KPATKA XAPAKTEPUCTHUKA HA HPOAYKTA

CHIROCAINE 0,75 % (7.5 mg/ml)
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1. AME HA JIEKAPCTBEHMS HPOYKT

Chirocaine 0.75% (7.5 mg/ml)
Xupoxaut 0.75% (7.5 mg/ml)

2. KOJIMYECTBEH H KAYECTBEH ChCTAB

Eppn mumuintep cembpika 7.5 mg levobupivacaine, karo levobupivacaine hydrochloride.
Bcesika amnyna cpappxa 75 mg B 10 ml, paprapamo ce Ha 0,75 % pastsop.

3. JEKAPCTBEHA ®OPMA
HmxeKiHOHeH pasTeop.
4. KIMHNYHE ZAHHHA

4.1 TepanesTHYHN NMOKAZAHHHA

BrspacTau:
Levobupivacaine e IokazaH Npy BE3pacTHH 3a:

- Onepaupxonﬂa aHECTE3HA

- Tonsma, Hanp. enuaypanka (BKIIOMHTENHO 33 LE33POBO CeYEHHE), HHTPaTeKaIHa,
nepudepHU HEPBHH OJIOKOBE.

- Manka, Hanp. NOKajiHa HH(bnthauwI, nepubynbapen 6nok pH odTaIMOKOrHYHA
XUpYpTHs.

e Ogmnajgeaude Ha O0JIKa

- IMpoxsmkurensa enupypanHa uHQY3HA, eJHOKPAaTHO MAM MHOFOKpPaTHO OOIyCHO
enuAyparHO MPHAMKEHUE 32 OBAAJiIBaHe Ha 6oJika, oco0EHO Ha ClefoNepaTHBHA
Gonka muiu 0be3boNsaBate Ha paxKaaHe.

ﬂega:

Levobupivacaine e nokasaH npH Jella 3a aHanre3us (MAHOMHTBHHaIHW WIHOXHUIIOTaCTPHYHKE
6roxoBe).

4.2 No3HpoBKAa H HAYHH HA NPHIQKEHHE

Levobupivacaine Tpa6ea fa ce fpujara eJMHCTBEHO OT WM Mo HabMOASHHETO HA KIIHHHUIIKCT,
HnpeMHHall HeoOXOAUMOTO 00yHEeHHE H CBC CHOTBETEH OIHT.

Tabanuara no-A0Jy € pPEKOBOACTBO 32 AO3HPaHETO NpH HaH-yecto m3nonseanuTe H10K0BE, 34
apanre3ns (HanpuMep emuAypallHO NpHiioKeHHE 3a OBliafgBaHe Ha OoNkarta) ce DpCTIOREHE:
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NpOALIDKMTENHA &HECTe3MA ¢ IUIBTSH MOTOpeH Onox (HanpuMep enuiypaleH Wid
nepuOynGapeH 6J10K), MOTaT Ja ce U3IION3BAT 0-BHCOKUTE KOHIEHTPaUHU.

[Ipenoprysa ce BHEMATENHO aCUPHpaHe KaKTO NPEIH, TAKA H 110 BpeMe Ha HHXKEKTHpaHeTo, 3a
Ja ce u30erHe BETPECHAOBO MHXeKTHpaHe. Korato mpeAcron Jia ce HHXSKTHpa roJiiMa a03a,
HanpuMep MpH enuaypaneH 6yok, ce nipenopbuyBa mpobra moza ot 3 - 5 ml lidocaine
(lignocaine) 3aexHo ¢ adrenaline. ITo TO3M HaYMH €BEHTYANHO HENPEAHAMEPEHO BETPECHAORO
HHJKEKTHpaHe MOXKeE Ja Ceé pasfo3Hae [0 BPEMEHHOTO MOBHiNaBaHe Ha CBPJACYHATa YecTOTa, a
€BEHTYATHOTO CNy4aifHO HHTPATEKANHO HHKEKTHPaHE - IO NPU3HALKTE Ha CIMHANHUA OIIoK.

Acnupupaneto TpsOBa Ja ce IOBTaps KakTo IIpefid, Taka H Mo BpeMeé Ha O0O0JIyCcHOTO
TIPHJIOJKEHHE Ha A03aTa, KOATO TpaOBa Aa ce HHKEeKTHpPa 0aBHO M C NOCTENEHHO MOBHILABAHE,
npu ckopoct ot 7,5 - 30 mg/min, xaro npe3 ToBa BpeMe BHHMATEAHO c€ Habmoxasar
WKHU3HEHHUTE MOKA3aTelld Ha MalyenTa H ¢e MOJObPiKa CIIOBECEH KOHTAKT C HETO.

AKO ce mosBST NpPUSHALM Ha TOKCHYHOCT, WHXKEKTHpaHeTo TpAbea Ja OBIE NpeycTaHOBEHO
HezabaBHO.

Maxcumainua 1033

MaxcuManHata JO3MpOBKa TpabBa A3 ce Onpejens IOCPEACTROM OLEHKA Ha TEerinoTo H
duzHKaNnHMsA CTATYC Ha MAlMEHTA, KaTo Ce B3eME NPEBK] KOHUECHTPaUUATa HA IPOAYKTA, KaKTo
M CMOpel MACTOTO M HAaYuMHAa Ha Npunoxedue. CHIIECTBYBAT MHAMBMAYANHH BapHALHK B
HAYaJOTO U MPONBIDKUTENTHOCTIA Ha AelicTBre Ha OnoxopeTe. HanuyHHTe AaHHY OT KIMHHYHH
W3NUTBAHHA CBHASTENCTBAT 33 HAYAJI0 HAa CEH30pHHA OJIOK, AOCTAThYEH 34 XUPYPru4YHa HAMeca,
10 - 15 MuHyTH clej emHAYPAJHOTO NPHIOKEHHE Ha MeJHKaMeHTa, KakTo M BpeMe 3a
oT3By4YaBaHe Ha efexTa OT MopAABKa Ha 6 - 9 yaca.

IMpenoppuBaHata MakcHMaiHa exHOKpaTHa xosa e 150 mg. Korato ce u3MCKBaT TpaiiHu
MOTODHH H CEH30pHH OlIOKOBe 3a MNpPOABIDKMTENHY MNpPOHEAYPH, MOXe Ja Ce HAJIO0XH
NpUIAraHeTo Ha HONBIAHUTENHA Jo3u. MaxcuManHaTa npeiiopsuBaHa fo3a 3a 24-4yacos HEpHOJ
e 400 mg. 3a KOHTPON Ha chemoliepaTHBHaTa Oonka go3ara He TpabGBa ja Hamxsepna 18,75

mg/4yac.

Axkyuepcreo
Ipu Iie3zapoBo ceueHHe He TpAOBA Ja Ce M3MOJI3BAT PA3TBOPH C KOHUCHTPAIMS, [10-BUCOKA OT

5,0 mg/ml (8. 4.3 ITpoTuBoNOKa3anud). Makcumanuata npenoprysaHa 1o3a e 150 mg.

3a obe3bonABaHe Ha paxkaane ypes enuaypanta uadysus gosara He TpsaOBa Ja HagXxBepiA 12,5
nig/yac.

Ieua

Ilpd feuz MaKkcHMalHata npenophyBaHa jo3a 3a oOesbomsase  (WIMOMHIBHHAHK/
unuoxunoracTpuyHy 6moxose) e 1,25 mg/kg 3a BesAKa cTpaHa.

BesonacHocrra M edukacHocTra Ha levobupivacaine npu feua He ca OHNH H3CAENBaHM TIO
OTHOMISHHE HA APYIH MHINKALHK.




CrienigaiHy HONyNalHOHHY rPYIu
Ha cunto yppenes, TAUUEHTH B HaNpeIHaka Bb3pacT ki O0IHHM B OCTHP cTaguii TpAbBa Aa ce
NpUiIaratT HamaieHH Jo3M levobupivacaine, cro6paseHy ¢ QH3HMKATHEA HM CTaTyC.

HpH KOHTPOMHPaHCTO Ha CIENONSpaTHBHATAa Oonka TpﬂﬁBa Ja C& B3EME NpEeHABHL M A03aTa,
MPHIIOKEHA 11O BpEME Ha OIICpaliiTa.

Levobupivacaine Tpabpa ga ce mpunara ¢ IOBHMIICHO BHHMaHME NPH MALMEHTH ¢ HApyMICHH
CHPAEYHOCEA0BH (PYHKIUH.

Tabanua 3a Ao3HpaHe

Kounenrpanus Hoza Momapen bnox

(mg/mb)'
XHpPYpPru4YHa aHecTe3ns
Ennaypanue (6asuo) Gonycao® | 5,0-7,5 10-20 ml (50-150 mg) ¥YmepeH 10 TBNEH
[PHAOHEHHE 33 ONEPALHN —
BEIPACTHH
Enngypaino 6agHo 5,0 15-30 ml (75-150 mg) VmMepen 10 UbREH
HwkeTHpane’ npu Kesaposo
ceueHHe
HuTtparekanno RpHI0KeHHe 5,0 3 ml (15 mg) YMepeH 10 mbJeH
IMepudepsyu Hepen 2,5-5,0 1-40 ml (make. 150 mg) YMepeH o meieH
Hnuounrexuanuu / 2,5-5,0 0,25-0,5 ml/kg (1,25-2,5 Hece omuacazaTosa
HIHOXHOOracTpHYHM GA0KOBE mg/kg) IPIUIOIKEHIE
NIPH el Ha BE3pacT <12
rOAHHH
OdranMoAorHIno 7.5 5-15 ml (37,5-112,5 mg) YMepeH [0 melieH
npuaoxerne (nepudyndapen
610K}
Jlokanaa HuGUATPALHS - 2,5 1-60 ml (Maxc. 150 mg) He ce oriacsizaToBa
BB3PacTHH IPHIHEHHS
Kontponupane Ha Gosicara’
O0e3boaARaHe HA paXaaHe 2,5 6-10 mtl (15-25 mg) MunnManeH go
(GosycHo enuaypanno’) yMmeped
Qbe3bonABaHe Ha paxgaHe 1,25° 4-10 ml/uac (5-12,5 mgfuac) | Munnumanen a0
(enmaypanna uugysus) yMepeH
Crenoneparusia Gosxa 1,25° 10-15 ml/4ac (12,5-18,75 MuudumaneH a0

mg/uac) yMepeH
2,5 5-7,5 mlfgac (12,5-18,75
mg/uac)

! Levobupivacaine e pannuen xato 2,5; 5,0 1 7,5 mg/ml HHKEKIHOHEH PasTBOP.
? B npombienye Ha TIOBEYE OT 5 MUHYTH (BX. CBILO TEKCTa).

* B npogsmkenne Ha noseve ot 15-20 MEHYTH.

* B cnyuanre, xorato levobupivacaine ce KOMOUHUpa C APYTH NPORYKTH, HAPHMEP OIIUOHAH, 32
oBnajsBaHe Ha Oonkara, gosata Ha levobupivacaine TpsiGsa na ObJe HaManeHa; NPENOPHYMTEAHA €
ynorpefara Ha mo-HHCKAa KOHHEHTpalus (Hanpuamep 1,25 mg/ml).

° MUMHUMANHHAT APETOPLUMTENCH HHTEPBAT MEXKAY OTASIHHTE HIDKEKTHPAHHA € 15 MumyTH.
¢ Paspexnanero Ha CTAaH[ApTHHTE pastBopu oT levobupivacaine Tpsbea Ja ce mpas
(bHU3HONOrHYEeH pa3TROP KATO Ce NpHiara aceNTHYHA TEXHHKA.




4.3 IIpoTHBOMOKA3ZHHA

Tpﬂ6Ba Ja ce HMar IpelIBHA obure NPOTHBOIIOKA3aHHA IO OTHOWIEHKE Ha JIOKamHaTa
aHeCTE3HA, He3aBHCHMO OT BMAd Ha H3M0J3RaHHA aHECTCTHK.

Pastpopute Ha levobupivacaine ca [POTHBONOKA3aHW MHpH MALHEHTH C H3BECTHA
CBPBXUYBCTBHTENIHOCT KbM JIOKATHH QHECTETHLH OT AMHIEH THIL

PasteopuTe Ha levobupivacaine ¢a npoTHBOMOKAa3aHK 33 MHTPABEHO3HA PerHOHANHa aHECTE3UA
(65ok na Bier).

PaztBOpuTe Ha levobupivacaine ca NpoTUBONOKa3aHK MPU MALKEHTH ¢ TEXKa XUIIOTOHHUS KATO
HaNpUMep IIpH KapAHOTeHEH HITH XHUIIOBOIEMHUEH IIOK. ’

PaztBop®T OT 7,5 mg/ml e nporuBonoxaszad 3a aKyliepcko NMPHIIOKEHHE MOpagy MOBHINEHHSA
PHCK OT KapAHOTOKCHYHH CHOHTHA BB3 OCHOBA HAa HaTpynaHud onuT ¢ bupivacaine. Hama onur
¢ ymotpebara Ha pasteop ot 7,5 mg/ml levobupivacaine B ONIepaTHBHOTO aKyILepCTBO.

Pazteopute Ha levobupivacaine ca NPOTHBOMNOKA3aHH 3a [apalepBHKaNHH OJIOKOBE B
aKyLepCKaTa MpaKTyKa.

4.4 CoenHaidH npeaynpeRACHHs M CIIEHAIHE NpPeANa3Hy MEPKM NpH ynoTpeda

TpxﬁBa Fa c¢ pMartr IipeiBHI 06[IJ,HT3 NpEeAynpexneHna Mo OTHOMICHHS Ha peruoHalHarta
a”HeCcTe3Hs, He3aBHCHMO OT BB A4 HA H3M0N3BaHHs aHCCTETUK.

EnupypanHara aHecte3us ¢ KOHTO u Ja OMIO MOKafieH aHeCTeTHK MOXe Ja HOBEAe AO
XUOOTOHUS ¥ OpajuKapayd. BoHuku nanueHTd TpsOBa Aa MMAT OCHrYpeH BEHO3EH JOCTHIL
TpabBa Ha ce OCHTYpH HAMHYMETO HA MOAXOAAIH MH(DY3MOHHH TEYHOCTH, Bas3ONPECOPHH
NPOAYKTH, AHECTETHIM C AHTHKOHBYACAHTHO JEHCTBHE, MHOPENaKCaHTH, aTpPONHH, a CBIIO
peaHHMalHOHHO 000pyABaHE H OTINTEH Nepconaln (BK. pasaen 4.9).

Levobupivacaine 1pss6Ba a ce mpHiiara ¢ IOBHWEHO BHUMAHHE 34 perHOHANHA aHECTe3HsA NpU
MALMEHTH C HapYLIEHH CEPASYHOCHAOBY (DYHKUMH, HAapHMep CEPHO3HH ChPAESYHH ADHTMHH.

Teit xato levobupivacaine ce MeraGommsupa B 4epHus Apob, ToH TpaGBa ja ce npuaara ¢
NOBHIIEHO BHHMAaHHE ©pH NAUUEeHTH C YepHOApoOHH 3a00MABaHHA MJIH € HaMaeH
4epHOAPOOEH KPBBOTOK, KATO HAMPHMEDP ANKOXOIMIH HITH UPOTHIH.

4.5 JlekapeTBeHH H JPYTH B3auMOgeHCTBHS

Ypes in vitro npoyusaHusi e OuIo ycTaHOBEHO, 4Ye MeralonusMsT Ha levobupivacaine ce
u3pbpuiBa nocpeacteoM CYP3A4 u CYP1A2 usodopmure. Makap xa He ca Gunu nposexianu
KAMHHYHKM M3MHTBauMs, MeTabonusMsT Ha levobupivacaine Moxe sa Opae DOBIHMSH OT
uaxubutopu Ha CYP3A4 kato Hampumep ketoconazole, u unxuburopu Ha CYPI
MPOAYKTUTE OT IPpynaTa Ha MECTHIKCAHTHHHTE, WEHLL,




Levobupivacaine TpsA6Ba Aa ce npuiara ¢ NOBHIICHO BHUMAHHE NPH MALHEHTH, KOUTO IPHEMAT
AHTHAPHTMHYHM JIEKaPCTBEHH MPOJAYKTH C JIOKATHO AHECTETHYHO NCHCTBHME KATO HAnpumep
mexiletine, MAH aHTHApUTMHYHH NekapcTBeHH npoiykTu ot knac II, Teii kato Texsure
TOKCHYHH e(eKTH MOIKE JIa C& OKa)KaT CyMapHH.

He ca OGHIM OpOBSXKAAHH HHKaKBH KIWHHYHHM H3MHUTBAHMA 33 OLEHKA HA CHBMECTHOTO
npuoxkeHde Ha levobupivacaine 4 adrenaline.

4.6 BpemenHocT 1 KbpMeHe

KnuauyHuTe JaHeM OT ynoTpefara Ha JOKaNHM aHECTETHLH OT aMUEH THIL, BKIIOYHTEIHO
levobupivacaine, B mepuojsa Ha paHHaTa OpEeMEHHOCT Ca orpaHHWueHd. IIpoyuBaHuATa C
levobupivacaine npy XMBOTHM IIOKa3BaT HANMYKE HA PENPOJAYKTHBHA TOKCHYHOCT (RXK. paspen
5.3). CwoTHOCHMOCTTa Ha Te3d JaHHH C Oe30macHOCTTa NpH 4YOBeKa € HEH3BECTHa.
Levobupivacaine He TpabBa [ia ce H3M0J3B4 B NEPUOJA Ha paHHata 6PeMEHHOCT, OCBEH aKO He &
ABHO HAJQIKHTEIHO.

KinaudHHAT OMUT ¢ YHoTpebata Ha JIOKaJHH aHCCTETHUH OT aMUACH THH, BKIIOTHTENHO
levobupivacaine, B akymepckara xupyprug ¢ 35auntenet. [IpodunsT Ha 6ezonacHocT ce cyuta
3a fo0pe MO3HAT NPH TaKkaBa ynoTpeba Ha NPOAYKTA.

Hama HamHyHM JaHHM [0 OTHOHICHME Ha eKckpenmaTa Ha levobupivacaine B kppMaTa mpu
yopexa. Makap Ja ¢ BepoaTHO levobupivacaine ga npeMHHaBa B MaHUHMHOTO MIIKO, PHCKET OT
3aCAraHe Ha KbpMadeTo NpH TepaneBTHYHY N03H € MUHUMAlISH.

4.7 Bausinue BbPXY croco0HocrTa 3a modHpare H paboTa ¢ MaliHHA

TNaunerTrte TpsabBa Aa ObaT HHGOpMUpaHH, e He OuBa Aa HiodupaT K Ja paboTAT ¢ MalllKHY,
JOKaTo HEe OT3BYYaT BCHYKU e(eKTH Ha aHECTEe3MATA, KAKTO U HEMOCPeJCTBEHHTE e(EKTH OT

XHpYpruvHara HaMmeca.

4.8 HexenaHu JEKAPCTBEHH PEaKIHH

Hexenanure JCKAPCTBCHH PEaKIHH NPH ynoxpeﬁam Ha JIOKAIMHH aHneCTEeTHIH OT aMHACH THI
ca pejkd, HO MOrar fa HaCTbIAT B PE3YATAT Ha NpPEAO3HpaHS HIH HA HCINPCAHAMEPSHO
BETPECHI0BO HIDKEKTHDAHE, H MOTaT Ja C& OKaXaT CCpHO3HH.

HanuneETHOTO HHTPATCKANHO HHXCKTHpaHE Ha JOKAJIHH aHECTETHLIM MOXKE Aa HOBCAE no
TBBPIE BHCOKZ CIHHANHA aHeCTe3n#A, €BEHTYAJHO € alHedA, TCKKa XHIOTOHHA H 381"}’6& Ha

CB3HAHHETO.

Edextd BbpXy UEHTpagHaTa HepBHa CHCTeMa: CKOBAHOCT Ha €3HKa, [pHUMalliBaHe,
CBETOBBPTEX, 3aMBLICHO 3PEHME M MOTPENBAHE HA MYCKYJIHTE, IOCJIEABAHH OT CHHIMBOCT,
rLpuOBe, 3ary0a Ha CH3HAHHMETO M €BeHTYajIHO PeCNUPATOPEH apecT.

EdexTure BHPXY CHPACYHOCHIOBATA CHCTEMAa Ca CBBP3@HM C MOTHCKaHe H //11p/93—\

cHCTeMa Ha CHPHETO H MOHMKAB2HE HAa MHOKAapJHATA BE30YAUMOCT M KOHTpakFmi

BOAHM 1O HaMmalleH ChPAEYeH [eOHT, XMNOTOHHA M IIPOMEHH B el
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JIOKa3aTeNHH 33 chpreyeH ONox, Opamuxapiis WIH KaMepHH TAXHApHTMHH, KOHTO MOFaT 1a
goeeaar g0 cepfedeH apectr. Tesu edexkTu OOMKHOBEHO €€ NpPEAIIECTBAT OT 3HAYHTENHA
toxkcuyocT Ha [THC, xaro Hanpumep repuoBe, HO B pelKM CAy4ay ChpJeUeH apect MOXe Ja
HacTpnu M 6e3 npoapomanuu LTHC edextu.

Haii-yecTure HexeNaHM NEKAapCTBEHH peakiiid, OTYHTAHM B KIMHHYHH M3UUTBaHHA,
HE3aBHCHMO OT BB3MOMKHATA NPUUMHA, BKIIOYBAT XHMOTOHHA (22%), rajese (13%), anemus
(11%), cneponepatuBHa Oonka (8%), mospbwiake (8%), Gonku B repbda (7%), Temneparypa
(6%), ceeropBpTeR (6%), petanen auctpec (6%) u rnarobonue (5%).

HeeponorugnoTo yBpexjaHe € psajko, HO F0oOpe MO3HATO CHEJACTBHE OT PErHOHANHATA M HO-
KOHKPETHO OT emHAypanHaTa M CIIMHaNHA aHecte3ua. 1O MOXe Ja ce NBIKH Ha MpPIKo
yBpeXAaHe HA FPHOHAYHMAT MOZBK WIH HA CNHHAIHWTE HEPBH, Ha CHHIPOMAa HA NpeAHaTa
rpbOHaYHOMO3EYHA ApTepHs, Ha HEKeKTHpaHe Ha Apa3HelH CYOCTaHII MK Ha HEKEKTHpaHe
Ha HectepuiieH pasTBop. ToBa MoXe Ja JIOBEAE AO OrpaHH4YeHH 00JacTH ¢ mapecresus WIu
aHecTe3Ms, MOTOPHA cltabocT, 3aryba Ha cpMHKTEpHUs KOHTPON U Naparurerus. B penku cinydau
TE3H YBPEXKAAHHUS OCTABAT TpaiHHu.

4.9 Ilpego3napane

WHIHASHTHOTO BBIPECHAOBO HHIKEKTUpaHE Ha JIOKANHH 2HECTETHIM MOXE Ja NPHYMUHH
HEMOCPENCTBEHH TOKCHYHM peakuuu. B chyuali ma npenosupaHe, BBPXOBH IIa3MEHH
KOHUEHTPALUH MOXKe Jia He OBAAT JOCTUrHATH A0 2 yaca clief, IPHIOKEHUETO, B 3aBUCHMOCT OT
MACTOTO HA MIDKEKTHpaHe, M CIIeZ0BAaTeNHO INpH3HAUMTE Ha TOKCHYHOCT MOXE [a ca CBC
3abasena nposBa. EdexTute Ha NieKapcTReHHA MPOXYKT MOXe Aa OBAAT yABMKEHH.

H3BECTHHTE CHCTEMHH HEKENAHH JISKaPCTBEHM peakuuM Clell Npexo3upadHe HiM Clej
HHLUHJEHTHO BETPECHAOBO HMIKEKTHpaHe Ha JIOKAalHH aHECTETHUM C YOBIDKSHO JeiicTBue
sionoypar xakto IJHC, Taka u ceplevyHOCHAOBH ePEKTH.

ITHC edexrn:

I'bpyopete TpAGBa Aa ce MOJI0XKAT HA He3a(aBHO JieYeHHE C MHTPABEHO3HO NPHIOKEHUE Ha
thiopentone mau diazepam, TuTpupaun cnopex, Hyxpaara. Thiopentone u diazepam cwImo
HOTHCKAT LEHTpalHaTa HEPBHA CHCTEMa, JUXaTeNHaTa M chpreyHata ¢yHKuuu. [lo Tasu
NpUYKMEa TAXHATA yHoTpeba MoXe Aa noBene Jo anHes. Heppo-MycKynxu GnoxepH Morar fa ce
H3M0M3BaT, €AMHCTBEHO aKO KIHHHIMCTHT € YBEpeH, 46 MOXE Ja MOATBDXKA IIPOXOANMH
IUXaTeNHHTE IIETHILA U A 0OrpIKBa HANBIHO NAPATM3UPAHH MallHeHT.

AKo He OBIaT NOANOXKEHHM Ha He3a0aBHO JieueHHe, rbPUOBETE, B CHYETAHME C MOCASHBaLIaTa
XMIIOKCHS M XMIepkapOus, IIIOC HOTHCKAHETO Ha MuOoKapasara (yHKuusa of edeKra Ha
NOKANHHUA AHEeCTETHK BBPXY CBPLETO MOTaT Ja JOBENaT A0 CHPAeYH# apUTMHH, KaMEpHO
MBIKJEHE HIIH CHPJCUEH apecT.

CopreunocsaoBy eheKru:




Tpabsa ga OBJe JEeKyBaHa ¢ MHTPABEHO3HO IPUIIOMKEHHE HA KPHCTANOMAHH MM KOJOHIHH
pa3TBOpH W/HIM IIOCTENIEHHO MOBMINABAUIM CE JA03H Ba30NpPECOpeH NPOAYKT, KaTo HalpuMep
ephedrine 5-10 mg. Beuuku apyre cHIBTCTRAMM NMPUYHHH 3a XMIOTOHMA TpAbBa na Obuar
JIEKYBaHH HEOTJIOXKHO.

AKO HACTENH Texka Opajukapaus, npuiaoxkeHdero Ha 0,3 - 1,0 mg atropine obuxHoBeno
BB3CTAHOBABA ChPJEYHATA YECTOTA J0 3aJOBOJHTEIHA CTEIISH.

Chpaeynara apurMHis TpsOBa fia ce JIeKyBa CIIOpej], HYXAaTa, AOKAaTo NPH KaMEpPHO MBiKIEHe
TpAGRa Ha Ce NPHIIOXKH KapAHOBEP3Hs.

5. PAPMAKOJOI'HYHMA JAHHH
ATC xon: NOIB B10
5.1 ®apmakoHHAMHYHH CBojicTBA

Levobupivacaine ¢ JOKaJNICH aHECTCTHK M AHAIETHK ¢ YABmMKxeHO gaedicTeue. ToH Gaoxupa
HEpBHATA MPOBOZUMOCT B CEH30DHHTE H MOTODHH HEDBHM, B3aHMOJCHCTBAHKH CH OCHOBHO ¢
MOTEHIHAN-32BUCHMHTE HATPHEBH KaHalH BBPXY KNeTbYHata memOpaHa, HO CBIIO Taka
OnoKHpa M KafMeBMTE H KaJlUMeBH KaHamu. B jonbiuenwe Ha ToBa, levobupivacaine
uuTepdiepHpa ¢ NPEAaBaHETO Ha HMITYJICH ¥ NPOBEXIAHETO B APYTH THKaHH, KbAETO edeKTHTe
My BEPXY CBPJICYHOCHAOBATA M LEHTPANHATA HEPBHA CHCTEMH WIpasT Hall-BaXKHa poiist 3a
BESHHKBRHETO HA KNHHUYHO 3HAYMMH HEXENAHH JIEKapCTBEHH PEaKIHH.

Tlosata Ha HmKexuHOHHMA levobupivacaine e H3pa3seHa KaTo OCHOBA, JOKATO IIPH palemara
bupivacaine - fo3aTa € H3pa3eHa KaTo XHAPOXIopHuAHa coli. Tora Boau Ao npubnusurendo 13%
[I0-BHCOKO CBHABPIKAHHE HA JIeKapCTBEHOTO BEHIECTBO B pasreopa Ha levobupivacaine, B
cpasuenue ¢ bupivacaine. B wmH#YHuTe M3nuTBaHKA levobupivacaine nokasea mogoOHu Ha
bupivacaine KIHHUYHE e(PEKTH NpH CHIIHTE HOMHHAIHH KOHIEHTPAHHH.

B eHO M3MHTRAHE 110 OTHOIIEHHE Ha KIIMHUYHATA (hapMaKoIOTHA, H3MOJI3BAIlo 3a Moen 6ioka
Ha NAaKBTHHA HepB, levobupivacaine ¢ exsumnoTeHTeH Ha bupivacaine.

5.2 @apMaKOKHHETHYHH CBOHCTBa

B npoyupaupara DpH Xopa KHHETHKaTa Ha pasnpedencHue Ha levobupivacaine cnen
HHTPaBEHO3HO NPHJIOKCHHE € Karo IWAN0 celiata Karo Ha bupivacaine. Ilrasmenara
KoHLeHTpauusa Ha levobupivacaine cnesl TepaleBTHYHO MPUIOXKEHHE 3aBUCH OT J03aTa H, ThH
KaTo abcopOuMATa OT MACTOTO Ha MPMWIMKESHHE 3aBUCH OT BACKYAapH3aIlisITa HAa THKAHTA, OT
HAYMHA Ha NPUICKESHHUE.

Hama Hanuued JaHHH 0Opu nmauuentd ¢ OBOpeuHH yBpewjanua. Levobupivacaine ce
MeTaGonu3Hpa MOYTH H3LAIO0 ¥ B YPHHATA HE ce OTAeHa HenpoMeHeH levobupivacaine.

BE3IM34 Ha > 97% npu koHueHTpauky Mexay 0,1 u 1,0 pg/ml.
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B enHo M3OWTBAHE Y0 OTHOIIEHHE HAa KAHMHHYHATA (apmakonorusa, B koero 40 mg
levobupivacaine e mpunarad HHTPaBEHO3HO, CPEAHATA CTOHHOCT HA BPEMETO HA MONYXKHEOT €
npubmusurenso 80 £22 mMunytH, Crax 1,4 + 0,2 pg/ml, a AUC 70 £27 pg.min/ml.

Cpenuute crofinoctH Ha Cpae 1 AUC(0 - 24 yaca) Ha levobupivacaine ca npubnusutento
NpONOPLHOHANHY Ha J03aTa clief enUAypanHoTo Npunokenue Ha 75 mg (0,5%) u 112.5mg
(0,75%), xaxto u cnen nozu ot 1 mg/kg (0,25%) u 2 mg/kg (0,5%), u3non3ranu 3a 60K Ha
plexus brachialis. Cnien ennnypanso npuioxenue Ha 112,5 mg (0,75%), cpenuure croiiHoCTH
Ha Cpyay 1 AUC ca croteerno 0,58 pg/ml u 3,56 pg.hr/ml.

CpepHuaT TOTaNeH I[Ia3MeH KIMPBHC M TEPMHHANHHAT IUIa3MEH IONYXHBOT Ha
levobupivacaine cief HHTPaBEeHO3HO BIMBaHE BBL3NM3aT CHOTBETHO Ha 39 nuTpalyac m Ha 1,3
yaca. OGeMBT Ha pasnpefeneHue Ciel MHTPAREHO3HO NPHIIOXKeHHMe € 67 nuTpa. )

Levobupivacaine ce Merabonusupa MOYTH M3LANO W B YPHHATA WM H3NPAXKHEHHUATA HE Ce
oTkpusa HenpomeHeH levobupivacaine. OcHoBHHAT MeraDonuT Ha levobupivacaine - 3-
hydroxylevobupivacaine, ce ekckperdpa B ypuHata KaTo KOHIOTaTH Ha TFIEOKYpOHOBaTa
KucenuHa M cyldaTHy ectepH. Upes in vifro npoyyBaHUA € YCTAHOBEHO, Y& MEeTabONH3MET Ha
levobupivacaine ce ussppusa nocpescTBoM CYP3A4 u CYP1A2 u3odopMute chHOTBETHO 10
desbutyl-levobupivacaine u 3-hydroxylevobupivacaine. Te3u npoyupaHHA AEMOHCTpHpaT, 4e
meTabonusMeT Ha levobupivacaine u bupivacaine e cxozeH.

Crnel, BHTPaBSHO3HO NPHIIOKEHHe H3TbYBaHeTo Ha levobupivacaine e ChIIO NOYTH ITBAHO CBC
cpeAiHa cTOMHOCT Ha OOMIOTO M3NbuYeHO 33 48 uaca KoNMYecTBO OKONO 95% - mocpencTroM
ypuHara (71%) u usnpaxHeHusaTa (24%).

HsMa nannM 3a in vivo pauemusanus Ha levobupivacaine.

5.3 HpeaxinHHYHHA AAHHH 32 6€30n2CHOCT

B emuo mpoy4usaHe 3a emOpuo-(eTanHa TOKCHYHOCT fpH NABX0BE € HabniozaBana NOBHINEHA
4YecTOTA Ha [JuiardpaHd OBOpedHH JereHdYeTa, AWNATHpAHM YpPETepH, IunaTauus Ha
0OOHATERHMTE CTOMAXYETa | JOIBAHUTENHH pebpa B IPbAHO-NOACHUA CETMEHT Ha MphOHauHUA
¢rbI0 npy HEBA HA CHCTEMHA SKCIIO3HUKMA B CBHIHA AHANA30H KATO AOCTHIAHKTE NPH KIMHHYHA

ynotpeda. He ca 6unu HabimoaBaHH CBBP3aHH C JISUEHHETO MangopMalyu.

Levobupivacaine He e MoOKa3aJl TEHOTOKCHYHOCT B CTaHJapTHHi HabOp OT aHanusu 3a
MYTareHHOCT H KIaCcTOreHHOCT. MacheBans 3a KaHLEPOreHHOCT He ca OHIIH NPOBEKIaHH.

6. PAPMAIEBTHYHH XAPAKTEPUCTUKH

6.1 CrupchK ¢ HOMOIUHHTE BelLecTBa

Sodium Chloride, Sodium Hydroxide, Hydrochloric acid, Water for injections g
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6.2 HechLBMECTHMOCTH
Levobupivacaine Moxe Ja NpeLMIIMTHPA IPH pa3pexaHe ¢ allKanHi PasTBOPH U He Tpabea ma

ce paspexia WM UHMXEKTHpa 3aefHO ¢ HaTpueB GuxapOoHart. IlpoaykTsT He TpabBa ga ce
CMeCBa C APYTH JE€KapCTBEHH NPOAYKTH, OCBEH CITOMEHATHTE B paszen 6.6.

6.3 Cpox Ha roggocT

¢ CpoK Ha FOJZHOCT NpU CHXpaHeHHe B OPUIHHAIHUTE ONAKOBKH: 3 rOIUHY,

¢ Cpox Ha rOJHOCT CREX pasiieyaTBaHe: nelcapc'rsenm'r NpoAYKT TpAOBa fAa ce ynotpebu
HEIIOCPECTBEHO CJIEN PasleyaTBaHETO. -

e Cpok Ha FPOOHOCT CNEJ pa3TBapAHe: XMMHYECKa H QuM3MyecKa cTabHIHOCT B TOAHO 3a
yroTpeba ChCTOsHYE € JEMOHCTPHpaHa 33 NepHoA oT 7 axu npu Temnepatypa 20-22 C°,
XuMuuecka u usnuecka crabunnoct ¢ clonidine, morphine unu fentanyl B rogmno 3a
ynotpeba ChCTOSHHE € NeMOHCIpHUpaHa 3a nepuof ot 40 yaca rpu remmneparypa 20-
22°C.

o Ot MUKpOOHONOrHYHA IMIefHa TOYKa, IEKapCTBEHUAT BPOLYKT TpAOBa Jia ce Ynorpebu

He3zabaBHO. AKo He 6be ynoTpeben HesabGaBHO, CPOKOBETE H YCIOBHUATA Ha ChXpaHEHHE
B FOZIHO 3a yIoTpeba CHCTOAHME NPEIH NPHIIOKEHHETO ¢a OTTOBOPHOCT Ha MOTpeduTe s
¥ 110 IpuHiM He 64 TpAGBano Ja HamXBBPAAT 24 yaca npu Temneparypa 2 xo 8 C°,
OCBEH aKO Pa3peXAaHeTO He Ce M3BBPIIBA B KOHTPONHPAHW H BaIMJUPaHH ACElTHYHH
YCIIOBUAL.

6.4 Coenuanuy yeioBusl H2 chXpaHeHue

Hsma crielyanHy YCHOBHs 33 ChXPaHEHHETO.

6.3 JlanHH 33 OMAKOBKATA

Chirocaine 5 mg/ml e HaAWYeH B CRegHATA THPrOBCKa GopmMa:
10 ml momunponuAeHOBY aMilyaH B onakoBkH no 10 6pos

6.4 HpenopsKkH npH ynorpeda
Camo 3a egHoKparHa ynotpeba. HeynotrpeOeHOTO KOMHYECTBO pa3TBOp TPA0Ba Aa ce H3XBBPITH.
KoraTto ce M3HCKBa CTepWIHAZ NOBBPXHOCT Ha aMOynara, TpuOBa Ja ce HM3TOJ3Ba CTEpHiIHA

baucTep-onakoBka. [ToBbpPXHOCTTa HA aMITyNaTa HE € CTEPHJHA, aK0 CTCPHIHMAT OIMCTep e
npobur.

(hU3HOJIOrHYEH PasTBOP KaTO Ce Hpuiara acenTHYHA TEXHHKA,
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Clonidine 8,4 pg/ml, morphine 0,05 mg/m! u fentanyl 4 png/ml ca nokasanu ceBMeECTIMOCT ¢
levobupivacaine B 0,9%-en pH3HONIOrHYEH pasTBOP.

7. HOPHTEXXATEJ HA PAPEIXEAHETO 3A YIIOTPEBA

Abbott S.p.A.
Campoverde Di Aprilia
04010 Latina,

Italy

8. PETHCTPAIITMOHEH HOMEP

9. JATA HA ITEPBOTO PASPEIHEHHE 3A YIIOTPEBA

10. TATA HA IIOCJIEJHA PEJAKITHS HA TEKCTA
Anpun 2005
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