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1. HME HA JIEKAPCTBEHIIH NPOAYKT _'__ 5 :{_o.j 3 2 B []3 2023

JEHTOKAMH 40 mg/ml+10 muxporpama/ml HH}KCKH}WWQ}) ....................... A
DENTOCAINE 40 mg/ml + 10 mlcrograms/ml solutlon for 1nject10n

2. KA‘-IECTBEH H KOJMYECTBEH C'I:CTAB

1 ml nHKeKIOHEH pasTBOP ChAbPXKa 40 Mg apTHKanHOB XHIAPOXTIOPHA (artlcame hydrochlonde) H
'10 muxporpama anperanuH (adrenaline) (kaTo anpeHaNMHOB TApTAPaT).

Beekn matpod ¢ 1,8 ml vedkeKIHOHEH pa3TBOp CHABPXKA 72 Mg apTHKAHHOB XHIPOXJIOPH H 18
MHKpOrpaMa afpeHaluH (KaTo aJjpeHAIHHOB TapTapar).

[oMoliHK BEECTRA ¢ H3BECTHO NEHCTBHE

Harpuer Metabucyndut (E223), Harpies Xmopu, TMMOHEHa KUCEIHHA MOHOXHIPAT.
JNEHTOKAHWH 40 mg/ml+10 muxporpaMa/ml coaepka 0,83 mg Hatpuii B eaus 1 ml pastsop, T.e.
1,5 mg/1,8 ml.

3a OBIHHA CIACHK Ha MOMOLHHTE BEIHECTBA, BHXKTE Touka 6.1,
3. JEKAPCTBEHA POPMA

HHxeKuoneH pa3TBop.

PasteopsT € OmHcTpa, HeomanecieHTHa, OesmnpeTHa TeynocT ¢ pH sapupam ot 3,0 mo 5,0.
OcmonapnocTTa Ha pasTeopa € okono 290 mOsm/kg.

Pa3TBOpPET € Ge3 HAIHYKE HA BUIMMH YaCTHIH.

4.  KJIMHHYHW JAHHH

4.1 TepaneBTHYHH HOKa3aAHHA

Jloxanma H TOKOpPErHOHANHA aHECTe3HS NIPH CTOMATOJIOTHYHH IPOLIEAYPH.

JJEHTOKAHWH 40 mg/ml+10 mukporpama/ml e mokasan 3a yniotpeGa NpH Bb3PacTHH, IOHOIIH H
neua Haj 4-rofuiiHa Be3pacT (Miu ¢ TenecHo terio 20 kg unu noseue).

4.2  [lo3ApoBKa ¥ HAYHMH HA MPHJIOKEHHE

3a HpHHO)KeHHe CaMo0 OT MEIHIIHHCKH CNICHAIHCTH — JICKAPH HJIH CTOMAaTOJIO3H.

EOSH POBKa

IIpH Bcw9KH HomyTaluy TpsOBa fa ce H3ION3Ba Hal-HHUCKaTa 7038, C KOATO Aa ¢e MOCTUTHE
epexTBHa aHecTe3nd. Heobxonumara J1o3a Tpsbpa Aa ce onpesiens HHAHBHIYATHO.

Ipu pyrunHa npouenypa oOH4aiiHaTa J03a IPH BB3pacTHH NalfeHTH € | IaTpoH, HO MOXe Jia €
IOCTATEYHO MO-MAJIKO OT CHABPKAHHETO Ha €AUH IIATPOH 3a IIOCTHraHe Ha ¢)eKTHBHA aHECTeRHs.

uarpony, 6e3 fa ce HAJBHILABE MAKCHMAIHATA IPEIOPEYHTEIHA 1032,
IIpH noreYeTO pyTHHHH CTOMATOJIOTHYHH MPOLEAYPH € 3a MpeII0YHTaHe
JEHTOKAHWH 40 mg/ml + 5 makporpama/ml.

IIpu mo-cIoKHHE IIPOIIE/yPH, KaTO TAKHBA, IPH KOHTO € Heo6XonHMa H3p:
npeanovnTade ga ce uanonzea JEHTOKAWH 40 mg/ml + 10 MEkporpam



Coromcmeaua- ynompeb‘a Ha cedamuey 3a Hamanseane Ha mpeeoofcuocmma Ha nayuenma
MakcuMaJHaTa Ge30macHa 03a Ha JIOKATHHS AHECTETHK MOKe 1a 6bjie HaMaieHa [IPH CeIupPaHK
MIAIMECHTH nopazm a,E[HTHBHHH ecbeKT Ha TNOTHCKAHE Ha ueHTpanHaTa HepBHa cHCTeMa (BK. TOUKA
4.5).

¢ Bu3pacThn n onomu (12- no 18-ropumHa Bp3pacr)

IIpy BE3paCcTHU M IOHOIIM MakCHMalHATa 1033 apTHKauH € 7 mg/kg npu aGcomoTHa MaKCHMAaNHa
no3a aprukanl S00 mg, Makcumannara nosa apTHKaHH_ 500 mg ce oTHacs 3a 31paB BE3PACTEH ¢
TENECHO Terno Hajg 70 Kuworpama. :

B rabmmiata no-zony € fafena MakCHMAlHATA IPENOPhYHTENHA /033

“Temeco Terno na | Makcnvanma Mosa aapenasun | O6m o6em (ml) i
nanuenrta (kg) ‘1033 APTUKAMNOB | (Ing) ' CHLOTBeTHHA Opoi
XHAPOXJIOPH] natponn (1,8 ml)
_ _ (mg) 1 , )
40 _ .| 280 0,070 - 7,0
(3,9 natpona)
50 350 0,088 8.8
_ _ , (4,9 maTpoHa)
60 _ 420 0,105 1 10,5
(5,8 marpona)
70 unu noseye 490 0,123 12,3
' ' (6,8 marpona)

e Iena (4- mo 11-roanmua BB3pacr)

bezonacuoctra Ha IEHTOKAWH 40 mg/ml+10 MHKpOl"paM&/mI l'IpH Jleta Ha BL3paCT 4 1 no-

- MAJIKO I'OJHHH HE € yCTaHoBeHa. JIumcrar Januu.
KonuyecTBOTO, KOETO IIIE C& HEKEKTHpa, TpsOBa Ja ce ONpeae/ B 3aBHCHMMOCT OT Bb3DAcTTa H
TETJIOTO Ha JIETETO, ¥ OT TOBA, KOJKO royiaMa ¢ onepauusata. CpegHara epeKTHBHA 1034 APTHKAHH €
2 mg/kg 1 4 mg/kg CEOTRETHO 3a HECIIOMKHHE U CIIOXHH NpoueaypH. Tpsabea aa ce u3mon3Ba Haii-
HHCKaTa 7034 33 IOCTHIaHe Ha epeKTHBHA JeHTanHa aHecTesns. IIpu aena Ha Bb3pact 4 FOIHAH
(unu renecHo Terno ot 20 kg ) M moBeye, MakcuManHaTa Jo3a apTakaud ¢ 7 mg/kg, ¢ aGeomoTHa
MaKCHMAIIHA 1032 385 mg apTukauH ¢aMo TIPH 37paBH Jela ¢ TeaecHo Tero 55 kg.
B rabnunara mo-10i1y e naneHa MaKCHMATHATa IPEIOPLYMTENHA J103a:

TenecHo Tersio Ha Maxkcumanna Jo3a agpenanun = | O6m o6em (ml) n
nanvenTa (kg) K033 apTHKamHOB | (mg) cbOTBeTHHA Opoii
XHAPOXJIOpH] narponn (1,8 ml)
(mg) | o '
20 140 0,035 3,5
(1,9 natpona)
30 210 0,053 53
e ' ' o (2,9 matpomna)
40 280 : 0,070 : 7,0
' ( 3,9 narpona)
55 o138 0,096

¢ Crielyaa/THA NOOyJAIHH

Hayuenmu 6 cmapuecka ev3pacm u nayuenmu ¢ 6v6peyny HAPYWeEHUS




TTopai Munca HA KIMHHYHY JAHHA € HeoOX0AHMMO 0co0eH0 BHUMAHHE, 3a [1a ¢¢ NPHIIONKH Haii-
HHCKATa 7033 3a IIOCTHTaHe Ha e()EeKTHBHA aHECTE3MA [IPH IANIEHTH B CTAp4YecKa BB3PacT W NpH
nanueHTH ¢ Os0pedHn Hapymenus (Touka 4.4 u-5.2).

- [1pu Te3u MALMEHTH MOXE 1a Ce CTHTHE 110 IIOBHLIEHH IUIa3MEHH HHBA Ha IIPOAYKTa, 0CODEHO Cliex
MOBTOpHA yNoTpeGa. AKo ce Hajara THOBTOPHO HHKEKTHPAHE, NAHEHTHT TpAOBa Ja OBAE CTPHKTHO
HaOmoAiaBaH 3a OsBa Ha IPU3HALM HA OTHOCHUTENIHO NpeAo3HpaHe (BK. Touka 4.9).

Hayuenmu ¢ 4veprodpobro yepexcoane - _

Heo6xomumo ¢ ocobeHO BHHMaHMHE, 33 Ja ce npnnoxm Haii-HICKATA 1032 32 IOCTUTAHE HA
e(heKTHBHA AHECTE3U NP MALEEHTH ¢ YepHOAPOGHO yBpeiaaHe, I0-CIeHAIHO PH IOBTOPHO
IPUITOKEHHE, BhIIpekH e 90% oT apTHKaHH IIT:pBO ce HHaKTHBHpa oT Hecneumbntmn IIA3MEHH
€CTepast B TEKAHWTE H KPBBTA. -

Hayuesmu ¢ dedruyum na niazmena xorunecmepasa

I1pu mauuenTH ¢ AeQHITHT Ha XOJHHECTEpa3a KK Ha JIEYeHHE ¢ HHXHOUTOPH Ha
AlETHIXOMHUHECTEPA3aTa MOXeE Jia Ce CTHTHE JO [TOBHINeHH IUIa3MEHH HIBA Ha MTPOJYKTa, Thil KaTo
IPOAYKTHT C¢ MHAKTHBHpA Ha 90% OT Ia3sMeHu ecTepasy, BIKTe TOUKH 4.4 1 5.2. 3aToBa Tpia0Ba
Aa ce H3M0J13Ba Hali-HUCKATa 1034 3a [TOCTHIaHe Ha eeKTHBHA aHEeCTEe3HS.

- Hayuyg Ha OIpHIIoxKeHHe

Muduntpupane u nepuHeBpanto NPHIOKEHHE B YCTHAT2 KyXHHA

JloxanHuaTe aHeCTETHIM TPAGBA 12 C€ MHXKEKTHPAT ¢ [IOBHIICHO BHUMaHHeE, KOTaTO HMa Bh3NalleHHe
H/HH HHGEKIH Ha MSICTOTO Ha HHXKEKTHpaHe. CKOPOCTTa Ha HEXKEKTHpaHe TpAOBa 12 ObAe MHOTO
6aBHa (1 ml/min). '

* Ilpeonasnu mepxu npedu paboma ¢ rexapcmeenus RPodyKm Wik IPY NPURONHCEHUEMO MY

To3u nexapcTBeH nMpoaykT TpsiGBa 1a Ce H3MOI3BA CaMO OT HJIH 110J] HabMIOAECHHETO Ha JICKAPH HiIH
CTOMATOJIO3H, AOCTATEYHO 00YYEHH H 3aNI03HATH ¢ JHATHOCTHIHPAHETO U JISUEHHETO HA CHCTEMHA
TOKCHYHOCT. TpsGBa 1a ce OCHTYpAT CLOTBETHHTE JeKapcTBa H 000py/BaHE 34 peaHHMALUA TIPEIH
NpuaraHe Ha pETHOHANHA AHECTE3Hs C JIOKaJIEH aHeCTeTHK, KOUTO Ja rapanTupar Osp30
OBJIAABAHE HA JUXATENHH H CHPACYHOCHIOBH CNEINHH CHCTOSHMA, CBHCTOSHHMETO Ha Ch3HAHHE Ha
nanuentTa TpAbBa na ce HabmoxaBa clefl BCAKO HIDKEKTHpaHe Ha aHECTETHK.

Koraro ce mamomsa JIEHTOKAWH 40 mg/ml+10 maxporpama/ml 3a HHQHATpaUMI HIH
pervonanHa 6i0Kana, HHXEKTHPAHETO BHHArH Tpa0Ba ja ce npaed GaBHO M ¢ OpelBapHTEIHa
acCIHpalus.

3a yKasaHHS OTHOCHO paboTa ¢ IEKAPCTBEHHS IPOAYKT IPEH IPHIOKEHHE BIKTE TOUKa 6.6.
43  IIporuBonokasaHus

¢ CBPLXYYBCTBHTEIHOCT KbM apTHKAHH (WM JPYT aMHEH JIOKANeH aHeCTeTeT
aZipeHAlIMH MM KBM HAKOE OT [IOMONIHHTE BEINECTBa, H30POSHH B TOUKA
» TlauyeHTH ¢ eMUIeNchs, HEKOHTPOHPAHA C JICHCHHE.,

4.4  CpenmajJHHA NpeXyHpexIeHHN H OPeINa3HH MEPKH IPH YIOTD



I1lpenu fa ©3MoON3BaTE TO3H JISKAPCTBEH NPOAYKT € BaXKHO Ja:

- Pa3MUTaTe 32 HACTOSIIK JICYEHNS ¥ aHaMHe3aTa Ha NalHeHTa

- HOJyrbpKaTe BepdasieH KOHTAKT ¢ MAllACHTa -

- IMaTe Ha Pa3nojoxkeHue oGopyARaHe 3a peaHuManus (BXK. T049Ka 4.9)

CrienuanHA NpexynpexRACHUs

. To3m JNEKAPCTBEH npo,uyx'r Tp;1613a 13 ce Hénonaaa ¢ 0co0eHO BHUMAHHUE NIPH NAlUEHTE CBC
CIeHATE HAPYLICHHUS ¥ TPAOBA Jia ce oﬁcmm OTJaraHe Ha CTOMATONIOTHYHATA ONEpPAllHs, aKko
CBCTOSHHETO € TEKKO H/HHH HeCTaﬁnnHo

Hayuenmu cve copdeuHocsdOsu HAPYVIHEHNUS
Tpsa6Ba Z1a ce M3MON3Ba HAll-HUCKATA 033 34 OCTATaHe Ha eeKTUBHA aHeCTe3HA B ciydalt ua:

¢ Hapymenus B reHepupaHeTo Ha ChpASYHHS UMITYJIC H IPOBOJHMOCTTA (HAIp.
ATpHOBEHTpPHUKYJIapeH 0ok 2-pa Wi 3-Ta cTeneH, u3pa3cHa Opagukapans)

e (OcTpa JeKOMIIEHCHpaHa ChpJeYHa HEJOCTaThYHOCT (0CTpa 3aCTOHHA ChpeTHA
HEJOCTATBYHOCT) |

¢ XHIMOTOHHSA
IanuenTH ¢ MapoKCH3MallHa TAXHKAPIHS HIH a0COJIOTHA APHTMHH C YUECTEH ChPASUSH PHTEM

+ [lanmenTH ¢ necTabunHa cTEHOKApAHA WM AHAMHE3A 34 cxopomeH (mo-manko ot 6 Mecena)
MHOKapAeH HH}apKT

¢ [lapmeHTH cBC ckopoHa (3 Mecelia) ollepallus 3a KOpoHapeH aprepHanen Haiinac
IlanHeHTH, KOHTO IPHEMAT HECENEKTHBHY OeTa-0MoKepH (HAIp. NpoNpaHoIo) (PHCK OT

' XHIIEPTOHHYHA KPH3a HIH TexKa Opagukapans) (Bx. Touka 4.5.) '

IlauMedTH ¢ HEKOHTPOHpaHa XHIIEPTOHHS

¢ ChOBTCTBAMO JIEYEHHE ¢ TPHIHUKIMYHYE aHTHACIIPECAHTH, Thil KATO Te3H AKTHBHH BEINECTBA
MOTAT JIa 32CHJIAT CHPASIHOCHOBHTE €(EeKTH Ha aJpeHaNHHa. (BX. TOUKa 4.5)

To3u nekapcTBeH MPoAYKT TpA0BA Jia ce H3ON3Ba ¢ MOBHIICHO BHUMAHHKE NPH NMAHEHTH CBC
CICAHUTE HAPYIICHHS

Hayuenmu ¢ enupencus
[Mopams TIXHOTO NPOKOHBYJICHBHO ACHCTBHE, BCHUKH JOKATHHA aHECTETHIH TpAOBa Ja ce
H3II0JI3BAT ¢ MOBHIIEHO BHUMAaHHeE.

Hayuenmu ¢ depuyum na na3MeHa XoruHecmepasa

Moxe fa MMa CBMHEHHE 32 Te(hHilUT Ha MTa3MeHa XOJIMHecTepasa, Koraro MpH o0H4yaiHo
TIpuJiarafe Ha aHecTE3HA ca HAMIIE KIIHHHYHH IPH3HAIM Ha NPEIO3HPAHE H KOTaTo € H3KJIFOUCHO
€BEHTYa/IHO MHKEKTHPaHE B KPBBOHOCEH Ch/. B To3H ciryuaii TpaGsa ia ce 0GbpHE BHEMAHHAE HPH
cJeqBallo HHXEKTHPAHE U Ja Ce IPUIIOXKH [0-HHCKA 1033,

Hayuenmu ¢ 6v6peuno 3aboansane
TpabBa Ja ce H3I0I3BA Halt-HUCKATA 034 32 IIOCTATaHe Ha ¢(PeKTHBHA aHECTE3H.

Hayueumu ¢ mexcko yeprodpobno 3aboaseane
To3mn nexapcTBeH NpoayKT Tpa0Ba Aa ce mpuiara ¢ MOBHIIEHO BHAMAHH
yeproapoOHo 3abonasane, penpeku ye 90% oT apTHKanHa IBPBO CE
HecTemAMHYHH [Ia3MEHH ecTepa3d B ThKaHUTE H KPhBTA.




Hagueumu € MUACTREHUA 2Ppa8UC, TEKVBAHU C uuxuﬁumogu Ha ayemuixollinecmepasama

Tpabsa ga ce n3nor3Ba Haif-HACKATA JI03a 34 IOCTHraHe Ha epeKTHBHA aHECTE3HA.

Hayuenmu c nopdupus
JEHTOKAUWH 40 mg/ml+10 MHKporpaMaJml Tpsbea ga ce 3IOI3B4 DY NAUMEHTH C ocrpa
nopUpHA camo ako Hama no-HesonacHa anrepuaruBa. Tps0Ba 1a ce B3eMaT CHOTBETHHTE LIPCANA3HE
MEPKH [IPH BCHYKH NANHCHTH ¢ MOPOHPHA, Thit KaTO TO3H JEKAPCTREH MPOJYKT MOKE /3 OTKIIOYH

OphUPHS..

- Ilayuenmu na conbMCMeauo reverue ¢ Xan02eHUPAHY UNXATAYUOHKY AHECMEmuYU
 Tpabea ra ce u3non3pa Haffi-HACKATa {03 OT TO3H JEKAPCTBECH NPOMYKT 32 IOCTHraHe Ha
edekTHBHA aHeCTe3UA (BXK. Touka 4.5)

Hayuenmu na ievenue ¢ mpoMboYUmMNY AHMUAZPE2ANMU/ GHIMUKOAZYAGHINU
JEHTOKAHMH 40 mg/ml+10 muxporpama/ml Tpa6ea fa ¢e OpHIara ¢ IOBHIIEHO BHUMAHHE LIPH

NAIHEHTH, KOUTO H3M0A3BaT TPOMOOIHTHH aHTHATPETAHTH/AHTHKOATYIAHTH HJIM HMaT HAapYLIEHH
Ha KPEBOCBCHPBAHETO, IIOPaH MTO-BHCOKHA PHCK OT KbpseHe. 110-BHCOKHMSAT PHCK OT KbPBEHE €
CBBp3aH MOBeYe C ImpolieAypara, OTKOJIKOTO ¢ IEKapCTBOTO.

Hayuenmu e cmapuecka gbspacm

TIpn manmenTH B cTapYecka BH3PACT MOXKE JIa C€ CTUrHE J10 NOBHINEHY ILIA3MEHH HHBA Ha
IPOJyKTa, 0cOOEHO ClIeA MOBTOPHA YIOTpeGa. AKO ce HANlara IIOBTOPHO MIDKEKTHpaHe, AllHEeHTHT
TpaA6Ba fa 66/l BHHMaTENHO HAGIIOAABAH 33 BCEKH IPH3HAK Ha OTHOCHTEIHO NMpefo3upate (BixK.
ToYKa 4.9). S
3aroBa TpaGBa Aa ce M310J13Ba Hali-HHCKATa 71034 32 IOCTHTAHE HA €(EeKTABHA aHECTE3HS.
Tpabea na ce oOmucnn usnonssanero Ha JEHTOKAWH 40 mg/ml + 5 Mmukporpama/ml
HHXeKimoHeH pasTeop BMecTo JJEHTOKAHWH 40 mg/ml + 10 Mukporpama/ml HEXKeKIIHOHEH

- pa3TBOp NPEBH/I [10-HHCKOTO ChALPKAHHE Ha afpeHalHH IpH 5 MEKporpaMa/ml mpu:

* Iayuenmu cve chpdeuHocvQoau 3a6oaseanus (Halp. ChPIeYHa HeJOCTATHYHOCT, HCXEMHTHA
fonect Ha chplieTo, aHaMHe3a 32 MHOKap/ieH HH(ApKT, ChpAeuHa apUTMHS, XHIIEPTOHNA)

. Hayueumu C HQPYiienRua na yegeb'gaﬂuama YUPKVAQYUA, aHamuesa 3a UHCYAIMU

Hpenopmma €€ CTOMATOJIOTHYHOTO JICYCHHC ¢ NPHIOKCHHE Ha apTHKaHH/a,E[peHaJIHH Jdacc
OTIIOKH 3a IeCT Mecela cie] HHCVIIT, ThBi1 KATO HMa MOBHILIEH PHCK OT IIOBTOPHH HHCYJITH,

o Hayuenmu ¢ nexoumponupau ouabem
Tosu nexapcTen npoxykT Tpa6Ba fa ce IpHiIara ¢ NOBHIIEHO BHHMAHHE [TOpaji

XHMIICPIIHKEMUYHEA edheKT Ha aipeHalTHHa.

«  Iayuenmu ¢ mupeomorcurxosd
Tosu nexapersen npoaykr Tpaba Aa ce mpriiara ¢ OBUIICHO BHAMAHHE IOpaIy HATHIHETO HA
aJpCHAIIHH.

o layuenmu c heoxpomoyumonm

Tosn nexapcTed mpoaykr Tpsa6Ba Aa ce NpUiIara ¢ MOBHIIEHO BHHMAHHE [IOPad HATMYAETO HA
aJipCHAIHH,

_ 77 K N
‘To3d neKkapcTBeH IpoAyKT TpaORa J1a Ce H3IOI3Ba C OBHINEHO BH e MDA IIETO
HA aJpeHANIAH. %

Tpab6sa na ce u3non3Ba Haif-HHCKaTA 103a 3 IIOCTHr2HE Ha eeKTHRHA §He



To3u nekapcmeen npodyxm mpadea 0a ce u3non3ed 6e30NACHO U eyeKMUBHO NPU NOOXO0AULN.

yeiogus '

 AJIpeHaTHHLT Hapymana IIpHTOKa Ha pr K'BM BeHuHTe HOTeHunaJIHo HpHHHHSIBaPIKH JIOKaTHAa
HEKpO3a Ha THKaHTa. o

HMma cpo0IIeH s 3a MHOTO peKd ClIy4al Ha [0-Ipoab/DKMTENHO KM HeoOpaTHMO YBPEKIaHe Ha

HEpB H 3aryba Ha BKyca clieq 61101(a.ua Ha MaHI[HGyJIapHHSI HepB :

HOKELTIHH}IT aHeCTesnpam e(beKT MOXeE Z1a 6’]:.[[6 HaMaleH, KOTaTo TO3H JIeKapCTBeH MPOAYKT C€
HHXEKTHDA BBB Bh3IAJIEHO HTH HtheK'mpaHO MSICTO. : : :

Cemo Taxa ,uo3a"ra ’I‘pSIGBa ma 6’5118 HaMaJ'ICHa B cnytlan Ha XHITOKCHH, xnnepKanHeMm H
MeTaboIMTHA aIR03a.

. ChInecTByBa PHCK OT TpaBMa IOPajiH Mpexansane (YCTHH, GY3H, IMTaBHIa H €3HK), 0cOOEHO IpU
JleulaTa; Ha aluueHTa TpsOBa Ja ce Kaxke Jja H30Arsa J1a IHBYE JbBKA HIIM J1a Ce XPaHH, JOKATO ¢
BB3CTAHOBH HOPMATHATA CETHBHOCT,

Iopajnyn HaTHUMETO Ha HATPHER MeTAaOHCYNHT, B peKH CIIydaH MOXe Ja ROBEJE J0 TEXKH -
PEeaKiliK Ha CBPEXYYBCTBHTEHOCT H GPOHXOCHA3EM.

Tosu nexapcTBeH NPOAYKT ChABPAA II0-Manko oT 1 mmol raTpai (23 mg) Ha IaTpoH, T.€. MOXe Ja
e Kaxe, 49e npalc'rnqecm He cmn:pma HaTpuii.

AKO CBINECTBYBA PHCK OT RTEPITIHA PEAKI, u3bepere ApyTO JIeKapCTBo 3a aHecTe3ud (BXK. TOUKA
4.3)

Ilpennasna MepkH npu ynotpeta
Puck, cewvp3an cvbe CLyHatinge UHMPABACKYAAPHO UNNCEKMUPAHE

CityqaliHO MHTPABACKYTapHO HHIKEKTHPAHE MOXKE JIa BHE3AIIHO Aa TOBWITM HUBATA HA AJPCHAIHH 1
apTHKaUH B CHCTEMHOTO KpbBoobpaenye. Topa Moxe f1a 6bJ¢ CBHP3aHO ¢ TEKKH HEXENaHH '
PEaKIMH KaTo HaIpHMep KOHBYIICHH, [TOCIIEABAHH OT IIOTHCKAHE HA LIEHTPAIHATA HEPBHA CHCTEMA,
KapAHOpECIHPaTOpHa ,uenpecnsl M KOMa, KOETO Jia IOBeJE [0 pecmlpaTopeH M ITUPKYNIaTOpeH

apecr.

Eto 3amo, 3a 1a ce rapaHTHpa, e HIJIaTa He HaBJi3a B KPEBOHOCEH CHJL 10 BpeMe Ha

HIDKEKTHPaHe, TpsOBa Jla e U3BbPIIN ACIHMPAHS IPEIH HHKEKTHPAHETO Ha JOKATHHA aHECTETHK.
Jluricara Ha KpBB B CIpHHIOBKara 00atie He rapaHTHpa npex[oeraTnBaHe Ha HHTpaBaCKyJIapHo
AH)XEKTHPAHE.

Puck, cevbp3an cbe CAyuatine uRmpanespanio URICEKMupane

- Cry4aifHO HHTpaHEBPAIHO HHXKEKTHPAHE MOXKE Ad JOBEAE 10 perporpam{o HpeABHKBAHE HA
TEKapcTBOTO IO HepBa. : _ _
3a ma ce u30erHe HHTpaHEBPaJHO MH)KEKTHpaHe H Jja He e JIOIycHE YBPEXKIaHE HA HEPB IPH
Gmoxany, urnara TpaGBa BUHATH [ ¢ H3AbPIBa JIEKO, KO MO BPEME Ha HIDKEKTHPAHETO NALMEHTET
HMa YCeIlaHe KaTo OT TOKOB yaap HJIH ako € ocoOeHo 6one3HeH0. AKO BR3HHKHAT YBPEXKAAHHA Ha
HEPB OT HIVATa, HEBPOTOKCHUHHAT e(eKT Moxe fa Obae YTeKHEH OT MOTE Ta XHMHYHA




BiaumoneiicTBus Ha APTHKAHH -
B3aumodeiicmeun, uznckeauiii RpEONAIny Mepkil npu ynompeba

JIpyra JIoKanHu aHeCcTeTHIM -

TokcHYHOCTTA Ha TOKAMHHTE AHECTETHIH ¢ 3XTHBHA,

O6mara 103a Ha BCHYKH PHJIOKEHH JIOKATHH aHECTETHIH HE TpﬂGBa [1a HaJBHIIIaBa
MaKCHMaJlHaTa l'IpE‘,l'I()p'I:‘-IPITCIIHa 71032 33 TE3H JIEKapeTBa,

Cenarnmm CPCI[CTBEI (nornckam,n ueﬂrpa.rmara nepnua cucTema, Hanp. Geﬂzonuasenﬂﬂﬂ,
OIHOUIH) e

AKO ceJaTHBHH CpeACTBa C€ M3IOI3BAT 34 HAMA/MBAHE HA CTpaxa Ha IIallMeHTa, TpAOBa [a ce
© H3MOJI3BAT NMO-HHCKH JO3H OT dHECTETHKa, THH KaTo JIOKAJIHHTE AHECTETHIH, NoJAc0HO Ha
CEMaTHBHHTE CPECTBA, IOTHCKAT HEpBHATA CHCTEMa, KOETO B KOMOHHAIHI MOXKE Ja HMa a{HTHBECH
ebexT (BXK. Touka 4.2).

BszanmojelicTBHA Ha aApeHAHH

Baauuadeﬁcmsuﬂ, HIUCKeau{ ngedna:mu MEPKH Rpu znomge6a

Xaa0reHHpaHH JeT/IMBH AHECTETHIH (HAIP. XAI0TAN)

Tpsabea ma ce mpunarar HaMaeHu 034 OT TO3H JIEKApCTBEH NPOXYKT IIOPaTH IOBHIIECHATA
YYBCTBHTENHOCT Ha ChPHETO KbM 8PHTMOTEHHHTE e(heKTH Ha KaTEXOJAMHHHTE: PHCK OT TEXKKA
BEHTPHKYJIAPHA APUTMHSL. '

- IIpenoprusa ce KOHCYNTALMS C AaHECTE3HONOTA Iipe i IPHIIOKEHHE Ha JIOKAIEH aHECTETHK 110
BpeMe Ha 00Ina aHecTes .

Anpenepravau $;10KkepH ¢ nepm])epﬂo AeficTBHe (HAaNp, reaHajpe, TBAHCTHAWH H
AJKAJIOHAY Ha payBo.dua)

Tpabsa na ce H3MONI3BAT HAMANIEHH 03U OT TO3H JIEKAPCTBEH MPOIYKT IO CTPOT JIEKapCKH
KOHTPOJI H BHUMATETHA aCHHpalHs IOPaaH Bb3MOXKEH I10-CHITHO H3pa3eH OTTOBOP KEM
aApeHeprHIHATE ChAOCBHBAINH CPEACTBA: PHCK OT XHICPTOHMA U APYTH ChPACYHOCHA0BH eQeKTH.

HecenexTusau 6eTa-aapenepraann 610kepu (Hanp. NponpaHoa0/1, HAX0JI0N)
TpabBa na ce u3noN3BaT HAMANECHH JO3H OT TO3H JIEKAPCTBEH MPOAYKT HOPaiy Bh3MOXKHO
NOBHINABAHE HA KPLBHOTO HANArAHE H IIOBHINEH PHUCK OT GpaguKkapius.

Tpumaxanaua anTugenpecadTd (THA) (manp. aMATpHNTIWINH, Je3ANPAMHN, HMEIIPAMEH,
HOPTPHNTHINH, MAIPOTH/INH H HPOTPHITTHIAH)

Jlosara H CKOPOCTTA Ha NPUIIOKEHHE HA TO3H JIEKAPCTBEH TIPOIYKT TpﬂﬁBa na 6BaaT HAMAJICHH
TOpajH MOBHIIIEH PHCK OT TEXKa XMIIEPTOHHS,

COMT unxnbuTopn (MHXUOHTOPH HA KaTexo/-0-MeTHI Tpa}lctl)epaaa'ra) (Hanp eHTAKAINOCH,
TOJIKANIOH)

Moxe ia BE3HHKHAT APHTMHH, YIECTEH IyJIC H BapnpaHe Ha Kp'LBHOTO HAIIATaHe.

I1pn marmenty, kouto npueMar COMT unxuGHTOpPH, TpAOBa 1A C€ NpHIara no-MajiKo KOIHYeCTBO
a[peHaNnyuH IPH CTOMATOIOTHTHA aHECTE3HA.

MAO nﬂxﬂﬁmopn (Ramo A-CeNeKTHBHN (ranp. Momoﬁemm), Ta
(enen3uA, TPAHHINHIIPOMHH, THHE30JIH/T)
AKO He MOKe Aa ce u30erHe eHOBpeMeHHATa YIOTpeOa Ha Te3H Cpeft
NPHIOKEHHE HA TO3H MPOJAYKT TpsAOBa Aa OBAaT HAMANCHH, a IPOIYKTH



- TIOJI CTPOT JIEKAPCKH KOHTPOJI IOPaJH BB3MOXHO 3aCHIBaHe Ha e(l)cKTHTe Ha aleCHa.]IHHa, BOZICIIH
10 PHCK OT XHHepTOHH‘-lHa KpH3a. : : '

JlekapeTsa, NpeAN3BHKBAIH APHTMHH (nanp. arrmapmmnqnn cpe,ucTBa KaTo
AUrATATHCOBH TIAKO3WAH, XHHH/HH) : : :
~Jlo3arta Ha TO3M NIeKapCTBEH NPOLYKT, KOATO INE C¢ npmlara Tp;{GBa 72 6bJie HaMasIeHa nopa):m
NOBHINEHHS PHCK OT apUTMHAS, KOTATO Ha NALHEHTa eJHOBPEMEHHO ce PAJIAraT aJfpeHaIHH 0
,uHrHTa.nHCOBHrJI}OKosH,uH. HpenoleIBa Ce BHUMATEJIHA acmipaunﬂ npe,u;ﬁ npnnomeHHeTo.

Yrepo"rouu-mn JI€KapCTBA 0T TPYNATA HA A/IKAIOHIHTE HA MOPABOTO porte (manp.
METHCEPTH/, eproTaMHH, ¢eProHOBHH)

To3u nexapcTsen npoayKT TpsAOBa fa ce H3MOJ3EA 110jL CTPOT NeKapCKH KOHTPOJT II0papajii
8IUTHBHO WIH CHHEPIHYHO MOBAMIABAHE HA KPHBHOTO HAISTaHe H/HIIM HCXEMHIEH OTTOBOP.

CHMIATHKOMHMETHIIH (Ba3onpecopu) (HAIP. 0CHOBHO KOKAHH, HO CLINO H aM{eTaMHHH,
denunedpun, ncennoec]:enp:m, OKCHMETA30JIHH)

ChINECTBYBA PHCK OT AJPEHEPIHYHA TOKCHYHOCT.

AKO € M3MOA3BaH CHMIIATOMEMETHK (Ba3ONpecop) B paMkuTe Ha 24 dYaca, IUIAHMPAHOTO
CTOMATOJIOrHYHO JICHeHHE TpA0Ba /a € OTIONKH.

@enoTnaznn (M APYTH HEBPOJICIITHLIH) :
Jla ce M3MON3Ba ¢ MOBHIIEHO BHUMAHHE IPH NALMEHTH, KOHTO NpHeMaT (EHOTHA3HHHA, OTUHTAHKH
PHCKa OT NOsBa HA XHIIOTOHHSA NOpa/JIH Bb3MOKHO HHXHOHpaHe Ha OeHCTBHETO HA aipeHaNHHa.

4.6  @epTHIHTET, OPEMEHHOCT M KbPMEHE

bpeMeHHOCT

IIpoyusanus npH XHMBOTHH ¢ apTKaud 40 mg/ml+aapenamia 10 Mukporpama/ml, KakTo 4 caMmo ¢
apTHKaWH, He [IOKA3BAT HEXKENAHHA eeKTH o oTHoLIeHHe Ha fpeMeHHOCTTa, eMOpHOdeTAIHOTO
Pa3BHTHE, pasKIAHETO U IOCTHATAIHOTO Pa3sBHTHE (BXK. TOUKa 5.3).

IIpoy4BaHHs OpH JKHBOTHH OKA3BAT, 4e ajIpeHANNH HMa PelpoIyKTHBHA TOKCHIHOCT IIPH ZI03H,
110-BHCOKH OT MaKCHMAaJIHATa TIPENOPhUNTENHA 1033 (BXK. TouKa 5.3).

Jluncea ot oT ymorpebara Ha apTHKAaHH TIPH GpeMeHHH XKeHH, OCBEH TI0 BpeMe Ha paX/JaHe.
AJIpeHaITHH 1 apTHKAHH MPeMUHABAT [Ipe3 IUTalleHTapHaTa fapuepa, Makap apTAKaKH /12
IIPEMHHABA B [I0-MAJK4 CTEIEH B CPaBHEHUE ¢ IPYTH JIOKAMHK aHecTeTUIH. CepyMHHTE
KOHLIEHTPAIIHH HA apTUKAKHH, H3MEPEHH [IPH HOBOpOAeHH, ca npubmizntenso 30% oT Te3u Ha
Maiikara. B ciywait Ha HeBHHMAaTENHO HHTPAaBACKYIApHO npnnoxcelme IIpH MalKara, aJpeHaIHHbT
_MOXe Jla HaMalli MaTouHaTa nepdysus.

Ho Bpeme Ha 6pemennoct JEHTOKAWH 40 mg/ ml+10 mukporpama/ml TpaGea fa ce npanara
¢aMo CIIe]] KaTO C¢ HalpaBH BHHMATEJICH aHATH3 Ha CHOTHOINCHUETO MOM3a/PHCK.

[IpenBEa 1MO-HHCKOTO CHALPXKAHHME HA aipeHAnHH TpibBa ga ce npe,xtnoqma H3MONI3BAHETO Ha
HEHTOKAMWH 40 mg/ml+5 muxporpama/ml unsxexumonen pasrsop emecto JEHTOKAWH 40 mg/
ml+10 MukporpamMa/ml MHKEKIHOEEH Pas3TBOP.

Knpmene o _
B pesynrar Ha 6bp3HA ClIa] B CEPYMHHUTE HUBA H GBP30TO €IMMHHHPAHS
OTKPHBAT KITMHUYHO 3HAYHMH KONHYECTBA apTHKAHH. A,upeHaJIHH
© MMa KPaTbK NOJYXKHBOT. '



OOGHKHOBEHO HE € HEOOXOUMO JIa Ce ClIHPA KbPMEHETO IIPH KPaTKOCPOYHO MPHIIOXKEHHE, KAaTO
MOXE Jia C€ 3aII09He 5 4aca clie]] aHeCTe3HATA.

" Pepram TeT
HpquBaHmI an SKHBOTHH C apTukanH 40 mg/ml+aJ1peHaJIHH 10 MHKpOI'paMa/ml ¢ - IIOKa3BaT

edeKTH BBbpXy depTumurera (8. Touka 5.3). [Ipu TepanerTHYHR ZIO3M HE Ce OUAKBAT HEXENaHH
e)eKTH BBPXY (epTumiTeTa IpH X0pa.

4.7 EdexTn Bbpxy cnoco6HoCTTA 32 mwogHapane 7 padoTa ¢ MAIMHH

KoMOHHAIMATA OT apTHKANHOB XHAPOXJIOPH/ ¢ /PEHATHHOB TAPTAPAT HHAKEKIMOHEH Pa3TBOP
MOjKe /1a MoBnugBa npenedpexumo criocobnocTTa 32 modupane ¥ pabora ¢ MammunHE. Moxe na ce
NOABH 3aMasHOCT (BKJIIOYHUTEIHO BHEHE HA CBAT, 3PHTENHH HAPYIIEHUs H YMOpa) Clie]] IpHiaraHe
Ha JEHTOKAMH 40 mg/ml+10 muxporpama/ml (Bx. Touxa 4.8 na KXII). 3aToBa nauueHTHTE He
TpAGBa Jla HAITYCKAaT CTOMATONIOTHYHKA KaOHHET CJIe] CTOMATONOTHYHATa IIPOLeAypa, HOKATO He
BBE3BBPHAT CIIOCOOHOCTHTE CU (0OHKHOBEHO B paMKHTE Ha 30 MUHYTH).

4.8 Hewenanu JieKapeTBeHH Peaxkium
a) Pesrome Ba npodmaa Ha GesomacHoCT

~Hexenanute peakuus cnen mpuioxkenye Ha apTHKaMH/anpeHaiui ca TOACOHH Ha HabnrogapaHHTe
1IpH APYTH AMHJIHH JIOKAJIHA aHECTETHIIH/BA30KOHCTPHKTOPH. Te3H HeKeNaHH PEakiluy KaTo IS0
ca cBBbP3aHH ¢ jo3aTa. Te Morar Aa 6bJaT U B Pe3yJITaT HA CBPEXUYBCTBHTEHOCT, HIHOCUHKPa3Hs
HJTH HOHMXE€HA IOHOCHMOCT OT ¢TpaHa Ha naidenTa. Haii-uecTo [posBgBalIMTe ce HewenaHH

. peaKIiH ca HapYIICHHS Ha HepBHATa CHCTEMA, JIOKAIHA peakllid Ha MACTOTO Ha HHXEKTHPaHe,
CBPBXYYBCTBHTEIHOCT, ChPAEYHH HAPYIICHHS H CHAOBH HApYIICHHS.

CepHo3HHTE HEeXENaHU peakiui ca OGHKHOBEHO CHCTEMHH.

6) Tabiu4eH cNHCBLK HA HEXKENAHRTE PeAKIHA

[TocoucHHTE HEXKENAHN PEAKIHH CA MONYYEeHH OT CIIOHTAHHY CHoOIICHNS, KITHHKYHN NPOyBanis
W IUTEpATypara.

. Kmacu¢mkanusta mo KaTeropuu 1o 4ecToTa ClelBa CHefHaTa KOHBEHIMA: MHOTO vecTH (>1/10) ,

uecTH (Z1/100 mo < 1/10), Hewectn (>1/1 000 mo <1/100), peaxu (>1/10 000 xo <1/1 000) 1 MHOTO
peaku (<1/10 000), ¢ HemsBecTHA 4ecTOTa (OT HANHYHHTE JAHHH HE MOXe Ja Obie HalpaseHa
OIIEHKa).

Cucremo-opranma - | Yecrora Hexenann peakiiuu
KiaacadaKanus no
MedaDRA
- Hudexnun u urdgecrauun YecTu 'HHTHBMT
Hapymennss ma mmynnara | Penxu AneerqHHI
cucrema aHa(l)HJIaKTH‘{HPI/aHa(IJHJIaKTOH,E[HH
: o : .| peakuun
TICHXHYHH HADY HCHHS Penku HepBHOCT/ TPEBOKHOEE .
C HeusBecTHA | EybopeuHO Ha [
7 4ECTOTA _
Hapymenns mnHa n#epBHaTa | YecTn Hesponatus: i =
CHCTEMA Hespanrus (ae

)f



XunoecTe3Ha/H3TPBIBaHe (OpanHa H
4

| mepuopanua)

Xunepecresus

JluzecTesns (OpIHA H IIEPHOPATHA),
BRAIOUUMENHO

Jucreyzus (Hamp. MeTaIcH BKYC,

| HapyIneHHs BBB BKyca)
Areysus

AnojnuHus
'CBBPUIYBCTBHTENHOCT KbM TEMIIEPATYDA
I'masoGomue

Heuectn Ycemane 3a napeHe
Penku VBpexyane Ha JHUIEBAA HEPB (napannsa "
napesza)
Cunapom Ha Horner (nITo3a Ha xiiemnaga,
eHO(TAIM, MHO033)
CoMHONEHTHOCT (C'I:HJIHBOCT)
Hucrarsm
Mroro pemiu I'[apec*resnx (ynopura
XuroecTe3us M 3aryba Ha BKYCOBH
| BB3TPHATHA) cien Onokama - Ha
MaHaHOyIapHUA WIH JONHAS allBEOJIApEH
HepB
Hapymenus Ha ounTe Penxn Jumtonusa (napanus3a Ha
OUHOABUTATEJIHUTE MYCKyJIPI)4
VBpex/aHe Ha 3peHHETO (BpeMeHHa
cnelwra)4
Ilto3a
Mmuosa
Exodramm
Hapymennss wa yxoto u | Peaku Xurepaxkys3uc
JabupuHTa Tunuryc '
CobpaednM Hapymenus Yectu bpamukapoust
Taxukapaus
Pemxu TTannuraimy
C HensBecTHa | [IpoBoauu HapylIeHHs
4ecTOTa (aTprOBeHTPHKYIApeH 0I0K)
CobaoBu HapymeHus YecTn XunoroHus (c BBE3IMOXKEH LHUPKYJIATOPEH
' Kojiane)
Heuectn Xunepronus
Pemxu I'opemiu BHIHH
C  HemussectHa | JloxanHa/persoHaIHa XAIICPEMHS
4eCTOTa Basoamnaramus
BazokoHCTpHKIIHA
Pecnupatopnn, rpmanda  u | Pemxu S pOHXOCIIA3bM/acTMa
| MenHaCTHHAIHH HAPYINEHHS Tlucnes
C HEU3BECTHA g AT\
4ECTOTA Jlucdorus (,upe# qu..‘szii 2R
Yectu [Toxysane Ha e3ﬁ1& v}hémm : “BeHIMTE
\\cﬁ, &
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CTroMamBo-4peBHH Heuectn CTOMATHT, TJIOCHT

HApYIIEHHSA _ I'anene, moBpslane, THAPHA
| | | Pemu | ExchoHanus  Ha BEHIHTE/HA YCTHATA
' | maraBuna (aeckBamanus) /ymmepanus
C  HemssectHa | Jucarns
4ecToTa Iogysane Ha Gyame
o | Tnocoannus '
Hapymenuss Ha Koxara u | Hewects - Obpus -
HOAKOKHATA THKAH ' ' IIpypHTYC
Peaxu . " AHruoezieM (OTOK Ha

JIHITeTO/e3MKa/yCTHHTe/TapUHKCa/
nepHOpORTAICH OTOK) :

YprHKapHs
C Hen3BecTHA | EpureM
4ECTOTA Xunepxuaposa
Hapymenns Ha wmyckyno- | Hegectn Bonka BbB BpaTta
CKeJeTHATA  CHCTeMa  H | Penxm Myckysa HOTpenBaHHﬂ4
CREAMHHTETHATA THKAH | C HEH3BECTHA | Briomagane Ha HEBPOMYCKYJIHHTE IPOABH
4ecTora npd cuaApoM Ha Kearns-Sayre
' Tpusmyc
O6mn napymenns u edexrn | Hewectn boska Ha MACTOTO Ha HHDKEKTHpaHE
Ha MACTOTO Ha NpHJo:KeHue | Penku Excdonuarmsi/aexposa Ha MACTOTO Ha
' : HHKEKTHpaHe
Ymopa, acteHHa  (cmabocT)/cTyneHH
TPBIIKH
C  wueussectHa | JIokaleH OTOK
4eCTOTa Ycemane Ha ropeliuHa

YcemaHe Ha CTYH

n) Onncanne Ha nsﬁpalm HEKeJAHH Peakuiu

' ANeprUYHHTE peaKi# He TpsabBa Aa ce GbpKAT ¢ N304 Ha CHHKOM (ChpAEYHH NMAJNHTALMH, ABIDKALLM C&
Ha aJpeHaTHHA).

‘Onmcana e muuesa NApamu3a ¢ Ha4ano 2 CeIMHUIM Ce) NIPHIIOKEHHE HA apTHKAHH, KOMOMHHPaH C
a/IpEHaNKH, KATO CECTOAHHETO € OcTaHano Oe3 mpoMsaHa 6 Mecela o-KbCHO.
*Tean HEBPOJIOrHYHH IATOIONHH MOTAT [a C& MPOABAT MOA GopMaTa Ha Pa3/IHYHH CHMITTOMH — HeoOH4aHHH
ycewanus. [lapectesnata Moxe Ja ce ONpeeNId KATO CIIOHTaHHO, HEOOHYAHHO, OOMKHOBEHO Hefone3HeHO
ycellane (Hanp. napeHe, Gollkane, MpaByYKaHe HIH chpOex) A0CTa CJIe] OYaKBAHATA [IPOABIDKHTETHOCT
Ha anecTe3nATa. ITopeyero cnyvyan Ha napecTesdy, ¢ho0IIABAHY C/I¢ CTOMATONOTHYHO JIGYEHHE, Ca
TIPEXOZIHH H OTLIYMSBAT B PAMKHTE Ha JTHH, CEIMHIIH HIIH MECELH.
Ynopurara napecTesus, Haii-Beue cnej Giokana Ha Heps B MaHAMOY/aTa, ce XapakTepH3ipa ¢ GaBHO,
HEITBJIHO BB3CTRHOBABAHE HJIH JIMICA Ha TaKOBA.

"Hakomko Hexenanu cHOHTHA KaTo BB36YA, TPEBOKHOCT/HEPRHOCT, TPEMOP, HAPYIICHHA Ha TOBOPE, MOXKE

A4 ca npeIyNpeMTeHd NpH3HAUM npean notuckake na L{HC. Ilpu Hanuuye Ha Te3w MpU3HALH,
irauueHTHTe TPAOBA Na ObAAT MOMONEHH A4 JHINAT ARAGOKo K Aa 6BaT HabmoaasaHH (BK. Touka 4.9 Ha

KXI).

1) HeamaTpauna nonyaatun

[podwuneT Ha Ge3onacHOCT npH Jela W IOHOWH OT 4 A0 18 rOAMHM € CXONEeH C TO3H NPH BB3PACTHH.

Crofmanane HA NOJO3HPAHY HEKETAHH PEAKIHH




- CpobIliaBaHeT0 Ha NOJO3HpAHH HCXENAHH pEaKUHH Cliel - pa3pellaBaHe 3a yHOTpeﬁa Ha
JIEKapCTBCHHA NPOAYKT € BaXXHO. ToBa MO3BOJISABA J1a IPOABIDKH HAOMIOAECHHETO Ha ChOTHOIICHUCTO
HOJI33/PHCK 33 JE€KapCTBEHHS MPOAYyKT. OT MEIHUMHCKHTE CIIELHAHCTH C& H3UCKBa Aa chofuiaBar
BCSAKA IOJI03MPAHa HEXKEJIAHa PeaKliis Ype3 HallMOHaIHaTa CHCTEMA 3a ChoflaBane:

HamenHemeTHa areHips no TiekapeTBaTa

yn. ,.Jlamss Tpyes” N08

1303 Copma -~ -~

Ten.:+3592 8603417

yebeaitt: www.bda.bg

4.9 IIpemo3npane

" BujoBe npegosupane
Karo 1510 npeo3upareTo ¢ NOKaJleH aHECTETHK HAH-4eCTO ce NPOoABARa KaTo:
» abCoMOTHO Ipeao3upaHe,
* OTHOCHTEJIHO NPEAO3MpaHe, KaTo HAIIPHMED:
- HEBOJIHO HHXKCKTHPAHE B KPBBOHOCEH CBJI, FIIH
- HeoOHyYaitHO Gbpaa aﬁcopﬁuwl B CHCTEMHOTO KPBbBOOOPAIICHHS, HITH
- 3a6aBeH MeTaloONMHIbM H €THMUHHpaHE Ha NEKAapPCTBOTO

B c.rlyqaﬁ'ﬂa OTHOCHTCITHO TIPeaO3HpaHe CHMITTOMHTE IIPH NMAUHEeHTHTe-00HKHOBEHO C¢ MOABARAT B paMKHTe
Ha THPBHTE MHHYTH. IIOK&TO B cnyqaifl Ha abcomoTHO npeaozHpaHe, INPH3HAIMTE HA TOKCHYHOCT, B
3aBHCHMOCT OT MACTOTO HA HIDKCKTHPaHE, C€ NMOABABAT MO-KBCHO CACH HIGKCKTHPAHETO.

CaMnToMH

I1pu npenosupane (a6COMOTHO WM OTHOCHTENHO), Thil KaTo Bb36yaTa Moe Aa e NPexXOIHa HIH 1a
JIUIICER, ThPBATA IPOABA MOXKE Aa ¢ CHHIIHBOCT, KOATO J1a IpeMHHE B Oe3Ch3HAHNE H PECTIMPATOPEH apecT.

'Hpu npedosupane na apmuxaun

CHMITTOMHTE Ca 3aBHCHMH OT A034aTa W TEKeCTTa MM NIpOrpecupa B 00nacTTa Ha- HeBPOIOTHUHHTE NMPOSBH
(npeacuHKoOmn, CHHKOTL, rnasobonne, Ge3nokoiicTro, BE30YAa, CHCTOAHME Ha OOBPKAHOCT, JE30PHEHTALHS,
BHEHE Ha CBAT (3aMaliBaHe), TPEMOp, CTYTIOp, XLIG0KO MoTHckake Ha LTHC, saryba Ha cp3HaHue, XOMa,
KOHBYJICHH (BIJTIOUHTETHO TOHHYHO-KIOHHYEH ['BPH), HApYLLIEHHE Ha rosopa (Hanp. JU3apTpHA, JIOTOPER),
BCPTHIO, HAPYNISHHA HA PaBHOBecHeTo (3aryba Ha paBHOBECHE)), OYHH MPOABH {MHAPHA32, 3aMBIJICHO
3peHde, HapyLIgHHE Ha aKOMOJALHATA), [IOC/ISABAHH OT CHAORA TOKCHUHOCT (OnenocT, (AoKanna,
perHoHanHa, obmay), pecnupaTopHa TOKCHUHOCT (anHes (pecnaparopeH apect), GpafunHes, TAXHNHE,
npo3sBaHe, IOTHCKAHS HA JMIIAHETO) M HAKPad KapIHOTOKCHYHOCT (CHpASYEH apecT, MHOKapAHa
JETpecHs). _ _

AlKN03aTa 3aCHABA TOKCHYHHTE e()eKTH Ha TOKATHATE AHECTETHLIK.

IIpu npedozupane na adpenanun

CHMITOMHTE Ca 3aBHCHMH OT JI03aTa U TeXeCTTa HM [IPOrpecHpa B oﬁﬂacrra HA HeBPOJlOI‘H‘JHHTe IPOABH
(Gesnokolcrso, BB30Y A, MPECHHKON, CHHKOIL), OCIEABAHH OT CBA0BA TOKCHUHOCT (GneaocT, (TokanHa,
perHoHanHa, 06Ia)), pecnupaTopHa TOKCHYHOCT {amnHes (pecupaTopeH apecT) Gpaaunues, TaXHITHes,
TOTHCKAHE Ha JHIIAHETO)) H HAKPAs KAPAMOTOKCHYHOCT (ChpAEYeH apecT, MHOKapIHa Jenpecus ).

Jleuenne Ha npeao3upaHe

Tpn6Ba Aa ce ocurypar nexapctea 1 0GopyIBaHe 32 peaHUMALIHA IPSOH MPHIOKEH
AHECTE3HA C JIOKAIEH AHECTETHK, 32 Ja Ce rapasTHpa 6‘1:[)30 OBNI3/ITBAHE HA JUXATHYHH b RIQCHAOBH
CTEIIHA ChCTOAHMS. N

ITopasiu CepHO3HOCTTa Ha CHMITTOMHTE Ha MPeo3HpaHe [eKapHTe/CTOMATONO]
OPOTOKO!H, B KOMTO JIa C€ NpeJBHKAa HeoOX0MMOCTTa OT cnoeBpeMcHHo OGHI
JAHXATeHHTE ITHTHILA H HA ACHCTHPAHA BEHTUIALIUSL.
CBCTOAHHETO HA CH3HAHHE Ha MALMEHTa TPpA0Ba 1a ce Haﬁmo,uana cneft BCAKO




AKO ce TIOSRST NPH3HAUH Ha OCTpa CHCTEMHA TOKCHYHOCT, BeHara TpsaOBa Aa ce Cripe HHKEKTHPAHETO Ha

AoKaJlHua anecTeTHK. [IpH Hy#Ja marpeHTHT TpAOBa Ja ¢e NOCTABH B IETHAIO NONOKEHHE.

Cumrrromure ot ctpana Ha HTHC (korByncun, notuckane na ITHC) mpsabea fia ce oBnaaesr 6up30 upes

CBOTBETHO MOAABPIKAHE HA NPOXOJUMOCTTA Ha JUXBTE/IHUTE mﬂ"uma/;lmnaﬂe'ro M NIpHIIaraHe Ha

aHTHKOHBYJICUBHH JIEKapCTBa.

OnTHMaITHOTO OKCHreHHpaHe, NOAIbPKAHETO Ha [MWAHETO H KPbBOOGPALIEHHETO, KAKTO H JIEYEHHETO Ha

alKA03aTa, MOXKE J]a NPEANA3AT OT ChPIEYSH apecT.

AKo BBL3HHKHE KapIHOBACKY/TapHa NeNpecHs (XHNOTOHKS, Gpaaukapius), TpsGBa fa ce obMuCIH
 HOXOIALIC JIeUeHHE C MHTPZBEHO3HH TEUHOCTH, BA3ONPECOPH WHIH MHOTpPOMHH cpesicta. IIpu neuata

TpalBa 14 ce npuiarat 1034, CbOTBETCTBALIH HA BB3PACTTA H TELJIOTO.

B caywait Ha chpaeueH apecT, He3abaBHO TpA0BA 2 ce HANPAaBH KAapAHOMYMOHAIHA PCAHHMAITHA.

S. ®APMAKOJIOTHYHHA CBOUCTBA
5.1 @apmakoaMHAMHYHH CBolCcTBA
PapMmakoTepaneBTHYHA Tpyna: HepBHa CHCTema/aHeCTeTHuH/aHeCTe'muﬁ, NOKAJIHW/ AMUAH/aPTHKAKH,

KoMOHHAUHH
ATC xon NO1B B58

Mexanu3bM Ha AeHCTBHE H GapMaKkoqMHAMHYHY epeKTH

ApPTHKAHH, KOHTO € aMH/ICH JIOKAJICH aHeCcTeTHK, 00parnmo Onokupa HEpBHATa MPOBOJHMOCT HPE3
100pe MO3HAT MEXaHU3IbM, YECTO HAOMOAaBAH TPH APYrH aMUAHH JTOKaIHH anecreTunu, Toii ce
CbCTOH B HaMalsdBaHE HJIM BBLINPSNATCTBAHE HA MPEXOAHOTO TIOIAMO YBEIHYEHHE Ha
MPONYCKIMBOCTTa Ha BBE3OyauMHTe MeMOpaHd Ha Hatpeil (Nat), KoeTo HOPMAamHo ce HoTydaBa
BCIEACTBHE Ha cnabo Aenolsipu3upaHe Ha MeMOpaHata. BCHYKO TOBa BOIM A0 aHECTETHYCH e(eKT.
Tv#t Kato aHecTeTHYHHAT edekT ce pa3BUBa IPOTPECHBHO B HEPBAa, IparbT Ha eNeKTHpHYecKa
BB30YIHMOCT IOCTENEHHO CE IIOBHINABa, CKOPOCTTA HA IOBHMINABAHE HA AKIMOHHHA IOTEHIHAN
cTIazia u ce 3a6aBs MPOBEXIAHETO Ha uMnynca. pKa Ha apTHKauH e onesen na 7,8.

AJIpeHANHH, KaTo Ba3OKOHCTPHKTOP, AeicTBA UPEKTHO KAKTO HA - TaKa M Ha P-alpeHeprHYHHTE
peLenTopH; npeobianasar B-anpeHeprHuHuTe eheKTH. ANPEHANHH YAB/DKABA NPOABIIKHTEIHOCTTA
Ha edeKTa HAa apTHKaMH M HamaasdBa PHCKA OT IPeKOMEpHO OGPaTHO NOEMaHe Ha ApPTHKAHH B
CHCTEMHOTO KpBBOOOpAIlleHHE.

Kmnnmgna edukacaocr  6esonacuoct: JJEHTOKAWH 40 mg/ml+10 mukporpama/ml HMa Havalo Ha
aekcraue cuen 1,5-1,8 muryTs npu wnbunrpupase u cnen 1,4-3,6 MunyTH 1pH 610Kaja Ha HepBa.
IIpoabIDKATENHOCTTA HA AHECTE3MATA Ha apTHKauH 40 mg/ml ¢ agpenamun 1: 100 000 € ot 60 10 75
MHHYTH IpH aHeCTe3Hs Ha mynnara 3 oT 180 no 360 MuHYyTH npH aHecTE3HA HA MEKHTE THKaHH.
[IpoABIKUTENHOCTTA HA AHECTE3HATa Ha apTHKauH 40 mg/ml ¢ agperanun 1: 200 000 e-o1 45 10 60
MHEYTH [IPH aHecTe3Hs Ha Iryymara 1 oT 120 xo 300 MHHYTH IIpH aHecTe3Hs Ha MEKHTE ThKaHH.

He ce mabmopaBa pa3iMka BbB (apMakoJMHAMHYHMTE CBOHCTBA MEXITY Bb3PacTHHTE U
- MeHATPHYHATA HOIyIIallys. . = -

5.2  @apMakoKHHEeTHIHM CBOHCTBa

»  Apmuraun
Abcopbuns: B Tpu myGanKyBaHH KIHHHYHH NPOYUBaHMA, KOKTO OMHCBAT (apM HyA T Ha

. KOMOHHalyATa aPTHKAHHOB XHApoxopua 40 mg/ml ¢ apperanux 10 win 5 Mu
HaT camexny 10 u 12 munyTH, cse cToliHocTi 3a C_ B Hanasona ot 400 g0




- B wmHudHM H3NHTBaHKA, NpoBefieH: npH nena, C e 1 382 ng/m'l' uT 7,78 min ceq uaduiITpUpane Ha
nosa 2 mg/kg TenmecHo Tero.

Pasnpenenenne: Habmonapa ce BHCOKA CTENEH Ha NPOTEHHHO CRLP3BAHE HA APTHKAMH C YOBEILKH CEPyMeH
anbymuH (68,5-80,8%) u o/B-rnoSymuau (62,5-73,4%). Cebp3BakeTo ¢ y-raobynuture (8,6-23,7%) e MHOrO
NO-HHCKA CTeTeH. AJIPEHATHH ¢ BA30KOHCTPHKTOP, T0GABEH KbM apTUKANH, 32 1a 3a6aBH Herosata
abcopBGlmaTa B CHCTEMHATA IIMPKYJIAIIMS M 110 TAKLB HAYHH 14 OABPKA KOHLIEHTPALMs Ha aKTHBEH
APTHKaHK B THKAHHTE. OGGM’!:T Ha pasnpe;leneﬂue B I1a3MaTa e okoyo 4 1/ kg -

Hozpaﬂ@ogmgggg ApTHKaPIH € TIO/JIOACH HA XHJPOnH3a Ha mpﬁoxcmna’ra My rpyna ot uecneundruH
€CTepasH B ThKaHWTE ¥ KPBBTa. Thif KaTO Ta3H XHUIpoaH3a € MHoro 6bp3a, okono 90% or aprukaHHa ce

HHAKTHBHPA 110 TO3H Ha4HH, APTHKEHH ¢e MeTaboNM3Kpa JIOTRIHHTEAHO B YUePHOAPOOHHTE MHKPO3OMH.
APpTHKauHOBATA KHCEINHA € OCHOBHHAT IPOAYKT Ha HHAYLMpaHus oT LHToxpoM P450 MeTaGonuzem Ha
ApPTHKaWH, BNOCIEACTBIe MeTabonu3upan a0 o0pa3yBaHe HA ITIOKYPOHHI Ha 8pTHKanHOBATA KHCENHHA,

Enumunnpage: Cren feHTaNHA aHECTe3HA STHMHHALIHOHHHAT MOTY)KHABOT Ha apTHKAaMH € mpubn. 20-40
MHHYTH. B KNMHMYHO M3nHTBaHE € J0KA3aHO, Y€ MIa3MEHHTE KOHICHTPalliH Ha APTHKAMH H apTHKAWHORA
KHCeHHA GbP30 HAMANABAT Cle CYOMYKO3HO HEDKEKTHpAHE. YCTAHOBEHO € MHOTO MAJIKO KOITHHYECTBO
apTHKaHH B INazmara ot 12 xo 24 vaca cnea urkexkTrpade. Hag 50% ot gosara ce eldMHHHpA ¢ YpHHATA,
95% xaTo apTHKAaHHOBa KHCEHHA, B PAMKHTe Ha 8 yaca oT npuiokeHHeTo. B pamkuTe Ha 24 vaca
nprbimusurento 57% (68 mg) u 53% (204 mg) ot Ao3ata ce enuMHHKpa ¢ ypuHata. Enxumunupancero upes
6BOpeLTe Ha HEMIPOMEHEH apTAKAMH ¢ efiBa 2% oT oﬁmoro enﬂmnnylpaﬂe.

3.3 IlpeakiuBH9IHM JaHAH 33 6e30HacHOCT

ITpeIHHIYHATE NAHHH He NOKA3BAT KOHKPETEH PHCK 3a XOpaTa [pH TepaneBTHYHH 103K Ha GazaTa Ha
KOHBEHLIHOHAITHKTE (papMaKoNOrH4YHH IPOYYBAaHHA 38 §€30MacHOCT, TOKCHYHOCT NPH MHOI'OKPATHO
MPUIIAraHe, PENPOIYKTHBHA TOKCHYHOCT M TEHOTOKCHYHOCT,

[lpu cynpaTepaneBTHYHH J03H aPTHKAHH HMa KapAXOIENPECHBHU CBOHCTBA H MOXE a HMa
Ba30HIATHpALITH edeKTH,

ANpeHaIHH NPOSBABA CHMIATHKOMUMETHYHH e(eKTH.

- IlopxoxHOTO HEXKEKTHpPaHE Ha apTHKAHH B KOMOHHaImA ¢ aapexanid S0 mg/kg/muesto npu mbxose H §0
mg/kg/IHEBHO TIPH KyYeTa MHAYLHPA HEKEAHH PeakiMu clefl 4 ceMHLH Ha MHOTOKPATHO JHEBHO
MPUJIOKEHHE. JHAUCHHETO HA Te3H HAXOAKYU ofaue ¢ HeChieCTREHO 3a KIHHMYHATA My ynoTtpeba npu
€IHOKPATHO MPHIOKEHHE.

B npoyusanus 3a eMGpHOHANHA TOKCHYHOCT C APTHKAHH HE ce Hab/i0/1aBa MOBHINIEHHE HA NPOLEHTa Ha
eMOpPHONAIHA CMBEPTHOCT WIIH MANT(OpMALMK NPy AHeBHH 1.v. 1o3u ao 20 mg/kg npu ribxose u 12,5 mg/kg
TIpH 3aHLH,
Habmonasa ce TepaToreHHOCT NpH KHBOTHH, TPETHPAHH C 4APEHATHH, CAMO IIPH SKCTIO3HIMH, 32 KOMTO Ce
CYHTA, 4e B AOCTAThYHA CTENEH HAABULIABAT MAKCHMAITHATA EKCTIOZALMS IIPH XOPA, KOETO € OT MajKo
3HAYEHHE 34 WIMHHYHATA ynoTpeba.
Ilpu npoyuBaHK4 3a penpoAyKTHBHA TOKCHYHOCT, IPOBeeHH ¢ apTHKaHH 40 mg/ml+anpenanun 10
MHKporpama/ml, NpHioKeHH NOAKOXKHO T1pH 403U 20 80 mg/kg/nHeBHO, He ce YCTAHOBABAT HEXENIAHH

- edhexTH M0 OTHOWICHHE Ha (epTuanTeTa, eMOprodeTaIHOTO pa3BiTHE HITH NPE- H NOCTHATANIHOTO Pa3BHTHE.

He ce HabnonaBa edeKT Ha TeHOTOKCHUHOCT TI0 BPEME Ha if Vifro W in Vivo Npoy4YBaHHs, NPOBEIECHN CaMo C
apTHKaHH WIK B in Vitro NpoydYsaHe, NPOBEACHO ¢ apPTHKaHH B KOMOHHALMA C aAPEHAJIHH.
OfT in vitro W in vivo IpOYYBaHHSTA 33 FEHOTOKCHYHOCT € ajpEHAHH ca TIOMyYeHH I BH HaXOZAKH.

6. PAPMAIEBTHYHU JAHHH

6.1 CouchbK Ha IOMOIHHKTE BEN[ECTBA



Harpues metabucyndgur (E223)

Hatpues xuopun

JInMoneHa KHcennHa MOHOXHIpAT

XJI0pOBOIOPOAHA KHCETHHA (3a KOPEKLHS HA pH)
‘Harpues xunpokens (3a IcopeKuHﬂ Ha pH)

Bona 33 HHXKeKLHH

6.2~ HecnbBMeCTHMOCTH Co . : c :
ITpu OTCHCTBHE HA M3CICABAHHUS 34 CEBMECTHMOCT, TO3H MG,I[I/IHPH{CKPI rIpOlIYKT He TpﬂﬁBa Ia ce
CMECEA ¢ JPYTH MEAULMHCKH IPOAYKTH.

63 Cpox Ha'rounocf
24 mecena.

6.4 CpenHanHH ycJI0BHS Ha chbXpaHeHHE _
Crxpansgaiite npu Temneparypa moa 30°C. CrxpasssaiiTe narpoHa BbB BEHINHATA ONIAKOBKa, 3a Aa
[IPeANa3HTe OT CIBHYCBATA CBETIIHHA.

6.5 JlanHH 32 OHAKOBKATA

ITatpoH ot Ge3uBETHO HEYTPAIHO CTHKIO 1.
IInyrsxepnT € H3paboTeH OT KaydIykoB GpoMoCyTHL.
AnlyMuHHeBa 3anymanka ¢ OpoMoSyTHNOB JIHCK.

OnakosxH, ceabpxamy 50 x 1,8 ml matpon ¢ miocko GyTano 3a caMOCTOATEHA aCIIHpaIHs.
Onakosku, crabpxamu 50 x 1,8 ml natpoH ¢ kyxo 6yTao 3a pbuHa aCTIHPaIHAL.

OmnakoskH, ceabpxamy 100 x 1,8 ml matpoH ¢ Gyrano 3a caMOCTOATENHA ACITHPALIHS.
Onakosky, chaspxamu 100 x 1,8 ml natpon ¢ kyxo Gytano 3a ppana aCTIHpAITHS.

He BCHYKH BHIOBE OTIAKOBKH MOTaT A3 (bJAT HyCHATH B npoaaxba.

6.6 CpennajHH HpeANa’Nu MEPKH OPH H3XBHLPJIsSHE U paGoTa

3a 1a ce u3berne PHCKBT OT uﬂcl)er_cu_m (narnp. npeaaBaHe HA XENATHT), CIPHHLOBKATA H HITIHTE, KOHTO C€
U3MOJI3BAT 34 H3TETTIAHE HA PA3TBOpA, TpAORBa BMHATH 14 CA HOBH W CTEPHITHH.

To3u nekapcTBeH MPOIYKT He TpAOEa 4 Ce M3MON3Ba, AKO PA3TEOPET € METEH HITH ¢ TIPOMEHEH LIBSAT.
[TatponuTe ca npeaHa3HAYEHH 3a €HOKpATHa ynoTpeba. AKo ce M3MN0/13B4.CaMO 4acT OT MaTPoHa,
OCTATBKBT TPIOBa 1a Ce H3XBLPJIM.

HMsnonsealiTe BegHara ciell oTBapsaHe HA IATPOHA.

Heu3non3BaHHAT NeKapCTBEH NPOTYKT WIH OTIIbYHHTE MATEPHATH OT HEro TPAGBA fa C€ U3XBBPIAT
B CBOTBETCTBHE C MECTHHTE M3HCKBAHHS

7. TIPUTEJKATEJ HA PA3PEIIEHHETO 3A YIIOTPEBA

Inibsa Dental S.L.U.
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