
36rapeu nsaeuraj sa oco6NFtNTe Ha neKor

Tracrium / Tpaxpuytvt
(Atracurium besylate)

pacrBop sa nHjexrupaFbe 3a t4HTpaBeHo3Ha ynorpe6a

1. l4ME HA MEEl,lqhHcKl4OT flPOAYKT

Tracrium, 50 mg/Sml pacreop sa rnjerrrpaFbe 3a HHTpaBeHo3Ha ynorpe6a.

2. KBAIII4TATI4BEHI,IKBAHThTATI,IBEHCOCTAB

Cexoja 2.5 ml aujana co.qpxlr:
AxrileHa cocrojxa: Atracurium besylate 25 mg

Ceroja 5 ml enjana co4pxt4:
AxrilaHa cocrojxa: Atracurium besylate 50 mg.

3a qenocHa nvcra Ha eKcrnileHcr, BLtAh ceKqvja6"1"

3. OAPMAqEBTCKA AOPMA

Pacreop ea uHjerrnpaFbe 3a uHrpaBeHo3Ha ynorpe6a.

4. KIllrlHl4t{Ktl rlHOOPMAql,ll,l

4.1 TepaneercKn hHAt4Kaqllt'i'

Tracrium e BhcoKo cefleKTilBeH, KoMnerrrnBeH Hegenonapu3t4paqKil
HeBpoMycKyfleH 6norarop. Ce roprcril KaKo AoAaroK Ha onlurara anecrearja
vnn ce4aquja Bo eguHr,rqLrre 3a hHTeH3ilBHa Hera, 3a tra rv peflaKcilpa
cKeflerHnre MycKynil u ga ja onecHil TpaxeanHata nury6atyja il MexaHilqKara
aeHrnnaquja.

4.2. EO3l,lPAtbE 14 HAI{]4H HA AflMl4Hl4CTPAql4JA

Tracrium ce aAMuHr4crpnpa ilcKflyqr'rr4Bo npeKy LlHTpaBeHosHa raxjer4uja unu
KoHTr,r Hyr4 pax a n HQysnja.

BospacFtu
- Tracrium ce aAMnHr4crprpa npeKy LtHTpaBeHosna unjerqrja
flpenopavaHhre Bpe4Hocrra xaj eospacHil ce o4 0,3 .qo 0,6 mg/kg (saarcno o4
BpeMero norpe6no 3a qefloceH 6nor) ra o6es6e4yBa afleKBarHa penaxcaquja
Bo BpeMeHcKr nepr4o4 oA 15 Ro 35 MilHyrt4.

EH4orpaxeanHa nHry6aqnja Moxe Aa ce nocraBn
oA r4HrpeBeHo3Hara rHjerqnja na 0,5-0,6 mg/kg.

eoo6h.{aeHo 3a 90 ceryHAn

Llenocnror 6nor Moxe Aa ce npoAonxh co ,qononHilTeflHh ,2
mg/kg no norpe6a. floHaraMoluHo aAMrHt4crpilpaFbe Ha Ao V
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He AaBa noKaqyBaFbe Ao aKyMyflaqnja na 6norcnpavKnor HeBpoMycKynHilor
eQexr.

cnoHrano onopaByBaFbe oA roraflnuor 6nox ce nojaeyea 3a 35 MnHyrtA,
MepeHo npe(y o6noeyeaFbe Ha reraHh.{Hilor oAroBop ao g5% oA HopManHara
HeBpoMycKyfl Ha SyH rcqrja.

HeeporvrycKyflHnor 6nox co3AaAeH co Tracrium Moxe 6pso ga ce npeKilHe co
CTaHAapEHl,l AO3t4 Ha aHTilXOflhHeprUqHV afeHTn KaKO UJTO e HeOCTilTMnH U
e4poQoHr,ryM nprApyxeH co aHTllxonilHepruqeH afeHc, KaKo luro e arponhH,
6es gorasn 3a peKypapusa4uja.

- KopracreFbe npeKy unflysnja xaj eoapacnn:
flo unvqujanna 6onyc Ao3a o4 0,3 4o 0,6 mg/kg, Tracrium Moxe Aa ce
vtcKopl4crl4 3a oApxyBaFbe Ha HeBpoMyclryJ'tH]4or 6nOX Sa BpeMe Ha ,qonrr
xilpypr.uKl4 npoqeAypn co a+MttHncrpaquja npeKy KoHnlHyktpana ran$ysnja co
6psrHa 0.3 ao 0.6 mg/kg/vac.

Tracrium Moxe Aa ce aAMrHilcrpr4pa npeKy r,rHeysraja 3a BpeMe Ha
KapAilonynMoHapHara 6ajnac xupypruja co 6panHa (nporor) Ha raHsyaujara
npenopaqaHa nperxoAHo (norope).
)Anpyqnpana xrrrnoreprurja Ao renecHa reMneparypa oA 2s" .qo 26.c ro
peAyllilpa creneHor Ha nnarrreaqnja Ha atracurium, na 3aroa qenocHt4or
HeBpoMycKyneH 6nox Moxe Aa ce oApxt4 co t(opl4creFbe Ha npr6nrxno
nofloBhHa oA opnrrHanHiloT r,rH$ysnoneH npoToK npil oBile HncKil
reMneparypil.

Tracrium e KoMnaru6nneH co cfleiqHfiee r,rH$ysraoHn pacrBopil 3a BpeMero Koe
e HaBeAeHo noAofly:

tztnOvsroHeH pacrBop BpeMe Ha cra6nnnocr
Harpnyur Xnopra4 ylHrpaBeHosHa ra H$ysraja
British Pharmacopoeia (BP) (0,9% w/v) 24 raaca

l-nyxosa ilHrpaBeHosHa raHsysraja (BP)
(5% wlv) 8.{aca

Prnrepoea raHjexqraja
United States Pharmacopoeia (USP) 8,{aca

Harpuylr xrtopr4 (0.18%w/v) ra rnyxosa
(4% wlv) r4HrpaBeHosF{a ilxsyghia (BP) 8,{aca

Harpnyn,r raKrar ilHrpaBeHosHa raHQysraja BP
XapruaHoB pacrBop sa ilHiexrnpaFbe 4 uaca

PacraopeH Bo oBre pacrBopr4 3a Aa ce nocrrrHe KoHlleHrpaqr,rja o4 0,5 mg/ml
t nn noBltcoKa, Tracrium un$yevrjata ke 6ra4e cta6unna. Bo reK Ha
ropeHaBeAeHilre nep[oA]4, Ha AHeBHa CBerrIHa npil TeMneparypa 4o 30.c.

Kopucrerue xaj.qeua -
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,[osnparue xaj 4eqa Ha Bo3pacr HaA eAeH Meceq e cflilL{Ho KaKo 3a Bo3pacHil,
epa 6aea na mg/kg reflecHa rexilHa.

Kophcrerue rai Hoeopo.qeFt tl
Koprcreruero Ha Tracrium He ce npenopaqyaa raj HoBopoAeHu 3aroa luro
HeMa AoBoflHo pacnonoxnilBu nogaroqr (eu4n cerquja 5.1).

Kop r4crerue xa i noeogpacFu,t
Tracrium Moxe Aa ce Kop14cn4 Bo craHAapgHr4 gosu raj noBo3pacHil naqileHTu.
Cenax ce npenopaqyBa unuqvjannara Ao3a Aa 6vrye na HajHrcKara Bpe4Hocr
h Aa ce aAMr4HrlcTpnpa noneKa.

Tracrium Moxe Aa ce Kopr4crr4 Bo craH4apgHtr 4osu xaj nallileHTkt Bo cilTe
craAVyMV Ha peHanHa vnn xenaraflHa nncyQuqreHqnja, BKnyqilTeflHo v1

rpajHnre craAhyM14.

Kaj naLlneHTLr co KnilHkrLrKr,r n3pa3eHo Kap4noBacKynapHo ea6onyearue,
rurqujannara Ao3a Ha Tracrium rpe6a Aa ce a4MvrHr4crpilpa Bo BpeMeHcKLl

nepho4 oR 60 ceKyHgl,r.

a Hera.
l-lo uHuqujannara ilHrpaBeHo3Ha Ao3a o,q 0.3 - 0.6 mg/kg, Tracrium Moxe Ea
ce Kopr4cril 3a ofqp)ryBaFbe Ha HeBpoMycKynHilor 6nor, co a4MilHt4crpupaFbe Ha

KoHrrlHyr4paHa rHQysnja co 6psrHa (nporox) oA 11-13 Mr4KporpaMulxrlvuu
(0,65-0.78 mg/kg/vac). flocror rurpoKa eapuja6unHocr Ha norpe6nara Ao3a
Kaj noeAnHu naqileHTll v rne Moxe co BpeMe Aa ce 3roneMyBaar vnn
HaMaflyBaar. Hhsor nH$ysnoHeH nporoK KaKo 4.5 turxporparun/rr/uua (0.27
mg/kg/vac) unv BilcoK ranSyslroHeH nporoK xaxo 29.5 MilKporpaMnlrrlvns (1.77
mg/kg/vac) ce norpe6Hn xaj HeKovr naqileHril.

Cranrara Ha cnoHraHo onopaByBaFbe oE HeBpoMycKynHilor 6nor no unQysnja
co Tracrium xaj nallueHTyr Ha hHTeH3hBHa Hera e He3aBilcHa oA BpeMero Ha

aAMuH14crpaquja.

Cnonrano onopaByBaFbe Ao ,,train of four ratio" (TOF) >0,75 (coogHocor na
Bncvlara Ha qerBprnor iqo npBuor rpq oA "train-of-four") uoxe Aa ce oqeKyBa

Ea ce nojaara npu6nrxHo ga 60 Mn+yrv. Oncer oA32-108 nitrH e sa6enexaH Bo

Kn h H Ltr{ Kl4Te ilCn HTyBaFba.

Monuroplrpabe: Karo n 3a chre HeBpoMycKynHh 6nornpavK,t areHch,
MoHl4Topupabe Ha HeBpoMycKynHara Synrqrja e npenopaqnltBo 3a
BpeMe Ha Kopr4crerbero Ha Tracrium 3a Aa ce nHAuBuqyanu3upa
norpe6xara Ao3a.

4.3. KonrpauxAuRaJgA
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Atracurium e KoHTparHpilr-lLrpaH Kaj nallneHTn co xilnepceHen6unsocr KoH

atracurium, cisatracurium rnn 6eHseHcyn$oHnnHa KhcenilHa.

4.4. CneqrjanHh npeAynpe4yBaba h MepKh Ha nperna3rHBocr

flpedynpedyearca:
Kaxo n 3a clrre ocraHarlr HeBpoMycKynHlr 6norupavKlr areHclr, Tracrium ja
napanlr3xpa pecnlrpaTopHaTa MycKynaTypa KaKo lr ocTaHaTaTa cKeneTHa
MycKynarypa, Ho xe enujae Ha cBecHocra. Tracrium3aroa rpe6a Aa6nAe
aAMltHxcrphpaH npr cooABerHa onura aHecre3]rja u cauo no4 Ha43op Ha

hcKyceH aHecTe3ltoror co aAeKBaTHll no3HaBarba 3a eHAorpaxeanHa
unry6a4nja n apru$u qnjan ua BeHrur a4nja.

Sra4ejxra nocror4 MoxHocr sa ocno6o4yBaFbe Ha xilcraMnH raj qyBcrBhrenHLl

naqneHTrl 3a BpeMe Ha aAMuHncrpaquja co Tracrium, rpe6a Aa ce nocBerkl
roneMo BHr4MaHre Ha nal{reHTr co uctopuja Ha nperxo4Ha 3roneMeHa
r{yBcrBcrBhrenHocr Ha e$exrrre Ha xucraMilH. floce6Ho, Moxe Aa HacranLl
6ponxocnaaaur raj nallileHTLr co r4cropr4ja Ha anepfvltA n acrMa.

floce6no BHrMaHile e norpe6Ho, npu agMilHr4crpaqnjara Ha atracurium xaj
naLI4eHTilTe KOil noKaxane XrnepceH3rThBHocT Ha Apyrh HeBpoMycKynHu
6noxnpavKn areHcll 3aroa uJTo hMa BilcoK creneH Ha BKpcreHa ceH3lrrlrBHocr
noMery HeBpoMycKyflHnre 6noxnpavKil areHcr. 3aroa, KaEe e MoxHo, npe4
a4MnHrcrpilpaFbero Ha Tracrium rpe6a Aa ce ncKnyqn MoxHa
xhnepceH3ilTnBHocr Ha Apyrure HeBpoMycKynHil 6noraropn. Atracurium, raj
t{yBcrBilTenHr naqileHTn rpe6a caMo rqa ce KopLrcrr4 Kora e HaBucruHa
HeonxoAeH. flaqraeHTvt KotA hcKycilne xnnepceH3tATuBHa peaxquja nog onuJTa
aHecresraja rpe6a nocfle,qoBarenHo Aa ce recrhpaar 3a xrnepceH3nruBHocr
Ha Apyrh HeBpoMycKynHr4 6noraropr.

Cne4esero Ha cepuja Ha BpeAHocrr4
vua Bo flpeABnA Kaj nallueHrh co
KOpTvrKOCTepOnAn il HeBpOMyCKyflHLl

ilHTEH3hBHA HETA.

Ha Kpeariln QocQar (cpk) rpe6a Ea ce
acrMa Kor npilMaaT BrcoKkl rqo3n Ha

6noxupavrr areHclr Bo oAgeflnre 3a

Tracrium Bo npenopaqaH Ao3eH oncer HeMa 3HaqhrenHr BaraflHl,r vnv
raHrniloHcrn 6norrpaqKil KapaKTepilcn4Kn. f'locnegoBarenHo, Tracrium HeMa
KnnHnqKn 3HaqilrenHra eQerar Bp3 cpqeBara $peraenquja Bo npenopaqaHLl

Ao3r,r fi HeMa Aa ja ce cnporr4craBu Ha 6pa4urap4njara npeAil3Bt4KaHa oA
MHory aHecrerilLltA vnv co BaranHa crilMyna4uja 3a BpeMe Ha xilpypuJKt4or
sa$ar.

Kaxo u 3a Apyrrre He-.qenoflapil3hpaqKil HeBpoMycKynHr 6nornpavKn areHcu,
3roneMeHara qyBcrBnreflHocr Ha atracurium Moxe Aa ce oqeKyBa Kaj

nallreHTil co ruuacreHnja rpaBilc vI Apyru $optun Ha HeBpoMycKynHLl
sa6onyaarua.
Kaxo r 3a ApyrilTe HeAenonaptA3tApaqKh HeBpoMycKynHn 6noxnpavKu areHcLr,
a6HopuanHocr4 Bo aqu4o-6aaHara paMHorexa nlvnv Ha cepyMcKhre
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eneKTponhrr Moxe Aa ja 3roneMar vnv HaMaflar ocernuBocr Ha naqileHTilTe
ron atracurium.

Karco n 3a Apyfl4Te He,qenonapv3vpaqKn HeBpoMycKyflHl,r 6noxupavKr areHcu
xunoSocQareunjara Moxe Aa ro nponoHrrpa onopaByBaFbero.
OnopaeyeaFbero Moxe Aa ce sa6paa co KopernpaFbe Ha oBaa cocroj6a.

Tracrium rpe6a Aa ce a,qMnHilcrpvpa Bo BpeMeHcKil nepno4 oR 60 cexyHgn xaj
naqileHTu Ko14 ce qyBcrBilTenHh Ha HaManyBaFbe Ha apTeprcKLlor KpBeH

npnThcoK, Ha np. xilnoBofleMnqHn naLlileHTll.

Tracrium ce rHaKTilBnpa co BLrcoK pH n He rpe6a Aa ce Meua Bo ilcr lunpnq co
TiloneHTan unra xeroj aflKafleH areHc.

Kora ce og6npa noMana BeHa 3a Mecro Ha nHjerrrpaFbe, Tracrium rpe6a Aa ce
[cnnaKHe Hn3 BeHara co $ranofloluKr4 pacrBop no raHjerrnpaFbero. Kora ce
a,qMrHncrpnpaar Apyril aHecrerilLlt HV3 eeke nocraBeHara vrna nnt KaHufla
co Tracrium, 6ntHo e ceroj neK Aa ce HcnraKHe co aAeKBareH BonyMeH Ha

$uenonou.rKh pacrBop. Atracurium 6ecnnar e xr4noroHr4qeH h He cMee rqa ce
a,qMrHilcrpnpa eo uHQyanoHara nunuja co rpancSysnja Ha KpB.

Ctypnn co MaflhrHa xranepreprurja Kaj qyBcrBr4TenHu xr4BorHr4 (canrur) vl

Kflt4HhqKn cryAnv raj naqueHTn co npe4ucnosuqnja 3a MaflnrHa xrnorepruuja
noKa)iyBaar EeKa Tracrium He ro norrr4KHyBa oeoj cilHApoM.

Karo n 3a rqpyn4Te He-Aenonapil3npaqKu HeBpoMycKynHil 6norrpavKh areHcr4,
Moxe Aa ce nojaer pe3ilcreHTHocr raj naLlheHrlr Kor4 crpagaar oA il3ropeHhqil.
Kaj raxerare naqueHTr Moxe5u ke 6urye norpe6Ho noKaqyBaFbe Ha Ao3ure,
3aBrcHo oA BpeMero Koe noMuHano oE creKHyBaFbero Ha r3ropeHnqilTe n

rofleMilHaTa Ha il3ropeHilLlilTe.

flaqueHrn Bo eAilHr4qr Ha rHTeH3rBHa Hera:
Kora 6un aAMilHr4crpnpaH Ha na6oparopncKn xilBorHt4, flay4aHoct4H,
uera6onnr Ha atracurium, 6un noep3aH co rpaH3ilTopHa xilnoreHsnja n, xa1

HeKon BnAoBr4, qepe6panHr eKcqnraropHt4 e$errn. lAar<o KoHByn3ilil ce
sa6enexaHra rcaj naqileHTil Ha ilHTeH3ilBHa Hera Kon npilMane atracurium, He

6nno BocnocraBeHa npuqilHcKa BpcKa co naygaHoct4H (eugr HecaKaHr
eQemu)"

4.5. l4nreparquu co Apyrlr neKoBt4 n Apyrn Sopun Ha xHrepaKqrll

HeepovrycKynHr4or 6nor npeAil3B,lKaH o,q Tracrium Moxe Aa ce 3roneM[ co
,tcToBpeMeHo KopilcTehbe Ha nHXaIlaTopHr4 aHecTeTrqil KaKo [uTo e xafloTaH,
eHSnypan u raoQnypaH.

Kaxo r 3a crre He-Aenonaph3lrpaqKil HeBpoMycKyfl
MarHnrygara ulvnv BpeMerpaeH'ero Ha

afeHTn
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HeBpoMycKyfleH 6nor uoxe Aa ce 3rot'reMil KaKo nocneAilqa Ha rHTepaxrlraja
co:
- aatu6vtortll-lrl axnyvyaajkra aMilHornhKo3lt4t4, nonnMnKcv1tA.

CN C KT'I H LI M IAIfItH, TETPA qil KN IAHIA, NVHKOMNTVHVI 14 KN il HAA M N+NHN
- aHTnapvrMn$n, nponaHor]ofl, 6noxaropr Ha KanLlnyMoB4Te KaHanu,

nuAoKailH, npoKarHaMnA v K|!4HTAEnH

- Anyperuqn: $ypoceMil,q r,r eepojarHo MaHilron, Tna3vAHn Enyperv|lv n
aqeTa3oflaMhA

- MarHe3uyru cyn$ar
- KCTAMilH
- coflt4 Ha nnTuyu
- faHfnncrr 6norrpaqKil areHcrl, rpurrvreraQaH, xeKcaMeroHl4yM.

Perro, HeKoh fleKoBr4 Moxe Aa ja BJ'rolrtar nnu Aa ja AeMacKupaar
nareHTHara uracreHrja fpaBilc vnvl Aa npeAr3BnKaar MilacreHrqeH
cilH,qpoM; 3roneMeHaTa qyBcTBt4TenHocr Ha Tracrium (e 6rage KoHceKBeHTHa
Ha BaKBil npoMeHil. Tre neroBu Bts'tyqyBaar pa3nrz'vHn aHTu6uotu4u,6era-'
6noxaropr (nponaHonon, oxcnpeuonon), aHTtapnrMtt|in (npoxarHaurg,
xunupun), aHTilpeBMaruqv (xnopoxrH,,[-neHnqr,rnanar,tr), TpilMera$aH,
xnop npoMa3t4 H, crepoilrqn, $en rro r H vi ntATVy M.
flo.{eroxor Ha He-Aenonapta3ilpaqKhor MycKyr.reH 6nox eepojarHo e
npoAonxeH il BpeMerpaeFbero Ha Onoror cKpareH xaj naqraenrn Ha xpoHTqHa
aHrr KoHByn3rBHa repanrja.

AAuuHrcrpaqraja Ha rou6uHaqy;u oA He-,qenonapil3r4paqKil HeBpoMycKyneH
6norupavxr areHc 3aeAHo co Tracrium Moxe Aa npe,qr3BhKa norofleM
HeBpoMycKyfleH 6nox o4 oqeKyBaHilor Kora ce aAMhHncrpnpa eKBilnoreHTHa
AO3a Ha Tracrium. crHeprncril\.tKl4or e$err Moxe Aa Bapilpa noMery
pa3nilqHr rou6nnaquu Ha fleKoBr4.

flenonapra3rpaLtKkt MycKyneH penaKcaHT KaKo uJTo e cyKqaMeroH4yM xnop4A
He rpe6a Aa ce Koptlcrlt 3a Aa ril npofloHrilpa HeBpoMycKynHrre 6noxnpavru
eSexrn Ha He-,qenoflapn3ilpaqKilTe 6nornpavrr areHTil KaKo luro e
atracurium, 3aroa uro roa Moxe Aa pe3yltrilpa Bo "MeuJaH 6floK" gJTo Moxe
Aa npercraByBa noreulroruja Aa ce noBparil co aHT4xonnHecrepa3Hyl
I.|eKOB14.

Tpern,tan co aHTltxonhHecrepasn, goo6ilqaeHo Kopr4creHr Bo rperMaHor Ha
AnqxajnaepoBa 6onecr Ha np. AoHene3ltfl Moxe Aa ro cKparLr
BpeMerpaeFbero v pa ja HaMann ro.neM[Hara Ha HeBpoMycKynHara 6noxaga
co atracurium.

4.6. Oeprunurer, 6peueHocr r narraquja

Oeprrnnrer
He 6rane il3BeAeHta 

.cryAtAtA 
sa SeprranilTer.

Bpenlenocr r ,,,
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Tecroeilre na na6oparoprlcKr4 xlrBorHr4 He noKaxane AeKa Tracrium nrua

HecaKaHil e$ercrr aps pasaojor Ha $erycor.

Kaxo n 3a cr4Te HeBpoMycKynHil 6noxrpavKil areHTil, Tracrium rpe6a .qa ce
KopLrcrt4 3a BpeMe Ha 6peueHocr caMo aKo noreHqujanHara Kopllcr 3a

rr,rajrara ro HaAMilHyBa noTeHqrajannraor pil3LlK Ha Qerycor.

Tracrium e noroAeH 3a o4pxyBaFbe Ha HeBpoMycKynHuor 6nor 3a BpeMe Ha

qapcKt4 pe3 3aToa luro He MilHyBa Hil3 nnaqeHTaTa Bo KnilHLrt{rn suavajHr
KOnilqrHn, np14 npenopaqaHTe Ao3l4.

,[oeue
He e nosHaro Aanv Tracrium ce eKcKperilpa Bo xyMaHoro MfleKo.

4.7. E$exr Ha cnoco6xocra 3a Bo3elbe x ynorpe6a xa MautrHll

Osaa MepKa Ha nperna3nilBocr He e peneBaHTHa 3a Kopt4creFbero Ha

atracurium. Atracurium ceKoralrt ce Kop14crr,r Bo xotrrr6ranaqrja co onur
aHecrernK na 3aroa ce npilMeHyBaar aoo6r.{aeHhre MepKu Ha nperna3fl}1Bocr
noBp3aHil co vr3BptuyBaFbe Ha oApeAeHil 3agaqh nocfle onuJTa aHecreauja.

4.8. Hecaxaxr e$exru

Hajvecro nprajaaenr,rre HecaKanra e$errr 3a BpeMe Ha rperMaHor ce
xilnoreH3ilja (necHa, TpaH3ilTopHa) n qpBeHnflo Ha Koxara. Tre HecaKaHil
eSerrr ce noBp3aHn co xr4craMilHcKoro ocno6ogyBaFbe. Muory perKo, TeuKa
aHaSrnaxrohAHa vinn ana|uflaKruqHa pearqnja 6vna npnjaeeHa xaj naqneHrn
Koh nphMaar atracurium sae4Ho co eAeH nnil noee(e aHecrerilLlt4.

HecaxaHrre eQerrra ce no4eneHil no chcreMr, opraHn, Kflach n $peraeHqnja:
OpereeHqhilre ce geQranrapaHn KaKo: MHory qecril (>1110), Ltecril (>11100 u

<1110), noMaflKy qecrh (nouranry eoo6hqaenvr) (>111,000 r,r <1/100), perKll
(>1/10,000 vr <111,000) n MHory perKil (<1/10,000).

MHory Lrecrhre, qecrilTe H noManKy qecrilTe (novranry aoo6il'laennre)
$pereenqvn ce iqerepMilHupaHr Bo Krtt4Ht4t{KilTe cryAuu. Pet<ure r MHory
perKnre Qpexeenqilil eoo6tt.{aeHo ce go6reHil oA cnoHTaHr nogarollt4.
HenogFrarra Spexeenqu ce nojaeyeaar xaj peaxqnil KaAe $peraeHqnjara re
Moxe Aa6urye ilcKaflKynilpaHa oA pacnofloxnilBrre nogaroqil.

lloflarouu o.q xnnunqrn crvAuu

BacrvnapH ta nopeMervea rba

Xrnorengrja (necHa, rpa
no roxara#

LlpBeHrno
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l-lovraxny qecril Sponxocnasato#

KTl,lq Ha pearqrja, a Ha$rana xrov1Ha
pearqrja BKnyqnrefl Ho LuoK, l_1/rpKynaropHa
cna6ocr h cpqeB sacroj (cardiac arrest).

Mnory perKo reulKa aHa$rnaxror4AHa vnn aaaeunaKT+tHa pearqraja ce
nojaerna xaj naqreHTil TpernpaHil co atracurium 3aeAHo co eAeH rnr noee(e
aHecTeTnqHil areHcil.

HenosHarn Enrnernh.{H v Hana1n
EnunenruqHnre Hana$n ce nprajaaenr raj naqr4eHTu Bo eAhHr4llil Ha
ilHTeH3UBHa Hefa Koil npnMane atracurium sae4Ho co HeKonRy Apyrvt areHcr.
oehe nallileHTu aoo6il.{aeHo ilMaar eAHa rnu noeer<e MeAuqilHcrr cocroj6r,
KOL| MOXe Aa npeAil3BilKaar Hana+n (Ha np. rpaHrajanHa rpayMa, rlepe6panen
eAeM, Bl4pyceH eHqe$anurrc, xilnoKcl4qeH eHrlesanrarilc, ypeMraja). He e
yrBpAeHa npilqilHcKa noBp3aHocr co r'tay4aHocr4H. Bo xnilHn.{Rn cry1nv, HeMa
Kopeflaqilja novrery nfla3MarcKnre KoHqeHTparlufr Ha flayAaH ocvH v nojaeara
Ha KOHByfl3l4l4.

llopeMetvgaba xa xoxa H notxoxHo trnsoPerrr: Vprrarapr,la

Henognaro: Mraona@ocr
flocrojar HeKoil noAarollt4 Ha MycKyflHa cna6oct ulunw vrvronatuja xoja cne4ra
no nponoHrilpaHo Kopl4creFbe Ha MyclryneH penaKcaHr raj TeuKo 6onun
naqileHTLl BO eArHhql,lTe 3a ilHTeH3ilBHa Hera. floeettero oA nallileHTilTe
npilMane hcroBpeMeHo Koprt4Kocrepou4il. oeue HecaKaHil e+exrr cega6enexaHil perKo Bo noBp3aHocr co atracurium r npnquHcKa noBp3aHocr He
e yTBp,qeHa.

(#) HecaxaHn e$errv RotA ce noBp3aHr co ocno6o4yBaFbe Ha xilcraMilH

flprjaeyaaFbe Ha coMHnrenHr HecaKaHr eSerru
Baxno e nprajaayBaBFbe Ha coMHt4TeflHil HecKaHh eqerrrra no perhcrpatyjataHa fleKor. Toa ,qo3BoJ'ryBa KoHTl4HyilpaHo cnerqeFbe Ha cooAHOCOT
6eHeQrar/pr3r4K 3a neKor. l-lo6apano e oA 3ApaBcrBeHrre pa6orHraq vl Aanprjaeyeaat 6nno KaKBn coMHrrer'rHl4 HecaKann e6e*u npeKy HaqiloHa1.rHr4or
cilcreM sa nprjaeyBaFbe Ha HecaKanr Aejcraea Ha fleKoBr4.

4.9. flpe4o3rpabe
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Cnnanroun: flponoHrvpaHa MycKynHa napann3a u nqauanre nocne4rqh ce
rnaBHn 3Haqu Ha npeAo3Hpabe.

MenapueHr: EcerqrjanHo e Aa ce o4pxr4 aprn$uqnjannara pecnrparlrja
AoAeKa HacraHe cnoHTaHoro onpaByBaFbe. florpe6Ha e qenocHa cegaquja
6uge i,kw cBecra He e HaManeHa. OnopaeyBaFbero Moxe Aa ce aa6psa co
a4MilHr4crpaquja Ha aHTnxornHecrepa3Hh areHcr npilApyxeHu co arponrH
nnv rnvKonilponar, rora nocrojar AoKa3il 3a cnoHTaHo onopaByBaFbe.

5. OAPMAKOIIOIUK]4 KAPAKTEPUCTUKV1

5.1. Oapnaaxo4r,rHaMcKr,r KapaKTepucruKu

OapuarorepaneBrcKa rpyna: flepn$epHo AeflyBal{K}r MycKyfleH penaKcaHr:

Apyrr KBaprepHerHil aMoHr4yMoBr4 coeguHeHrja
ATC rog: M03AC04

Atracurium e BncoKo cefleKTnBeH KoMnerernBeH (ne-4enonaprenpavxn)
HeBpoMycrryfleH 6noxrpavKil areHc co cpe4Ho BpeMerpaeFbe Ha AenyBaFbe.
He4enonapil3r4paqKnor areHc rqeflyBa aHTafoHt4cTLtLtKH Ha
HeBporpaHcMnrepcKara arqrja Ha aLlerhnxonilH npeKy Bp3yBaFbe 3a
peqenropcKr4Te Mecra Ha MoropHara nfloqa. Atracurium Moxe Aa ce Kopl4crr4
Bo roreM 6poj na xupyplrJKr4 r4HTepBeHqvu n Aa ja onecHr KoHTpor'n4paHara
aenrunaquja.

fl egnj arpu cKa no nyfl atyja:
OrpanuveHilTe no4aroqn oA nureparypHilTe il3BeuJTail 3a HoBopoAeHlrr4Fba
noKil(yBaar aaprja6rnHocr Bo BpeMero Ha noqeroK 14 BpeMerpaeFbero Ha

4ejcreoro na atracurium xaj oeaa nonynaqnja, cnope4eHo co Aeqa (engn
cewyrla 4.2).

5.2. OapruaroKtaHercKr,r KapaKTepncrnKu

OapvraroruHerilKara Ha atracurium xaj nyfe e nhHeapHa co Eo3Hr4or oncer o,q

0.3-0.6 mg/kg. l-lonyxueoror Ha enilMuHallvja e npu6nnxHo 20 MVHyrv v1

BonyMeHor Ha pucrpn6y4uja e 0.16 L/kg. Arparypurr,r e 82% Bp3aH 3a
nra3MaTcKhTe npoTenHV.

Atracurium ce Aerpa4upa Bo uHaKTuBHr4 nlera6onnril HaBHo npeKy cnoHraH
He-eH3nMarcKr4 AeKoMno3nrcKH npoqec (XoQuanoaa ennunHaqnja) Koj ce
oABuBa npu Qusronourrn Bpe4Hocrv Ha pH il renecHa reMneparypa v1

co3AaBa npo,qyKTr4 Koil ce ilHaKTilBHr,r. ,Qerpagaqrjara HacraHyBa co ecrepcKa
xil.qponr43a Kararil3vpaHa o,q Hecneqr$nvHn ecrepa3n. E uaTa Ha

atracurium He e 3aBilcHa oA 6y6pexHara vnv xenaranHara
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l-naenre pa3rpagHlr npogyKTr4 ce nayAaHocr4H 14 MoHoKBarepHapeH anKoxon
Koh HeMaar HeBpoMycKynHa 6norcrpavxa aKTilBHocr. MoHoxaarepHapHnor
anKoxon ce AerpaAilpa cnoHTaHo co xo$auHoaa enrurnaqnja v ce
eKcKperhpa npeKy 6y6peaure. IaygauoclrHor ce eKcKperilpa npeKy 6y6peerre
r uera6ontrcvpa Bo xenapor. l-lonyxnBoror Ha flay,qaHocilH e o4 3-6 vaca raj
naqneHrn co HopManHa 6y6pexHa il xenaranna Synrquja. Oxony 15 vaca e
npr 6y6pexHo olureryBaFbe il oKony 40 qaca npr 6y6pexHo u xenaranHo
oulTeryBaFbe. MaxcuuanHilTe nna3MarcKvr BpepHocrv Ha nay4aHocyrHor ce
Hajencorn raj naqreHrn 6ee 6y6pexHa vnv xenaranHa SyHrqrja co npoceqHr
aapujaqun o,q 4 pg/ml.

KoHqeHrpaqnnre ce noBlrcoKr,r Kaj naqileHTilTe Ha uHTeH3ilBHa Hera co
a6HopvanHn 6y6pexHn nlunvt xenaranHH Qynxqnu (eugu MepKil Ha

nperna3nilBocr 'r4 npeAynpegyearua). Tre uera6onurr He AenyBaar Ha

HeBpoMycKynHilor 6nor.

5.3. flperxnunhqKr noAaroqlr 3a clrrypHocr

KapqnHnreHocr: He 6rne r3BeAeHr cry4nvt 3a KapqilHoreHocr.

He nocrojar nperKnhHu'.{Kr1 norqaroqil, peneBaHTHr4, Koyr ce EononHilTeJ'rHt4 r He
ce aeKe cnoMeHarn Bo ,qpyrilTe AefloBn na s6vpHr4or il3Beurraj sa oco6uHnre
HA J]CKOT.

6. OAPMAqEBTCKH KAPAKTEPVCTURU

6.1. Excrnnencu

SeHseH cyn$oHnvHa KilcenilHa,
Boga sa rHjexqrr

6.2. J4xronltnatn6unnoctm

HEMA

6.3. Pox na ynorpe6a

24 ttece4u

6.4. CneqnjanHlr MepKx Ha nperna3rxBocr npn rtyBarue/cxna4npabe

,[a ce qyBa Ha reMleparypa nouery 2oC u 8 oC...Qa He ce 3aMp3HyBa.

,[a ce qyBa Bo HagBopeuHoro naKyBaFbe, co qefl ,qa ce 3alurlrrr,r oA cBerflrHa.

Ceroj HeilcKopucreH npoAyttr vnv orna4eH naarepujan rpe6a Aa ce orcrpaHr
BO COffiaCHOCT CO J]OKanHilTe perynarilBr4.
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6.5. flpr,rpo4a 
't 

cocraB Ha naKyBarbero

Arvrnynra unn anjan 14 oA HeyrpaaHo craKflo. Bnjanwe ce 3aBTopeHr co ryMeH
3arBopyBaq, u o6noxeH[ co aayMuHl4yMcKl4 cnoj ra 3arBopeHh co nflacrul{eH
KanaK.
Kyruja o4 5 x 5.0 ml aMnynn.

6.6. floce6nr MepKlt 3a orcrpaHyBalbe Ha reKor

HEMA

AgM 14 H 14CTPAT14 BH h nOEATOqr4

7. Hocrren Ha peuleH[e 3a craBarbe Bo npoMer
[(nuHpec Qaprvraqraja A.o.o. 3arpe6, f'lpercraeHulrJrBo Bo peny6nnra
Maxe4oHnja cronje, yn. Apco Mrarlroe 29,1060 cxonje, p. Mare4onraja8. Epoj xa peueHxe 3a craBalbe Bo npoMer

flaryu Ha npBo peueH[e 3a craBabe Bo npoMer

24.12.2004, 15-8054t2

Earyu Ha nocre4xa (4enyuna) peenarja xa reKcror

9.

10.


