KPATKA XAPAKTEPUCTHUKA HA INPOJAYKTA

1. Hme Ha NeKkapcTBEHNs NPOAYKT

LYSTHENON ® 0.05 ¢/5 ml (1%) amp. | yyycTEPCTB0 A SAPABEOTIASBANET)

JIMICTEHOH 0.05 1/ 5 M (1%) ammym
fipuAoKaNKa KbN

paspelonye saynaTneBa e WA A DY W\ B

2. KoandecTBeH N KAa4eCTBEH ChHCTaAB

HLee,

O

1 aMIyna cROBPXKA : Y12 0202

AXTHBHA CHCTABKA : /
Suxamethonium chloride 50 mg '

3. JlekapcTBena ¢opma
HMuxexIMoHeH Pa3TBoOP

4. Knusaana JaHHn

4.1 Tlokazanus

ITporienypy, KOUTO H3HCKBAT KpaTKOTpaiiHa penakcallisi Ha CKejeTHaTa
MyCKyJIaTypa — eHfoTpaxeaiHa HHTyOalst 32 XUPYPIIICCKH HHTEPBEHIIH,
HaMecTBaHe Ha (pakTypy M JUCIOKalwH, objeKyaBaHe HA KpaMITHTe IO
BpeMe Ha eJfeKTPOINOKOBa TePamys.

4.2 To3poBKa H HAYHH HA NPHIOKEHHE .
JTo3MpOBKATA 3aBYCH OT TENECHOTO TerNo. Jlosa, BE3NM3AINA Ha OKOIO 0,1
mg/kg TenecHo Terno, OOMKHOBEHO JOBEXJa N0 OTIYyCKAHE Ha CKeJleTHaTa
MycKynaTypa 0e3 3Ha4MTeNIHO NOBNHABAHE Ha PeCHHpaTOpHaTa JeHHOCT.
Tosa ot 0.2 mo 1.0 mg/kg TemecHO Terno BOAM A0 IBIHO OTNyCKaHe Ha
KOpEMHaTa CTEHA ¥ CKENIeTHaTa MyCKylIaTypa i 0 HamallIBaHe U ILIOCTHO
CIIFpaHe Ha CIIOHTAHHOTO AHDIAHE.

AXO BEHO3HOTO MHXeKrupaHe Ha Lysthenon He e BB3MOXKHO, MOXE Jia ce
IPUIOKH MyCKyiiHo 1o 2.5 mg/kg TenecHo Terno, Ho He NOBeHe OT 140 mg.
MyCcKyIHOTO MEDKEKTHPaHEe MOXKE fa IPUYMHM He3HAUUTENHO yHbIDKaBaHe
HA HAYAIHOTO IIOBHIIABaHe Ha MyCKYIIHHA TOHYC.

Ilpu mema ce H3MON3Ba CAMO IpH CIIEIIHH ClyYal — BIDK “Crenyantiu
IPOTUBOIIOKA3aHMA 1 CIIELIAHN NPEAyIPEXNCHIS HPH ynotpeba” -

Ha pena TpsioBa Ja e amlilEpaT BEHO3HO 1-2 mg/kg TemecHO Terjlo, Uiy
MyCKyJHO 110 2.5 mg/kg TenecHo Terno.
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TIpOABIDKUTENHOCTTA Ha KalleiHata MHQY3Ws 32BHCH OT CHCTOSHHETO HA
HaITHenTa ¥ CTelleHTa Ha XKellapaTa penaKcarms.
Tosute 3a Bp3pacTHH Bapypat Mexzay 0.5 mo 5.0 mg/min BeHo3HO, Kato 0.1
mo 0.2 % pasreop /mwx “HscTpyknum 3a ynorpeba / MaHMIyTHpaHe —
CHBMECTHMOCT/.

Hauyun Ha NPUIOKEHHE
VaTpaBenosHo / xaxTo ¥ moj Gopma Ha uaEOY3Hs /, IpH HEOOXOAMMOCT -
MYCKYJIHO IIPUIOXEHHE.

4.3 [ipoTnBonOKa3aHMsI

CBpEXUyBCIBUTENHOCT KBM suxamethonium chloride.

Octpa depHompobua muchyskmus, OenmoppobeH efieM, MalMrHEHa
XunepTepMus / XVepnupeKcH/, Iipy aHamHesa 3a (QaMHIHA MK JIHYHA
06peMeHEeHOCT, XOJIMHECTepasHa HENOCTATBYHOCT, XMICPKaNueMis Wi
PHCK OT XUIIepKallleMus CIe/ TOIHTPaBMa /5-90 mam /.

HeBpoMyCKyIHY 3a60/BaHIA 1 HEBPOJOTHYHN PasCTPOHCTBA , MyCKyNHa
PUTHAHOCT.

TIaxMeHTH ¢ TeXKH HapaHABaHHs HIH TEXKH H3TapIHAL.

H;iVHeTpHpamH OYHH HapaHIBaHUI.

Ila ce mpwiara BHUMATENHO NP NallMeHTH, CTpajamid OT CBPACHHM
3a00IsgBaHyg, TECHOBIBIHA TiAyKoMa, HpH [ela H IOAPacTBamlH -BIDK
“CpoelalHy NPefyIpexueHys ¥ CICHWalHH IpeAnasHsy MEpKH 33
ynotpeda”.

Suxamethonium chloride e ce mperopbuBa IpH MADHEHTH C ypeMudA ,
0COBEHO aKo ca HAIMIE BECOKH cepyMHH Husa Ha K.

4.4 Coenpajsy OPOTABONOKA3AHMAS M CHENHAJHH NPETYNpe:RIeHUA 32
ynoTpeda
Ilpu fela w IOAPACTBAIIN IIPH M3IOJN3BAHETO Ha Suxamethonium chloride
ca HabIoaBaHY Cllydan Ha HeoOpaTHMO CIMPaHe Ha ChpACIHATA JIeAHOCT.
TakoBa CHCTOSHME € OMI0 IPUIHHEHO OT HepBHOMYCKYIIHM 3a0OJLIBaHus ,
KOWTO He ca OMIM JHATHOCTHLMpaHW Ipemy ToBa. [fopanu TexecTra Ha
cTpasmaEuTe eEeKTH ce IPenopEIBa JOPH P BUAMMO 3IpaBH JIela fa ce
manomsBa Suxamethonium chloride camo B CHemHE CIydan , KOTaro ©

cBOoGOAHY AUXAaTeTHUTE IIBTHINA,
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JIrcTeHOH , TOfOOHO Ha ApPYTH MHODENAKCAHTH C Hepr(pepHO NeicTBye ,
MOXeE [a ce IpHIara caMo OT JeKapy ¢ ONKT B HPOBEKAAHETO Ha
M3KYCTBEHO IMIIAHE ¥ EHOOTpaxeaNHa MHTyOamus , KOHMTO HMar Ha
pasmiolioxkenye HeoOXouMaTa arapaTypa 3a peaHuMalis.
JIucTeHOH MOXe 2 Ce IIPHAIara camMo cliell BbBEX/IaHe Ha aHCCTe3H .
IpeophuBa ce NMPIATAHETO Ha ATPOTIMH TpeAd JaBaHeTo Ha JIMCTeHOH,
3a Jla ce IpeXOTBPATH eKCLeCHBHA OpamuKap/ns , GpoNXHaNHa CeKpeLyst 1
ApyrE edeKTH 0T MyCKapHuHOB THIL

4.5 JlexapcTBeHH B3aHMOEHCTBHA

Ilpenmecrpamo npwiarade Ha JIHCTeHOH yCuiBa JEHCTBHETO Ha
geflenonapusupamure  penakcautd.  Ilpeaxommo  mpuimarane  Ha
HeIeTIOJAPH3MPAIL MUOPETaKCaHTH HaMallsgBa Mk NpeAnassa ot mosBsa Ha
Hexenany edexty Ha JIMCTEHOH.

Hexenannte ehekTH BBPXY CHPIETO M CHPHEYHO-CHAOBATA CHCTEMA CC
yBeNHYIaBaT OT XaIOTeHUPaHNuTe HapKOTHIA /halothane/ u ce mmonvoKaBar OT
thiopental u atropin.

BiioxupamoTo geficTBue Ha JIACTEHOH Ce 32CHIBa OT AMHUHOTIMKO3HIHATE
WM IONHMIOCNTHOHN aHTHOpoTHIHM, aMboTepulinH B, IWKIOIpPOIaH,
NpONaHUAH/, KBAHHOWH M THOTENd, IapaCHMIATAKOMUMETHIM
BKIIOUHTENHO XONMHECTepasHH MHXUOMTOpH, almanuH, Oera-ONOKepH,
Gmokepd Ha Kanluesd KaHamd , denensur , mEKIOQochamuau
trO(pOChHaMUIY , OKCHTOIHH , (UMETHINH , METOKIIONPAMAL, , mepdenasuH,
(peHoTHA3uE , TMTHY 1 OpajHi KOHTPalEeNTHBH.

EIHOBPEMEHHOTO IpHIaraHe Ha JETIHBYM aHECTCTHIM TpsibBa [a ce
u30srBa, THH KaTO Te IOBHIIABAT pHCKa OT MOfABa HA MaluTHEHA
XUIIEPTEPMUs ¥ 3acHiBaHe Ha Npefu3BUKanata OT JIACTEHOH MyCKyJnHa
OIoxaza.

Hexenanure peakiuy, UpeAUSBHKAHKW OT CBPACHHHMTS TTHKO3UIHM, C€
3acwBar oT JIMCTEHOH / PHCK OT apuTMu /.

ERHOBpEMEHHOTO HpHIaraHe Ha KPBB M IIasMa IOHIDKABA HEeHCTBHETO HA
JIlicTeHOH.

4.6. BpemMeHHOCT H KbpMeHE
JIACTEHOH ce IpHjara camo Iipy a0CONIOTHM HBJUKAIuM , CHIeA CTpora

npencHka Ha CHOTHONSHHETO T10I3a / PHCK.
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4.8. Hexenaun JICKapCTBENN peaxyun
Crnegnaure HEXCNaHN peaknuu Morar Aa ce Habnronasar :

Hallirage , moBHNEHO cTOMAmIHO y MOSBYHO HalisraHe , Gporxuammy HITH
JI@DUHTCAHE CIIa3MY , 3acHieHo CIIOHOOTNEN AHE |, MHOTIOGHHYpHs |
MyCKyIHa purmproct / puck or MaJlirHena xumeprepmus / | MYCKYJIHH
Oonxu cren XUPYpru4Ha HaMeca,

Maiiraena XHUNEPTEPMHSL.

Yasmxena IIPOABIDKUTENHOCT Ha MHOpenaKkcanusra ¢ BESMOXHO ammoe
MOTaT na ce npw4uHsST OT : “aTHmugna” CCPyMHA XOnHHecTepasza My
BPOJCHA HEOCTATHIHOCT HY CCPYMHa XOnuHecTepasa ; kaTo HalpuMep Iipu
TCKKH YepHOAPOGHH 3a60nIBamms » TOKKA aHeMHS , clel IpOXbImKHTEHO

HBoer 6ok / pr « Caoifcta 1 edextuBHOCT «/.

4.9 Ipenozupane

Brcoku u HOBTOPHH XO3HPOBKH MOTAT Ha UPHYIHHAT ABOEH OIIOK :
HenonapuzamusTa e HocIenBana ot Kypape-niofoben 6ok , Iogoben Ha
6ok mprauEer ot HEICTIONAPH3HPANTH MyCKyITHH penakcanTy.

JBoiuuar 6ok MOXE YacTHYHO Ja OBlE AHTarOHU3HpaH oOT

5. ®@apmakonormynu Nanan
3.1 ®apmakoyuraMuunn CBOMCTBA
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JlicTenon npuumpsBa cnaba liapaig3a Ha CKeJeTHAaTa MyCKynaTypa upes
OIoKMpane NpemaBaHe Ha UMITYJICATC B KPaWHHTE HEPBHOMYCKYIIHH
CHHAIICH.
ObpatHo Ha NpoxBIKATENHO NeficTRAmTHTE MHEOpENaKCaHTH THI Kypape ,
ACHCTBHETO Ha JIMCTEHOH 3amouBa OYTH BexHara Cllef| IPUTaTaHeTo My —
1o 1 MuHyTa , ceq KpaTka IpoXbIDKATENHOCT Ha edexrta npubnusHTeIHO 2
MHHYTH , NeHCTBHETO Ce IpeKpaTsBa HABIHO 32 npubnusurento §-10
MHHYTH.
ToBa geficTeue Ha JIMCTEHOH TO3BOJSBa BEB BHCOKA CTEIIEH I'bBKABO Ha Ce
a7anTHpa MyCKyJIHATa Pellakcallds KbM H3HCKBAHMSTA 34 BpeMeTpacHe Ha
XKHpYpTHecKkaTa HHTEpBEHLWs , 6e3 p§a IpuumHn IIPeKOMEpHHU
UPOABIGXUTENHHY MTAPANH3Y , UMa KpaThK NEPHOZ Ha NelcTBHe.
Ilapanuswure 3a1104BaT KakTo Clensa MYCKYJIHTe Ha KIeNayure |,
ABBKATEIIHUTE MYyCKYJIH , MyCKYJIUTE Ha KPafHULUTE , KOPEMHUTE MYCKYJIH,
MYCKYJIMTE Ha [NIOTHCA ¥ HaKpas quadparmara.

3.2 ®apMakOKMHETHYHH CBOICTB2

JIMCTEHOR NpUYMHSBA NENONAPH3ALEOHEH OIIOK ¢ HAYAIHH KOHTPaKIIHH,
€CTO BHIAMMHA KaTO MyCKyNHH Gubpunanmu. JlenomspUsaluoHHHST 610K
HC MOXE Nia Ce HEyTpaNU3Hpa C XONWHECTEPasHH HHXUOHTODH , T.e
HEOCTHTMUH. B pelkd cloyd9ad , AeNONspU3ANHOMHUST OIIOK MOKe Iia
TIPEMUHE B HPOABIKUTENCH THIT Kypape 610k — axo JIUCTeHOH ce mprmara
34 O-NIPOABIDKUTENCH IEPHOJ] OT BpeMe B 00INa jj03a moBeye ot 3-5 mg/ke
TEHECHO Teryio / ABoeH 6o/,

B Tasu Bropa (asa , HEOCTHrMHMH € aHTAaroHECT Ha NeHCTBUETO Ha
JIncrenow.

Kpatkorpaitauar efexr ma JIHCTEHOH ce mBIKH Ha Opp30TO0 My
HHaKTHBHpPaHe OT CEpYMHATa XOIHHECTEPasa.

6. @apManeBTHYHH JRAHHU
6.1 Cnucbk Ha OMOIIHHUTE BEINEeCTBA ¥ TEXHuTe KOJHYeCTBa

Sodium chloride — 35 mg
Water for injection 4.932,65 mg
Ampule solution 5.026,50 mg

6.2 PU3UKO-XUMHUYHHA HECHBMECTRMOCTH
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CmMmecpanero Ha Jlmeremon 0.05 g /5 ml ¢ amkanmam cyOcrapumm |
06apOuTypaTH MOXe KOHKYPEHTHO J1a HEYTPaIU3Hpa HErOBOTO JIeHCTBHE.

6.3 Cpox na rogsocrt
36 mecenia

6.4 CoeuMaJiuM yc/IOBHS 32 CbXpPaHeHHe
Ha ce cpxparsBa IpH Temueparypa 2-8 °© C, Ha TBMHO MSCTO.
Jla ce ceXpaHsIBa Ha MecTa, HeOCTHIIHY 3a Jella.

6.5 [{fanEn 32 OnaKoBKaTa
Crpxnenu amirynd JINCTEHOH B OMAKOBKA OT 5 M 25 aMITynH.

6.6 Ilpenopbku Ipu ynorpeda

Awriynu ¢ Touka 3a yyneHe /OPC/. He e neobxoaumo psisane

Hnucrpyknng 3a ynotpeba Ha OPC ammynmre :

O6mpuere aMmmynata ¢ ToukaTa Harope. OcraBere pasTBOpa Ja H3Tede
HAONly C JeKO IoOKjalaHe Ha ammynata : OOBpHeTe amuynara c
oIBeTeHATa To4Ka KM Bac. Cuynere xpas.

CbBMeCTHMOCTH .
JIucrenon (.05 g /5 ml aMImynu ca ChBMECTMMH ¢ H30TOHHYHKSI Ha KPBBTa

pa3TBOp Ha HaTpHEB XIIOPUK , KakTo ¥ PUHrepoB pasTBop , 5 % dpykrosa , 5
% nmexcrpo3a u 6 % AEKCTPaHOB PaszTBOP.

7. Mme ¥ aipec HA NPOM3BOAUTEIS H MPUTEKATE] HA pa3pelieHnero 3a

ynorpeba
Nycomed Austria GmbH
St. Peter strasse 25, P.O. Box 122, A-4021 Linz, Austria

8. PerncTpaniuoned HoMep

9. laTa Ha NLPBO pa3pemaBane 3a ynorpeda
21.04.95

10daTa Ha mocjieHa pefaKkuusd
stmyapu 2000 r.




