KpaTka xapaKkTepHCTHKA HA MPOAYKTA

1.

I ml uHkeknvoHeH pa3TBop chabpka 40 mg apTuxauHoB Xuapoxiaopua (articaine hydrochloride) u
10 Mukporpama agpeHanuH (adrenaline) (kato aapeHalIHHOB TapTapar).

Bceekd naTpoH ¢ 1,8 ml urkexLMoHeH pa3TBOp ChABPXKA 72 Mg apTUKAUHOB XHApPOXJIOpHA H 18
MHKpOrpaMa agpeHanuH (KaTo apeHalIMHOB TapTapar).

[ToMONIHK BEINECTBA ¢ U3BECTHO ACHCTBUE

Harpues metabucyndur (E223), HaTpHeB XJI0pH, THMOHEHA KUCEIMHA MOHOXHApAT.
JEHTOKAHH 40 mg/mi+10 Mmuxporpama/ml csaspxka 0,83 mg Harpuii B equn 1 ml pasreop, T.€.
1,5 mg/1,8 ml.

3a ITRTHHUS CITHCHK Ha MOMOIIHHTE BelllecTRA, BHKTE To4Ka 6.1.
3. JIEKAPCTBEHA ®OPMA

HNHKeKLHOHEH pa3TBOP.

PasTROpBT € OucTpa, HeonalecUeHTHa, Oe3uperna TeuHocT ¢ pH Bapupam ot 3,0 mo 35,0.
OcmMonapHOCTTa Ha pa3tBopa € okono 290 mOsm/kg.

PasTBOpHT € 6€3 HanH4uHe Ha BHAUMH YaCTHLH.

4. KJIMHAYHUA JAHHHA

4.1 TepaneBTHUHH NOKA3IAHHAN

JlokanHa ¥ IOKOpPETrHOHANHA aHECTE3UA TIPH CTOMATOJIOTMMHUA TIPOLIETYPH.

JEHTOKAHWH 40 mg/ml+10 mukporpaMa/ml e nokasax 3a ynorpeba npu BB3IPACTHH, IOHOIIH U
Zeua HaJ 4-roauHiHa Be3pacT (WM ¢ TenecHo Teriio 20 kg unm noseue).

4.2 [1o3dEpoBKA H BAYHH HA NPHI0KEHHE

3a NPHUIIOKCHHUEC CAMO OT MCAHULIMHCKH CIICHHAIUCTH — JICKAPH WK CTOMATOII03H.

EGBHQOBK&

IIpr BcHuky nomyranuy TpaOBa Ja c€ U3MON3Ba Hali-HUCKATA 1033, ¢ KOATO A CE NOCTHTHE
edpexTHBHA aHecTe3nA. Heobxoammara no3a Tpabsa ga ce onpeaensa vHAUBUOIYANHO,

IIpu pyTHMHHA npoueAypa 0O0W9aiiHATa 032 NMPH BB3PacTHH NMalMEHTY € | MaTpOH, HO MOXKE J1a €
JOCTATHYHO MO-MAJIKO OT ChABPKAHUETO HA €IUH IMaTPOH 3a MOCTUTraHe Ha €PEKTUBHA aHECTE3HUA.
IIpn mo-romamMa npouexypa, no npeleHKa Ha CTOMAaToNOra, MoXKe J1a ca HeoOXoaAMMHU TToBeYe
naTpoHH, 6e3 Ja ce HaJABHIDABa MAKCHUMAJTHATA NMPENOPBYUTENIHA 1034.

Ilpy nmoBeueTo pYTUHHM CTOMATONOTHYHM NPOLCAYPH € 3a MIPeANOUYUTAHE Ja Ce M3II0I3BA
NEHTOKAHWH 40 mg/ml + 5 mukporpama/ml,

{Tpu No-CNOXKHHM MpoLEAypH, KaTO TAKKBa, MPH KOUTO € HeoOXoa1MMa H3apa3eHa Xe
npeanounrane faa ce u3nonsea JIEHTOKAHUH 40 mg/ml + 10 Mmuxporpama/ml.




Cenvmcemsawia ynompeba Ha cedamugu 3a HamMaIABAKE HA MPeBONCHOCMMA HA RAYUEHMA
MakcuManHaTa Oe30ImacHa 103a Ha JIOKaJTHHSL aHECTETHK MOXKe Aa Ob/e HaMallcHa Py ceaMpaHH
MalHeHTH MTOPaaH aIMTHBHWUA €(DEKT Ha MOTHCKAHE Ha LIEHTpAlTHATa HEPBHA CHCTeMa (BX. TOYKA

4.5).

¢ BripacTan 1 1os0omA (12- 10 18-roaanmuEa BL3pacT)

[Tpn BB3pacTHH W IOHOIIM MaKCHMAaIHATA J03a apTHKauH e 7 mg/kg npu abcomoTHa MakcuManna
nosa aptukavd 500 mg. Makcumanuara no3a aprukavH 500 mg ce oTHacd 3a 3paB BLE3pacTeH C
TenecHo Terno vag 70 kunorpama.

B Tabnunara mo-aoJry € JaJeHa MakCHMajlHaTa npenopbUYUTe/IHA 1034!

TeJlecHO Terao HA MaxkcaManaa Jlo3a anpenanan O6m obem (ml) =
nanuenTa (kg) A03a apTEKaREOB | (mg) CLOTBETHRA Opoi
XHApPOXJIOPH] naTponH (1,8 ml)
(mg)
40 280 0,070 7,0
| | (3,9 naTpoHa)
50 350 0,088 8,8
(4,9 natpoHa)
60 420 0,105 10,5
_ (5,8 natpoHa)
70 v nnopede 490 0,123 12,3
(6,8 maTpona)

¢ /lema (4- 10 11-rogamAa BL3IPACT)

Besonacuocrra Ha JIEHTOKAHWH 40 mg/ml+10 mukporpama/ml npu aeua Ha Be3pact 4 u no-
MAJIKO FOJJHHH HE € YCTaHOBeHA. JIMIcBaT JaHHH.

KonugecTroTo, KOSTO ME ¢e HHXKCKTHpA, TpAOBa Ja ce ONpeacii B 3aBHCUMOCT OT Bb3pacTTa U
TErJ0TO Ha AETETO, M OT TOBA, KOJKO rofaMa e onepauuara. CpegHara e(peKTHBHA 1033 aPTUKAWH €
2 mg/kg 1 4 mg/kg ¢bOTBETHO 3a HECIIOKHH U CIIOXKHHM Tipoueaypn. Tpabea Aa ce U3MOa3Ba Hail-
HUCKATA J03a 3a MOCTHUraHe Ha eeKTHBHA JIeHTa/IHA aHecTe3us. [Ipu neua Ha Bu3pacT 4 ronlMHH
{(wnu TenecHo terno ot 20 kg ) u noBeue, MakcUMAanHaTa X03a apTHKauH e 7 mg/kg, c abcomorHa
MaKCcHMaJlHa 10o3a 385 mg apTHkauH ¢aMo NpH 34paBu Jeua ¢ TenecHo Terno 55 kg.

B Tabnuuara no-gomny € AancHa MakCUMaJlHaTa NpenopbYUTeIHa 1034!

TellecHO TEIrIO HA Maxkcemanna Jo3a anpenannn O6m obem (ml) m
manunenTa (kg) 1032 ApPTHKAHAROB | (mg) ChLOTBEeTREA Opoii
XHAPOXJIOPHI aarposn (1,8 ml)
(mg)
20 140 0,035 3,5
| (1,9 matpona)
30 210 0,053 5,3
(2,9 narpona)
40 280 0,070 7,0
( 3,9 matpoHa)
35 385 0,096 0,6
(5,3 nmaTpoHa)

¢ CnennadHR NONyJIandn
Ilayuenmu 8 cmapuecka av3pacm u nayenmu ¢ 6vOPeYHU HAPpYVULeHUS




IMopanau numnca Ha KIMHHYHU JaHHU e HeoOXoauMo 0coDeHO BHUMaHUE, 3a 1a ce MPHJIOXKH Hak-
HMCKAaTa 034 3a MTOCTUTaHe Ha epeKTHBHA aHeCTE3Us NpH MalMeHTH B CTapHecKa BB3PACT U NpPH
naigHeHTy ¢ 6L6peuH HapymeHHua (touxka 4.4 u 5.2).

TTpu Te3u NMaLMEHTH MOXE JIa Ce CTUTHE JI0 MOBHIIEHH M1a3MEHH HUBA Ha TIPOAYKTa, 0CobeHo cref
MOBTOPHA ynoTpeba. AKO ce Hajlara NMOBTOPHO WHKEKTHPAHE, NMALMEHTHT TpA0Ba Aa 6b1e CTPUKTHO
Habmo1aBaH 3a MOgBa Ha NMPHU3HALIM Ha OTHOCHTEITHO Npeao3upaHe (BXK. Touka 4.9).

Iayuenmu ¢ ueproopobno yepexcoane

Heobxoaumo e ocobeHo BHUMaHHKE, 3a Ja Ce MPUII0KH HaH-HUCKATa J03a 3a NMOCTUraHe Ha
e(peKTHBHA aHeCTE3Ms TIPK TIALMEHTH C YEPHOAPOOHO yBpexXaaHe, No-CrieLiHaaHoO NPy NMOBTOPHO
NpuioKeHHe, BbIpekd 4e 90% oT apTHKanH NbpBO c€ HHAKTUBHPA OT HEeCMEeUU(PHUYHH MJ1a3MEHH
ecTepasy B TbKAHUTE U KPBLBTA.

Iayuenmu ¢ deduyum Ha nigaMeHa XoRuHecmepasa

IIpn nauMeHTV ¢ Ae@UUIMT HAa XOJMHECTEpa3a WM Ha JIeYeHHE ¢ HHXHOUTOpH Ha
alleTUIIXONHHECTEPa3aTa MOXE J1a ce CTHIHE J0 TMOBUIIECHH TTa3MEHU HUBA Ha NMPOAYKTA, ThH KaTo
NPOOYKTHT c€ MHAKTHBHpa Ha 90% OT Mna3MeHH ecTepasu, BiXTe TOYKU 4.4 u 5.2. 3aToBa TpadBa
Jia ce MU3MOoN3Ba Hali-HACKATA /1033 32 NOCTHTraHe Ha eEKTUBHA aHECTE3U.

HaguH Ha npuiioKeHUe
HUHpUNTpUpare 1 NEpUHEBPATIHO NPHWIOKEHHE B YCTHATA KyXHHA

JlokanHuTe aHecTeTHLIM TPAOBA a c€ HHXKEKTHPAT ¢ MOBHILUEHO BHUMaHUEe, KOraTo UMa BB3MaIEHHE
H/WnM HHOEKIMA HA MACTOTO Ha MH KeKTHpaHe. CKOpocTTa Ha HHXEKTHpaHe Tpa0Ba Aa 6bae MHOTOo
6asHa (1 ml/min).

[Ipeonasznu mepxu npeou paboma c nexapcmaeHust nPOOYKM UAU RPU NPUNOICEHUEMO MY

To3u nexapcTBeH NPOXYKT TpAOBa Z1a Ce U3MON3BA CAMO OT WIH NoJ HaOMOAeHHETO HA IEKapH WITH
CTOMAaTOJIO3H, JOCTATEYHO 00YYEHH M 3aM03HATH ¢ JUArHOCTULIMPAHETO U NEYEHUETO Ha CUCTEMHA
TOKCHYHOCT. TpaGBa Aa ce ocUrypsaT CLOTBETHHUTE JIEKapCcTBa U 000py/IBaHe 3a peaHUMaLMs MpeaH
NpUJIaraHe Ha pErHOHATHA AHECTEe3UA C JIOKAIeH aHECTETHK, KOMTO J1a rapaHTHpar 0bup30
OBJIaJABaHE Ha AKXATEJIHU H CHPICYHOCHAOBH CTIEIIHH CHCTOAHHA. CHCTOSHUETO HA Ch3HAHKWE Ha
nanMHeHTa TpaOBa Ia ce Habmongara cien BCAIKO HHXXEKTHPAHE Ha AaHECTETHK.

Korato ce wsnonzea JIEHTOKAHUH 40 mg/ml+10 Muxporpama/ml za uHHpuUITpamus wiw
perMoHalHa OJIoKana, WHXXEKTHpaHeTo BWHArd TpaAOBa 1a ce npasu OaBHO W C NpeaBapHTeNIHa

acTIMpaL1A.

3a ykazaHusa OTHOCHO paboTa ¢ IeKapCTREHHA MPOLYKT NMpeay NPUITOXKEHHE BHXKTE TOUKA 6.6,

43 IIporEBOHOKA3ARHS

¢ CBPBXYYBCTBHTEIHOCT KbM apTHKaUH (WIH APYT aMKJICH JIOKAJICH aHECTETETUK), KbM
afipeHATHH WIH KBM HAKOE OT MOMOIIHUTE BelecTsa, N30poeHu B To4Ka 6.1.
o JlanyeHTH ¢ eMUIENCHUS, HEKOHTPOJIMPaHa ¢ ICUCHHE.

4.4 CpenHalRE npelyupexIcHHS H NpeANa3EH MEPKH NpH ynoTpebHa




I1peou 7a H3NON3BATE TO3W JIEKAPCTBEH MPOAYKT € BaKHO J1a:

- Pa3nUTATe 32 HACTOALH JIeYeHUS ¥ aHAMHE3aTa Ha NaluMeHTa

- MOBpXaTe BepdajleH KOHTAKT ¢ TIALIMEHTA

- HMaTe Ha pa3nojioxeHue obopyaBaHe 3a pcaHUMalMd (BX. Touka 4.9)

CoenganHn npesyopexXacHREs
To3m TeKkapcTBEH MPOAYKT TpAOBa [a c€ HU3Moji3Ba ¢ 0¢00EHO BHUMAHMUE NPH NALHEHTH ChC
CReXHUTE HapylleHHA U TpaOBa Ja ce 0OChbAM oTaraHe Ha CTOMATONIOTHYHATa onepalus, ako

CBCTOAHHUETO € TEeXKKO H/WIH HecTabWUIHO.

Iayuenmuy cvC CoPOEUHOCLO0B8U HADYULEHUS
Tpa0sa ma ce »3non3Ba Haii-HUCKaTa 4034 38 NOCTUraHe Ha ePeKTHBHA aHECTE3NA B CITy4aii Ha:

e HapymecHug B reHEPHPAHETO Ha ChPACTYHHA UMITYIIC U NMPOBOAUMOCTTA (HArp.
aTPHOBEHTPHKYNapeH OJiok 2-pa Wan 3-Ta cTeneH, u3paseHa Opaarkapams)

o (cTpa AEKOMIIEHCHPaHa ChpACIHA HEAOCTATBYHOCT (OCTPa 3aCTOMHA ChpAcYHa
HEAOCTATBYHOCT)

o XUNOTOHUA

o TlanMeHTH ¢ MAPOKCHU3MAJIHa TAXUKAPAUA WIH aOCOMOTHH apUTMUH C YYECTEH ChPACYEH PUTHM

o ITlanuedTH ¢ HecTaOKUIIHA CTeHOKapAMA MM aHAMHE3a 38 CKOpouIeH (Imo-Manko ot 6 Mecela)
MHOKapAeH UHQAPKT

o IlauenTn ¢BC CKOpOITHA (3 Mecelia) onepalys 3a KopoHapeH apTepuarieH Gajinac

o [laumeHTH, KOUTO NPHEMAT HECENEKTHBHH OeTa-0sioKepH (Hanp. nporipaHono) (pUcK ot
XHUIIEPTOHWYIHA KpU3d WM TexKa Opagukapaud) (BK. Touka 4.3.)

¢ [lauueHTH C HEKOHTpOIMpPAHA XUTIEPTOHUS

e CBNBTCTBALUO JICYCHHE ¢ TPHLMKIHYHHA aHTHACTIPECAHTH, Thif KATO TE3W aKTHBHM BEIECTBA
MOTAT Jia 3aCWIAT ChPACHHOCHIOBHTE e(PeKTH Ha ajJpeHalnHa. (BXK. To4Ka 4.5)

Toszu JEKAPCTBCH MPOAOYKT TPHGBB Aa €€ H3I0JI3Ba C MOBHILICHO BHHMAHHC TIPH INAITHCHTH CBC
CIHCAHHUTC HapVYILIICHHA.

IHlayueumu ¢ enunencus

HOpEII[H TAXHOTO NPpOKOHBYJICHBHO JeAcTBHE, BCUMKH JOKATHH aHECTETHLIU maﬁﬂa JAa CC
H3I10J3BAT C MOBHUICHO BHHMAaHHE.

Hayuenmu ¢ deuyum Ha nIazMena XoNuHeCmepasa

Moixxe 1a iMa ¢CbMHEHHE 32 JedHIMT Ha [1a3MeHa XOJIHHecTepasa, koraro rpu odbuyalivo
npwlaraHe Ha aHECTE3HA €a HalKle KIMHHYHH TIPHU3HALIM HAa NPEA03HpaHe U KOraTo € H3KITIOYEHO
eBEHTYaJIHO MHIXXKEKTHPaHE B KPbBOHOCEH CbJl. B T0o3M ciryvali Tpabra na ce 06npHe BHMMaHKE NpU
cleaBanIO WHXXEKTHpAHE M Ja e TIPWIIOXKH MO-HUCKA 1034a.

ITayuenmu ¢ 6vbpeuno 3abonsgane
Tpabea 1a ce W3nMo3Ba Hali-HYcKaTa A03a 3a TIocTHraHe Ha epeKTHBHA aHecTe3H.

IHayuenmu ¢ mexcxo yeproopobro 3aboaseane
To3u nekapcTBeH NPOXYKT TPAOBA Ja ce TIpHiara ¢ NOBUILICHO BHUMAaHWE NMOpaayu HaIMYHETO Ha

yepHOAPOOHO 3abonaBaHe, BbipekH e 90% OT apTHKavHa MBPBO C€ UHAKTHBHPA OT
HecreMpUUHM U1a3MEHH €CTepazy B TbKaHHUTE K KPbETA.




Iayuenmu ¢ Muacmerus cpPABUC, AEKYVEAHU C HHIHﬁHH‘IGEH HA dyemuaxonunecmepdaama

Tpabea na ce w3non3sa Hali-HUCKaTa J03a 3a NOCTUTaHE Ha ¢PEKTHBHA aHECTE3U.

Ilayuenmu ¢ nopupus

AEHTOKAHWH 40 mg/mi+10 muxporpama/ml tpabBa pna ce w3non3ea nmpu MaLMeHTH ¢ OCTpa
nopdupHa caMo ako HiMa mo-0e3onacHa anTepHaTuBa. TpadBa ga ce B3eMaTt CHOTBETHHTE MPEANasHU
MEPKH IpH BCHYKK NMAUMEHTH ¢ NOpOUPpHA, THH KaTO TO3M JIEKAPCTBEH MPOAYKT MOXKE Ja OTKITIOYH

noppHpHs.

Ilayuenmu Ha conbMCMEAUO AeUeHUE C XAR02eHUPARY UHXANAYUOHKU aHecmemuyu
Tpabea na ce n3rno3sa Hali-HUCKAaTa 4034 OT TO3H JIEKAPCTBEH MPOAYKT 3a MOCTHraHE Ha
eeKTHBHA aHecTe3uA (BXK. Touka 4.5)

Ilayuenmu nHa neuenue c mpomboyumnu anmuazpezanmu/aumuxoazyianmu

JJEHTOKAHWH 40 mg/ml+10 muxporpama/mi TpaOera Aa ce npunara ¢ MOBUMILIEHO BHUMaHHUE MpPH
NMALMEeHTH, KOUTO H3MOI3BaT TPOMOOLIMTHY aHTHArperaHTH/aHTHKOary1aHTH WIH HMAT HapylleHU
Ha KPpbBOCHCHPBAHETO, MOPAAH MO-BUCOKHUA PHCK OT KbpBEHE. [10-BUCOKUAT PHCK OT KBPBEHE €
CBBP3aH MoBeYe ¢ MpoUeaypaTa, OTKOJKOTO ¢ TeKapcTBOTO.

[layuenmu 8 cmapuecka ev3pacm

[Ipu nmanUeHTH B CTapyecKa BL3PacT MOKE Jia ce CTUTHe A0 NMOBMIIIEHH N1a3MeHH HHBa Ha
NPOAYKTa, 0COOeHO clell MOBTOPHA ynoTpeba. Ako ce Hajara rnoBTOPHO MHKEKTHpaHe, NalHeHThT
TpaOBa Ka Obae BHUMATEIHO HabmoAaBaH 3a BCEKH NMPU3HAK HA OTHOCHTENHO NpeAo3HpaHe (BXK.
TOYKA 4.9).

3aroBa TpAOBa fa ce M3M0JI13BA Hali-HUCKATa 1034 3a [TOCTUraHe Ha epeKTHBHA aHECTE3UA.

Tpabea na ce odbmucan n3nonspadero Ha JIEHTOKAHWH 40 mg/ml + 5 Mmukporpama/ml|
urokekimoneH pa3zteop sMecTo JIEHTOKAHH 40 mg/ml + 10 mukporpama/ml uHX eKIHOHEH
pa3TBOp NpeABUJ MO-HHCKOTO ChABPXKAHUE Ha aJpeHalTHH NpH 5 MUKporpama/ml nipu:

» [Tayuenmu cvc chpoeunocvboosu 3abonasanus (Hanp. CepAcYHa HEAOCTATHLIHOCT, HCXEMHYHA
OoJlecT Ha CHPLETO, aHAMHE3a 32 MHOKapAEeH UHDAPKT, CbpAcYHA apUTMHS, XHUTIEPTOHUA)

o [layuenmu ¢ RAPYVILEHUR HA YePEOPARHAMA YUPKYAAYUR, AHAMKE3a 30 UHCYIMU
IlpenopbyBa c€ CTOMATOJIOTHYHOTO JIEYCHHE ¢ MPHITOKEHHE HA APTUKAHH/aAPEHAIIMH J1a Ce
OTJIOXKH 32 MECT MECELIA CIIEN WHCYIIT, Thil KaTO UMa IMOBUIIEH PUCK OT NMOBTOPHU UHCYIITH.

o Tlayuernmu ¢ nexonmpoaupax ouabem
To3u nexapcTBeH rpoXyKT TpAOBA fa ce IpHUiara ¢ MOBUIIEHO BHUMAHHUE IOpaJIM

XUTIEPrIIUKeMUYHUS eDEeKT Ha aJipeHalTHHA.

o Tlayuenmu c mupeomoxcuxosa
To3n nexapcTBeH NPOoAYKT TpAOBa Aa ce npunara ¢ NOBUIIEHO BHUMAHUE NOPAJIM HANUYMETO HA
aZipCHaJIUH,

o Iayuenmu c peoxpomoyumom
To3wn nexapcTBEH NPORYKT TPAOBa Aa Ce MpuUiara ¢ NOBHIIEHO BHUMAHWE MTOPaaN HAMMYNETO Ha
aZIpeHaTHH,

o [layuenmu cvC CKAOHHOCH KbM paseuniie Ha ocmpa mecHOb2bAHA SAAVYKOMA
To3u JCKAPCTBCH IPOOYKT Tpi[ﬁBa Jd CC H3Mo0J3Ba C NMOBHIICHO BHHMAaHHC ITopaid HAITHYUETO
Ha apCHa/THH.

Tpaﬁna a ¢e U3MoJI3Ba Hall-HUCKaTa J03a 3a IMocTUraHe Ha ECbC‘KTHBHa dHCCTC3




To3u nexapcmeen npodyxkm mpabea 0a ce uinoe/136a Pe30NACHO U ePeKMUBHO NPpuU NOOXOORUU
yCOGUR

AJIpeHANUHEBT HapyIIaBa MPUTOKA Ha KPBB KbM BEHLWTE, NOTEHIHWAIIHO MPHYHHABAHKH JIOKAJTHA
HEKpO3a Ha ThKaHTAa.

HMa cso0meHHs 3a MHOTO PEAKH CIy4aH Ha MO-MPOIBL/DKMTENHO UITH HeoOpaTUMO yBpeKIaHe Ha
HepB ¥ 3ary0a Ha BKyca cie1 6riokaaa Ha MaHINOylapHHA HEpB.

JIokaTHUSAT aHecTe3npan] epekT Moxe Ja Obac HaMalleH, KOTaTo TO3H JIEKapCTBEH MPOAYKT Ce
HIDKEKTHPA BLB BL3NAICHO WIH HHQEKTHPAHO MACTO.

Crulo Taka ao3ara TpsOBa Ja ObAc HaMajaeHa B Ciiydall Ha XMIIOKCHA, XHUIEpKauMeMus H
MeTaboNTHA alHa03a.

CeluecTByBa pUCK OT TpaBMa Iopaau npexansaHe (YCTHH, Oy3H, IMraBula U €31K), 0coDEHO NpH
oeraTta; Ha naieHTa TpsOBa 1a ce Kaxe na H30srea a IpBYe AbBKa WK Aa ¢€ XpaHH, JOKATO Ce
BH3CTAaHOBH HOPMAJTHATA CETUBHOCT.

ITopagu HANTUIHETO HA HATpHEB MeTaOUCYIQHT, B PEAKH CITy4ad MOXKe J1a JOBEAE A0 TEXKKH
peakiiyi Ha CBPbXTYBCTBHTEIHOCT H OPOHXOCTIA3BM.

To3mn nekapcTBEeH NPOAYKT ChABPXKA No-Maiko oT | mmol Hatputi (23 mg) Ha narpoH, T.e. MOXE Ja
ce Kaxke, ve NMpakTHYECKH HE ChObpKa HATPRIHA.

AKO CBHIIIECTBYBa PHMCK OT aJIeprivHa peakiua, u3depere Apyro NekapcTBO 3a aHecTe3ud (BX. TOYKa
4.3)

IIpenna3zam MepkH OpH ynoTpeba
Puck, cebp3aH CbC CAYHAUHO URMPABACKYAADHO UHIICEKMUPAHE

CrnyqaliHo MHTPaBacKyJ1apHO WHXKEKTHPaHE MOXKE Aa BHe3allHO 1a NOBUUIH HUBATA Ha aJIpCHANMH Y
apTHKAUH B CUCTEMHOTO KpbBooOpaiueHue. Toa Moxke J1a Obe CBHP3aHO ¢ TEKKH HEXENAHH
peakiii KaTo HallpuMep KOHBYJICHH, MOC/IEABAHH OT NOTHCKAHE HA LCHTPAJIHATa HEpBHa CHCTEMA,
KapavopecnUpaTopHa ACNPECH U KOMa, KOeTo fa JOBEAc A0 pecrMpaTopeH H LIMPKYJI1aTopeH
apecr.

ETo 3allo, 3a Aa ce rapaHTHpa, Y€ UrjaTa He HABNH3a B KPbBOHOCEH Ch/I O BPEME Ha
HHXKEKTHpaHe, TpA0Ba Ja ce U3BBPIIN aCITHpalMA TIpeAn HHXKEKTHPAHETO Ha JIOKATHHUA aHECTETHK.
JIvuncaTa Ha KpBB B CTIDUHIIOBKAaTa obade He rapaHTHUpa NMPeROTBPATABAHE HA HHTPABACKYTAPHO
HHKeKTHpaHe.

Puck, cebp3an CbC CAYNAUHO UHMPAHESPATHO UHNCEKMUDAHE

Cray4aiiHO MTHTPaHEBPAJIHO WHXEKTHPAaHE MOXKE Ja JIOBEAE A0 peTporpalHo npeaBUXkBaHE Ha
JIEKapcTBOTO MO HepBsa.

3a ga ce M3berHe KHTpAHEBpPAHO HMHXXEKTHpaHE W Ja He ce JOITYCHE YBpPEXKAAaHE HA HEPB IpH
6710KaaH, UTaTa TpAOBa BHHAIM 13 ¢ M3LPIIBA JIEKO, aKO 110 BpEME Ha MHDKEKTHPAHETO MAalMEHTHT
HMa ycelllaHe KaTo OT TOKOB YAap WIH ako e ocobeHo 00/Ie3HEHO. AKO BB3HUKHAT YBPEXKAAHUA Ha
HEPB OT MTNATa, HEBPOTOKCHYHHUAT epeKT MoKe Aa Oble yTeXHeH OT NOTeHLMAmHaTa XUMHUIHA
HEBPOTOKCHYHOCT Ha apTHKaWH M HAIWYHETO Ha aJpeHaNMH, ThH KaTO TOBa MOXKE Ja HapywH
NepHUHEBPATHHA TIPUTOK Ha KPbB M J1a BBE3MPENATCTRA JTOKATHOTO OYUCTBAHE HA apTUKAWH.

4.5 B3anMoaecTBHE ¢ APYTH JIEKAPCTBEHH OPOAYKTH R ApYra GOopMHE Ha MSaNg



B33|lhlﬂgeiCTBHﬂ HA ADTHKAHNB

Biaumoodeiicmeun, U3UCKEAW{U npeonanu Mepku npu ynompeba

,I[pyrll JIOKAJIHHE AHCCTETHIIA
TOKCHYHOCTTA Ha JIOKANHUTE aHECTETHUM € aIUTHBHA.

Ob6mara no3a Ha BCUYKH TIPWIOKEHH JIOKAJIHM aHECTETHLIM HE TpAOBa Ja HaABHIIIaBa
MaKCHMAaTHATa ITPEeNopbYHTEIIHA 4034 32 Te3H JIEKapCTBa.

CepaTaBHE cpeacTBa (IOTHCKAINH NEeHTPAJTHATA HEPBHA CHCTEMA, HANP. OeA30/HA3eIHAH,
ONEOHIH)

AKO celaTMBHHM CpeACTBA C€ M3MOJ3BAT 3a HAMAIABAHE HA CTpaxa Ha nauueHTa, TpaOBa 1a ce
U3MON3BAT MMO-HUCKW JI03M OT aHECTETHKA, Tbhbif KaTo IJIOKAIHUTEe aHecTeTHLH, ITOJOOHO Ha
CelaTUBHMTE CPECTBA, NOTHCKAT HEPBHATA CUCTEMA, KOETO B KOMOHMHALIMA MOXe A& UMa aIMTHBEH
ekt (BXK. TOUKa 4.2).

BiagmoaeHicTBEE HA AIPEHAIHA

Biaumodelicmeun, UUCKEAWLU NPeONA3HU MEPKHU npU ynompeba

XanoreHApanm JieT/IHBH AHECTETHNH (HAIP. XA10TaH)

Tpabea na ce npunarar HaMajieHH 031 OT TO3M JieKapCTBEH NPOAYKT Nopagy NOBHLLEHATA
YYBCTBHTEMHOCT HA CHPLETO KbM apUTMOIeHHHUTE €PEeKTU Ha KATEXOJIAMHHUTE: PUCK OT TEXKKA
BEeHTPHKYJIapHa apUTMHA.

[Tpenoptyra c€ KOHCYNTAUMS ¢ AHECTE3HOIOTA NPEeAH NPWIOKEHHE Ha IOKAJIEH aHECTETHK T10
BpeMe Ha 001a aHeCTe3u.

AJlpeHepravHn 6;J10KepH ¢ NepHPepHO AelcTBRE (HANP. TBAHAADE]], TBAHETAARH
aAKaJI0HAR HA payBOoNpHA)

Tpabpa na ce W3non3BaT HaMaltleHH 034 OT TO3M JIEKAPCTBCH NPOAYKT MO CTPOr NEKAPCKH
KOHTPOJI U BHUMATENHA acUpallys nopaar Bb3MOXKEH [10-CHIIHO H3pa3eH OTrOBOp KBM
anpeHePruyHUTE ChAOCBHBAIIM CPEACTBA: PHCK OT XUIIEPTOHHUA U JPYTH ChPACUYHOCHAOBU e(DEKTH.

HecenexTaBHEE OeTa-agpenepraann Gnokepn (Hagp. npoupaHoi0/i, HAX0I0)
Tpadpa na ce U3MON3BAaT HAMANIEHH J03H OT TO3HU JIEKAPCTBEH NPOIYKT IOpaAH BE3IMONKHO
MOBHUIABAHE HA KPBHBHOTO HANATaHEe H MOBHIIEH PHCK OT Opagwkapaus.

TpanuEkIHYHEE anTHAenpecanTH (TI[A) (Ranp. AMEATPEOTRIEN, J€3HNPAMER, HMAIPAMEHR,
HOPTPHITHJIHH, MANPOTH/IEH H NPOTPHNTHJIAH)

Jo3aTa ¥ ckOpoCTTa Ha MPHJIOKEHHUE HA TO3H JIEKAPCTBEH MIPOAYKT TpAOBa 1a ObIaT HaMalleHH
nopagy MOBHIIEH PUCK OT TEXKKa XMIIEPTOHMA.

COMT naxuab6uTOopH (REXEOETOPE HA KaTexoa-O-MeTHN TpaRcdepasaTa) (BANP. eHTAKANOHN,
TOJKANO0H)

Moxxe Ja BE3HUKHAT apUTMHH, YIECTEH ITYJIC H BApHpaHE Ha KPBLBHOTO HAJIATAHE,

ITpu naumenTH, kouto nprueMat COMT nuxuburopu, TpsabBa Aa ce npuiiara rno-MaiKko KORHYECTBO
afipeHaTuH TTPH CTOMATOJIOTHYHA AHECTEe3H.

MAO gaxefETOpH (KAKTO A-Ce/IEKTHBHE (HANP. MOKJIOOEMHE]), TAKA W HeCe/IEKTHBHHE (HANP.
$eBe/3EH, TPAHANNHETPOMHAR, JIHHE30.TH/)

AKO HE MOX¢ Ja ce u3berde eAHOBPEMEHHATA yoTpeba Ha Te3H CpeicTBa, 103aTE er ne
[MPWIOKEHKE Ha TO3U NPOAYKT TpaOea Aa ObaaT HAMANEHH, a IPOQYKTHT Tpﬂﬁsqﬁ ictiten g
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noa CTpor JCKapCKH KOHTPOI Nnopani BL3IMOMXHO 3aCHJIBAHC HaA E(lJBKTHTB Ha aApCHaIMHa, BOOCIIH
A0 PHCK OT XHIICPTOHHYHA KpPH3a.

JlekapcTBa, NpEeAR3IBHKBANHA APHTMHE (HAIDP. AHTHAPDEATMAYHE CPEICTBA KATO
THTETAJTHCOBH I'NTHKO3HIH, XHHH/HH)

Jlo3aTa Ha TO3M JIEKAPCTBEH NPOXYKT, KOATO e ¢e npuiara Tpadea ga 6b4e¢ HaMalieHa ropaay
NOBHINIEHHS PHCK OT apHTMMS, KOTaTO Ha IMalieHTa ¢IHOBPEMEHHO ce TIpUNIarat aJpeHalIvH U
IUTHTANTHCOBH TMOKo3KWaH. [TpenopbuBa ce BHUMaTEIHA acTHpaLMs NPeAH NIPHIOKEHUETO.

YTepoTORHRYHHE JIEKAPCTBA OT rPyHAaTAa HA AIKAJIOHIHTE HA MOPaBOTO porde (Hanp.
METHCEPIrujl, eproTaMER, EProHOBHH)

To3u nekapcTBeH NPOAYKT Tp4OBa 11a c€ M3MOA3BA MO CTPOr JIEKAPCKHA KOHTPOA nopapany
aNMTHBHO HJIN CHHEPruyHO NMOBHLIABAHE HA KPBBHOTO HANIATaHE W/HJIM HCXEMMYEH OTTOBOP.

CEMOATHKOMHEMETRIH (Ba3onpecopn) (RAIP. 0CHORHO KOKAHN, HO CbINO H amdeTaMHER,
bennnedpnn, nceBaoedenpul, OKCHAMETA3OIHE)

ChlIecTBYBa PHCK OT aJIpeHEPrUYHA TOKCHYHOCT.

AKO € wu3mom3BaH CHMITATOMHUMETHK (Basolnpecop) B paMkure Ha 24 wvaca, TUIAHUPAHOTO
CTOMATOJIOrHYHO JICYcHUE TPAOBaA 12 CE€ OTIONKH.

OenoTHAZHAEHE (H APYIH HEBPOJACNTHIH)
Ila ce U3MON3Ba C NMOBHINEHO BHUMAaHHE MPH MALMEHTH, KOUTO NMpHeMaT GeHOTHA3ZHHH, OTUHTAHKH
PHCKa OT NOfBa Ha XHNOTOHHKA NOpaJdH BL3MOXKHO HHXHOHpaHE Ha ACHCTBUETO HA aapeHATUHA.

46 @epranmrer, fpeMeEHOCT H KHPMEHE

bpeMeHHOCT

[IpoyuBanua npy >KHBOTHY ¢ apTHKanH 40 mg/mHi+anpeHamie 10 Mukporpama/ml, kakro v camo ¢
apTUKAWH, He TI0Ka3BaT HEXKeNaHW e(PEKTH MO OTHOIIEHHE Ha OpeMEHHOCTTa, EMOpHOQETATHOTO
pa3BUTHE, PAXKAAHETO U MOCTHATANIHOTO pasBUTHE (BXK. TOUKA 5.3).

[IpoyuBaHHA nNp# XKUBOTHH NMOKA3BAT, Y€ aApeHAlIMH HMa pernpoAyKTHBHA TOKCHYHOCT MPH NO3H,
NO-BUCOKH OT MAaKCHMATHATA NpenopbhYUTeNHa 1032 (BX. Touka 5.3).

Jiurncea ormuT oT ynoTpedara Ha apTHKauH Npy OpeMEHHN XEHHW, OCBEH 10 BpeMe Ha paKJaHe.
AJIpeHaTMH ¥ apTHKaWH [IPeMMHABAT Mpe3 IaleHTapHara Oapuepa, Makap apTUKauH 1a
NIpeMHHAaBa B MTO-MAaJIKa CTETeH B CPaBHEHHE C APYTH JIOKAIHK aHecTeTHIU. CepyMHUTE
KOHUEHTPAIIMH Ha apTUKAWH, H3MEpEHHU NP HOBOPOAECHH, ¢a mpubmuznrenHo 30% oT Te3n Ha
Malikata. B crydall Ha HEBHUMATE/THO UHTPaBacKynapHO NMPWIOXKEHHUE NIPH MakKaTa, aipeHATUHBT
MOXKe J1a HaMalli MaToyHaTa nepdy3us.

I[To Bpeme Ha 6peMmennoct JEHTOKAHWH 40 mg/ ml+10 Mukporpama/ml tpadea ga ce npunara
caMo cliell KaTo C€ HanpaBH BHHMATENEH aHAIH3 Ha CLOTHOLWICHHETO NON3a/pUCK.

[IpenBua Mo-HHUCKOTO CBABPXKAHME Ha aApeHANMH TpaAdBa na ce nNpeaAno4yuTa HU3MOIIBAHETO HA
NEHTOKAHWH 40 mg/ml+5 mukporpama/ml mxkexumoneH pastsop BMecTo JIEHTOKAHH 40 mg/
ml+10 muxporpaMa/m! HHKEKLIMOHEH pa3TBOP.

KEpMeHE
B pesynrar Ha 6Lp3HA cnial B CEPYMHHTE HHBA W OBp30TO EMTHMHHHpAaHE, B KEpMaTa He ce
OTKpHBAT KTHHHYHO 3HAYUMK KOJIMYECTBA apTUKAUWH. AJIpEHAIHH NpeMHHaBa B KbpMaTa
WMa KPaTBHK TMOJTYKHBOT.,




O6HKHOBEHO HE € HeODXOAUMO J1a ce CIMHUPa KbPMEHETO TIPH KPAaTKOCPOUHO MPHIIOKEHHE, KAaTo
MOXKe 13 ce 3anovHe 5 yaca clie] aHecTe3HATA.

QepTUIUTET
[IpoyuBanus nipH XKWBOTHHU ¢ apTukavmH 40 mg/ml+agpenanun 10 MukporpamMa/ml He mnokaszear
edpexTn BHpXY QepTunurera (Bk. Touka 35.3). IIpH TepaneBTHYHH OO3U HE ce OMaKBaT HeXeNaHW

eQeKTH BBPXY QepTUIUTETA NPH XOpa.

4.7 EdexTH BLpXYy cnoco6HOCTTA 32 mopHpane B paboTa ¢ MATUHHHA

KoMOuHaLMATa OT apTHKaWHOR XHUIPOXJIOPHA ¢ aJPESHATUHOB TapTapaT HHXEKLHOHEH Pa3TBOP
MOK€E Jia TTORJIHABA NMpeHeOpexxuMo cnocoOHoCTTa 33 modupaHe u paborta ¢ matnHu. Moxe aa ce
MOSBY 3aMagHOCT (BKIIIOYUTETHO BUCHE Ha CBAT, 3pUTEITHH HapYIIEHMA ¥ YMOpa) cliel IpWiIarane
Ha JIEHTOKAHWH 40 mg/ml+10 mukporpama/ml (Bx. Touka 4.8 na KXII). 3atrora naufHeHTHTE HE
TpaOBa Ja HAMyCKAT CTOMATOJIOTHYHHA KaOWHeT cliel CTOMATOIOTHYMHATa NpoLeIypa, JOKATO He
BL3BBPHAT CNOCOOHOCTHTE CH (0OMKHOBEHO B paMKUTE Ha 30 MUHYTH).

4.8 Hesxke1aRH JIeKapCTBeHH peaKnHA
a) Pe3toMe Ha npodria ua 6e3onacHOCT

HesxenaHuTe peaklyu cliek MPHIOKeHHE Ha apTHKAaKH/aIpeHATHH ¢a NoAo0HH Ha HabIIoaBaHKTE
ApH JpYTH aMHIHH JIOKATHH aHECTETHIIH/Ba30OKOHCTPHKTOPH. Te3n HeKelaHH peakiHK KaTo L0
ca CBBp3aHH ¢ Ao3aTa. Te MOTaT Aa OBAAT H B pe3yJITaT Ha CBPbXYYBCTBHTEIHOCT, HAHOCHHKpa3HA
WTH MOHMKEHA MMOHOCUMOCT OT CTpaHa Ha rnaiueHTa. Haf-9ecTo nposBsBalMTe ce HeXeNlaHu
peaKklIi¥ ca HApYIIEHHUA HAa HEPBHATA CUCTEMA, IOKATTHA peakKLUs Ha MACTOTO Ha HHXKEKTHpaHE,
CBPBXYYBCTBUTEITHOCT, CHPACYHH HapYIIEHUS U CHAOBH HapyLlleHUA.

CepHo3HUTE HEXEIaHH peakuMu ca 0OMKHOBEHO CHCTEMHH.

6) Tabia4en coMchHK HA HEXXEIAHATE PeAKIHH

[TocOYEeHUTE HEXEMAHH PEAKLIWH €A MTOJTYYEHH OT CHOHTAHHU ChOOLICHHA, KIIHHUYHH MPOyUBaHHA
H JTUTEpATYpAaTa.

KnacupukaumaTa 1o KaTeropuH Mo 4ecToTa CleABa cliegHaTa KOHBEHLUA: MHOTO 4ecTtH (=1/10) ,
gecTH (1/100 go < 1/10), negectn (>1/1 000 no <1/100), peaxu (=1/10 600 mo <1/1 000) 1 MHOTO
peaku (<1/10 000), ¢ Hen3sBecTHA YecTOTa (OT HAIMUHUTE AAHHH HE MOoXe Ha ObAe HarnpaBeHa
OUEHKA).

CHcremMo-Oopramna Yecr1oTa Hexenanu peaknan

KjJacuprkannas oo

MedaDRA

HNagexnrr 1 ARpeCTANHA Hectn ['MHTUBHT

Hapymenns Ba uMyHHarta | Penku Anepmtmnl,

CHCTEMA aHa(UNaKTWYHK aHaDUAAKTOW IHH

L peaKLHi

IIcaxpanp Aapymendy Penxu HepBHOCT /T]J_ennmﬂocr4
C HeH3BecTHA | EydopHdHo HacTpoeHHe
YecToTa

Hapymenus Ha HepBHATa | UecTu HeepormaTus:

cucreMa Heppanrus (HepponaTtHa 6ojpes




XUnoecTe3us/M3TPENBaHe (OpaTHa U

NepHopaTHA) ’

Xunepecresus

HwuzecTe3ns (opaTHa ¥ NepHopaTHa),

BKNOYUMENHO

Ancrey3us (Hanp. MeTalleH BKYC,

HapyIlEeHUSA BbB BKYyCa)

Areysus

ATTOIUHUA

CBBpPUYYBCTBMTENHOCT KBEM TEMIIEpATYpa
I nagobosue

HevecTH

YcelllaHe 3a MapeHe

Penku

2
VBpexaaHe Ha TUHEBMA HepB (mapann3a v

napesa)

CuanapoM Ha Horner (nTo3a Ha Kirenaga,
eHO(TAIM, MH033)

COMHOIIEHTHOCT (CBHMUBOCT)

Hucrtarsm
3
Mtoro peaky Tlapecre3us (ynopura
XUroecresus W 3aryda Ha BKYCOBH
BL3MPUATHSA) cnen Onokaaa Ha

MaHIUOYNIapHUS WIH AOIMHUA ANBEOIapeH
HEPB

Hapymenug 52 0O9HTE Penku Hurnronus (nmapamisa Ha
OYHOJIBUTATEIHUTE MyCKyJIH)4
YBpexaaHe Ha 3peHHeTO (BpeMEHHA
cnenm‘a)4
IITo3a
Muo3za
E”odTanm
Hapymennas HA yxoTo ® | Peaku XUnepaxy3uc
NaGHpHEATA THHmyc4
Crpaeann HapyImmenns Yectn bpaauxapaus
Taxukapans
Penku ITannuraimu
C HeusBecTHA | IIpoBOoaHMU HapyLIeHAs
YeCTOTA (aTPHOBEHTPHKYNapeH O0K)
ChI0BR RAPYIIEHHS YectH XUNOTOHHA (C BBIMOXKEH LUPKYJIATOPEH
KOnarc)
HeuecTn | XHnepToHus
Penku ["opeiny BLIHU
C Heu3BecTHA | JIokanHa/peruoHanHa XMIepeMHUA
4eCTOTa Basoaunataums
Ba3okOHCTpHKIIHS
Pecnmpatoprr, vpnaaR H | Penkn PPOHXOCTIA3bM/acT™MAa
MEIHACTHRHAJHE HADYHICAAS ,I[chnesrz
C HEU3BCCTHA | Mycdonus (apesras rmm:)1 _
4ecToTa Zat NP
YecTH TTogyrane Ha €31Ka, YCTHFE MSICHINLEY 2o

L

.




CroMamHo-9peBHA HeyectH CTOMATHUT, TMOCHT

HapyImeHHY | anene, mospbmade, THapHA
Penkwu Exchonuaumgs Ha BEHUUTE/HA YCTHaTa
NUraBula (aecKkBaMaums) /yiuepaums
C Hen3BecTHa | JIncdarus
yecToTa [Togyraue Ha Oy3uTE
['mocoguHuA
Hapymenns na kxoxara H | Heuectu O6pus
NOJKOXHATA ThKAH [Ipypuryc
Penxu AHTHOeeM (OTOK Ha

JIHLETO/e3UKa/yCTHUTE/ NapuHKCa/
nepropOUTaleH OTOK)

Y pTHKapHs
C Hen3BecTHa | EpureM
| HecToTa XHUMepxXuiaposa
Hapymears Ha MYCKylao- | HeuecTH bosika BLB Bpara
CKeleTHATa cHcTeMa H | Penxw MyckyiHm nomennanuf
ChEAHNRATEIHATA THKAH C HEM3BECTHA | BlomwaBaHe Ha HEBPOMYCKYTHHTE TIPOABH
4YecToTa npy cunapoM Ha Kearns-Sayre
TpRr3aMyc
O6mu sapymenns n edpekTn | HeuecTH boska Ha MACTOTO Ha HHXKEKTHpaHe
HA MECTOTO BA NpRJokeaHe | Penxu Excdonunanus/nekpos3a Ha MACTOTO Ha
HHXKEKTUpAHE
YMopa, ACTEeHHA (cnabocT)/cTynenu
TPBIKY
C Heu3pecTHA | JIoOKaleH OTOK
yecToTa Ycemane Ha ropeimuuHa

Ycelmane Ha CTy A

B) Onucanue na H30panA AeXKe/IaAHH PEAKIHH

' ATleprM4HUTE peaklWH He TPAOGRa 1a ce 6BPKAT ¢ MH30IM HA CUHKOMN (ChPICYHY MANTHATALNH, ThIDKAIIH CE
Ha afipeHaTHHa).

‘OnucaHa € NMLeBa Napalisa ¢ HaYano 2 CeMMLM Clel MPUIOKEHHE HA apTUKaHH, KOMOWHHDAH ¢
afApeHAIHH, KaTO CRCTOAHHETO € OCTaRaNo 0e3 mpoMsaHa 6 Mecela Mo-KbCHO.

*Te3H HeBPONOTHIHH MATOOWH MOTAT Aa Ce MPONBAT MOA GOpMaTa Ha PasTHIHH CHMITTOMH — HeoOuqaitiu
ycemanui. [lapecTtesnara Moxe 1a ce OnpeieNH KaTo CIIOHTAHHO, HeoOW4ailHO, 0OMKHOBEHO HeboNe3HEHO
ycelilaHe (Hanp. napeHe, OonkaHe, MpaBydKaHe WK ¢epbek) J0CTa ¢riel OUaKBaHATA MPOABIDKHTENHOCT
HAa aHecTe3ndaTa. [loBedeTo CIydan Ha mapecTeinn, CboOIaBAHU CIe CTOMATONIOTWIHO JIEYEHHE, ca
MPeXOIHH ¥ OTUIYMABAT B pAMKUTE HA JHH, CCAMHIIN HITH MECELIH.

Ynopurara napecte3ns, Haii-seue cnen 610kaaa Ha Hepe B MaHauOysarta, ce Xxapakrepusnpa c 6aBHo,
HEITBJIHO Bh3CTAHOBABAHE WIH JIMIICA HA TAKOBA.

"HaxoJko HeXKenaHH chOTHA KaTo Bu36YAa, TPeBOKHOCT/HEPBHOCT, TPEMOP, HAPYIIIEHHs Ha FOBOPA, MOXE
Ia ¢a NpeayiIipeIUTENHN Npu3Hauu npeau notuckane Ha LIHC. [lpu sanwvue Ha Te3u MpU3IHALM,
NalMeHTHTE TpAOBa Na 6B1IAT MOMONEHH Aa auuIaT Iunboko u na HvaaT HabmonaBaHK (BXK. Touka 4.9 Ha

KXTT).

r) llengarpuana nomynanag

IMpodpunsT Ha Ge30MacHOCT NP Aeua U OHOWHM OT 4 10 18 roauHu e CXOlleH C TO3M IIpH BBL3PacTHH.
Habmonasa ce ofaue mo-4ecTo cayyaiiHO yBpe)KOaHe Ha MEKMTE TbKaHM, ocobeHo npd aeua ot 3 go 7-
FrOAUIIHA BBIPACT, MOPaaH NPOIBIDKHTETHATA aHECTE3Nd HA MEKHTE ThKaHH.

Cro0mapaHe HA NONO3HEPAHE HEKEJIAHH PeaKHH




Cro0OuiaBaHeT0 Ha MONO3WPAHM HeKelMaHW peakuWu cIlel paspeliaBaHe 33 yroTpeba Ha
NeKapCTBEHUd TIPOAYKT € BakHO. TOBa NMO3BOJIABA A3 IPOILIAKY HabNOAEHUETO Ha CHOTHOMEHHETO
MoJ3a/pHCK 3a JIEKapCcTBeHUA NpoAYKT. OT MeQULIMHCKHATE CIIEUMAINCTH CE W3NCKBa Aa CHOOLIABAT
BCAKA MOZO3MpaHa HexellaHa peakilis Mpe3 HallHOHAIHaTa CUcTeMa 3a chobIasaHe:

M3maHITeHa areHLHS 110 JIEKApCTBATa

yi. , Jlamsn [ pyes” Ne 8

1303 Codus
Ten.:+3592 8903417

yeOcaiT: www.bda.bg

4.9 Ilpeno3mapane

Bagose npeaosapane
KaTo usno npero3dpaHeTo ¢ JokajieH aHeCTETUK Hai-decTo ce IMpogBABa KaTo:
* 3a0COIOTHO TIPEIO3HPAHE,
* OTHOCHTENHO NPENO3NpPaHEe, KATO HAPUMED:
- HEBOJTHO HHXEKTHPAHE B KPHBOHOCEH ChI, WIH
- HeoOHuaitno 6bp3a abcopdlus B CUCTEMHOTO KPEBOOOPALUCHHA, WITH
- 3a0aBeH MeTaboNH3BM H eJIMMHHHPAHE HA IEKAPCTBOTO

B Cﬂyqﬂﬁ Ha OTHOCHTCITHO NPEHJO3HPaRe CHMNTOMUTE MNPH [NIALIUCHTHTC OOHKHOBEHO Ce MOABSABAT B PAMKHTE
Ha NBEPBHTC MHHYTH. I[OKEITO B Cﬂyqﬂﬁ Ha abCOMOTHO Npcao3npaHc, NPH3HALUHTC HAa TOKCHYHOCLT, B
3ABHCHMOCT OT MACTOTO Ha HHXKCKTHPAHE, CC ITOABABAT IMO-KbCHO CJIC HHOKCKTHPAHCTO.

CaMnToMu

[1pu mpeno3npane (aBCOMOTHO HIIH OTHOCHTEITHO), THH KaTo Bh30yaaTa MOXe 1a e MpexXoHa HITH a
JTATICBA, TBPBATa NPOSBa MOXE Ia € ChHIIMBOCT, KOATO Ja NMPEMUHE B O€3CH3HAHUE U PECITHPARTOPEH apecT.

[lpu npedosupare Ha apmuxaus
CHUMOTOMUTE ca 3aBUCHMH OT 103aTa W TEXKECTTa UM TIporpecupa B odacTra Ha HEBPOMOTHYHHTE TIPOSTBH

(ITpeACHHKOIT, CHHKOII, I1aBodosme, Oe3nokoicTBo, Br30y a4, ChCTOAHUE HA OOBPKAHOCT, A€30pUEHTALINA,
BHEHE Ha CBAT (3aMaiiBaHe), TpeMop, CTYNOP, AbaboKko noTuckade Ha LIHC, 3ary0a Ha cw3HaHue, koMma,
KOHBYJICHM (BKIIOTHTETHO TOHHIHO-KIIOHWYEH T'EpY), HapyIIeHHe Ha roBopa (Hanp. JU3apTpHA, Joropes),
BEPTHIO, HAPYIIEHHA Ha paBHOBECHETO (3aryfa Ha paBHOBECHE)}), O9HM NposBH (MHAPHA3a, 3AMBITICHO
3IpeHUEe, HapylIeHUe Ha aKOMOJALMATa ), MOCIEABAHM OT CbA0BA TOKCHYHOCT (Bneaoct, (nokanua,
peTHOHANHA, 001Ia)), pecMpaToOpHa TOKCHYHOCT (anHed (pecnupaTopeH apect), OpaJurnHed, TaXUIHes,
[Ipo3ABaHE, NOTHCKAHE HA JULIAHETO) U HAKPas KapIHOTOKCHUHOCT (ChpACUYEH apecT, MHOKapRHa
OETIPECHs).

AIIMHO03aTa 3aCHIIBA TOXCHUHHATE e()eKTH HA JIOKATHHUTE aHECTETHLIH,

IIpu npedo3upane Ha agpeHanun
CyMNITOMHTE Ca 3aBHCHMH OT J03aTa M TEXECTTa UM IIpoTpecHpa B 001acTTa Ha HERPOIIOTUIHHTE NPOABH

(6e3mokoficTBo, Bb30yna, PECHHKOM, CHHKOM), MOCIeIBAHNA OT CHIOBA TOKCHMROCT (OnemocTt, (JlokasHa,
perMoHanHa, 0011a)), pecnipaTopHa TOKCHYHOCT (anHed (pecnupaTtopeH apect) Opaaunyes, TaXHIiHes,
NMOTHCKAaHEe Ha BUUIAHETO)) H HaKpasd KapAHOTOKCHYHOCT (ChpIEHeH apecT, MUOKapaHa Jenpecust ).

JleaeAne Ha npeao3mpaHe

TpabBa na ce ocHrypar nexapcrsa 1 000pyaBaHe 3a peaHUMalUHA NMpeay MPHI0KECHHE HA pErHOHaNHa
aHecTe3MA C JIOKaJICH aHECTETHK, 34 Jla ce rapaHTHpa OBp30 oBafABaHe Ha AHWXATETHHA H ChPACYHOCHIOBH
CTICHITHH CBCTONHMS.

[MTopanv cepHO3HOCTTA HA CUMIITOMHUTE Ha fIpeNO3HpaHe IeKapuTe/cToMaTono3uTe Tpadsa na sBbBeaaTt
NMPOTOXKOJH, B KOUTO J1a C& MPEABIKIA HEOOX0OMMOCTTA 0T CBOEBPEMEHHO OCHTYPABaHE HA NROXONHMOCT HA
OAXATETHUTE THTHINA ¥ Ha ACUCTHpaHa BEHTHNALMA.
ChLCTOAHMETO HA Ch3HAHHE Ha MallieHTa TpA0Ba Aa ce Habmroaaea ciell BCAKO HHDKEK; X




AKO ce NosBAT NPH3HALM HA OCTPa CHCTEMHA TOKCHIHOCT, BeAHara TpAbBea a ce cnpe HHXEKTHPAHEToO Ha
JIOKAITHUA aHecTeTHK. [IpH HyXa naiMeHThT TPAOGBA Aa ce MOCTABH B JIETHANO MONOKEHUE.

Cumnromute oT ctpaHa Ha L{HC (xouByncuu, notuckane Ha L{HC) Tpabea ga ce opnagesar 6bp30 apes
CBOTBETHO MOAIBPKAHE HA NPOXOAMMOCTTa Ha TMXATEIHUTE MbTHIA/IHIIAHETO U NPHAAraHe Ha
AHTHKOHBYJICWUBHM JIEKAPCTBA.

ONTHMAITHOTO OKCHI'eHAPAHE, IONTbPKAHETO Ha TUIMIAHETO H KPBBOOOPAIEHHETO, KAKTO H JIEYEHHETO Ha
alnao3aTa, MOXe A3 NPeanasaT oT ChpAcUEH apect.

AKO Bb3HHKHE KapAMOBACKYNApHA henpecHs (XHNOTOHUA, Opaaukapang), Tpadsa na ce oOMHUCIH
OIXOAAINO JIEYeHUE C HHTPABEHO3HU TEIHOCTH, Ba30NpPECOPH W/ T HHOTPOITHH cpeacTsa. I [pu menara
TpaOBa Ja ce nmpunarat J03H, ChOTBETCTBALIM Ha Bb3PACTTa H TEIJIOTO,

B ciyuyait Ha cepaedeH apect, He3abaBHO TpAOBa 1a ce HanpaBH KapAHOITYJIMOHANHA peaHHMAaLHAL.

5. OAPMAKOJOIMMUYHU CBOUCTBA

5.1 PapMaKOAHHAMHAYHH CBOHCTBA

(dapMakoTeparieBTUMHA IpyMna. HepBHAa CHCTEMa/aHECTETHLIM/AHECTETHUH, JTOKANHW/ aMHAOW/ apTHKAKH,
KOMOHHaLMY

ATC xoa NOIB B58

MexaHu3bM Ha JelcTBHE U (papMaKOZHWHAMHYHH €(PeKTH

ApTUKaWH, KOWTO € aMUJICH JIOKANEH aHeCTETHK, oOpaTHMOo OJIoOKHpa HEPBHATA MPOBOIHMOCT Ype3
noOpe NMo3HAT MEXAHU3BM, YECTO HAONMIOaBaH MpH JPYTH aMHIHM JIOKATTHH aHecTeTHIM. Tofi ce
ChCTOM B HaMalfBaHE WAM BBINPENATCTBAHE Ha TIPeXOTHOTO TOAAMO YBeEJIHYeHHE Ha
NPONYCKIMBOCTTA Ha BB3OyIANMHUTe MeMOpann Ha Hatpuii (Nat), KoeTo HOPMaJTHO C€ MOJTyyapa
BCIIEACTBUE Ha ¢rmabo gemonspuzupane Ha MemOpaHaTa. BCcHYKO TOBa BOAM 0 aHecTeTHUYeH edeKT.
THil xaro aHeCTETUYHUAT €QEeKT ce pa3sBHBa IPOrpPeCMBHO B HEpPBA, NMparsT Ha eNeKTHpHYEcKa
BE30YIUMOCT NOCTENEHHO C€ MOBHIIABA, CKOPOCTTa HAa TNOBHUIABAHE HA aKLMOHHHUA MNMOTEHUHAI
crnaga H ce 3abaBs MpoBeXAAHETO HA UMITYJica. pKa Ha apTHKaHWH € oLieHeH Ha 7,8.

AZpeHanuH, KaTo Ba30KOHCTPUKTOP, AclicTBA JUPEKTHO KAKTO HA (- Taka W HA B-adpeHEPrUMHHTE
peuernTopu; npeodnagasar [-afpeHeprudHUTE eheKTH. AJpEeHATHH YIBTKABA NPOIBIKHTEITHOCTTA
Ha edeKTa Ha apTUKaMH ¥ HAMAIABA PUCKA OT MPEKOMEPHO OOpaTHO NMoeMaHe Ha apTHKaWH B
CHCTEMHOTO KpEBooOpameHue.

KnunuvHa epukacHocT U 6esonacHocT: JEHTOKAHWH 40 mg/mi+10 MukporpaMa/m} MMa Havyano Ha
aeHcTeHe cren 1,5-1,8 MUHYTH nipu uHGUITpHUpaHe U ciea 1,4-3,6 MUHYTH npH 6ToKaza Ha Hepha.
[1IpoaLnaxUTEIHOCTTA Ha aHECTe3UsITa Ha apTKanH 40 mg/mli ¢ aapenanun 1: 100 000 e or 60 no 75
MHHYTH TIpH aHeCcTe3us Ha mynnarta ¥ oT 180 1o 360 MUHYTH NpH aHeCcTe3Ud HA MEKUTE TLKAHH,
[IpoabixKMTEAHOCTTA HA aHecTe3HATa Ha apTHKanH 40 mg/ml ¢ anpenanuH 1: 200 000 e ot 45 no 60
MUHYTH MPH aHeCcTe3UA Ha mynnara v ot 120 1o 300 MHHYTH NpH aHECTE3UA Ha MEKUTE THKAHW.

He ce HaOGmonaBa paznmuka BBB  (PAapMakOAMHAMWYHWTE CBOKWCTBA MeXIY BB3PACTHHTE M
e HATPUIHATA MOMyalms.

3.2 (PapMaKOKHHETHYHH CBolcTBA

*  ApmuKauu
AbGcopbuusa: B tpu mybimMKyBaHU KIIMHUYHH ITPOYIBaHUA, KOUTO OMUCBAT (papMakOKHHETHYHUA PN Ha
KoMOMHatMsaTa apTHKauHOB Xuapoxnoprd 40 mg/ml ¢ agperamun 10 wim 5 MukporpamMa/ml,




B KTUHUYHM H3NUTBAHWUA, (poBeeHH mpu neua, C e 1 382 ng/mluT_ 7,78 min cnen HHPUITPUPAHE Ha
no3a 2 mg/kg TenecHo Terno.

Pasnpenenenue: Habmoaasa ce BUcoka CTeNeH Ha NPOTEMHHO CBBP3BaHE Ha apTHKAHH ¢ YOBELUKH CEPYMEH
anGymun (68,5-80,8%) u oc/B-rnobymunu (62,5-73,4%). Ceup3BaneTo ¢ y-rino0ymunnTe (8,6-23,7%) ¢ MHOrO
o-HUCKA CTETNEH. AJIpEeHATHH € Ba3OKOHCTPUKTOP, J06aBeH KbM apTUKaHUH, 3a Ja 3a0aBH HEToBaTa
abcopbuMATa B CHCTEMHATA LIMPKYJIALHA U MO TAKLB HAYHH Aa HOAAbPXKAa KOHLICHTPALKA HA aKTHBCH
apTHKaWH B Tekanute. OOEMBT Ha pasnpe/ic/ieHue B IasMaTa € okoto 4 1/kg.

BuorpancdopMalia: ApTHKaKHH € TIOUTOXKEH HA XHAPOJI3a Ha KapOokcHIIHaTa My Irpyna oT HecTielHpUIHK
ecTepa3u B ThKAHKHTE H KPBBTA. Tl KaTO Ta3W XUAPOIN3a € MHOro 6bp3a, okono 90% ot apTukanHa ce
HHAKTHBHpPA N0 TO3M HAUHH. APTHKaHH ce MeTaboNN3npa RONMBIHUTENHO B YEPHOAPOOHHTE MHKPO3OMH.
APTUKaWHOBATa KUCEIINHA € OCHOBHHAT NMPOXYKT Ha MHAYLMpaHus oT quroxpoM P450 MeTabonmssm Ha
apTHKaKHH, BIIOCIeACTBHE MeTabonu3upan no obpasypaHe Ha TTMIOKYPOHH Ha ApTHKaHHOBATa KMCEITHHA.

Enuvupupade: Crnen AeHTATHA aHECTEe3UA eJIMMUHALHOHHMUAT TOTYKUBOT Ha apTUKauH e npubn. 20-40
MHHYTH. B KITHHHUYHO M3NHTBAHE € J0KA3aHO, Y€ MIa3MEHUTE KOHLUEHTPAaUMH Ha apTHKalH H apTHKaHHOBA
KUceTHHa Opp30 HAMAJIABAT Clie] CYOMYKO3HO MHXKEKTHpaHe. Y CTAHOBEHO € MHOI'0 MATKO KOJTMYECTBO
apTHKaHH B IU1a3mMara oT 12 o 24 qaca cneg mikektupane. Hax 50% ot go3ata ce eMMMHHHMPa C YPHHATA,
95% KaTo apTHKauHOBA KHCENHHA, B pAMKHTE Ha 8 yaca oT npuiokeHHeto. B pamkuTe Ha 24 yaca
npubmuzutenno 57% (68 mg) u 53% (204 mg) ot mo3ara ce eIMMHHHPA C ypuHaTa. ETAMHAHNpAHETO Ypes
OB0pelmTe Ha HEMPOMEHEH apTHKAUH € eaBa 2% or 00moTo EMMMHHHpPAHE.

5.3 IIpeaxnaBHvHE IaHARA 3a OezomacHOCT

[peaxMTHHUYHKTE NAaHHK HE NMOKa3BaT KOHKPETEH PUCK 34 XOpaTa NpH TEpaneBTHYHH 1034 Ha Oa3aTa Ha
KOHBEHLMOHANHUTE GapMaKOJIOTHIHH ITPOYYBAHAA 33 HE30MMACHOCT, TOKCHYHOCT NTPH MHOTOKpPAaTHO
NpWJiarade, pernpoayKTHBHA TOKCHIHOCT ¥ FEHOTOKCHHYHOCT.

[Tpn cymparepaneBTHYHE AO3H apTHKAMH UMA KAPRAUOAECTIPECUBHU CBOMCTBA H MOXE ia UMa
Ba30QWNaTHPAILIHN ePEeKTH.

AJIpeHATHH TIPOABABA CHMIATHKOMHMETHUYHH ¢eKTH.

TMoaxoxHOTO HHXKEKTHPaHEe Ha apTHKaWH B KoMOHHaUMA ¢ anpeHannH S0 mg/kg/nHesno npu misxose U 80
mg/kg/nHeBHO TIPH Ky4eTa HHIYLHpa HeXelaHy peakliy ciel 4 ceIMHLM HA MHOIOKpPaTHO IHEBHO
niprIoxkeHre, 3HATEHHETO Ha Te3H HaXoAKH 00ade ¢ HECHIIECTREHO 3a KIIWHWIHATa My yrotpeba MmpH
€QHOKPATHO IMPWIOXKEHHE.

B mpoyuBaHH#A 3a eMOpHOHAIHA TOKCHYHOCT € apTHKaHH He ce Habmoaasa NoBHLICHHE Ha MPOLEHTA Ha
eMGpHOHAITHA CMBPTHOCT WITH MaJipopMamiy pH KHEBHH i.v. 1031 Ao 20 mg/kg mpw rurbXose u 12,5 mg/kg
TpH 3afIH.

HaGmonaBa ce TepaTOreHHOCT TNPH XHBOTHH, TPETHPAHH C AAPCHATHH, CAMO TIPH €KCTIO3WLIKH, 33 KOUTO Ce
CUNTA, Y€ B JOCTATHYHA CTENEH HAIBHILABAT MAKCHMAIIHATA EKCITO3HLINS NP X0pa, KOETO € OT MaJIKO
3HaYeHHe 33 KITMHHYHATa yroTpeba.

Ipu mpoydBaHHs 3a peNpoXyYKTHBHA TOKCHIHOCT, NMPoBecHH ¢ apTukanH 40 mg/mit+anpenanun 10
MHKporpaMa/ml, mpunoxkeHu moakoxkHo npu go3u 1o 80 mg/kg/aHeBHO, He e YCTAaHOBABAT HEXETAHH
edekTH No OTHOLIeHUE Ha PepTHnHnTeTa, eMOpHOPETATHOTO Pa3BHTHE WIH Mpe- H MOCTHATAIHOTO pa3sBHTHE.

He ce Habmonasa e(ekT Ha TeHOTOKCHYMHOCT MO BPEME Ha A Vilro ! in vivo Npoy4BaHHA, MPOBEIEHH CaMO ¢
ApPTUKAWH WIH B in vitro MpoydBaHe, MPOBEICHO C apTHKAHH B KOMOWHALIMA ¢ aApeHalnH,
Ot in vitro M in vivo NpOyUBaHUATA 332 TEHOTOKCHYHOCT ¢ aAPSHAJIMH Ca NONMy4YeHH MPOTHBOPEYHBHM HAXOOKH,

6. GAPMAIIEBTHYHHA JAHHHA

6.1 Cnorcnk HA NOMOIIBHTE BellleCTBA




Harpuee MeTabucyndur (E223)

Hatpues xnopuj

JInMOHEHa KucenrHHa MOHOXUApAT
XITopoBOJOPOHA KUCEITHHA (34 KopeKIHa Ha pH)
Harpues xugpokcua (3a kopekuusa Ha pH)

Boaa 3a HHXKEKLMH

6.2 HechBMECTHMOCTH
[Ipu oTcBCTBHE HA M3CIENBAHUA 3a CHBMECTHMOCT, TO3H MEAMUMHCKM TIPOAYKT He TpaOBa Aa ce
CMECBA ¢ IPYTry MEAHLMHCKH MMPOAYKTH.

6.3 Cpok Ha rogaocT
24 Mecela.

64 CoenralIaH YCIOBHA HA CHXPAHEHHE
CuxpaHasaitre nmpu temnepatypa noa 30°C. CrxpangsaifTe narpoHa BbB BHHIIHATA OTTAKOBKA, 32 J1a
NMpeAna3suTe OT CTBHYEBATA CBETIIHHA.

6.5 Janumm 3a omakoBKaTa

IlaTpoH oT 6e3UBETHO HEYTPANHO CTEKIO 1.
IInyrxkepbT € n3paboTeH oT KaydykoB OpoMoOyTHIL.
AJIyMHHHKEBa 3anyluanka ¢ OpoMoOyTWIOB AMUCK.

OnakoBku, cuabpakatliy 50 x 1,8 ml natpod ¢ miocko Oyrano 3a caMoCcTOATENHA acnpaLy.
OnakoBky, cbabpxkamy 50 x 1,8 ml narpoH ¢ xyxo 6yTano 3a pruHa acMpaums.

OnakoBkH, ceabpxatiy 100 x 1,8 ml narpon ¢ 6yrano 3a caMoCTOATEIHA acTIHpailH.
OnaxkoBkM, ceaepkamy 100 x 1,8 ml natpoH ¢ Kyxo Oyrano 3a pryHa acripaunys.

He BcHukH BAOBE ONAKOBKKM MOTaT a ObOaT ITyCHATH B Mpogaxoa.

6.6 Cpoeummannn npeaNa3sHH MEPKHE IPH H3XBLPJISAHE B paboTa

3a na ce n3berve pucksT 0T HHPEKUUA (Hanp. NpeJaBaHe Ha XENaTHT), CTIPUHIIOBKATA H ULJIWTE, KOUTO Ce
M3MOJI3BAT 33 HATETNIAHE Ha pa3TBOpa, TpAOBAa BHHATM Ja Ca HOBH H CTEPHITHH.

To34 nekapcTBEH MPOAYKT He TPAOBA Z1a ce U3NON3Ba, AKO PA3TBOPLT € MBTECH WM C MPOMEHEH LIBAT.
[laTpoHuTE ca IpeaHa3HAYUEHH 32 eTHOKpaTHA yrioTpeba. AKO c€ U3Mo/I3Ba CAMO 9acT OT faTpoHa,
OCTATBEKBLT TpAOBa 1a ce W3XBBHPIIN.

H3nonzeaiite BeaHara cne oTBapsHe Ha NaTPOHA.

Heusmon3BaHuAaT JICKAPCTBCH MNPOOYKT HIIH OTIIAABYHHTEC MATEPDHATH OT HCTO T[JHGBH da CC U3XBbPJIAT
B CBOTBCTCTBUHC C MECTHHRTC H3IHCKBaAHHAA

7. IIPUTEXKATEJI HA PASPEIIIEHHUETO 3A YIIOTPEBA
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