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Ileocmuzttun-Pomexc.ueduxa 0.5 mg/ml, pacmrop za uujexmupan e

3EIIPEH I,I3BEIIITAJ 3A OCOEI,IHIITE HA JIEKOT

1. rIME HA MEAI,IqI,IHCKIIOT IIPOTT3BOA

Heocruruus-Porercue,qzra 0.5 mg/ml, pacrBop sa znjerrnpame.

2. KBAJII{TATI,IBEHI,ISBAHTITATIIBEHCOCTAB

ArrzsHa cyncT anqraja: Heocrurur, *arrrryr6u,'
1 ml pacraop sa uujexu4palbe cogpxd.0.5 mg Heocrr{rMr,rH Mer}rJrcyntfar.

florne4uere .{en 6. I 3a r.IeJrocHa Jtacr a Ha eKcrlltnpreHcr,r.

3. OAPMAUEBTCKA OOPMA

Pacrnop sa uHjerruparre.

4. KII4HI,IIIKI4 OCOBEHOCTI{

4.1. TepanenrcrcrrrrHArrKarl[[

Anrarouucr Ha He-AenoJlapv3r{paqKara HeBpoMycKynHa 6loraAa [pe.qu3Br{KaHa oA
oApeAeHlI MycKynHI4 penaKcaHrr, (auraronusuparbe ua e$enror Ha MycKyJrHrrre peJraKcaHTr,r

Kor.r ce ynorpe6yraar Bo xr.rpyprujam).
Mlracrenzj a rpaBu c (napyuryeane Koe [peAr,r3Br{KyBa MycKynHa cla6ocr).

4.2. ,(osnparre rr HarrrrH Ha [prrMeHa

Aumazouucm Ha ne-denonapu3upaqKqma HeypohtycKylHa 1toxada npeduseurcaua od
MycKynHu peraKcaHmu
Kaj naqlaeHrld co reJlecHa rexrrHa lr,at 20 kg ce aAMuHrrcrpupaar 1 ml ao 4 ml na
Heocruruuu-Porercuelraxa 0.5 mg/ml (roz ogronapaar Ha 0.5 mg p 2 mg HeocrvrMrrH
ue'nancyntpar). .{orconry e norpe6uo, Moxe Aa ce aAMr,rHucrpzrpaar ra ao l0 ml Heocrurnanu-
Porercnae4ur<a 0.5 mglml (roz o4rorapaar Ha 5 mg ueocrrrrMr.rH rvrernncynsar).
Co qel Aa ce us6eruar MycKapuHcKrrre HecaKaHu eSexru, ce [pe[opaqyBa r,rcroBpeMeHa
I,IHTpaBeHcKaaAMI,IH[IcTpa\|4)arra0.5mgAo1mguaaTpo[I,IH.cyrrrpar.
Kaj geqa co reJrecHa rexr.rHa roA 20 kg ce gasaar 50 pg ,.o.ir.rm rue'rnrcyrsar Ha
Kr,rJrorpaM TeJrecHa TexI{Ha.

Muacmenuja ?paeuc
Kaj rospacHu nuua ce aAMl,IHr.rcrprrpaar I ml na Heocruruuu-PorercnaeAraxa 0.5 mg/ml
HeKonKy rlarlI Bo reKor Ha AeHor (rou ogronapaar Ha 0.5 mg Heocrr,rrMr,rH ruenancyl$at).
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Heocmuzuun-Pomexcmeduxa 0. 5 mg/ml, pacmsop za urujexmupanre

Tun n BpeMerpaerbe Ha [prrMeHa

Aumazonucm Ho ue-denonapusupaqKama HeypoMycKytruo 1noxada npedu3euKaHa od
MycKyrHu penaKcaHmu
I4urpaaeHcxoro t{ HjeKrrdpa}Le rpe6a Aa 6:a1e 6asHo.

Muacmenuja ?pa6uc
Heocruruuu-Porercnelura 0.5 mglml ce r,rHjeKrr,rpa cy6xyraHo r,rJrrr r4HTpaMycKynHo.

,{oronxy JIeKor e Ao6po roJrepprpaH, He rrocrot4 BpeMeHcKo orpaHr4rryBarLe 3a HeroBa
anmaraquja.

4,3. KourpauuArrrautlu
t

HEOCTI4|MI4H-POTEKCME{I4KA ne rpe6a Aa ce yrrorpelyna Bo cneAHr.rBe cnqakt:
o xtrnepceH3l4TuBHocr Ha Heocrr4rMt4rLrnr4 6ruo rcoja Apyra KoMrroHeHTa ua onoj rer,
o aAMrlHl,Ictpaquja Ha AeroJlapr,r3r,rpaqKrr MycKyJrHH peJraKcaHTr4 (a.4nuuucrpaguja ua

oApeAeHI4 MyCKyJIHI,I peJraKCaHTr4 KaKO rrrTo Ce COJrr{ Ha CyKCaMeTOHr,ryM rrnu
.4eraue:rouuyu),

. BoorrrureHr,re Ha upuc (upuruc),
o 6poHxIaja.nHa acrMa (nauagz co orexHaro Arrueme KaKo peynrar Ha

xunepceH3r,rrznuocr),
o xuuep{ynrquja Ha rrapor,rAHara xre3Aa,
o I{JIOYC: KaKo u MexaHI,IqKa oncrpyxquj a krltu rpqeBr4 Ha rlpeBHr,ror, xoJrrrHr{or krltv Ha

)?r{HapHr.ror rpaKT,
. MzoroHl{ja (rraycrynura rprleBu npelrr3Br{KaHr{ oA BoJreBa roHrparquja),

rrapKr.rHcoHrrsaM (rpenernzno ABuxerre, cocroj6a r<oja urro ce KapaKTepr{3r,rpa co
HeBoJreB TpeMop, ea6aayeame Ha ABrrxerbara u pvttuHocr Ha uycxylzre),

. rlocrorteparuBHa KapALIoBacKyJlapHa Kpl,r3a HJu4 luoK (culrnrouure ce nojaayaaar
nocJle oflepalll,Iu, ce KapaKTepu3upaaT co HeHaAeeH I]aA Ha KpBHr{OT [pr,rTrACOK [r
HaM.uryBarbe Ha KpBHara qupxynaquja).

flotpe6lro e noce6Ho BHraMaHr.re npu a4uuuucrpaquja Ha HEOCTI4|MI4H-
POTEKCMEAIIKA Bo cn)AIaIa Ha ga6aseHo orrryKyBarLe Ha cprlero, Ht43oK KpBeH npr.,rrt4coK,
cpqeBa cla6ocr r.r HeoAaMHerrreH cprleB yaap, HEOCTH|MI4H-POTEKCMEMKA rpe6a
ra ce ylorpe6yra caMo rrocJre xoucynraquja co Baruuor AoKrop.

4,4. Iloce6uu [peAyrrpeAyBarba rr Mepxrr Ha rrperua3JrrrBocr

HeocruruuH-Po'rerccue.qllKa coApxt4 Harpr{yru, Ho [oMaJrKy oA I mmol (23 mg) Harpuq Ha
eAHa aMnyJra; oAHocHo e pequcr4 6es uarpuyu

4,5. lrureparqur co Apyru MeAr.rquHcKrr rporr3BoAr{ H Apyrr Qopuu Ha flHTeparqrn

AguuHuc:rp aqujat a ua HeocruruuH-PorerccMeAaKa Moxe Aa pe3ynrr.rpa co :

o 3roJI€MYBaIre Ha eSemor: Ha AepvBaruTe Ha nrop$uuor (auaareruqu) u 6ap6wrypar*t
(lexonu KorI ce ynorpe6yraar 3a rpqeBr4, KaKo aHecrerr{rlu r4 KaKo JreKoBu 3a
cnuerre).

o xonuH€PruqHa KpI,I3a upeALr3Br,rKaHa npeKy IIpvMeHa Ha Ar4peKTHn vrpt r4HA[rpeKTHH



Heocmuzuuu-Pomexcueduxa 0.5 mg/ml, pacmrop sa uujexmupan e

[apacr,rM[aroMr,rMeTr4sKr4 JreKoBr,r Kaj narIr4eHTH co M]racreHr.rja rpaBHc (cuurrouz Ha

npeAo3lrparbe Kora ce 3eMaaT MeAr,rrlktHcKr4 [polr3BoAu 3avHTecTI/lHaJtHvt u npo6neMll
CO MOTIHPIOT MCYP KOI,I TO 3IOJIEMYBAAT COEKTOT HA HEOCTI4TMI4H-
POTEKCMEAT4KA),

. [poAoJrxeHo 3a6aBeHo oTrryKyBa]Le Ha cpqero rroeJre rperMaH co 6e-ra peuelropHr4
6roraropn (ue4uquHcKr.r [pon3BoAr,r KoH rJraBHo ce )rnorpe6yBaar Bo cnfrau Ha

sroJreMeH KpBeH rrprrTr,rcoK, HenpaBr,rnHo rryKarbe Ha cprleTo r,r HaMaJreHa KpBHa
quprynaquja no cpqero).

4.6. Epenaenocr rr Aoerbe

HEOCTH|MI4H-POTEKCMEIAKA ue ce oqeKyBa Aa HaBne3e Bo rrJrarleHra'ra vll.v Aa ce
v3ilaqyBa uo uajuuHoro MJreKo. .i

Hutpaneucra a4uuut4crpaquja ua Heocruruuu-PorexcMeAr{Ka rpe6a Aa ce u36erHyBa 3a

BpeMe ua 6peueuocr rropalu pr,r3[rKor oA [peABpeMeHo nopoAyBarLe.

,{ononxy uajrara 6una tperzpaHa co HeocrnruuH-PoreKcMeAr4Ka, HoBopoAeHqrrrf,ararpe6a
Aa ce MoHIITopIrpaar 3a eBeHTyanHr.{ cr4MlroMr4 Ha Mnacreuraja rpanuc Bo npBr,rre Aecer AeHa
locJre pafamero.

4,7, B;rujanr.re npr cnoco6Hocra 3a Bo3erbe rrJrlr 3a y[paByBarbe co MarrrrrHu

HEOCTI4|MI4H:POTEKCMEAI,IKA uoxe na ztujae ua jauro rneAarre u ure.{arbe Bo
reMHLIHa. MoNno e Aa He 6uAer:e Bo MoxHocr Aa pearupare Ha HeoqeKyBaHu u teuagejuu
curya\uu na 6ps lI cooABereH Harrr.rH. ,{a ue ce Bo3pr lriorralarfi4 Apyro MoropHo ro:uno. ,{a
He ce ylpaByBa co 6ulo Koz eneKTp[rrHr,r aflaparu utu Marr]r{HH. ,(a ue ce pa6orr.r 6es
cooABerHa 3aIIITI,ITa. Be uorutr.re uuajre Ha )/M AeKa aJrKoxoJror Ao[onHr{TeJrHo ja napyruyra
Baura:ra cnoco6nocr 3a Bo3erbe.

4.8. Hecaxanu gejcrna

Cle4uara cKaJIa 3a rloAarour4 3a qecrora e ocHoBa 3a oqeHyBame Ha HecaKaHLr 4ejcrra:

IVIuory qecrr4: flonefte o.q 1 ol 10 nauueurz
9ecru: flouamy o.q 1 o.{ 10 naquenru, Ho uorefte o.q I oa 100

IIaur{eHTu

floapenaeHu: floMirJrKy o.q tr ol 100 naquenrv, Ho noaefte o4 1 oa 1.000
IIauHeHTkl

Petrcu: florraanxyo.q I o.q 1.000 naquerrvt,Ho nose(e ol 1 o,q 10.000
IIar{rreHTr{

IVIgory perKr,r: flouarxy ol 1 oa 10.000 naqreHrr.r
He e noguaro: He uoxe Aa ce flpoqeHlr qecrorara nps ocuona na

pac[ono]ur{BrrTe [oAaTorlr4.

Moxuu HecaraHrr gejcrna

Pecn u paropHu. ropaxa.ns u u ueru acru ua"l s a uapyru),rama :

Bporxocnasau (orextrato At4ureme npeAr.r3Br4KaHo oA crra3aM Ha MaJrvre 6pouxzz).
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Heocmuzttuu-Pomexc.weduxa 0. 5 mg/ml, pacmsop ta unjexmupane

H ap)ruvnarra u a rac'rpou Hrecru u ar H u ot rparcr:
f puenz Ha racrpouHTecrrrHaJrHr.ror rpaKT, g.ujapea.

flocre BeIIITaqKo [oBp3yBa]be Ha AeJroBu oA reHKoro rlpeBo co peKTWor (uneopeKTarHa
auacrouosa), LIMa 3roJreMeH 6poj Ha nporeKyBalba Ha cfloeBr,rre (auacrouosuo
nporerynarue).
3rolenaeHa calnnaquja

Kapau o aacrynapeH crzc'reN,r :

3a6aseHo orqyKynalLe Ha cpuero KaKo r,r HaMirJreH KpBeH trpHTHcoK u uorenqujaren
rlr{pKyJraTopeH Koiranc.
flocre o[epaq[u MHory qeqo r,rMa HaMarreHo orrryKyBarre Ha cprlero, MHory perKo
rcap.4rajaneu apecr. 

;,

CrenerHo-NaycxyrHu 6orecru. 6oreciu Ha cspsHr.rre rrura r.r rocKr,rre:
Tpeuop Ha MycKyJrr{re (Sacqzxytaguu), MycKyJrHr4 rprreBra (cnasana) u MycKyJrHa cna6ocr,
ilapalfi,3a [ppr noBr4coKr{ .4o3I4.

Eolecrn na xoNa u xunoneDnaa:
3roreueno rrorerbe.

4.9. Ilpegosupame

a) Cuunmouu ua npedosapahe
Moxe .(a AoBe,4e ,qo l{ujapea, a64onauua-uuz KoJrI4Klr, ra,{eme, nonpa(arre, florelbe,
6pa4nrcapguja, x[[oreHszja, uycryrua cla6ocr pr orexHaro roJrrarLe; [pr.r MHory Br,rcoKr,r

.(o3r{ : HeBpoMycKyJrHa 6loraga co pecnuparopHa nncyS w1weru1uja.

6) TepaneamcKa MepKu nocne npedotuporue:
MycrapuucKllTe cl,IMnrouu, oco6eHo racrpo-uHTecrraHaJrHnre upo6leMr,r ce y6naxgrsaar co
aAMrlHlacrplzpalbe Ha arpoIII4H cyn$ar (2 mg 4o 4 mg r{HTpaBeHcKLt kr[ru cy6ryrano).

5. @APMAKOJIOIIIKI4 CBOJCTBA

5.1. @apuarcogrrHaMcxr.cnojcrna

@apnaaroreparreBTgKa rp)fl a: Xollruecrepasa uuxu6nrop
ATI{ rco4: N07AA0l

Heocruruuu e nepusepeH peBepsn6ureu xoJrr4Hecrep aza usxulurop. Toj npeAu3Br.rKyBa
ronrparquja na qznnjapHl{or MycKyn Ha oKoro, Mlro3a, utxultlluja Ha aKoMoAaquja n
HAMiIrIyBarbe Ha I,IHTpaoKyJrapHzoT rrpl4TrncoK Bo oKoTo, HaMiuryBalbe Ha cpueBaTa

dperSeuquja u n6pzaua KoHAyKrIraja no cprleBr.ror MycKyn, MycKyrrHa r<ourpar<quja n
3loneMeHa ceSpequja ua 6pouxuure, 3roJreMena cerpeqzja Ha xenyAHrrKor u reHKoro rlpeBo
BO facrpotrHTecrHHirJrHt4or rpaKT, KOHTpaKrIr,r[ Ha XOrrtHOro Kece, yperep, Ha Mycr(yn
Aerpy3op Ha MoqHI,Ior Meyp lt penarcaquja Ha ]perparluuor cQuurrep r.r 3roneMeHo [orer6e.
Hzctcl,t Ao3Ia [peAlr3BI,IKyBaar <pacqnr<ynaqfir,r Bo cKeirerHr.rre MycKyJur r,r Br4coKrr Ao3u
p$yJITI,Ipaar Bo xl,I[epflotapuzaquja (napanr.rea). HeocruruzH e reruKo pacrBopr{B Bo Macrrr
u ne ja [oMuHyBa KpBHo-Mo3oqHara 6apuepa, tra raKa rrrro HeMa eipexrz Bp3 rleHTprurHrror



Heocmuzuurt-Pomexcueduxa 0,5 mg/ml, pacmrop sa uujexmupan e

HepBeH cHcreM.

<) @apuaxorcrrHercKr{ cBojcrBa

Heoc'ruruzH e KBarepHepHo aMoHHWoBo cooAlrHeHr,re Koe rrrro cna6o ce a6cop6lapa rrocJre
opirnHa aAMuHr4crpa\uja. Kora ce aAMrrHrrcrpr4pa I ao 50 mmol oA l4c-osHaqeH

HeocrrIrMI{H raj cmopqz,'npu6ruN{o Syo oI .qo3ara ce a6cop6upa. Kaj ryfero, flocJre
opanHa aAMlIHticrpaquja ua 30 mg Ha Heocrr.rrnazu 6pouuA, ce [perlocraByBa cpeAHa
6nopacuoloxJll,IBocr o4 upn6nuxno 10/o Ao zyo, uefyroa Moxe Aa uocrojar 3HaqlrreJrHu
Yapujauuu rcaj noe4uuqu.
floc;re napeHTepalna ailMuHt4crpaquja, HeocrrrrMr4H 6porr,ru4 6pso ce gucrpulyupa Bo
eKcrparlenynapHuor [pocrop co nonrxuBor Ha gucrpulyt\uja nouefy I u 3 MktH],rLt.
Oco6eno BI{coKI,I KoHueHTpaIIzu rtloxe .4a ce uaj4ar Bo MycKyJrrdre r,r rKr.rBara Ha rlpHr{or
aPo6.
Heocrurrr,tuH uajeepojaruo ce rrrera6olusupa Bo r-lpHr.ror Apo6. Mera6olurzre ce
xLIApoKcI4$eHLIn rpilMerLIJI aMoHI4yMoBrl jouz, xzgporccuQeuul rpr.rMervn aMr.rH KaKo r4

HI{BHLIre ruI}'KopoHLIA ronjlraru. Ilocle }rHTpaMycKynua agiuulucrpaquja Ha Heocrr{rMlrH,
oKoJIy 80Yo ce eKcKpeTupaaT HenpoMeHeTr,r Bo ypHH aTa ilIru xaxo uera6 oIluTLr Bo TeK sa 24
uaca: npu6lplNno 50oZ HelrpoMeHeru, 15o/o raxo 3-xugporczfienun rpr4Mernn aMoHt4yMoBu
joun n l5% xaxo Heno3Harr.r nlera6olnru.
floryspeuero Ha eluuuuaquja rocJre HHTpaBeHcKa a1Mtrtncrpa\uja e uouefy 24 u 80
MI{HyrI{, KJII{peHcor e lonaefy 9 u 14 ml/min Ha KvJrotpaM TeJrecHa rexvHa. floayepeuero na
eruuuuaquja raj geqa Ha Bo3pacr nouefy 2 u 12 Meceqz e 3HaqrrreJrHo noHr,rcKo. Bo clyraj
Ha HapyrueHa synxquja Ha 6y6pe:nre, BpeMero Ha eJruMrrHa\wja e roAonro.

5.3. Ilperr.nuHurrxu roAarorlrr 3a 6er6eAuocra Ha MeArrrlrrgcmrror npor{sBoA

a) Aryrsa roxcuqHocr
Aryftrzor LDso ua HeocrLIrMI,rH uerulcylQar xaj rn]tsuu e 0.66 (0.56+0.80) mg/kgrerrecHa
rexl'IHa sa cy6nyrana al{MnHuerpaquja u 0.47 mg/kg renecHa rexr,rHa 3a ilHTpaBeHcKa
aAMI4HI'IcTpa\ilja. LDso nocne rIeT AeHa oA op.ulHa aAMr,rHr{crpaqujauara6lern HeocrrzrMprH
6porvru4 e 7.95+1.65 mg/kg rerrecHa rexaHa v ;rel xaj rryrun, 7Sq.S+ZA.S mg/kgrerrecHa
rexr,rHa u 4en raj craopllt4.

Bu4u zcro raKa AeJr 4.9 "flpego3r.rpalLe"

6) XpoHr{.rHa roxcz.rHocr / cv6xpeHraqHa roKczqHocr
Cryguu:re na cy6xpourlrlHa roKcrzrrHocr raj craopqu u saj4u rroKaxyBaar AeKa xpoHr.rqHara
aAMI'IHI'Icrpa:lJ,i.ja ua HeocrktrMLIH pe3ynrrapa no pasroj Ha ronepaHquja ruro ce Aonxu Ha
HaMaJryBalbe Ha aueTr,rJrxoJrlrHcKr.rTe peqerrToprr.

u) Myraren u ryuoporen norenurajan
HeocruruuH He e AoBoJIHo aHarrrd3r,rpaH 3a M),TareHoct. I,IcrpaNye at\ara clpoBeAeH[r Ao
cera He [oKiDryaBaar AoKa3H 3a MyrateH eSerr. He nocrojar AonropoqHr4 cryAuu sa
Tyr\{ oporeH noreu qrjaa

a) Penpo4vKrusHa roxcfiqHocr
Heocrzrnaun ne e AeraJIHo LIcnIaryBaH 3a roKclrKoJrorrrKz eQexru Bp3 penpoAyrqujara. Bo
KJII4HI'{qKa crYluia co 22 1peueHI,I xeHl,r, Ha Kor4 ulr 6ulo a1MuHucrprapaHo Heocrr,rrMr,rH Bo

f



Heocmueuuu- Pome xeuedu xa 0. 5 mg/ml, pacmrop ia uHjeKmupan,e

npBoro rpoMeceque oA opeMeHocra, ce [oKaxaJro AeKa He flocror4 BpcKa co KoHreHr,rraJrHr,r
(npo4euu) Ae$eKru.

6. OAPMAIIEBTCKI4 OCOEEHOCTpI

6.1, Jlncra Ha excrl[[rreHTrr

Harpzyrr xJropr,rA, Bo.qa 3a ranjerquu.
l,luepreH Fac: a3or

6.2, [Inrconnaru6unuocr

He ce uosHarr,r co cera 6zro rcaKsz I4HKoMnarn6u,rgocru.

6.3. Por ua rpaerbe

Porc ua rpaeme Ha pacrBopor Ha HeorBopeu rcoHrejuep e 3 roAHHH.
Pacreopot e HaMeHer caMo 3a eAHoKparHa ynotpe6a. Pacruopor rpe6a Aa ce ynorpe6u
Be.4HaIIr nocJre orBapalbe Ha aM[ynara. lace ifpau cogpxuHara ocraHara Bo aM[ynara.

.{a ne ce ynorpe6yoa oeoj JIeK rrocJre r.,rcreKor Ha poKor na yrorpe6a, HillHaqeH Ha
Ha.qBoperuHoTo naKyBar5e.

,{a ce ynorp e6ytaar canao 6ucrpr4 pacrBopu Bo Heorrrrereuu ronrejuepn.

6.4, Cneuujalurr Meprcrr 3a qyBarre

[a He ce qyBa Ha reMreparypa rroBr,rcoKa o4 25oC.
r{yrajte rL aMlyJILITe Bo HaABoperuHoro [aKyBa[be co rleJr Aa ce 3arrrrr.rrLt coApxr{Hara oA
CBCTJII,IHA.

6.5. Ifpnpoga r coApxrrna Ha au6alalr(ara

EorHuqro naryBarbe co 100 (10 x 10) aMrynu oa 1 ml pacrBop:a nHjerrupame.

6.6. Iloceduu MepKlr Ha rrperrra3Jrr.rBocr rrpr y[orpe6a u parcyBarbe

He ce norpe6uu noce6nlr MepKr4.

1" HOCI4TEN HA OAOBPEHI4E 34 CTABAILE HA JIEK BO IIPOMET

EJIEI4JOP IOO yros-[r3Bo3
yJr. "OrmaH flpuqa" 6p.4I
1000 Cxonje
P. Marce4oHr.rja
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Heocmuzuuu-Pomexcueduxa 0. 5 mg/ml, pacmsop 3a uujexmupaure

8. BPOJ U AATyM HA PEIUETIrIETO 3A. rrpOMET

9. AATYM HA IIPBATA PETI,ICTPAIIIIJA/OEHOBA HA PEII4CTPAIII,IJATA

10. AATyM HA PEBH3I,IJA rIA TEKCTOT

Jytlr,20l5


