KPATKA XAPAKTEPHCTHUKA HA ITPOAYKTA

1. HME HA JEKAPCTBEHMA ITPOAYKT

I[Tponodon MCT/LCT ®Dpezenuyc 10 mg/ml nmxekudonHa/mHdy3HOHHA eMYAcHA
Propofol MCT/LCT Fresenius 10 mg/ml emulsion for injection/infusion

2. KAYECTBEH 1 KOMMYECTBEH ChCTAB

H3NLNRUTENHA ATEHUA NO REKAPCTBATA

Boexn ml emysicus coxbpka 10 mg nporiogon (propojol). Kpamuxa xApaKINGPUCITRIKS Ha - Mpuncmenive 1

Beska amnyna or 20 ml ceabpka 200 mg nponogon.
Bcexu dnakon ot 20 ml ceabpxka 200 mg nponodgon.
Bceku dnakon ot 50 ml cxaspxka 500 mg mponodgon.
Bcexu dnakon ot 100 ml craspxka 1 000 mg nponodgon.

[IOMOIIIHH BEIIECTBA C U3BECTHO ACHCTBHE:
Bceku ml emyncust cpabpxka:

COEBO MacJ1o, papHHUPAHO 50 mg
HaTpUi MakcuMyM 0,06 mg

3a MBEJAHMS CITUCHK HA NMOMOIOHHTE BELIECTBA BHXKTe Touka 6.1.

3. JEKAPCTBEHA ®OPMA

NrxekuuoHHA/MH(Y3UOHHA eMYJICHSA
bsana, MacieHO-BOJHA EMYJICHA.

4. KJIAHAYHH JAHHHA

4.1 TepaneBTHYHH NOKA3AHWA

[Tponodoa MCT/LCT @peszennye 10 mg/ml HHkeKIIMOHHA/HHPY3HOHHA eMYJICUA € KPaTKOASHCTRALL
HMHTpPaBEHO3€H 00111 AaHECTETHK 34!

BreBexaHe ¥ noaabpkaHe Ha o0lla aHecTe3us MpU BE3PACTHM, IOHOIIK U Acua Hax 1 Meceu
Cepanus 3a AMArHOCTHYHH H XHPYPIrHYHH MPOLECEYPH, CAMOCTONTEHO HWIH B KOMOUHAIUA ©
NIOKA/IHA HJIH perdoHaliHa aHecTe3us MPH BB3PacTHU, FOHOIUM M aeua Hag 1 Mecen

- Cepalvsa Ha NAliMEHTH Ha BB3pacT Haj 16 ronMHH Ha anapaTHa BEHTHIALMUA B HHTEH3HBHO
OTHEJICHHE

4.2 Io3HpOBKA H HAYHH HA NPHIOCKEHHAE

[Tponodon MCT/LCT ®peszennyc Tpadbea aa ce npuiara caMo B OOJTHHLH WIH aiCKBATHO
o6opyaBaHK LEHTPOBE 32 JHEBHO JIeY€HHE, OT JIeKapH, 00ydeHH 3a NpHJIaraHe Ha aHEeCTE3UA WIH 3a
PUXH 3a NALUEHTH B HHTEH3UBHH OTJEISHHA.

CoppaedHOCHIOBATA M AHXaTeNHA QyHKUMH TpaOBa Aa ce MOHHTOPHPAT HENPEKHCHA

» .m#;‘ )
ITyJIC-OKCHMETPHS ), NpH He3ab0aBHO pa3noioKeHHE IO BCAKO BpeMe ¢ 00opyaBaHe A Ya %\
AMSRIMST, L5 T3s

[MpOXOAUMH JHUXATCIHH ITeTHILIA, ANTIaPpAaTHO AHIUAHE H APDYTO OSOPyIIB&HB 34 pEé '

3a ceAMpaHe 10 BpeMe Ha XHPYPruuHM ¥ JHArHOCTHYHH npouexypu [Iponodon
POpe3zeHryc He TpAOBa Aa ce NMpWIara OT ChIMA JIEKAP, KOMTO NPOBEXKIA XUPYP
AMATHOCTHYHA Npoleaypa.




Ho3sata ua [Iponodon MCT/LCT ®pe3senuyc Tpsabsa na ce nepcoHanuivpa cxo00pa3ro oTroeopa Ha
MALMEHTa ¥ K3MOM3BaHaTa NpeMeIHKaLus.

B noseuero cay4au kM [Iponogon MCT/LCT DpeseHnyc e Heobxoaumo na ce nodassr
AOMTBIHUTEIHUA aHAJITSTHLIA.

gﬂ:lll pOBKAa

O0ma asecTe3ds NPH BL3PACTHH

BbBexXiaHe B AHECTE3UA:

3a seBexkIaHe B anecTe3ua [Iponodon MCT/LCT Opezennyc Tpabra aa 6bpae THTpHpaH
(npubnszuTenHo 20 - 40 mg nponodon Ha Beceky 10 cekyHAH) CHOOpa3HO OTTOBOpA Ha MalLMEHTa, A0
NOARa HA KIIMHHYHM MPU3HALM 32 HAYAIO Ha AHECTe3HATA.

[ToBedeTo BE3pAacCTHH MALMEHTH NMOA 55-roAMIIHA BB3pacT OOUKHOBEHO ce HyxaasaT oT 1,5 Ao 2,5 mg
nponodon/kg TenecHo Tero.

[Ipu nauMeHTH Haj Ta3W BB3pacT ¥ nauneHTH knac III u IV no ASA, ocobeno Te3n ¢ HapyleHa
ChbplicuHa (PYHKLIMA, JO3OBUTE HYKIAK KaTO LIAIO Ca MO-HUCKH U obuiata ao3a Ilponogon MCT/LCT
dpeszennyc Moxke J1a ce HaMamnu 10 MUHHMYM | mg nponogon/kg TenecHo Terno. ITponogon
MCT/LCT ®peszennyc 10 mg/ml umxekunonHa/MHpY3HOHHA eMYJICHA TpAOBa Ja ce npunara ¢ no-
HHCKA CKOpOCT Ha BeBexaaHe (nmpubnuszurento 2 ml or 10 mg/ml emyncus (20 mg nponogon) na
BcekH 10 cexyHOH).

[HonnspikaHe Ha AHECTEIHUA:

AHecTe3uaTa MOXe Aa ce noaaspka upe3 npuwiaraie Ha [Ipomogpon MCT/LCT ®Dpezennyc 10 mg/ml
MHXKEKLHOHHA/MHPY3MOHHA eMYIICHI HIH KaTO HeNPeKbCHATa HH(PY3HA, WK KAaTO NOBTAPALUM Ce
OONYCHH HHKEKIHMH.

3a noggppKaHe Ha aHecTe3us 0OMKHOBEHO ce mpunaraT o3 oT 4 ao 12 mg nponodgon/kg TenecHo
tersio/h. Pexyiumpana nopaspikama go3a ot okono 4 mg nponodon’kg renecHo terno/h moxe na 6bae
ANOCTATHYHA IPH NO-IIAAAIIN XHPYPrHYHH NPOUSAYPH KaTO MMHUMAaNHAa MHBAa3UBHA XUPYPriA.

[Tpu nanueHTH B CTap4ecKa Bb3PacT, MAMEHTH B TEXKO 0010 ChCTOSHHUE, NALIHEHTH ¢ YBpE/IcHa
ChplcyHa PyHKIMS, XKITOBONEMHUYHH MALMEHTH, KAKTO H nanHeHTH no ASA knac [II n 1V,
aosuposkara Ha IIponogon MCT/LCT ®peszennyc Moxe aa Obae HaManeHa QOITWIHHUTENHO, B
3aBHCHMOCT OT TE€XKECTTa Ha ChCTOSHUETO Ha MallHeHTa H H3NOJI3BAHATA TEXHHKA HA AHECTE3HA.

3a nogappkane Ha aHectesus ¢ [Iponodon MCT/LCT ®peseHHyc upes NpuUiarase Ha MOBTAPALIH CE
6OTyC HHDKEKLIHH, € HeOOX0oAHMO HapacTBaHe Ha aosure oT 25 no 50 mg nponogon (= 2,5 - 5 ml
[Tponodpon MCT/LCT ®pesennye 10 mg/ml urxekuuoHna/HHPY3HOHHA €MYJICHS) CBIVIACHO
KITHHHYHHTE CTAHJAPTH.

bwp3o Homyc nprwioxkenue (eaMHUHO WK noeTapau ce) ot [Iponogon MCT/LCT Dpezennyc He
TpaORa 11a ce Mpuara Npu NallMeHTH B CTapyecka BB3PacT, ThH KaTO TOBa MOXe Jia IOBeAe 0
KapaHO-PECITHPATOPHA NEMpPECHA.

O6ma agecTe3dn Npn Aena HA BL3pacT HaA 1 Mecen

BrBexcnaHe B aHECTe3H:

3a seBexkaane B aHectesud, [Iponodon MCT/LCT ®pezenunyc Tpabea aa ce THTp
Ha KJIMHHYHM NPH3HALM, KOHTO MIOKa3BaT Ha4yano Ha aHecte3uaTa. Jlosara Tpabea
CIPAMO BB3pacTTa H/WIH Terjoto. [ToBedeTo Aeua Hag 8 roquHM M3HCKBat MpHOIY

2




tenecHo Teryo [Iponogon MCT/LCT ®peseHnyc 3a BbBeXAaHe B aHecTesusTa. Ilo-mankure neua,
ocobeHo Ha BB3pacT Mexay | meceu U 3 roAnHH, MOXKE 1A U3UCKBAT MO-BUCOKH A03HM (2,5 - 4 mg/kg
TENECHO TErJO).

[Tonobpiane Ha 0O1a aHEeCcTe3Us:

Upes uHGYy3ua Wnu nosrapawH ce 6omyc nkekuuu ¢ [Tponodon MCT/LCT ®Dpesenndyc Moxe na ce
noaaspKa Heobxoaumara AsabouHHA Ha aHecTe3uaTa. Heobxonumara CkopocT Ha NnpuiiaraHe Bapupa
3HAYHTEIHO MEXKIY MalHeHTHTE, HO OOMKHOBEHO ChC CKOPOCT OT nopaabka Ha 9 - 15 mg/kg/h ce
MOCTHra yAOBJIETBOpABallA aHecTe3ud. [Ipu no-mankure neua, oco6eHO Ha BBIPACT MEXOY | Meceu
3 rogMHM, MOTaT Ja ce U3UCKBAT NO-BHCOKH JO3H.

[Mpu naupenTn ¢ ASA wiac III # 1V ce npenopbuBaT No-HAUCKK A03H (BXK. CHILO T. 4.4).
Cenanus 3a AHATHOCTHYHH H XHPYPrHYHH NPONEAYPH OPH BH3IPACTHH

3a nocTHraHe Ha cealM NMPH XHPYPrudHH W JHATHOCTHYHH MPOLECAYPH, JO3ZHPOBKATA H CKOPOCTTA
Ha NpUIckeHHe TpAOBa na 6bpaat cbobpaseHH ¢ KIMHHYHUA OTroBop Ha nauueHra. [Ipu nosevero
naueHTH ce npunarar 0,5 — 1 mg nponogon/kg TenecHo rerno 3a 1 o 5 MuHyTH, 10 HA4YaNOTO HA
ceaauys. [ToaappaxkaHero Ha cefjalMsa MOXKE a C€ MOCTHIHE YPe3 TUTPHpaHe Ha HHGy3HMATa ©
[Tponodon MCT/LCT @peszeHuyc 00 XKe1aHOTO HUBO Ha cefaiua. [Ipu nopeyeTo narueHTH ce
u3uckear 1,5 — 4,5 mg nponodon/kg renecHo rerno/h. UHgy3usara Moxe aa ce ZOMMBJIHH OT Ooiyc
npunoxeHue Ha 10 - 20 mg mponogon (1 - 2 ml Ilponogon MCT/LCT ®peszenuyc 10mg/ml), B
cJryyaid 4e ce H3WCKBa OBbP30 yBenHyaBaHe Ha NBI100YMHATA HA CEJaLUATA.

Ipu nanpeHTH Ha BB3pacT Haf 55 roguny U naimeHTy ¢ ASA wiac I u IV moxe ga ca neobxoaumn
no-HKUcKH 103U [Iponodgon MCT/LCT ®peseHnyc, KAKTO MOXKE J1a HMa M HY)KHa OT HaMaJIABaHe
CKOpPOCTTa Ha BBBEKIAHE.

Cenanps 32 AHAHOCTHYHH H XHPYPrHYHH OPOOEAYPR UPH JeUAa HA Bh3pacT HaA 1 Mmecen

Jlo3uTe K CKOPOCTTA Ha BbBEXKAaHe TPAOBA Z1a ce ONpeAcIAT B 3aBUCHMOCT OT HeoOXoauMara
TBI0OYHHA Ha ceAalUd H KITHHUYHHUA OTroBOp. [IoBeYeTo neAHaTpHYHHA NMALMEHTH H3HCKBAT 103U

1 - 2 mg/kg TenecHo Tersno nponodgon 3a Havyano Ha cegauuaTa. [logoepkaHETO Ha cenaLMITa MOXKe
Ja ce MIOCTHTHe Ype3 THTpUpaHe Ha HHPYy3uaTa ¢ [Iponodon MCT/LCT ®pesenryc A0 nocTHraHe Ha

HeoOXOMHMOTO HHBO Ha cenaums. [ToBeueTo naumeH u3HCKBAT HHGY3Ha 1,5 - 9 mg/kg/h nponodon.
Unpy3uaTa Moxke na Obae aombiiHeHa ¢ 6onyc Hipkekuus a0 1 mg/kg renecno Terno [Iponogon

MCT/LCT ®pezennyc 10 mg/ml miokekuHoHHa/MEQY3HOHHA EMYACHA, aKO € HeoOXoauMo 6Bp30
yBEJIMYaBaHe Ha IhJIOOYHHATA Ha CeAalHUATA.

ITpu nauuentn ¢ ASA kinacose III u IV Moxe na ca HeOOXOAMMH MO-HHUCKH AO3H.

Cepanna npH nanBeHTH Haa 16-roaamuEa BL3pacT B HHTEHIHBHO OTAC/ICHHE

3a ceaMpaHe NPy NaLMEHTH HA W3KYCTBEHA BEHTHIALIMA U JIeYEHHEe B HHTEH3HBHO OT/E/IEHHE, ce
npenopbuBa npwioxenue Ha [Iponodon MCT/LCT Ppesenryc upes NpoALIDKUTENHA HHQY3HA.
JlozuporkaTa TpabBa a ce onpenens cropel HeoOXOAMMOCTTa Ha ALA00YHHA HA CeJallUaTA.
OOGHKHOBEHO 3aI0BOJIHTEIIHA CeJaLHA Ce MTOCTHIa Ype3 CKOPOCT Ha BBBEOXKIAHE OT NOpAAbKa Ha

0,3 - 4,0 mg nponodon/kg TenecHo Terno/h. He ce npenoppusa ckopocT Ha AHGY3HA, MO-BACOKA OT
4,0 mg nponodon/kg TenecHo terno/h (Bx. Touka 4.4).

He ce mpenopp4Ba NpUIOKEHHE HA MPONoQoN 3a ceAalMs B UHTEH3UBHO OTACICHHE
kKoHTpoaupaHa HH¢py3uoHHa (TCI) cucrema.

[poab/OKATENHOCT HA NPHJIOKEHHE
[Tpoab/DKATETHOCTTA HA NPHIOKEHHWe He TpAORa 1a HaABHILABA 7 JHH.




Haunn HA NPHICKERHE

HMHTpaBeHO3HO NMPHAOKEHHE.
Camo 3a eqHOKpaTHa ynotpeba. Hensnon3BaHOTO KONWYECTBO eMyYJICHA € HeOOXOAHUMO Ja ce

M3XBBPJIH.

Heob6xompBMo e onakoBKUTE Aa C€ pa3KIaTAT NpeaH ynorpebda.
AKoO c/iell pa3sKNalIaHeTo ce BIXKAAT ABa CJI0A TEYHOCT, eMYNCUATA He TpabBa fa ce U3nonsea.
Ja ce H3MOA3BaT CaMO XOMOTNeHHH CMECH W OMaKOBKH, Oe3 clieu OT NoBpexaa.

[Tponodon MCT/LCT ®pezennyc 10 mg/ml nrxxexuuoHHa/nHGpy3HOHHA eMYJICUS MOXe Aa Ce
npuiara 4ypes uHdy3ua HepaspeieH WIH Clie]l paspexaaHe (3a paspexnaHe BX. Touka 6.6).

[Tpu npunarane Ha [Tponodon MCT/LCT ®Opezenuyc 10 mg/ml urxekunoHHa/MHGY3HOHHE eMYCUA
ype3 HHQY3Hs, € MPENOPBUYHTEIIHO BHHArH H3MNoa3BaHeTo Ha OroperH, Opodud Ha KankaTta, [IOMNH 33
cnpHHuoBka (BKI. TCl cHCTEMH) HIIH BOTYMETPUYHH HH(Y3HOHHH TTOMIIH C LIEJ1 KOHTPOJ Ha
CKOPOCTTA Ha HH(Y3HA,

ITpeau ynorpeba rbproTo Ha aMITyJIaTa MK MOBBPXHOCTTA Ha 'YMEHATa 3alyianka TpaOBa ga ce
NMOYMCTAT ChC Cripeli Ha 6a3aTa Ha CUPT WIM TAMIIOH, HaNOeH che cUpT. Cnea ynorpeba
HeU3pa3XOJBaHHTE ONMAaKOBKH TPAORA Na ce U3XBHPJIAT.

[Tponodon MCT/LCT ®pesenuyc € chbabpxKalLa JUMTHAH eMYJICHA 0€3 aHTHMHKPOOHU KOHCEPBAHTH H
MOK€ JIa CTHMYNHpa Obp3 PACTEXK HA MUKPOOPTaHU3MH.

Emyncuara Tpa6ra aa Ob/ie npexBLplieHa aCEeNTHYHO B CTEPHIHA CIIPHHIIOBKA M CUCTEMA 32
BLBEXAaHe HEMOCPEACTBEHO Clie/] OTBApAHE HA aMITyJiaTa Wid pa3vyTBaHe Ha (uiakoHa. BbBexaaHeTo
TpsaORa 1a ce H3BBPIIH He3abaBHO.

Heo6xoauMo e na ce noaabpaxkat acenTHYHO cberoanue Ha [Tponogon MCT/LCT dpeszernyc u
000pYyIBaHETO 32 NPIWIOKEHHE 34 BpeMeTO Ha HHGY3HA. EAHOBPEMEHHOTO NPWIOKEHHE HA APYTH
NIEKapCTBEHH NPONYKTU WIH TEYHOCTH, NobaBeHd KbM HHQY3HOHHaTa cucTteMa Ha [Iponogon
MCT/LCT ®peszeruyc e reobxoaumo aa ce ochluecTsH HIIM30 0 MACTOTO Ha KAHIONATa MOCPEACTBOM
Y-obpa3zeH KOHEKTOp WIH TPUITETHA Kara. 3a MHCTPYKUMH OTHOCHO €HOBPEMEHHOTO MPHIIOKEHHE
Ha NeKaApCTBEHUA NMPOAYKT, BXK. TOUKA 6.6.

[Mponodon MCT/LCT ®pesennyc He Tpsa6GBa na ce npuiara npe3 MUKpoOHONOrHueH GUIThP.

ITponodon MCT/LCT ®pezennyc 1 Beaka uHPY3HOHHA ccTema, cpappkama [Iponogon MCT/LCT
Dpe3eHAYC ca NPpeAHA3HAYCHH 32 €AHOKPATHO MMPUIOKEHHE HA HEANBHAYAJIEH [ALIHEHT.
Octananoro cnen ynorpeba konudectso Iponogon MCT/LCT dpesenuyc Tpabra aa ce H3XBBPIHN.

Hudysus Ha nvepaspenet Iponodon MCT/LCT ®pezenryc 10 mg/ml uikekiMoHHA/HHPY3HOHHA

eMYJICHA:

KaxTo npHd BCHYKH ChABPXKAIM JIKITHAH €MYJICHH, HHpY3uaTa Ha HepaspezieH [Iponogon MCT/LCT
DpezeHHyC NOCPEACTBOM €1Ha HHPY3IHOHHA cHCTeMa He TpAOBa Aa HaaBuuasa 12 yaca. Cnen

12 yaca, uH(}y3HOHHATa CHCTeMa U OnakoBKata, ceabpxkawa [Iponogon MCT/LCT ®Ppezennyc
TpsaOBa Ja ce U3XBLPJIAT WIM Aa ObIaT 3aMEeHEeHH, aKO € HEOOXOAMMO.

Hudyana Ha paspeneH [ponogon MCT/LCT dpesennye 10 mg/ml umxekionHa/mHdy3HOHHA

CMVIJICHA.

3a npunarane upes HHQy3ua Ha pazpeneH [Iponiodon MCT/LCT ®pesenunyc 10
HIDKEKLIMOHHA/MH(DY3HOHHA eMyJICHA, € HeoOXOQMMO BHHArH Ja ¢€ H3Nnon3Bar 6
KAIMKaTa WIK WHQYIMOHHH MOMITH 32 KOHTPOJIMPAHE CKOPOCTTa HA HHOY3HA H M3
BBH3HHKHAJIA [0 HeBHUMAHHES HEKOHTpOIMpaHa HH)Y3ud Ha rojieMH o0eMH paspe
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MCT/LCT dpezennyc 10 mg/ml nrxexunoHna/mHdy3HoHHa emyiicui. Heobxonumo e To3u prck aa
ce HMa NpeABU/ MPH B3eMaHE Ha peilieHHe 3a MaKCHMAJIHOTO pa3pexaaHe B Oropera.

3a penyuupaHe Ha 605KkaTa Ha MJCTOTO Ha HHDKEKTHpaHEe, MOXKE [1a C€ UHXKEKTHpPa JIMAOKaHH
HenocpeacTBeHo npenu pbeexxkaane Ha [Tponogon MCT/LCT dpesennyc 10 mg/ml
MIDKEKLMOHHa/MHGY3HOHHA eMyJicks (Bxk. Touka 4.4). Karo anrepHaTtusa, [Iponogon MCT/LCT
POpezennyc 10 mg/ml HikekuHoHHA/MHDY3IMOHHA EMYJICHA MOXKE J1a ce CMECH 3a He3aDaBHO
MPHIOKEHHE C HECHABPXALl KOHCSPBAHTH HIDKEKIIMOHEH pa3TBop Ha nuaokaud (20 yactu [lponodgon
MCT/LCT ®peszenuyc 10 mg/ml urbkekunoHHa/MHGY3HOHHA eMyJicHs ce cMmecBa ¢ 10 1 yact 1 %
WHXXEKUKHOHEH pa3TBOP Ha NTHAOKAWH) IIPH KOHTPOJIHPAHH H BAIHAHPAHHK aceNTHYHH ycioeua. CMecrta
TpaOBa Aa ObAe NMpUsoKeHa A0 6 yaca ciell NPUIrOTBAHE.

MycKyniHH pefakCaHTH KaTo aTpakypuyM M MHBaKypHyM TpAOBa fa ce NpWiarat camo ciiel
NMPOMMBKA Ha CHUIOTO MACTO, H3M0A3BaHO U 3a UHGY3us Ha Ilponodon MCT/LCT ®peseHuyc.

Axo IIponiohon MCT/LCT OpescHuyC c& HHKEKTHPa BB BEHa MOCPEACTBOM EJIEKTPHUYECKA [TOMNA, €
HeOOX0AHMO [1a C€ OCHTYPH MOAXO0ASALIA ChBMECTUMOCT.

Taprer-Ko JADAHA HH uga (TCI) — Ilpaadoxerne Ha Iponodoa MCT/LCT ®peseanye

NOCpEeACTBOM NOMNA (caMo 38 naacTMAacoBl cnprANOBKH oT 20 ml 1 S0 mi):

ITpunoxenuero Ha lponodpon MCT/L.CT ®pesenmyc upe3 Taprer-koHTpoaupaHa yHdyzuoHHa (TCI)
CHCTEMA € OrPaHHYEHO J0 BHBEXAaHE U NOAIbpkKaHe Ha 00IIa aHeCcTe3Us NPU BB3PACTHH MALIUEHTH,
MeToasT He ce rpenopbyuBa 3a cefJaldia Ha MalHEeHTH B YCIIOBHA HA HHTCH3WBHO OTACNCHHE WIH
cenanms NpH XUpYpPruvHH H AMArHOCTHYHH NMPOLEAYPH.

[ponodon MCT/LCT dpesennyc moxe aa 6pac MpHIOKESH Ype3 TapreT-KOHTpONHpaHa HHPY3HOHHA
CHCTEMaA, YIPaBIsABaHa OT NOAXoAqil co(Tyep 3a TapreT-KoHTponnpaHa HHQys3ua. Msnonspawmure
cucTemara norpedurenu Tpabpa ga ca 3ano3HATH C pPPKOBOLCTBOTO 3a yrnoTpeda Ha HH(Y3HOHHATA
noMna u ¢ npunoxkeHuero Ha [Iponogon MCT/LCT @pezerdyc nocpeacTsOM TapreT-KOHTPONMpaHa

HHDY3HA.

CucreMaTta NO3BOJIABA AHECTE3HONOTBT WIH JICKAPAT B HHTEH3HBHOTO OTAC/ICHUE Jla NOCTUTHAT H
KOHTPOJIMpAT ’KeJlaHaTa CKOPOCT HA BbBEXKAAHE K AHIOOUMHA HAa aHecTe3us upe3 u3bop H HacTpoika
Ha TapreTHa (NMpeJBIDKAaHA) TU1a3MeHa Wil edekT-gedHHUpaHa KOHUEHTpaLus Ha mponodgorn.

Heob6xoauMMo e J1a ce B3eMaT NpeABHA Pa3THYHHTE 0COOCHOCTH Ha pazIMYHHTE CHCTEMH MOMITH, T.€.
MpH KOHKPETHa CUCTEMA 3a TapreT-KOHTpoldpaHa HHGY3Hs MoxXe Mo noapasbupaHe Aa ce CUMTa, Ue
Ha4aJIHATa KOHLUEHTpaLMs Ha aponod o B KPLRTA Ha NALMEHTA € Hy/IeBa. 3aTORA, Mpy NALMEHTH,
KOHTO Ca MOJYy4YaBaiH nponodon 1 npean, Moxke fa ce HAJIOXKHU 1a ce u3bepe Mmo-HUCKA HavajiHa
TApreTHA KOHLIGHTPALIMA, IIPH 3aI0YBaHE Ha TAPreT-KOHTPOMHpaHa HHPY3HS. AHAJIOTHYHO, HE C¢
[pefnophyYBa JHPEKTHO MPOAL/DKABAHE HA TAPreT-KOHTPONHpaHa HHQy3usd, B CiTy4ail ye nomriara e
OWIa M3IKITIOYEHA.

ITo-ponmy ca naneHH yka3aHMs OTHOCHO TApreTHUTE KOHLIEHTpaluy Ha nponodonon. Ilpeasua
PATHHMHATA MEXIY MALUMEHTHTE M0 OTHOLICHHUE Ha PapMaKOKMHETHYHHTE B PapMaKOAHHAMUYHHUTE
napaMeTpH, KAKTO IIPH NALMEHTHTE C, TAKA H NPH nauueHTHTe Oe3 npemMeaukauys, TapreTHaTa
KOHLIEHTpaUHs Ha rporodon TpabBa aa ce THTpHpa COpeA OTrOBOpa Ha MALMEHTA, C LeJ IIOCTHIaHe
Ha HeoOxoauMara JeAOOYHHA Ha aHECTe3HA.

Bweeocoane u noddvpoicarne na obwa anecmesus npu mapzem-KOHmMpoIUPana unpysus.

B13pacTHH NaLMeHTH Ha BB3pacT NOA 55 roaMHU OOMKHOBEHO MOXE Aa Ce BbBEAAT B &
TapreTHH KOHUEHTPAaUHXH Ha nponodon, Bapupamm ot 4 5o 8 mukporpaMa/ml. I1pu m | AT crI,
npeMeAHKaLMs ¢€ NpenophyBa HauallHa TApreTHa KOHLIeHTpaums 4 MyKporpaMa/ ‘; *) ATO,]

nauMeHTuTe 6€3 NpeMeUKalbs ce NMpenopbuBa HAYalHa TapreTHa KOHLIEHTPE
60-120 cexynau. [To-BucOKY TapreTHH KOHLIEHTPALMH IO3BOIABAT NO-0Bp30 Jq e ?

BpeMeTo 3a BEBeXKAAaHE MPH Te3H TAPTreTHH KOHLIEHTPALMH € OOUKHOBEHO B pa
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BLBEXKIAHE B aHECTE3UA, HO MOraT Jia ObaaT CRBpP3aHHU C NMO-ACHO H3pa3cHa XeMOAUHAMUYHA U
PECIIMPATOPHA ACTIpECHA.

[Ipy nauKeHTH HAa BB3PAcT HaJ 55 rogMHu U naudeHTH ¢ ASA knac 3 u 4 Tpsabsa aa ce u3nomnssa no-
HMCKa HAYalTHA TApreTHa KOHUEHTpaurs, BriocnecTeue TapreTHaTa KOHLEHTpalya MOXke Ja Obae
yBesHyeHa Ha cTenkH ot 0,5 — 1,0 MmukporpaMa/ml, Ha unTepranu ot 1 MUHYTA, 3a NOCTHraHe Ha
NOCTENCHHO BHBEXKAAHE B AHCCTE3HA.

OOKKHOBEHO C€ U3HCKBA JOITbJIHUTENHA aHANTe3Us U 0OXBATHT, A0 KOHTO TAPreTHHTE KOHLUEHTPALMH
33 NOJIbPKAHE Ha aHeCTe3Ud MOraT Aa Obaat HaMaJieHH ce MOB/IMABA OT KOJTHYECTBOTO AaHATETHK,
NPWIOKEHO €HOBPEMEHHO. TapreTHUTE KOHIICHTpaLMH nporno¢on B paMKuTe Ha 3—6 Mukporpama/ml
0OMKHOBEHO Ca AOCTATBHYHH 34 MOAABPXKAHE HA 3aI0BOJIUTE/IHO HHBO Ha aHECTE3HUA.

[IporHo3HaTa KOHIECHTpALMA Ha NMponodo/ B MOMEHTa Ha ch0y)3aaHe € OOUKHOBEHO B PAMKHTE Ha
1,0 - 2,0 muxporpaMa/ml 41 ce NOBNMABA OT KOJAHUECTBOTO Ha MPUWIOKEHUS aHANIMETHK MPH
NOAXbPKAHE HA AHECTE3UATA.

Cedayus npu nayuenmu 8 UHMEHIUBHO OMOeENEHUe (He ce RPENOPBLYEA Map2em-KORMPOAUPARQ
ungyzun)

B obmua ciryyaii ca Heobxoaumu 0,2 — 2,0 mukporpama/m!i TapreTHa xOHUEHTpanHa Ha nponodon B
kpBBTa. [IpunoxenneTo TpsOBa fa 3anoysa MpU HACKA TAPreTHa IpaHuULa, KoaTo Tpabea aa ce
TATPHpA CIIOPEA OTTOBOPA Ha MALIMEHTA 3a MOCTUraHe Ha XKeJjlaHaTa IwI00YMHa Ha ceaaliuA.

4.3 IlpormBonoxka3saHus

ITponodon e MpOTHBONOKA3aH MTPU NMALMEHTH ¢ U3BECTHA CBPBXYYBCTBUTETHOCT KbM Nponodon wiu
KbM HAKOE OT MOMOLIHKUTE BElEeCTBA, H30poeHd B Touka 6.1.

ITponopon MCT/LCT dpezeHHyc chabpaKa COCBO OJIHO H HE TpsOBa A2 CE H3NON3Ba NPH NALKHEHTH,
KOHTO Ca CBPBbXYYBCTBUTENHH KbM (PBCTBLH HIIH COA.

ITponogon He Tpabea na ce U3MNOA3Ba 3a CealMi IIPH HHTEH3UBHO JICYECHHE HA NMALHEHTH Ha WIH IOx,
16-roaninHa BB3pacT (BXK. ToUKa 4.4).

4.4 CpenmanHH npexynpexiaeHHs H NpeANaiHa MEePKH npead ynorpeba

ITponogon Tpabea aa ce mpusara oT JiekapH, o0y4ueHn B o6nacTra Ha aHecTe3UsTa (MJIH, CBOTBETHO,
OT Iekapu, 00y4YeHH B rosaraHe Ha HHTEH3HBHH I'PHIKH 3a& NAiMCHTH).

ITanmeHTHTe TPAGBA A ce HaOMIOAABAT NOCTOSHHO, KATO TPAOBA 1a UMA HANTHUHHM MO BCAKO BpEME
anapartypa 3a Noaxbp:KaHe Ha AUXATE/THUTE IThTHINA, U3KYCTBEHA BEHTHIALIMA, NOAaBaAHE HA KHCIOPOA
H JpYTO peaHHMAIMOHHO ob0opyapaHe. [Iponodon He TpaOBa aAa ce npunara OT JIHLETO, H3BBPLIBALIO
XMpYprayHaTa Wid JHArHOCTHYHATa NpoLeaypa.

Hma cpobiesud 3a anoynorpeda ¢b¢ M 3aBUCHMOCT OT NPOrogdon, NpeJHMHO NP 3ApaBHH
cneunanycTy. Kakto H npu Apyry obIyM aHECTETHLH, IIPIICKECHHETO Ha niponogon 6e3 rpixa 3a
OUXATEIHUTE IbTHIOA MOXKeE Ja foseae A0 daraNHM pecnHpaTOPHH YCIOKHEHHA.

B ciyvanTe, Korato nponogol ce npuiara 3a ceJalus npH 3ana3eHo Ch3HaHHE, IPH XUPYPrUYHH H
JUArHOCTUYMHH TPOLEOYPH, NMALIHEHTHTE TPAOBa Ja ¢€ MOHMTOPHPAT NPOXBDKUTENHO 32 PAHHH
IPH3HAIH HAa XHIIOTOHHS, OOCTPYKLHA HA JUXATSITHHTE ITHTHILA H MOHDKEHO KMCIOPOIHO HACHLIAHE.

HeobxoauM e aaexBaTeH NEpHOA OT BPEME MMPEAM M3ITUCBAHETO Ha MALIUEHT, 3¢
IHJIHOTO MY BB3CTAHOBABaHE CJied MPWIOKEHKE Ha nponogon. B MHOro pen
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nponogon Moxe 1a ObAe cBbp3aHa C pa3BUBaHETO Ha NEPHUOA HA NMOCTONEPATHBHO ChCTOSHHE Ha
Desch3HaHHE, KOETO MOXKE 1a ObIe CBITPOBOJIEHO OT NOBHULIEH MYCKYJIEH TOHYC. B HAKOH ciryyad ToBa
MOXKe Ja € OWI0 MpeAIecTBaHO OT NEPHO Ha NMAaLMEHTa B Ch3HaHue. BhIipekH ye BL3CTAHOBABAHETO
e CTIOHTaHHO, TPAOBA Jia Ce NMpHiara NojAxoAsiilaTa rpuka 3a MalHUeHT B ChCTOsSHUE Ha De3ch3HaHKe.,

Hapywennero, npeausBHKaHo OT nponodgon, cOHKHOBEHO He e 3adeexxuMo el noeseye or 12 vaca.

EdekTeT OoT Nponogo, HHTEPBEHLUUATA, CHITBTCTBALIATA TEpanki, Bb3pacTTa U CbCTOSHHUETO Ha

naneHTa TpadBa Aa ce HMAT MpeJBHA, KOraTo ce ChBETBAT MALUEHTUTE OTHOCHO:

» Ilenechobpa3HocTTa Ha TOBa ga ObAaT MpUAPY>KaBaHH NPH HayCKaHe Ha MACTOTO Ha
NPUNAOKEHHE

 BpemeTo 70 Bb300HOBABaHE HA U3MCKBAIIY KBATH(PHKALMA MK PUCKOBH JEHHOCTH, KATO
mogupane

* Vnorpebara Ha ApYrd BELIECTBa, KOUTO MOrar Aia NpeAH3BUKAT ceauusd (Hanp. OeH30 Ha3en1HH,
OIIHATH, ANTKOXO0JT)

Morar aa Bb3HMKHAT 3a0aBeBH enunenTHGOPMEHH aTaKK JOPH NMPH NauMeHTH be3 enunencus, KaTo
nepyHoOAsT Ha 3aDaBsiHe MOJXKe Ja Bapupa OT HAKOJIKO 4aca A0 HAKOIKO AHH.

CrneuManHy rpyn rnaimeH ™

Copoeuro-cvooea wunu beroopobua HedocmamvyHOCm U XUNOGOAEMUR

KakTo ¢ ocTaHanuTe HHTPABEHO3HH aHECTETHIH, TpAOBa [a ce MoAX0KAa ¢ BHUMAHHUE NPH NMaLMEeHTH
C HapyIlleHa chbpac4Ha, 6enoapobHa, 6v6peyHa wnu yepHoapoOHa GYHKUHA WIH NPH TALHEHTH C
XMITOBOJIEMHS H H3TOLICHH MALHEHTH.

KnupeHCBT Ha nponodon 3aBUCU OT KPBBHHA NOTOK, NOPAalH KOETO €THOBPEMEHHO MPHEMAHO
IEKApCTBO, KOETO HAMAIABA ChbpPACYHHS AcOUT, e peayLmpa H KIMpbHCa Ha mponogoa.

ChpaeuHo-CbA0BA WIH OenoapoOHa HEAOCTATHYHOCT H XMITOBOJEMUA TpaOBa Aa Obaat
KOMIICHCHPAHH TIpEeAY NPWIOKECHUE Ha npornodon.

[Iponogon He TpabBa Aa ce npuiara MpH NaLHEHTH C HANIPEAHANA ChPACYHA HEAOCTATHYHOCT HIH
APYTH TeKKO 3abonsaBaHe HA MHOKApLa, OCBEH KOraTo TOBa CTaBa ¢ KpaifHa npeanasiuBoCT U
WHTEH3UBEH MOHHTOPHHNT.

IMopaau BHCOKATa 1032, KOATO C€ MPUara NpH NalHEeHTH ¢ MHOIO BUCOKO HAIHOPMEHO TErNO, €
HeoOXOAMMO Z1a ce B3eMe NMPEABHA PHCKA OT XEMOJMHAMMYHH €eKTH Ha CHP/ICYHO-CHAOBATA
CHCTEMA.

ITponogon HAMA BATOJIMTHYHA aKTHBHOCT M NPHIOKEHUETO MY € CBBP3aHO ChC ChODINeHH 3a
Opaaukapaus (MMOHAKOra ALA00KA), a ChUIO KM acHeTonUe. OcobeHO KOraTo BaryCoOBHAT TOHYC €
npeAOMHHMpAII WK KOrato mponogon ¢ U3NoN3BaH 3a¢AHO C JAPYTH NpenapaTH, CKIIOHHH JAa
npHuMHABaT Opaaukapand, TpAOBa fa ce B3eMe NpeaBHi HeOOXOAMMOCTTA OT HHTPABEHO3HOTO
NPUIOKEHHE HA AHTHXOJIMHEPIruY€eH arcHT NpeAX BhBEXAAHETO HITH MO BpeMe Ha MOAABPYKAHETO Ha
AHECTE3UATA.

Enunencus
IIpu npuioxkeHne Ha Mpono¢roN Npy NAUMEHTH C SIMHIEIICHA MOXKE a € HAIMLIE PHCK OT KOHBYJICHA.

IIpy nanMeHTH C eMAISNICHA MOXKE 11a Bb3HMKHAT 3a0aBeHH ermnenti¢GoOpMEHH aTak, KaTo NEPHOABT
Ha 3a6aBsHe BapHpa OT HAKOJIKO Haca 0 HAKOIKO JHH.

Ipenu Aa ce MPMCTHIH KbM aHECTe3WpaHE Ha NALMEHT C eMWIENCHS, € Heo6Xoj i RS
AATH MIALMEHTHT € NOMYYH/ aHTUENUIIENTHYHO JieueHHe. BhIIpexH ue HAKOH TfQEOTpe
eMKAaCHOCT Ha MPOAYKTA MPH JICUEHHE HA CHCTOAHHUE HA EMWIENCHA, TPHIOHEHDGT

1IpY MALMEHTH C EMUIIENICHI MOXKE ChLIO TaK4 Ja YBEJIHYH PHCKA OT MPHNANBK E gy Ve




He ce npenopbuBa NPUIGKEHHETO HA NMPONOQOS C ENEKTPOKOHBYJICHBHA TEpPAITHL.

ITayuenmu ¢ HapywieHus Ha MACMHUR Memabonu3em
[Toaxonsma rpika TpAOBa Aa € NPWIOKH MPH MALKMEHTH ChC 3aD0NIIBaHHA Ha MacTHHA MeTaboNIU3BM
M APYT'Y ChCTOAHUA, U3HCKBALIM BHUMATEIIHO MTPHUIOXKEHHE H8 MACTHH €MYJICHH.

Iayuenmu ¢ 6UCOKO UHMPAKDAHUQIHO HATASAHE

[Tonxopnsaina rpwxa TpAOBa Aa c€ MPUIOKH NPH NALMEHTH ¢ BHCOKO HHTPaKpaHHAIHO HANIATaHe U
HUCKO CPeJTHO apTepHATHO HAJIATaHE, Thil KAaTO CHUIECTBYBA PHCK OT 3HAYUTEIHO NMOHWKEHHE Ha
HHTpaLepeOpaTHOTO NePPy3HOHHO HANAraHE,

[leayaTpyyHa Nomynanus
[TpunoxxeHHeTo Ha Nponodgon HE ¢e MPEenopbYBa NPH HOBOPOAECHH, Thid KATO Ta3M MOITYJIALMSA

MALHEHTH BCE OLIE HE € HAaITBJIHO Npoy4YeHa. PapMakOKHHETHYHHTE JaHHY (Bx. Touka 5.2 ot KXII)
MMOKA3BaT Y€ KIHPBHCHT IIPH HOBOPOJESHHTE € 3HAYMTETHO MOHWKEH H € ¢ MHOIO TOJIEMHU
HHTEPHMHAUBHAYAIHH pasuuns. [Ipy npuiaraHero Ha 034, NpenopbyaHH 3a No-rofieMu ena, Moxe
Ia Ce MOSBH OTHOCHTEITHO NPEAo3HpaHe, KOSTO Aa AOBEAC A0 TEXKKA ChPASYHO-CHAOBA JETIPEeCHA.

ITponodon MCT/LCT ®pezenunye 10 mg/ml He ce npenopsuBa 3a 00111a aHECTE3UA NIPH AELia HA
BB3pacT noa 1 Meced.

He ce npenopbysa NpwiokeHUETO Ha TapreT-KouTponupana HHgy3us (TCI) mpu neauaTpuyna
noNyJaliMa Ha Bb3PacT NoA 2 FOAWHH, NOPagH HEAOCTATBYHOCT Ha HAJIMYHHUTE JaHHH.

[Iponodon He OHBA a ce M3MON3BA 3a CeJalus MPH MHTCH3HBHO JICUeHHE Ha NALMEHTH Ha WK 1O
16-roauiHa BE3PACT, Thit kaTo He3onacHocTTa M epUKACHOCTTA Ha nponodo 3a ceqalud npy Ta3u

Bb3pACTOBA I'PYyIa HE €A JEMOHCTPUPaHH (BXK. TOuKa 4.3).

CHBETH OTHOCHO JIEYEHHETO B HHTE€H3UBHH OTICICHHU

[IprnoxenreTo Ha HHPY3HA Ha ponodon eMyscHs 3a cealiMs NPy HHTEH3HUBHO JICYEHHUE Ce CUMTA 34
obcToaTencTso, koeTo OH MOTJIO Aa Npeau3BHKa MeTabONMTHO Pa3CTPOHCTBO M OpravHa
HeAOCTATHYHOCT, KOHTO MOraT Ja A0OBeAaT A0 cMbpT. [TomyuaBaHu ca AOKNaaM ¢ KOMOHHALMK OT
clieiHHTe: MeTabOJIMTHA aLua03a, pabaoOMUONH3A, XUIIEPKAIMEMUs, XenaToMeranus, Op0peuna
He[OCTATHYHOCT, XMIIEPIMIHAEeMEs, chpaeyHa apurMust, EKI” Tun Brugada (mopumex ST-cermMeHT H
csofiecTa T-swiaHa) H OBbp30 MporpecHpalna ChpAeyHa HEAOCTATHYHOCT, KOSTO OOMKHOBEHO HE ce
OAAABA Ha MOAXBPAKAIMO HHOTPONHO edeHue, KomOuHalmm ot Te3u chOHTHA ce 03HAYaBaT K4To
,,CHHIApPOM Ha nponodonora nHPy3us“. Tesu cxbuTHA ca HabNMOaaBaHH OCHOBHO IPH NALHEHTH CHC
CEpPHO3HH TPaBMHM Ha IJ1aBaTa M Jela ¢ HHPEeKUMH Ha JUXATeTHHA TPAKT, KOUTO ca MOJYHUITH JO3H,
NO-BUCOKH OT MIPENOPBUMTENIHHTE 3a BE3PACTHH, 3a ceallis B OTASICHHETO 324 HHTEH3UBHO JICUCHHE.

CnenHure (aKTOpH M3IJIEKIA Ca FMABHUTE PUCKOBH (QAaKTOPH 33 pa3BUTHE HA T€3H ChOHTHA:
NOHWKEHO CHAOAABAHE Ha THKAHHUTE C KUCIOPO; CEPHO3HO HEBPOJIOTHYHO YBpPEXKAaHe U/WIH CernCHc;
BHCOKH JI03H OT €IHH HIH NOBEYE OT CleAHUTE (apMaKOIOTMUHH CPEeACTBA - BA30KOHCTPUKTOPHU,
CTEepOHIM, HHOTPOITHH CPeACTBa W/HUNU nponodon (0OMKHOBEHO B AO30BH HHBA, HA/BULIABALIIH

4 mg/kg/h 3a noBeue ot 48 yaca).

ITpennucBawuTe Aekapu TpAOBa aa ObIaT BHHMATENHH 110 OTHOLIEHHE HA Te3H ChOUTHA NpH
NMaLHEHTH ¢ TIOCOYEHUTE NIO-rope pUCKOBH (aKTOpPH H He3a0aBHO Aa NpeyCTAHOBAT MPHIaraHeTo Ha
nponodo Mpy NOoABA Ha FOPHHMTE NpH3HALM. BCHYKH CEZaTUBHH H TEPalieBTHYHH CPEACTRA,
M3MOJI3BAHH B MHTCH3HBHOTO OTACNCHHUE TPAOBA a Ce TUTPHUPAT A0 NOAABPKAHE Ha ONMTUMAITHO
cHabsABaHe ¢ KMCIOPOA H XeMOJMHAMUYHM NapameTpH. IlaumeHTH ¢ yBenuyeHo ) ORI
HandraHe TpsOBa Aa NomydaT NOoAXOAAILA TEpalnua 3a NoAabpKaHe Ha MO3IBYHOTO
HAJIATaHE MO BpeMe HAa MOZH(HIIMpaHe Ha JISHEHHETO.

HanomHs ce Ha JNCKYBAIOXUTE NCKAPH, 110 BE3IMOXHOCT, Ja HC HAJABHILIABAT AO3ATE



Heobxoaumo € Ja c€ nojara noaxoailla rpyxka rnpH naurucHTH ¢ HAPVILUCHWUA B JIMTIWOHHA

MeTabOoNH3IBbM, KAKTO M NPH IPYTH ChCTOAHHA, PH KOUTO JIMNKAHK eMYyJcHM TPAOBA Aa ce U3NoN3Bar
C NOBHIIEHO BHUMAHHE.

B cayuaii, ye nponodgon ce npunara rnpy NALWEHTH, CMATAHH Y€ €a C NOBULIEH PHCK OT MAcTHO
NpeToOBapBaHe, ce NPENopbYBa MOHUTOPUpAHE HA HUBATA Ha TMIUANTE B KpbBTa. [IpHnokeHnero Ha
nponodos TpabBa Aa ce perynupa ChOTBETHO B CiTyuai, 4e JaHHUTE OT MOHHTOPHPAHETO COYAaT, 4e
KIMPBHCHT Ha IHMHIKTE OT OPraHKM3Ma e HeaJieKBaTeH. B ciyvaii, ye naiMeHTsT Nojy4aBa Apyr
MHTPABEHO3EH JIMMUJ €ZHOBPEMEHHO ¢ nponogomn, TpAdBa a ce HaMaly KOMHYECTBOTO, KOETO ce
BBLBEXKA, TAKA Y€ Ja Ce B3eMe NMPEeABHI KOJIMYECTBOTO JIHNUAM, HHPY3IUPAHO KATO 4acT OT ChCTAaBa Ha
nponodgon; 1,0 ml [Tporiogon MCT/LCT ®pesennyc crappska npubnusurento 0,1 g MasHUHM.

EOITBJIHHT*E-H HH NpCAna3Hi MCpPKH

Tpsbsa oa ce noaxoxkaa ¢ BHUMaHKE NPH JICUCHHE HA MALHEHTH ¢ MUTOXOHApHANHAa OonecT. Tesu
MAaiMEHTH € BB3MOXHO Aa OBAAT NoJaT/IHBH Ha eK3auepOaluy Ha 3a00/IABaHeTO CH, KOraTo ca
NOJUIOXKEHH Ha aHeCTe3MA, onepauus i HHTeH3UBHO JieucHue. IIpy TakuBa nalMeHTH ce Npenopbh4Bat
NOAABPXKAHE Ha HOPMOTEPMMA, OCHIypABaHe Ha BbITIEXHIpaTH K 1oOpo xuapatupane. Pannure
NPOSBH HA eK3alepbaLys HAa MUTOXOHApPHaNIHA onecT U ,,CHHAPOM Ha MponogosoBa HHPY3HI“ Morar
na ObpaaT CXOOHH.

ITIponogon MCT/LCT PpezeHnyc HE ChIbPIKa AHTUMHKPOOHH KOHCEPBAHTH M NMOAABPAKA pacTexka Ha
MHKPOOPraHH3MHTE.

Koraro niporrodon TpabBa aa ce uarernu, TpaOBa Ja ce HalnpaBU aCENTTHYHO B CTEPUIHA CIIPHHLIOBKA
WIH CHCTEMA 3a BJIUBaHE BeJHAra c/iejl OTBapsAHE Ha aMITyJ1aTa WIH pa3neqyaTBaHeTo Ha (JIaKoHa.
[Tpunoxenuero Tpa6Ba Aa craHe BefHara 6e3 3abaBgHe. ACenTHYHH YCIOBHA TpabBa aa ce
NOJABPKAT 10 BpeME Ha Li1aTa HHQY3Hs, KaKTo MO OTHOLIEHHE Ha NMpOonogioil, TaKa K M0 OTHOILICHHE
Ha HH}Y3HOHHATa cHcTeMa. BCHUKH HHDY3HOHHH TEYHOCTH, KOUTO ce 100aBAT B CHCTEMATa 3a
BJIHBaHE Ha nponodgon, TpaOBa aa ce mpunarat B ONIH30CT A0 MACTOTO Ha KaHwaTa. [Ipornodon e
TpAOBa Aa ce npwiara npe3 MUKpOOHONOrHYEH GHITED.

[Iporniogon 1 BCAKa CIPHHLIOBKA, KOATO ChABPKA MPONOPO, Ca 3a CAHOKpaTHa ynoTpeda npu
OTHAEJIHMA NMalMeHT. B ¢bOTBETCTBHE ¢ YCTAHOBEHUTE YKA3aHUA 33 APYTH JUITHIHH eMYJICHH,
eAHOKpaTHaTa HH}Y3HA ¢ nponodon He TpabOea na HaneHIuaBa 12 yaca. B kpas Ha npoueaypara Wiy
Ha 12-14 4ac, Koero OT ABeTe HACTBIBA M0-PaHO M Pe3epBoapsT NMponodon, H CHCTeMAara 3a HH)Yy3u,
TpabBa CELOTBETHO A4 C€ H3XBBPJAT K A4 C€ TIOAMEHSAT.

boJka Ha MSCTOTO Ha HHDKEKTUPAHE

3a peayuMpase Ha O0nKaTa Ha MJCTOTO Ha HIDKEKLMA M0 BpEME Ha BEBEXKAAHE B aHECTE3HA C
Mponodon MCT/LCT Opezennyc, npeau eMyJICHATa MPOTIOQosI MOXKE J1a C€ HIDKEKTHpa JIHIOKauH
(BX. TOUKa 4.2).

JInookanH He TpAOBa Aa ce MpuiIara HHTPARCHO3HO MPH NMALMCHTH ¢ HACNIEACTBEHA OCTpa NOPPHPHA.

To3u nekapcTBeH NPORYKT ChABPKA NMo-Manko ot 1 mmol (23 mg) Harpuit Ha 100 ml, T.¢.
MPaKTHYECKH HE CBABPIKA HATPHH.

4.5 BzaaMoaeHcTBHE ¢ APYTH JEKAPCTBEHHE NPOAYKTH H APYrH GOpMH Ha B3aHMoIeHicTBRE

[Tponiogron ce U3NON3RA PBE Bph3Ka CBC CIIMHANHA M eNUIYpaIHa aHECTE3HA, C YECTO U3NO/3BAHU
IpenapaTH 3a NpeMeIuKaivs, JIEKapCTBa 3a HEBPOMYCKYJIHA O/10Kana, HHXANaTOPHH Npenapari u
AHANITETULIM; HE € YCTAHOBEHA (hapMaKOJIOrHuHa HECHBMECTHMOCT. Koraro ce H3pg
aHECTEe3Us MMM cefalMa KaTo ACITb/IHEHHE KbM TEXHUKH 32 PErHOHAIHA AHECTE

HY>XHH NO-HHCKH A03HU Ha nponodon.




CisiHa XHIOTOHHA € AOKJIaZiBaHa Ciell BbBEXAaHE B aHECTE3Us ¢ Nponodon Nnpy NALUKWEHTH, TEKYBaHH
¢ pHpaMNULIUH.

Crobiana ce 3a yIb/DK4BaHe Ha ChCTOAHUETO HAa aHECTE3UA W HAMAIABAHE HA YECTOTaTa Ha QHILIAHE
NMpU €AHOBPEMEHHO NPUIOXKEHUE ¢ OeH30AHa3ENHHH, NapaCHMIIATOJIMTHYHH areHTH HIIH
MHXANAaTOPHH AHECTCTHLIM.

IIpu nauueHTH, MoJTy4apaild MUaa3oaaM, ce HabmoaaBa HEOOX0JUMOCT OT BLBEKIAAHETO Ha I0-
HHCKH 1034 nponodgon. EfHOBpeMERHOTO NMPHIOKEHHE Ha Mponogon ¢ MHAA30JIaM € BEPOSTHO Aa
AOBEE A0 3aCHJICHA CeAalidsa ¥ AuXaTeNHa Aenpeckud. [IpH e JHOBpEMEHHO NPHIMKEHUE €
HeoBXOQHMO Jia ce HMa npeJBU] NMOHMKABAHE Ha A03aTa Nponogo.

Cnen DOMBJIHHTENHA MPEMEAHKALIMS ¢ OMTHOKUAH, CEIATHBHUAT edeKT Ha rporiodon Moxe Aa C¢ YCUNH
M YABDKH, KATO MOXE Aa 3a49E€CTAT H C¢ YAB/DKH MPOAL/DKHTEITHOCTTA Ha CITyYauTe Ha alHes.

Tpabea na ce MMa NpeABHA, Ye €NHOBPEMEHHOTO NMPUWIOKEHUE Ha NPONod oIl H JIeKapCTBEeHH
APOAYKTH 33 NpeMeAUKALHA, HHXANATOPHH areHTH WIH AHAJITCTHLIM MOXE J1a YCHIH aHECTE3HATA H
HeXelaHNWTe e()eKTH OT CTPaHa Ha ChPAEYHO-CHIOBATA CUHCTEMA.

EnnospeMeHHata ynotpeda ¢ aenpecantd Ha LIHC (Hanp. ankoxorn, o011y aHeCTeTHLH, HAPKOTHYHHU
AHAINETHIIM) HMa 3a pe3y/IiTaT HHTeH3U(pUIMpaHe Ha TeXHUTe cenaTHBHHU edekTd. KoraTo [Iponodon
MCT/LCT ®pezennyc ce kombunnpa ¢ aenpecaHtd Ha IIHC, mpunoxxenu napenrepanto, Moxe na
Bb3HMKHAT TEXKa PECIHPATOPHE H CbPACYHO-CbA0BA JETIPECHS.

Cnen npunoxeHue Ha (peHTaHWI, KPHBHUTE HUBA Ha Nporiod oy MOXKe BpEMEHHO 21a ¢e MOBHIIAT,
3a€HO C MOBHUIIICHHE YECTOTATa HA Bhb3HUKBAHE Ha aflHex.

Cnep ieueHHe ChC CYKCAMETOHMM MJTH HEOCTMIMHMH MOXe J1a BE3HMKHAT Opanukapaus ¥ ChbpleyueH
apecT.

Cpobinara ce 3a JeBKoeHuUchanonaTus NMpH NPWIOKEHUE Ha TUNMUAHM eMy/icuH kaTo [Iponodon
MCT/LCT ®peseHUyC Ha MALHEHTH, JIEKYBaHH C LIHJIOCTIOPHH.

[pu naupeHTH, NOMy4yaBally Bannpoar, ce Habmonara HEOOXOAUMOCT OT BBBEKAAHE HA NO-HHUCKH
1034 nponodon. [IpH eqROBpeMeHHO NMPIIOKEHHE € HEOOXOZHMO Aa C¢ UMa NpeABH/ TOHIKABAHE Ha
103aTa nponogonn.

4.6 DepTANRTET, OpeMEeRHOCT H KbpMeHe

BpeMeHHOCT

beszonacHocTTa Ha nponodon no BpeMe Ha OpEeMEHHOCT He e ycTtaHoBeHa. [Iponodon He Tpsabpa aa ce
npuaara nmpy OpeMEHHH XKEHH, OCBeH Koraro € abcomoTHo Heobxoaumo. I1ponodon mpemMuHasa npe3
IVTAIEHTATA H MOXKE a4 NPHYHHH HeoHaTallHa aenpecHs. IIponodon Moxe, obaue, na ce u3noasea no
BpeMe Ha HHOyLUpaH abopT.

Tpabea na ce u3barsar BucokH 103 (noeeue ot 2,5 mg npornodo/kg TeNECHO TETIIO 3a BEBEKIaHE
Wik 6 mg nponogon/kg TenecHo terno/h 3a nopaAbpAxKaHe HA AHECTE3UA).

[Ipoy4uBanua npu JKHBOTHYU NOKA3BAT PCNPOAYKTHBHA TOKCHYHOCT (BXK. TO4kKa 5.3).

KnpMeHe
[TpoytBaHHA NpH KEPMEILIH MAMKH NOKA3BAaT, Ye MAJIKH KOJIHYECTBA IMPonodos ¢ eKCKpeTHpAT ¢

KBpMaTa IpH Yoseka. [1o Ta3zn nprHunHa xeHuTe He TpAOBa a KEpPMAT B NPOALDKEHUE Ha 24 vaca
clied NpwioxkeHue Ha mpornodon. KspMara, nponu3eeaeHa npes TO3H nepuos, Tpadea aa
H3XBBPJICHA.

4.7 EdexTn Bepxy cnocodHoCcTTA 32 ModHpane 1 pabdoTa c MamAHA
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[TauMenTHTe TPsaOBa Aa ObAAT HHPOPMHPAHHU, Y€ UIITBLIHEHHETO HA H3UCKBALUM YMEHUA 3aJa4H, KaTo
modupaHe ¥ paboTa ¢ MalLIMHK, MOXeE a ObAe BIOLIEHO 3a H3BECTHO BPEME Ciel NMPUWIOKEHHETO Ha
nponodon.

Cnen npunoxenuero Ha [Iponogon MCT/LCT ®dpesennyc, nauueHTsT TpaOBa na Obe MocTaBeH noj
HabnoacHKe 3a noaxoadaul nepyHoa ot Bpeme. IlauneHTsT TpadBa na ObAe UHCTYKTHpaH Aa He
wodwupa, Aa He paboTH Ha MalllMHA WIH Aa paboTH B MOTEHLIHAIHO PUCKOBH cUTyalMH. He Tpsbea na
ce No3BOJIABA HA NaliHeHTa aa ce npHbepe y AomMa Oe3 NpHAPYXKHTEN, KAKTO M Aa ObJe HHCTPYKTHPaH
na u3barsa KOHCyYMalMATa Ha alKOXOI.

HapyuieHusTa, npeAH3BUKaHH OT npornodon, oOMKHOBEHO He ca 3abenexxuMu cnel noseye ot 12 vaca

(Mo, BK. Touka 4.4).

4.8 HexeNaHH peaklHHA

BbBeXKIaHETO M NMOJTBPXKAHETO HA ARECTE3HA WIH CeAaLUA C nponogon 0OHKHOBEHO € IIAaBHO, ¢
MHHHMAJIHH JaHHH 3a npeB130yna. Haki-uecto crobiasanure HIIP ca papmMakonornyto npeapHauMu
CTPaHW4HH e(eKTH Ha aHECTETUK/CEJaTUBER areHT, KaTO XHIIOTOHUSA. ECTECTBOTO, TEXKECTTa K
YEeCTOTATA Ha HeXENaHUTe CHOMTHA, HaONIOAABAHU NMPM MALHEHTH, MOMyUYaBallly npoiodon, MOrar fa
OBDaT CBLP3&8HU ChC CHCTOSHHUETO Ha PELIMITHCHTHUTE U ¢ OTIEPATHBHUTE WK TEpaneBTHYHH

NpoLIeAYPH, KOHTO Ca MPEAIPHETH.

Tabnuiia ¢ HeXEIAHH NEKAPCTBEHH PeaKUy

Cacremo-opraHes Knac YecToTa Hexenann peaknua
Hapywenun na umynnama MHoro peaxu AHadunakcHs — MOXe 2a BKITIOYBa
cucmema. (<1/10 000) aHrroeaeM, OpOHXOCNAa3bM,

CpHTEMA U XHITIOTOHHA

Hapywenua na memabonusma u
XpaneHemo.

N —

HeuspectHa yectoTa ¥

MeTaboauTHa ammnosza ),
xunepkanuemus ),
XHTepAHMHAEMHUS )

Hewxuunu napyuwienus.

HemssecTna 4ectora &

EydopHyHo HacTpoeHHe, JIUIca Ha
CEKCYaNHH 3a7pbKKH

JlexapcTBena 3noynotpeba u
NekapcTBeHa 3aBHCHMoCT &

o

Hapywienus na nepenama
cucmema.

YectH I'nasobonue no BpeMe Ha ¢aszara
(>1/100, <1/10) Ha Bb3CTAHOBABAHE
Penku ['bpuyOB€ OT ENUACNTHYCH THII,

(>1/10 000, <1/1 000)

BIJTIOYMHUTCIIHO KOHBYACHH H
OIMTACTOTOHYC IO BPEME Ha
BBBEXKOAHEC, NOAABDIKAHC K
BB3CTAHOBABAHC

CBEeTOBBPTEK, TPENECPEHE H
ycelllaHe 3a CTyH IO BpEME Ha
Bb3CTAHOBABAHE

Muoro peaxu
(<1/10 000)

[TocTonepaTBHO 6€3CH3HAHUE

HeuspectHa yectora &

HeronHuu apmke W

Copoeunu napywenus:

YectH
1/100, <1/10)

Bpanukapaus ¢

= \.-&-
M TaXUKapauA o pREN o
BbBCIXNAHC
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MHoro peaku
(<1/10 000)

benoapobeH oTok

Heu3ssecTHa uecToTa ¥

Cepacuna apurmus O, cupaeuna
HepocTaThuHOCT @) (7)

Cvo0o8u Hapyutenusa. YectH Xunotonus @
(>1/100, <1/10)
HeuecTu Tpombo3a n dnebur
(>1/1 000, <1/100)
Pecnupamopnu, 2pvonu u YectH [IpexonHa anHes, KalnuMua 4

MeOUACMUHANHU HAPYIULEHUA.

(>1/100, <1/10)

X'BJILIAHE 0 BPEME Ha BhbBEXKAAHE

Cmomawuuno-ypesnu
HApPYWleHUA!

HeusecTHa uectota © PecriuparopHa aenpecus
(r0303aBHUCHMA)

Yectu ["anede H MOBpBILAHE IO BPEME Ha

(>1/100, <1/10) (da3aTa Ha BH3ICTAHOBABAHE

MHoro peaxu [Tankpeatur

(<1/10 000)

Xenamobunuapriu HapyuteHus;

HeussectHa yectora ¥

XenatoMeranusa &

Xenatut 'V, ocTpa uepHoapoGHa
HepocTarbyHoct (1

Hapywenua na Mycxyano-
CKenemnama cucmema u

CHEOUHUMENHAMO MBKAH.

HeuspectHa yectoTa

Pa6nomMuonusa ¢ 6

Hapywenua na 6vopeyume u
NUKOYHUME Nomuya;

MHoro penku
(<1/10 000)

O6e311BeTABaHE HA YPHHATA ClIEN
NPOABIDKUTENHO MPHIIOKEHHE

HeuzpecTHa wectoTa ¥

BrOpeuna HegocraThuHOCT

Hapywenun na
PenpooyKmusHama cucmema u
2vpoama

HenzBecTHa yecToTa

[Ipuanussm

Obwu Hapyuienus u egpexmu na
MACMOMO HA NPUROIICEHUE.

MHoro uectu

JlokanHa 60sKka no BpeMe Ha

(>1/10) ——
MHoro pexy Trkauna nekposa U9 cnen
(<1/10 000) HHLUHIEHTHO H3BBHCHIOBO

MpUNIOXKEHHE

HeuzpectHa yectoTta

Jlokanna 6onka, nogyBaHe ciel
MHLMJEHTHO H3BBHCHAORO
NPUIOXKEHHE

Hzcnedsanus HewussectHa yectora @ EKT Ttun Brugada ©»®)
Hapanseanus, ompasanui u MHoro peakH ITocTonepaTuBHa Tpecka
YCAONCHEHUR, BbIHUKHANU 8 (<1/10 000)

PE3VIMam Ha UHMepPEeHYUU:

(1}
(2)

Ha CKOpOCTTa Ha Npuiaradse Ha npornogon.

(3}
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) Moxke Ja ce MHHEMU3HPA, KaTO C€ M3MON3BAT MI0-TOJIEMUTE BEHH Ha NMPEIMHKLIHHLATA 1
anTeKkyOuTannaTta amka. C nponodon 1 % noxanHara 6oaka Moxe aa 6bae MUHHMHM3HPaHa ChLUO
H upe3 eHOBPEMEHHO NPWIOKEHHE Ha JIHAOKAHH.

) KombBuHALMM OT T€3H CHOUTHA, CHOOLABAHM KATO “CHHAPOM Ha nponodonosa UHPY3us”, MOrar
na ce HabmonaapaT MpH TEXKO GOTHM NalKeHTH, KOWTO YECTO MMaT MHOXECTBO PUCKOBH
akTopH 3a pa3BHTHE Ha CLOMTHATA, BXK. TOUKA 4.4.

) EKT Tun Brugada — nosuinen ST-cermenT u cBogecta T-sbnna B EKT.

M Bnp3o nporpecHpallla ChpJCYHA HEAOCTATHYHOCT (B HAKOH CiTyyay ¢ aTasieH H3X0A) MpH
pB3pacTHH. ChpAeYHaTa HEAOCTATHYHOCT B TAKHBA CJTy4an OOMKHOBEHO He € OTIOBapsA/ia Ha
NOJABPKALIO HHOTPOTIHO JIEUEHHE.

®  3noynorpeba ChC M JIEKAPCTBEHA 3aBUCUMOCT OT NPONOGoJ, NpeJHMHO NPH 3JPABHU
npodeCUOHATTUCTH.

®)  He e uzBecTHa, Thii KaTO He MOXe Aa 6be OLICHEHA OT HAJTHYHHTE AAHHU OT KIHHHYHH
NpOyYuBAHHA.

(19 Hekposa e noknanpana, KbeTO ThKaHHATA XKH3IHECIOCOGHOCT € YBpeIeHa.

(D Kakro ciel NpOALDKUTENHO, TAKA B ClIEA KPATKOCPOYHO JIEUeHHE U fIpy NalHeHTH Ge3
NoJ/ieally pHCKOBH (haKTopu.

CrobliaBaHe Ha NOAO3ZHPAHH HEXNENAHH PEaKIIHU
CrobiaBaseTo Ha MOAO3IUPAHM HEXENNAHU peaKlHH CJie] paspellaBaHe 3a ynoTpeda Ha JieKapCTBeHUs

NMPOAYKT € BaKHO. TOBA NO3BOJIABA A4 NPOIBIDKU HaOMIOXEHHETO HA CHOTHOLLEHHETO NMON3a/PUCK 3a
NEKAPCTBEHUA NPOAYKT. OT MEAKLMHCKHTE CIICLIMATHCTH Ce M3UCKBA fa ChODIIaBaT BCAKa
NOA03HpaHa HEXKEIaHa PeaKuMaA Ype3 HaUMOHATHATA CHCTEMa 3a choOLaBaHe:

HamenauTenHa areHiMsa no jekapcreara
yi. ,,Jdaman I'pyes” Ne 8
1303 Codusn

Ten.: +359 2 8903417
yebcaiit: www.bda.bg

4.9 Ilpeao3upane

CnyuaifHO npero3npaHe MOXKE Ja IPHYMHH KapauopecnHpaTopHa aenpecus. PecnmparopHara
nenpecus TpaOBa Ja ce TPeTHpa 4pe3s anapaTHO AMlIaHe ¢ KUCIopod. B ciydali Ha kapauOBacKyJiapHa
Aernpecyd riaBaTa Ha nalueHTa TpaoBa 1a 6bae CloXkeHa Mo-HHUCKO, a B TEXKH ClTy4daH TpAOBa j1a ce
NpUIArar rwasMeHH obeMo3aMecTUTENH M MPECOPHH areHTH.

5. ®GAPMAKOJIOIHYHH CBOUCTBA
5.1 PapMakoaAHRRAMHYHH CBOHCTBA

dapMakoTepanesTUyHa rpyna: AHecreTul; Jpyru obiy aHecTeTHIH
ATC kox: NO1AX10

MexanuzbsM Ha nelicteHe/PapMakoAHHAMUYHH eheKTH

[Iponodon (2,6-auu3onponungeHon) e KpaTKoTpaiiHo geicTeain obin aHecTeTHK ¢ HBP30
HACTBITBALIO AeHCTBHE. B 3aBHCHMOCT OT CKOPOCTTA Ha HIDKEKTHpaHe, BpEMETO 3a BbBEKIAaHe B
aHecTe3ua € MexXxay 30 u 40 cexyHau. [TpoapDKHTENHOCTTa Ha AeHCTBHE cel eJHOKPATHO Domyc
NPHJIOXKEHHUE € KPATKA H Tpae, B 3aBUCHMOCT OT CKOPOCTTa Ha MeTabo/M3BM M eTMMHHUpaHe OT 4 40

6 MHHYTH.
KnunuuHa edHkacHOCT M 6e30nacHOCT

[Tpu oOHyaliHK ycnOBKS Ha MOAABPXKALL PEKHM He ce HabmoaaBa 3HAUUTENTHO HaJ
NP4 TIOBTAPALIIM C€ HHXKEKLIMH, TaKa U py HHGy3ud Ha nponodon. [lauuenrure QepR
Ch3IHAHHE.
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Bpaaukapaus H XUNOTOHHA, CbOOIABAHH N0 BPEME Ha BbBEXJAHE B aHECTE3HUs, MOXKE a ObaaT
MPUYHHEHH OT LiepebpanHus BaroToHH4eH edekT Wi MHXHOUpaHe Ha CHMIATHKOBATa aKTHBHOCT,
Bce nak, xeMmoauHaMukaTa 06MuaifHO BB3BPbBIIA HOPMAIHHTE CH CTOHHOCTH IO BpEME Ha
NOATbPKAHETO Ha AHECTE3MAL.

[leapaTpuyHa NOMyNaLug
OrpaHHYeHH NPOYUYBaHUS BbPXY NPOABIKUTEIHOCTTA HAa aHECTe3MATa Ha 6a3a nponogo npH aela

MOKa3BarT, 4e 6e30nacHOCTTa U e(hMKACHOCTTA OCTABAT HENPOMEHEeHH B MPOaL/LKEHHE Ha 10 4 yaca. B
SIUTEPaTyPHH JAHHH 3a NIPWIOXKEHHKE TP AeLia € JOKYMEHTHPAHO NPHJIOKEHHE NPH MPOABLIDKHTENHH
npolexypH Ges3 npoMsHa B He30nacHOCTTa H ePUKACHOCTTA.

52 ®PapMaKOKHHETHYHH CBOHCTBA

AGcopbuus

CpBp3BaHeTO KbM U1a3MeHUuTe npoTedHH € 98 %. dapmaxokuHeTHKaTa Ha nponodos cnen
MHTPABCHO3HO IMPHIIOKEHHE MOXKE Aa OB/1e onHcaHa upe3 TPHKOMIIApTMEHTHHS MOAET.

Paznpeaenenue/buorpancgopmanns/EnuMyUHKpane

IMponodon uMa ob1KpHO pasfnpeneneHue H OBP3 KIHPBLHC OT TANOTO (001 TeneceH KIHPBHC:

1,5 - 2 /min). KNnUpBHCHT Ce H3BBPLIBA NOCPEICTBOM METabDONMTHH MPOLIECH, OCHOBHO B YCpHUS
npob, kLEEeTo ToH € 3aBHCHAM OT KPhBHHS IOTOK, 00pazyBaiikd HEaKTHBHH KOHIOTATH Ha mponodgon
H CHOTBETCTBALIUA XHHOJ, KOUTO C€ eKCKPETHpaT Ype3 YpHHATA.

Cnen eqHokpaTHa n03a oT 3 mg/kg HHTpaBeHO3HO, KIIMPBHHCET Ha nponodon/kg renecHo rerno ce
MOBHILIABA C BH3PACTTa MO CACAHHASI HAYHH: MEIHaHATa Ha KTHPBHCA € 3HAYMTENHO TMTO-HUCKA NPH
HOBOpOAeHH Ha BB3pacT < | mMecell (n=25) (20 ml/kg/min) B cpaBHeHue ¢ no-ronemu aena (n=36,
BB3PACTOB HHTEPBAN OT 4 Meceua o 7 roaunu). OcBeH TOBA, IPH HOBOPOACHUTE HMA 3HAUYHTE/THH
HHTEePHHIUBHAYANHH BaprauuH (MHTepRat 3,7 - 78 mi/kg/min). [lopanu Te3au orpaHUYeHH AaHHHU OT
H3NHUTBaHHA, KOMTO MOKAa3BaT rojiiMa BapuabWIHOCT, 32 Ta3H BE3pacTORA Ipyra HE MOrar jaa ce
MPAaBAT HHKAKBH NPENOPHKK 3a AO3HpaHe.

MeayaHaTa Ha KJIMpPBHCa Ha nponodoi npH Aelia Ha no-rojisiMa Bh3pacT cliell eAHOKpaTHO Honyc
pbBexaaHe Ha 3 mg/kg e 37,5 ml/min/kg (4 - 24 meceua) (n=8), 38,7 mi/min/kg (11 - 43 mMeceua)
(n=6), 48 ml/min/kg (1 - 3 roqunn) (n=12), 28,2 ml/min/kg (4 — 7 ronunn) (n=10) B cpasHeHHe ¢
23,6 ml/min/kg npu BB3pacTHH (n=6).

[Topapgu orpaHUMEHHTE HAIHYHH JaHHH, HE MOXE J1a ¢€ Npernophua NpHUIcKEeHUEeTO Ha TapreT-
kKoHTponupasa uHQy3us (TCI) npu neauarpiiHa MomMynauMs Ha Bb3pacT NMoJ 2 NOAHHH.

5.3 IlpeaxnAHAYHHE JAHHH 3a 6e3onacHoCT

[TpeAKITMHMMHWTE AaHHHU HE MOKAa3BaT cnelndHyYeH pUCK 32 X0paTa, Bb3 OCHOBA HA KOHBEHLIMOHAITHH
Npoy4BaHHA BbPXY HHBATa HA TOKCHYHOCT MPH MHOTOKPATHA /10324 HIIH FreHOTOKCKHYHOCT. He ce
M3BBPIIBAHH MMPOYYBAHUSA OTHOCHO KaplMHOreHHOCT. He ca HabmionaBanu TepaToreHHHU edexty. [Ipu
MPOYYBAHHUA OTHOCHO TONEPAHTHOCT NMPH JOKATHO NMPUWIOKEHHE, BhTPEMYCKY/THOTO HIDKEKTHpaHe
MMa 3a pe3yJITaT HapyILlIeHHEe Ha ThKaHTa OKOJIO MACTOTO Ha MHXKEKI(MSA, AOKAaTO NapaBeHO3HO M
NIOOKOXXHO HHXXEKTHPAHE NMPSAU3BHKBA XHCTONIOTHYHH PEaKIHH, MPOABABAIIH CE C BH3MAIHTENHA

MHOWTITPaLHUs H okxanHa Gudpo3sa.

[TyGnuKyBaHH H3CAeABAHKA BHPXY XKHBOTHH (BKIIFOUHUTETHO IIPUMATH) B A03HM, KOHTO
JieKa 0 YMEpEeHa aHECTEe31s MOKA3BaT, Y& H3MOM3BAHETO Ha aHECTETHIIH N0 BpeMe Ha JCT
OBp3 pacTek Ha MO3BKa MWK CHHANTTOIeHEe3a BOAM J0 3aryda Ha KIIETKH B pa3sBUBAIL A
KOSTO MOXe f1a ObAe CBbp3aHa ¢ NPOTBbIDKHTENIHA KOTHUTHBHA HEAOCTATHhYHOCT.

6. GAPMAINEBTHYHM JAHHHA
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6.1 ChnuchbK HA BOMOIHHTE BEIMIECTBA

CoeBo macno, paduHHUpaHo
CpeaHOBEDIDKHH TPHINTHUEPHAM
[ipeuncreHu situeHu gocdarunm
[ nuuepon

OnenHoBa KUCENHHA

Harpues xuapokcua

Bopaa 3a HIDKEeKUMH

6.2 HecsBMeCTHMOCTH

To3u nexapcTBeH NPOAYKT HE TPAOBA 1a ce CMECBA ¢ APYTH JICKAPCTBEHH NPOAYKTH, ¢ H3KIIOYEHHE Ha
H30poeHuTe B TOUYKA 6.6.

6.3 Cpok Ha rogHocT

CpoK Ha roJHOCT Ha JICKAPCTBEHHA NPOAYKT, CHXPaHIBaH B OPHIrHHAJIHATA CH ONTAKOBKA MpeIH
OTBapsHe: 3 TOOHHH.

CpokK Ha rofHOCT cliel ITbPBO OTBapAHE: NPOOYKTHT TpaOBa Ja ce U3NoJ3Ba HENOCPEACTBEHO Clel
ITbPBOTO OTBApsHE.

Cucremu 3a npuiioxkenue ¢ HepaspeneH [lponodon MCT/LCT ®pesenunyc Tpabdsa na 6baar
NoAMEHEHH ciel 12 yaca.

Cpok Ha rofgHOCT criefi paspexxnane; JlekapcTBeHHUAT NpoAyKT TpAOBa fa 6bae W3IMO3BaH
HEMOCPEACTBEHO cejl paspexaane. IpunoxeHuero Tpadbea na Obae u3BbLpILIEHO 0 6 Yaca cnen

paspexknaHe.

6.4 Chnenna/iHH YCJIOBHS HA ChbXpPaHEeHHE

Ha He ce cpxpaHaBa Haf 25 °C. [la He ce 3ampasaba.
6.5 BHJ H chHABPKAHHE HA OIAKOBKATA

AMnyna(H) ot 6esupeTHo criii10 (THN I) 0T 20 M

Mdnaxon(M) ot 6e3useTHO ¢THKIO (THI [ 1w II) ot 20 ml ¢ rymena 6poMobyTinosa 3anymanka
DnakoH(#) ot 6e3userHo crbkio (T II) ot 50 ml ¢ rymena 6pomobyTHnoBa 3anyulaika
®naxon(n) ot 6ezuserHo cTeiIo (THN [I) or 100 ml ¢ rymena 6pomo6yTinora 3amyiuanka

OnakoBKH, CBOBPXALIM 5 CTBKIEHH aMITynu ¢ 20 ml eMyncuA

OnakoBkH, ceabpxaiM 10 creknesu aMmyau ¢ 20 ml eMyncus

OnakoBkH, CbOBPKAaLM 1 cThisieH ¢nakon ¢ 20, 50 unu 100 ml emyncus
OnakoBkH, CBOBPXKALIM 5 cThJICHH (pnakoHa ¢ 20 ml emyncus

OnakoBky, ceabpxkawy 10 cToknenn ¢pnakona ¢ 20, 50 wnu 100 ml emyncus
OnakoBkH, chabpkaiuy 15 crekieHu gnakona ¢ 50 wan 100 ml emyncns

He Bcruuxy BHOOBEe onakoOBKU Morat Aa ObaaT ImycHaTd Ha rasapa.
6.6 CnenHaJHH OpeaOa3HEH MEPKH HPH H3XBLPJsHe H pafoTra

ITponodon MCT/LCT ®peszennyc 10 mg/ml mokexumonsa/MHPy3HOHHE €MYJICHA HE
CMecCBa Npeay BhBeKAaHe C HIDKEKUMOHHH WIH HH(Y3HOHHH Pa3TBOPH, Pa3NIMYHH OF
pa3TBop Ha rimoko3a S0 mg/ml (5 %), uHKkeKkIHOHEH pa3TBOpP HA HATPHEB XJIOPH
WIH HIDKEKIHOHEH Pa3TBOp Ha THAoKauH Oe3 korcepBaHTH 10 mg/ml (1 %). Mak
Ha pa3spexzaHe He Tpa0aa na Haapuliasa | yacT [Iponogon MCT/LCT ®pezen
HHXKEKLHOKRHA/MH(}Y3IHOHHA eMyJicHa U 4 4yacTH rmoko3a 50 mg/ml (5 %) nrxekiy
HarpueB xuopua 9 mg/ml (0,9 %) nrokekLoHeH pa3TBOp (MHHHMAIHA KOHIIC
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nponogon/ml). PastBopsT Tpa6Ba na 6p4e NpUroTBeH aceNTHYHO (IIPH Cra3BaHe HA KOHTPOJIUPaHHU U
BAIMAMPAaHH YCOBHUSA 3a aCCMTHYHOCT), HEMOCPEACTBEHO NMPEAH NPHICKEHHE K TpaOBa na onae
NPUIOKEH B paMKMTE Ha 6 yaca ciieq NpUroTeaHe (BxK. CbILIO TOUKa 4.2).

KpaitHaTa koHUeHTpauus Ha nponodon He Tpabsa ga 6vae noxa 2 mg/ml.

EnnoBpeMEHHOTO NpHIOKEeHHe Ha rmokKo3a 50 mg/ml (5 %) vibkekuHOHEH pa3TBOP WIN HATPHEB
XJIopHa 9 mg/ml HHKeKIIMOHEH pa3TBOp, WK HaTpueB xiopua 1,8 mg/ml (0,18 %) mpkekuponex
pa3tBop H rmoxo3a 40 mg/ml (4 %) umxexuuonen pasreop ¢ Ilponodon MCT/LCT Ppesennyc

10 mg/ml HHkeKLMOHHA/MH(DY3HOHHA €MYJICHA € MO3BOJIEHO TIOCPEACTBOM Y -00pa3eH KOHEKTOp,
MO3ULMOHKPaH OJIM30 00 MACTOTO Ha HIDKEKLIUA.

IIpenu ynorpeba, Luuiikara Ha aMmIIy1aTa HIH rymMmeHaTa MeMOpana Tpabsa Ja 051¢ MOYMCTEHA CBC
cnupT noa popMarta Ha crnipeil Wik HanoeH B crUpT TaMroH. Cren ynorpeba, H3moN3BaHUTE OMAKOBKH
Tpabpa Ja ce U3XBBPIIAT.

7. IIPHTEXATEJ HA PASPELHIEHHETO 3A YIIOTPEBA

Fresenius Kabi1 d.o.o.
Radnicka Cesta 37a, 10 000 Zagreb
XBbpRATHA

8. HOMEP(A) HA PASPEHIEHHMETO 3A YIIOTPEBA

Peructpanuoder Ne 20220102

9. JATA HA IIBPBO PA3JPEIMABAHETNIOAHOBABAHE HA PA3PENIEHHETO 3A
YIIOTPEBA

Hata Ha mepBO paspeinaBaHe: 24 Maprt 2022 r.

10. JATA HA AKTYAJNHU3IUPAHE HA TEKCTA
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