
flpeg ynorpe6ara Ha reKor BHrMarerHo npoqhrajre ro ynarcrBoro.
. 9yeajre fo ynarcreoJo. Moxe6ra ke rpe6a Aa ro npoqilTare noBropHo.
. Axo t4Mare AonoflHureflHu npaluaFba Bo BpcKa co Baulero sa6onyeaFbe nril 3a

Baunor nex, o6parere ce xaj Bar-uror,qoKTop, Me,qnqnHcKa cecrpa rflr
$apuaqeer.

o loxonxy Baulrre HecaKaHil e$emu craHar cepuo3Hn, vnn ce nojaaar HecaKaHlt
eQerru Kota He ce Ha6poeHr Bo ynarcrBoro 3a naqileHTor, o6parere ce raj
Bauuor AoKTop, Me,qnLlilHcKa cecrpa rann SapnralleBT.

ynATcTBO 3A nAqTEHTOT
TRACRIUM / TPAKPUYM

50 ur/5 Mn pacrBop sa nHjexrilpaFbe

Ynarcreoro 3a naqlteHTor coApxl,t :

1. Umo npemcmaeyea Tracium u 3a wmo ce ynompe1yea
2. Umo Mopa da suaeme, nped da eo ynompe6ume Tracrium
3. Kaxo da eo ynompe6yeame Tracrium
4. Moxuu HecaKaHu dejcmea (peaxquu)
5. Vyearce u poK Ha ynompe6a ua Tracrium
6. Ocmauamu uuQoptttattuu

Tracrium@/Tpaxpuyu 50 rrltr/S Mn pacrBop aa rnjerrilpaFbe

"Axmueua cyncmauquja:
Atracurium besilate 50 mg

*Excttunueucu:

SeHser cynSoHuvxa KncenuHa oA32o/o wiv qs oA3.2- 3.7; eo4a aa nnjerqran BP

Hocnren na o4o6peHue 3a craBarbe Ha reK Bo npoMer
lGtnHpec Qapuaqnja A.o.o. 3arpe6, flpercraexruJrBo ao Peny6nnxa Mare4onuja Cxonje, yn.
Apco Mr,rrlrog 29,1060 Cxonje, P.Mare4onraja

flporeeo4urer
GlaxoSmithKline Manufacturing S.p.a 90,43056, San Polo di Torrile, Parma, ltaly

1. 1IITO NPETCTABYBA TRACRIUM 1,1 3A ]IJTO CE YNOTPESYBA

Tracrium cogpxt4 ner xoj ce HapeKyBa arpaKypl,lyM 6ecrnar. Toj npr,rnafa eo rpyna Ha
IeKOByr HapeqeHil MycKynHn pefl aKcaHTH.

Tracrium ce Kopr4crv Aa'.
. ia penaKcilpa MycKynarypara 3a BpeMe Ha onepallujata raj aoepacHkt t,t Aella Ha

BO3paCT HaA eAeH Meceq
. oBo3Mo>t<tA Aa ce BHece ry6a eo Alil.uHoro cre6no (rpaxeanHa nny6a4uja),

,qoKonKy naqileHTor hMa norpe6a o,q noMoru npil,qillleFbero
Ha Hera.

flocoeeryaajre ce co Baulror AoKrop EoKoflKy caKare
fleKoT.

aLryIn 3a



2. UJTO TPEEA AA 3HAETE nPEE EA ynOTPEEyBATE TRACRIUM

Heuojre Aa ynorpe6yeare Tracrium aro:
. cre aneprili{Hh (xr,rnepceHsnrueHu) Ha arpaKypryM 6ecunat, na 6uno xoj gpyr

MycKyfleH penaKcaHT, vnvl Ha 6nno xoja 4pyra cocrojra Ha Tracrium (er4n
cerqnja 6)

. cTe nMane nouo vlcKycTBo co aHecreTilqil nopaHo.

He seruajre Tracrium AoKoflKy 6uno ruro oA rope HaBegeHoro ce oAHecyea Ha Bac.

loronry He cre cvrypHr pasroaapajre co Baurror AoKTop, MeAilLl4HcKa cecrpa ilnn
QapuaqeBr npe4 rqa npilMt4te Tracrium.

Eu4ere noce6no BHlrMarerHlr co Tracrium
KoHcynrnpajre ce co Baurror AoKTop, Me,qhLlnHcKa cecrpa unu $apuaqeBT npe4 Aa ro
3eMeTe fleKor AoKonKy:

. r{yBcrByBare MycKynHa cna6oct, 3aMop hnh
Bauure ABilxeFba (unacreHuja rpaanc)

noreluKorvilA co KoopEr4Hr4paFbe Ha

ce sa6onyBaFbara co ry6erue
Ha MOTOpH14 HeBpOH14 VnVl

o uMare HeBpoMycKyJ'tapHo sa6onyaaFbe KaKo uJTo

Ha MycKynHa Maca, napanil3a, sa6onyBaFbe
qepe6panHa napanil3a

. ilMare jaro raapaseH eneKTpoflilTeH 4nc6anaHc

. rMare noMan BonyMeH Ha KpB oA HopManHilor (xunoeonenarja)
o hMare oneKorlrHa ea roja e norpe6no MeArqHHcKo fleKyBaFbe
. HeKoraru cre ilMafle aflephqHa pearquja Ha MycKyneH penaKcaHr xoj e AaBaH Bo

reK Ha onepaqnja
o floKoflK! nocTol4 r,rcropraja Ha npeqyBcTBLrTenHocT Ha xilcTaMrH. [loce6Ho

cna3aM Ha flnuJHl,rre narnura Moxe Aa ce nojaer,r AoKonKy hMare ncropuja na
anepfvtvt nnv acrua.

,Qoronry He cre cilrypHil 4era Heroja oA fopeHaBeAeHilre roqKu ce o4Hecyaa Ha Bac,
pasroaapajre co Baunor AoKrop, MeghqvrHcKa cecrpa vnv $apuaqeer npeg Aa
ynorpe6nre Tracrium.

3ervrarue/ynorpe6yea be Ha Apyrlr neKoB l,l

Be uonrue nocoBeryaajre ce co Bauluor AoKTop, MeEilqilHcKa cecrpa ilnil
$aprvraqeBT AoKonKy 3eMare unu HeoAaMHa cre 3eMane 6uno KaKBh Apyrn neKapcrBa.
Toa ru BKny'.{yBa vrve 3a Kovr He e norpe6eH peqenr, KaKo luro ce xep6anuure
t eKoBl4.

Oea e 3aroa uJTo rile neKapcrBa Moxe Aa AenyBaar Ha MexaHil3Mor Ha iqenyBaFbe Ha

Tracrium rfln Moxe Aa npeAr3BilKaar HecaKaHil e$errr.
floce6no, raH$opvrnpajre ro Bauruor AoKrop, MegrquHcKa cecrpa rnn QapruaLleBT
AOKOnKy 3eMaTe:

. aHecreil,rqr,r (ce Kopl4crar Aa ja HaMaflar ocernhBocra v 60nrara 3a BpeMe Ha

xr4pypuKa npoqegypa)
. antv6vtorr4qr,r (ce xoprcrar 3a rperMaH Ha nHSexqur)
o fleK?pcrBa 3a cpqeBh sa6onyearua
O flEK?PCTBA 3A BilCOK KPBCH NPNTilCOK

. ra6neril 3a MoKperue (guyperuqn), rcaro ulro e Sy

. neKoBu 3a enilflencuja, raro uJTo e SeHnrouH unn

trrrA
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o fleKovl Kol4 corqpxaT MarHe3uyM KaKo 1/l t]eKoBn 3a norqo6pyBaFbe Ha BapeFbeTo il
KtACennHu

. neKoBLt 3a rperMaH Ha aflLlxajuepoaa 6onecr (anrrxonuHecrepa3h KaKo Ha np.
4onenesnn)

o neKoBt4 3a MeHTanHu sa6onyBaFba KaKo uJTo e flnrhyM
. fleKoBt4 3a BocnafleHre na erno6oBil, KaKo IJJTo e xflopoKrH nnu ,[-neHnqvnaMnHo cTepoil.qil.

Epeuenocr t4 Aoelbe
KoHcynrnpajre ce co Baurror ,qoKTop, AoKoflKy cre 6peuenr, nnaHnpare Aa
sa6peueu vr e nnv Aor4Te.

Bnnjanre Bp3 cnoco6nocra 3a Bo3erbe unu paKyBabe co MaurlrHr,l
Moxe Aa 6v+e onacHo Aa Bo3vrre nnn Aa paKyBare co MauJfiHr4 HenocpegHo no
onepaqrjara. Bautror AoKTop ke Be nocoBeryBa KonKy Aoflro Aa noqeKare npe4 Aa
BO3nTe il rqa paKyBar'e co MaLJJiAHV.

3. KAKO EA CE 3EMA/ynOTPEEyBA TRACRTUM

Kaxo ce AaBa Baurara raxjerquja.
He ce oLteKyBa caMil Aa ro 3eMare oeoj nex. Ceroraul ce AaBa o,q crpaHa Ha nilqHocr
roja e reann$rryBaHa Aa ro Kopr/rcl4.

Tracrium Moxe Aa ce AaBa :

. KaKo eAhHeqHa nnjerqrja Bo BeHa (nHrpaaeHoena 6onyc ranjexrlr,rja),

. KaKo KoHrttHyl4paHa rnQysrja eo BeHa. Ha oeoj HaqilH fleKor ce annrqnpa
6aaFto Bo no,qonr BpeMeHcKil nepno4.

Bauuor EoKrop ke o4nyvra 3a HaL{rHor Ha roj ke Bra ro Aa,qe fleKor. Toa ke 3aBilct4 oA:
. BAUJATA TENECHA TEXilHA,
. oA norpe6Hara KoflrqilHarav BpeMerpaehbero Ha MycKynHara penarcaquja,
. Ba[uroT oqeKyBaH orqroBop Ha fleKoT.

Eeqa noMar'tr oE e,qeH MeceLl ne rpe6a Aa ro npilMaar neKor.

,Qoronry npHMHTe nororeMa Korlrql,rHa na Tracriurn orKorKy luro e norpe6uo
Tracrium ceKorauJ ce anflilLlilpa Bo BHilMareflHo KoHTportrpaHil ycnoBta. Cenar,
AoKonKy MilcnilTe AeKa cre npilMtane noaeKe orKoflKy LUTo e norpe6Ho BeAHauJ
il3Becrere ro Bauluor AoKTop vnv MeAWlt4HcKa cecrpa.

4. MOXHI4 HECAKAH14 AEJCTBA (pEAKq]414)

Kaxo u cume neKoeu, Tracrium MoKe da npeduseuKa nojaea Ha HecaKauu eQexmu,
uaKo mue He ce nojaeyeaam xaj cume Kou eo ynompe6yeaam oeoj nex. CnedHuee
HecaKaHu eQexmu MoKe da ce nojaeam npu 3eMatue ua oeoj nex:

Aneprncrx peaKqllh.
,loxonxy rMare afleprucKa pearrlraja BeAHauJ il3Becrere ro
MeAilLlt4HcKa cecrpa. Tyxa cnafaar cne,qHilBe 3Haqu:



9ecrn HecaKaHr 4ejcrea (ce jaeyeaar raj noManKy o4 1 nrar.le na 10)
O H?M?TYBAFbC HA KPBHl4OT NPilTI4COK
o [pBeHHflo no KoxaTa tAnv ocvn

[louanxy qecrr HecaKaHH 4ejcrea (ce jaeyeaar raj noManKy o4 1 nraqe na 100)
o K?lUflhlla tAnV CBtlpeX BO rparqilTe

Perru HecaKaH]r gejcrea (ce jaeyeaar xaj noManKy o4 1 nnqe na i000)
o Paur no Koxara co ocun (nnnroar,r), Ha 6nno xoigen oA Tenoro

Maory perKlt HecaKaH,t 4ejcrea (ce jaeyeaar raj noManKy oA 1 nraqe na 10.000)
o neHaAejHo cBilpeFbe unn 6onxa Bo rpaAilTe tAnn creraFbe Bo rpaA4Te
o or€KyBaFbe Ha o..tHh Kanal{h, flLrlle, ycHV, ycra nnvjasnrc
o HaMaflyBaFbe Ha $peraeHqrjara Ha cpqero
o uroK, ql4pKynaropeH Konanc, KapEilaK apecr.

MHory perKo reuKa afleprncKa pearqraja Moxe ,qa ce nojaar,r Kora ce rqaBaar eAeH ilnil
noeeke aHecrerilLlLt.

Ocranaru HecaKaHh gejcrea (co nenosHara qecrora) xora Moxe Aa ce nojaaar ce:
o H?fi?Ah (roHeynsrr)
o MycKynHa 6onecr (rvrr,ronarraja) unn MycKynHa cna6ocr

flpujaeyeatue Ha HecaKaHlt gejcraa
loronry 6uno Kott oA oBile HecaKaHn e$exrr,r craHar cepilo3Hr4 vnu AoKonKy
sa6enexilre 6rno Kon Apyril HecaKaHn e$errrr Kou He ce HaBeAeHh Bo ynarcraoro Be
Moflt4Me [rJTo e MoxHo no6pso Aa ro r,rH$opvrrapajre Ballilor rqoKTop, MeIilqilHcKa
cecrpa nnr SapuaqeBr.

Co nprajaeyBaFbe Ha HecaKaHrare e$eKTn Moxe Aa noMorHere 3a go6rearue Ha noeeKe
nnSopuaqnv 3a 6ee6e4Hocra Ha oeoj nex.

qYBAIbE HA TRACRIUM

flercor vyaajre ro noAaneKy oA 4oSar Ha Aella.
He ro Kopl4crere Tracrium no poKor Ha ynorpe6a roj e HaBeAeH Ha naKyBaFbero
nocne EXP. Poror Ha ynorpe6a ce oAHecyBa Ha nocfleAHilor AeH o4 roj Meceq.
.[a ce qyBa Ha reMneparypa oA 2 4o 8'C. [a He ce 3aMp3HyBa.
9yeajre ro J'reKor Bo opilrhHanHoro naKyBaFbe, 3alurhreHo oA cBernilHa.
Kora Tracrium ke ce npilnpeMr rpe6a Aa ce ncKoplrcrlr BeAHauJ. ceroj
HeilcKopr4creH pacrBop rpe6a,qa ce Qpnr,r.

6. EOnOflHVTEilHU nHOOPM At)UVl

llJro co4px.u Tracrium
o ArrnaHara cyncraHqr,rja e Atracurium besilate.. OcranarilTe cocrojrra ce 6eHeen cyn$onravH a KAcenvHa vl
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Kaxo x3rne4a Tracrium r uJTo coApxl,t eAHo naKyBalbe
Tracrium rrrnjerqnu ce naKyBaHlt Bo Kyruja co 5 aunynn o4 5 nn.

Ha.rrtH Ha x34aBabe Ha reKor
tlexom ce npuMeHyea caMo eo sdpaecmeeHa ycmaHoea.

Peurenue Epoj r AaryM

fiaryu Ha nocreAHa peBrsr,rja na BHarpeuHoro ynarcrBo


