rrpr4 xopara na 6aza Ha KoHBeHIII4oHaJIHure

a3IfIdTBAHA{.3a OCTpa TOKCUT{HOCT r{ TOKCLTTTHOCT rrpu MHOfOKpaTHO IIpUIOXeH}te.

HarorcoH Aasa cra6o [o3r4TrrBHH pe3ynrarr4 rrpn Tecr Ha Efiuc 3a MyrareHHocr, KaKTo I,I TecrtT 3a

xpoMo3oMHu a6eparyun flpu qoBerrrKu ruuQoqnru e 6ul Hefarr{BeH I4H B}ITpo e HGPRT u3IrI{rBaHe

3a MyrareHHocr rrpr4 V79 xrernu or r<uraficxr4 xaMcrep rr nH Br4Bo 3a xpoMo3otr.ruu a6epaquu n

KOCT€H MO3bK OT IIJIT,X.

.{ocera He ca npoBexAaHu npoyqBaHl4q 3a onpeAerqHe Ha KaHqepofeHHas noreHIILIiu Ha HiLIIoKcoH.

CleA excno3r{rlur in utero Ha rrJrbxoBe, ca Ha6JIIoIaBaHLr Ao3o3aBr4cLIMH npoMeHI4 B cKopocrra Ha

rrocrHartllrHoro rrcrrxuqecKo pa3Br4TVe v a6Hoptvtuz qepe6pannu HaxoAKI,I. OcseH ToBa e o[llcaHa
TIOBHIIIeHa HeOHaTiLIIHa CM:bprHOCT H HaMaJreHO TeJIeCHO TefJIO CJIeA eKCTIO3IIIIHfl tIO BpeMe Ha

KbcHHre $asu na 6peueuuocrra rpu rrJrbxoBe.

O APMAIIEBTI4IIHI4 AAHHI4

Cnncrrc Ha rroMoruHnTe BerqecrBa

Harpuen x;ropr,rA, xJropoBoAopoAHa Kr4ceJrlrHa, BoAa 3a I{HxeKIII{u.

6.2 Hecr,nnecruMocrrr

6.

6.1

flpenaparur Haloncon WZF ue 6u rpr6earo Aa ce npl4nara B eAHa cucreMa c



6.3 Cporc na roAHocr

3 roausu.

6,4 Cnequalnu ycroBflq Ha cbxpaHeHrre

Crxpaurna ce nppl reMneparypu nol 25oC.

C:sxpaHxnaftTe aMnyJlure B KaproHeHara orraKoBKa,3a na flpeArla3lrre or cBerJIVHa.

6.5 BuA ll cbAbp)I(aHue Ha orlanoBnara

10 aunynu cbAr,p)Kallru I ml or pa3TBopa B KaproHeHa Kyrnt.
E4ua onarcoBKa cbAbp)Ka l0 analylu.

6.6 Cneuua.nnu [peArIa3HIr MepKLI rrpu n3xBbpJrflHe Ir pa6ora

flpenaparrr ce npunafa uHTpaBeHo3Ho, r4HTpaMycKynHo, rIoAKo)KHo I4rH qpe3 LIHTpaBeHo3Ha

un$ysutr cJIeA rIpeABapIrreJIHo pa3pe)KAaHe.

3a uurpanenosna un$ysu{ pa3rBopbr rp-a6na Aa ce pa3pe gu c 0,9Yo NaCl ulu 50% rrtroKoseH pa3rBop

no creAHuq HaqrrH: 2 mg(5 ml or pa:rropa cbAbp)Kaq 400 micrograms/ml Haloncon WZF) s 500 ml

or pa3rBopr4relr. lloryueH:zflr cJreA pa3pexraHero pa3rBop cbAr,pxa 4 micrograms Hanorccon WZF

e 1ml.
llpurorn.rfire pa3rBopa HerlocpeAcrBeHo npeAl4 ynorpe6a.

7. IIPITTEXATEJI HA PA3PEIIIEHIIETO 3A YfIOTPEBA

Warsaw Phatmaceutical Works Polfa S.A.

22124 Karolkowa Street: 01.207 Warsaw, llorura

8. HOMEP HA PA3PEIIIEHI4ETO 3A YIIOTPEBA

PerucrpaquoHeu Ns 2003 01 661 05.03.2003

s. .TIATA HA frbpBo PA3PETIABAHE/ITOAHOB{BAHE HA PA3PEIIIEHI{ETO 3A

YIIOTPEEA

fiara uanbpBo pa3pelxaBaHe: 05.03.2003 r.

nara nanocJleAHo rIoAHoBflBaHe: 04.08.2008 r'

10. NATA HA AKTYAJII,I3IIPAHE HA TEKCTA


