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I. WME HA JIEKAPCTBEHHUSI IPOJYKT

[Tponodon MCT/LCT ®pezennyc 10 mg/ml uikekLiHOHHA/MH]PY3HOHHA eMYJICHS
Propofol MCT/LCT Fresenius 10 mg/ml emulsion for injection/infusion

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceku ml emysicus ceabpika 10 mg nponodon (propofol).

Besaka ammnyna ot 20 ml cwabpka 200 mg nponogout.
Bceku dnakon ot 20 ml cpabpka 200 mg nponodgon.
Beceku dnakon ot 50 ml ecuabpka S00 mg nponodgorn.
Bceku ¢nakon or 100 ml cbaspxka 1000 mg nponogon.

[loMolLIHHK BellecTBa ¢ U3BECTHO JICHCTBHE:
Bceku ml emyncus cpabpaka:

COE€BO MacJ0, paguHUpaHO 50 mg
HaTpUH makcumym 0,06 mg

3a M'bJIHUS CIIMCBK Ha NMOMOIIHUTE BELIECTBA BHYKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

MxekiimoHHa/MHGY3UOHHA EMYJICHS
bsna, MacieHO-BOAHA €MYJICHA.

4, KJIIMHHUYHHU JAHHH

4.1 TepaneBTHYHH NOKA3ZAHHSA

[Tponogon MCT/LCT ®dpezernryc 10 mg/ml unxkekuymoHHa/MHQY3HOHHA €MYJICHS € KpaTKOAeHCTBalll
MHTPABEHO3€eH 0011l aHECTETHK 3a:

. BbBexxaaHe u noyibpkaHe Ha ob1a aHecTe3us NMpH Bb3pacTHH, FOHOLIM M aena Haja 1 mecew

: Cepalus 3a IHArHOCTHYHH M XMPYPru4HH MPOLEAYPH, CAMOCTOATEIHO MJIM B KOMOMHALMA C
JOKaJIHA WKW peruoHalHa aHeCcTe3us NpY Bb3pPacTHH, IOHOLIH U Jieua Haj | Mecen

- CepnalMsi Ha malMeHTH Ha BBb3pacT Haj 16 roagMHU Ha arnapartHa BEHTHUJIALUMUS B UHTEH3HUBHO
OT/JEJIEHHUE

4.2 Jlo3HpOBKa H HAYHH HA NPHJIOKEHHE

[Tponoon MCT/LCT ®pesenunyc TpsabBa aa ce npuiiara caMo B OOJTHHULIHM HITH 8/1eKBaTHO UﬁﬁpyﬂBaHH
LICHTPOBE 3a JIHEBHO JIeYeHHe, OT JieKapu, OOy4YeHH 3a MpuJiaraHe Ha aHeCTe3H Z
MalHEeHTH B HHTEH3UBHHU OT/IEJICHHS. o7 O™
CbpaeyHOCHAOBATA M AMXaTe/iHa (PYHKUMH TpsOBa Ja ce MOHHTOpHpAT Henpg/mcpra’rﬂ (Hanp EKF
MyJIC-OKCHUMETPHS ), NPH He3ab0aBHO pa3mnojioKeHHE MO BCAKO BpeMe ¢ 00opyaBange mhomp‘hmka Haa
[IPOXOJIMMH JIMXATEJTHU MIbTHUIIA, aTlapaTHO AMIIAaHE U ApYro obopyaBaHe 3a pbammaunﬂ |




3a ceaupaHe N0 BpeMe Ha XHpYPruuHH B guarHocTH4HH npouenypu [Iponodon MCT/LCT ®pesennyc
He TpAOBa [1a ce mpwiara OT CBIUIUA JeKap, KOMTO NpoBeXAa XHPYPrHUECKATa MIH AHArHOCTHYHA

HpoLexypa.

Jlozata Ha Ilponodon MCT/LCT PpeseHuyc tpabBa na ce nepcoHanM3upa croOpa3HO OTroBOpa Ha
NalMeHTa ¥ U3M10JI3BaHaTa MpeMeAHKaLMA.

B noeeuero cayuau KbM Ilponodon MCT/LCT Opesennyc e HeobxomuMmo ga ce nobassar
JNOITBITHHTENIHH aHAJIMCTHLIH.

gﬁfﬂl POBKA

O6ma aHecTe3HS IPH BL3PACTHH

BLBex1aHe B aHEeCTE3HA:

3a peBRexxnaHe B aHectresua I[lponodon MCT/LCT @peszennyc Tpsabea na O6mae TuTpUpaH
(npubmisurento 20 - 40 mg nponodon Ha Beexu 10 cekyHau) cpobpazHO OTrOBOpa Ha MalUeHTa, A0
NOABa HA KTHHUYHHU NMPHIHAIM 32 HAYAJIO HA AHECTE3HATA.

[ToBedeTo PE3PACTHH NMALMEHTH MOJ 55-roAHMIINA BE3pacT 0OMKHOBEHO ¢€ HyxaaaT ot 1,5 go 2,5 mg
nponogo/’kg TenecHo Terno.

[Tpv nmanweHTH Hajx Tasm BB3pacT U naiueHTH Kiac Il u IV mo ASA, ocobero Te3n ¢ HapymeHa
chpaedHa QYHKIMSA, JOIOBUTE HYXIH KaTO L0 ¢a no-Hucku 4 obmara nosa Ifponodpon MCT/LCT
DpezeHHyC MOXKE a ce HaMaltu o MUHMMYM | mg mponodon/kg TenecHo terno. IIponodon MCT/LCT
DOpezennyc 10 mg/ml mwkexkumonHa/MAQyY3UOHHa eMyicHA TpAOBa Aa ce npunara ¢ NO-HUCKa CKOpOCT
Ha peBexAaHe {mpubnmsurenso 2 ml or 10 mg/m! emyncns (20 mg nponodon) Ha Becekn 10 cexyHau).

IToagpprkaHe Ha aHECTE3U:

AHecTe3uaTa MOXe Ja ce moanbppxa upes npunaraHe Ha Ilponodon MCT/LCT ®@pesennyc 10 mg/ml
HHDKEKIIHOHHA/HHQY3IHOHHA €MYNICHA HWIH KATO HEenpeKbCcHATa MHGQY3HA, WIH KATO MOBTApALOH Ce

CONYCHH KHXKEKLIHH.

3a nogaspkaHe Ha aHecTe3us OOMKHOBEHO <€ Mpunarat o3 ot 4 o 12 mg nponodon/kg remecHo
rerno/h. Pepyumpana noaaepakama 1o3a or okoio 4 mg nponodon/kg tenecHo rerio’h Moxe aa Onae
NOCTATHhYHA NMPH MO-IAMALIH XHPYPrHYHH NPOLCAYPH KATO MHHHMAJIHA HHBA3HBHA XMPYpPrHA.

[Ipy nmaiMeHTH B cTapyecka BB3pacT, NALMEHTH B TEXKO 0DIO CHCTOAHME, TMAILMEHTH C YBpeleHa
chpAeyHa PYHKIHA, XMITOBOIEMUYHH NAIMEHTH, KakTo M nauyeHTH o ASA xnac Il u IV, gosuposkaTa
Ha Iiponodon MCT/LCT ®peseHnyc Moxe na Obae HamMaleHa OOIMBIHHTENHO, B 3aBHCHMOCT OT
TEXECTTa Ha CHhCTOAHHMETO Ha MALMEHTA H H3MO3BRaHATA TeXHUKA Ha aHeCTe3HA.

3a moanspxkane Ha aHectezud ¢ [Iponodgon MCT/LCT ®pesernyc upe3 nmpunarale Ha NOBTAPALIH Ce
Ooyc MIDKeKIMH, € HeoOXoAuMO HapacTBaHe Ha Jo3HTe OT 25 g0 50 mg mpomodon (= 2,5 - S5 ml
ITIponnopon MCT/LCT Opesennyc 10 mg/ml mmxexumoHHa/MHQY3HOHHA €MYNACHA) CBIVIACHO

KIMHHYHHTE CTAHAAPTH.

brsp3o 6onmyc npunoxkeHune (eAMHHYHO UNH nosTapaum ce) ot Hponogon MCT/LC /‘# !‘ |
TpaOBa [a C¢ NPHIIAra NpH NALKEHTH B CTAPUECKA BE3PACT, THil KATO TOBA MOXE Na FURGAL Zo-Kafiy
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3a peBexAaHe B aHecTesud, ITponodon MCT/LCT ®peseunyc Tpabpa aa ce THTpHpa OaBHO A0 NOsABA
HA KJIMHWYHU TIPU3HAIMM, KOMTO MOKa3BaT Hauano Ha aHectesusara. J[o3zaTa TpabBa na ce ananTHpa
cnpsAAMO BB3pacTTa B/WiM Ternoro. Hoseuero aeua Han 8 rogyunu v3ucksat npubaysurenso 2,5 mg/kg
tenecHo Terno Ilponodon MCT/LCT dpezenuyc 3a BpBexnaHe B aHecTesusTa. [lo-mankure peua,
0cobeHO Ha BB3pacT Mexay 1 Mecell M 3 rofiMHH, MOXe [a U3HCKBAT MO-BUCOKH A034 (2,5 - 4 mg/kg
TEJECHO TErJI0).

[Noaxbpxkane Ha 00118 aHECTE3HA:

UYpes undysua unH noprapaum ce Gomyc mokekiinH ¢ Iponodon MCT/LCT dpeseHuyc Moxe z1a ce
NoAaBpXKa HeoOXoauMaTa IbI00UMHA Ha aHecTe3uaTa. Heobxonumara ckOpoCT Ha npuiaraHe Bapupa
3HAYHUTENIHO MEXKIY MalUMeHTUTe, HO OOMKHOBEHO ChC CKOPOCT OT mopaabka Ha 9 - 15 mg/kg/h ce
ITOCTHra YIOORJIETBOpABaINa aHecTe3ud. IIpu mo-Mankure aeua, ocobeHo Ha BB3pacT Mexay 1 Mecen H
3 rogMHH, MOraT Ja c€ H3HCKBAT ITO-BHCOKH JO3H.

[pyu naumert ¢ ASA knac 11 u [V ce mpenops4Bart nmo-HHCKM J03H (BXK. ChLO T. 4.4).
Ceaanusg 3a JHArHOCTHYHH H XHPYPIE41HA HPOIEAYPH NPH BLIPACTHH

3a MOCTHraHe Ha cenaliys MPH XHPYPrudHd H JHArHOCTUYHH NPOLEAYPH, JO3HPOBKATA M CKOPOCTTA HA
npunoxenue Tpabea pa 6paaT croOpazeHH ¢ KIMHMYHHMA OTrOBOp Ha naudenra. IIpu nosedero
naneHTH ce npunarat 0,5 — 1 mg mponodoi/kg renecHo Terno 3a 1 40 S MUHYTH, A0 HAYAJIOTO Ha
cenaumd. IogaspikaHeTo Ha cealiMa MOXE Jia Ce IOCTHI'HE Ype3 THTPHpaHe Ra nH¢ys3usTa ¢ [Iponogon
MCT/LCT ®pezernyc A0 keNaHOTO HHBO Ha cepauuda. IIpu nmoBedeTo nauueHTH ce U3MCKBaT 1,5 —
4,5 mg nponogon/kg Tenecuo terno/h. Undysusra Moxe 1a ce AOMBJIHM OT Oomyc npuwioxenue Ha 10

- 20 mg nponodon (1 - 2 ml Ilponodon MCT/LCT Ppesennyc 10mg/ml), B ciyvait ue ce H3HCKBa
61p30 yBenH4aBaHe Ha ARI0OYHHATA HA CEAalHMATA.

IIpu naupeHTH Ha BR3pacT Hax 55 rogwny u naredTH ¢ ASA wiac IIT u IV mMoxe ga ca Heobxonumun
no-uucku go3u Ilponodon MCT/LCT dDpeseHmyc, KaxTo MOXKe Ja HMa H HyXKZa OT HE@Ma/IIBaHE
CKOPOCTTa Ha BhBEXIaHe.

CenanHs 3a JHAHOCTHYHHE H XHPYPradHH NPOoNeAyPH IPH JeNa HA BuipacT Hax 1 Mecen

JTo3uTe M CKOPOCTTA Ha BbBEXAaHe TpAOBa Aa ce ONpENeNiAT B 3aBUCHMOCT OT HeobXoaumara
ABN00YHHA Ha cepanya M KIIHHHIHMA oTroBop. [losedero neaHaTpyyHHM nanMeHTH M3HCKBAT A03H ) -
2 mg/kg renecno Terno nponodon 3a HAYAIO Ha cefanusTa. IloaaspxaHeTo Ha ceRalMATa MOXeE J1a ¢
NOCTHUrHe upe3 TATpMpaHe Ha WHOY3HsTa ¢ [Iponodon MCT/LCT dpezeHHyc 40 NMOCTHraHE Ha
HeoOX0AUMOTO HHBO Ha ceaaima. IToBeueTo nammeHTH m3ucksaT HHPY3ns 1,5 - 9 mg/kg/h nponodon.
Undysusra Moxe ga Opae pomwiHeHa ¢ Oomyc mmbkexis o 1 mg/kg tenecno terno Ilponogon
MCT/LCT ®peseanyc 10 mg/ml umkeknMoHHa/MHGY3HOHHA €MYJNCUA, ako € Heodxoaumo OBp30
yBeJIHYapaHe Ha AbI0OYMHATA HA CepalMATa.

I[Tpu nanmentu ¢ ASA wracoee IIl u IV Moxe Aa ca HCOOXOAHMH MO-HUCKHU JO3H.

Cenanms npH nanreaTH Haa 16-roxEmAEa BL3IPACT B HHTEHIHBHO OTAC/ICHHE

3a cegdpaHe TMPH MalMEHTH HA HM3KYCTBEHA BCHTWIALMA H JICHCHHE B HHTE ¢

npenopsuea npunoxeHue Ha Ilponodon MCT/LCT ®pesenuyc upez npojy ~*:. 8, R,

HosupoBkara Tpabpa jma ce onpenmens crnopex HeoOXOOHMOCTT2 Ha IuiOuHa AP CENaRMgTa.\

OOHMKHOBEHO 3aJJ0BOJIMTENHA ceallus Ce MOCTHIA Ype3 CKOPOCT HAa BBBEXK/E { g opatiika pa 0,32 |
? dhck. E “'::.“ I ‘
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4,0 mg nponogon/kg renecHo rerio/h. He ce npenopeuBa ckopocT Ha HHOY3
nponodon/kg renecHo terno/h (Bx. Touka 4.4).




He ce npenopb4yBa npwioxeHHe Ha nponodon 3a ceqauMs B MHTEH3HBHO OTHEJIEHHE 4Ypes Taprer-
koHTponupasa HHQy3noHHa (TCI) cucrema.

I pOALKHTENHOCT HA NPHAOKEHHE
ITpOABLIDKHTENHOCTTA Ha MPHIOKEHHE HE TPAOBa Ja HaNBHIIIABa 7 JHM.

Haunn BHa NPAJOKEHAE

HUHTpaBEeHO3HO NPHIOXECHHE.
CaMo 3a eqHokpaTHa ynorpeba. Hen3non3BaHOTO KOMHYECTBO eMYJICHA € HEOOXO0IHUMO 18 C€ H3IXBBJIH.

Heobx0MHMMO € ONakoBKMTE Aa ce pa3k/IaTaT npeaM ynorpeba.
AKO ClIek pasKNallaHeTo ce BIDKAAT ABA CJIOA TeYHOCT, eMYJICHATa He TpAGBa na ce u3nonsea.
JTa ce U3NONM3BAT CAaMO XOMOTEHHH CMECH H ONaKOBKHM, 6€3 cleau oT noepena.

[Iponogon MCT/LCT ®pezennyc 10 mg/ml HikexkimoHHa/MHPY3HOHHA EMYJICHA MOJXKE [d C€ puiara
ype3 WHY3UA Hepa3peieH WK ciel paspexaaHe (3a paspexaaHe BXK. TOYKa 6.6).

IIpu npunarase Ha [Iponogon MCT/LCT ®pezerauyc 10 mg/ml mmkekiHonHa/HHY3HOHHA eMYICHA
ype3 HHPY3Hd, € NPErnoOPHYHTEIIHO BUHATH H3MON3BaHETO Ha OlopeTH, OposyM Ha kankara, MIOMITH 3a
ciipuHiloBKa (Bii. TCI cucremMn) nin BoTyMeTpHIHH HHQY3HOHHH MOMITH C LIEN KOHTPOIT Ha CKOpOCTTA
Ha HHQY3HA.

[lpenu ynorpeba repnoTo Ha aMiysara HAH NOBBPXHOCTTA Ha I'yMeHaTa 3allylualka TpaOpa xa ce
MOYHCTAT CHC cnpeld Ha ©0a3zaTa Ha COHPT WM TaMIIOH, HamoeH c¢b¢ cmupr. Cnen ynorpeda
HEH3pa3XOJBaHHTE ONAKOBKH TpAOBa Aa ce H3XBBPJIAT.

IIponogon MCT/LCT ®pesernyc € ChABPXKALLA JIMITHAX eMYJIcHA 0e3 aHTHMHUKPOOHU KOHCEpBaHTH U
MOXe€e Aa CTHMYJIHpa Obp3 pactexk Ha MUKPOOPraHHU3MH.

Emyncusra TpaOBa ga 014e npexsbpiieHa acCENTHYHO B CTEPHITHA CIPHHLIOBKA H CHCTEMA 34 BHBEKIAHE
HEMOCPEACTBEHO CJie] OTBApAHE Ha amITyJiaTa WIH pasdylnBaHe Ha ¢uiakoHa. BuBexaanero Tpabra na
ce M3RBPUIH He3abaBHO.

Heo6xoauMo € na ce moaxspxar acenTtHuHo c¢berosaHHe Ha Ilpomodon MCT/LCT dpesenmyc u
o0OpyABaHETO 3a MPWICXKCHKE 3a BpeMeTO Ha HHQY3MA. EJHOBPEMEHHOTO NMPHIOXKEHHE HA JPYTM
NEKAPCTBEHH MNPORYKTH WIH TE4YHOCTH, foDaBeHHM KkbM HHGY3HOHHaTa cucreMa Ha I[Iponodon
MCT/LCT Dpe3eHnyc e HeoOX0ANMO ia ¢ OCHIIECTBH OJIM30 10 MACTOTO Ha KaHIONAaTa MOCPEACTBOM
Y-00pa3eH KOHEKTOD HAH TPHITHTHA K/1arna. 3a HHCTPYKIMH OTHOCHO €AHOBPEMEHHOTO IMPHIIONKEHUE Ha
NIeKapCTBEHMS MPOAYKT, BXK. Touka 6.6.

IMponiopon MCT/LCT dpeseruyc He TpsaOBa Ja ce mpunara npe3 MUKpOOHOJIOrHYeH QUITHP.
[ponodon MCT/LCT dpezeHnyc B Beaka HHQY3HOHHA cHcTeMa, chabpxaina [iponogon MCT/LCT

dpesennyc ca npeAHa3HAYCHH 32 €AHOKPATHO NPMIOKCHME HA HEAHNBHAYANEH nauueHT. OcTanaioTo
cinen ynorpeda konudectso [Iponodon MCT/LCT dpeserryc Tpadea fa ce H3XBBPIIH.

Hndysna Ha nepaspenen Ilponodon MCT/LCT Dpesennyc 10 mg/ml dmpkexunoHHa/MHQY3IHOHHA

eMYJICHS:

S f’?o\\f
Kakro npu BCH4KH ChABPXALLM THNHAH eMYJICHH, HHY3HATA Ha HepaspeieH Apqiodog
®dpezeHHyC NOCPEICTBOM eAHa HHPY3HOHHA CHCTEMa He TpSOBa a HaJBUILIaBa /ﬁ* LA S EAL LT \
UHQY3IMOHHATA CHCTEMA M OIAaKoBKaTa, chabpxama ITponodon MCT/LCT dfleRHrigt §20 B&I‘a‘téﬁ |
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H3XBBPJAT WiH Aa ObAaT 3aMEHEHH, aK0 € HE0OXOIHMMO. ]
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Wndysnas Ha pazpenen [lponodon MCT/LCT dpesennyc 10 mg/ml uMHxekIMOHHA/MHQY3HOHHA
eMYJICHE:

3a npunaradHe upe3 uHdYy3ua Ha paspeged llponodon MCT/LCT ®pesenuyc 10 mg/ml
HHXEKIIMOHHA/MHGY3HOHHA eMYyJicud, € HeobXxonuMo BHHarH ga ce Hsnonssar Gropet, 6posum Ha
KankaTa WiH HHGY3HOHHH NMOMIH 33 KOHTPOIMpaHe CKOpOoCcTTa Ha MHQY3HA M H30ArBaHe Ha pHCKA OT
BB3HMKHAA IO HEBHHUMaHHE HEKOHTpPOJMpaHa WH(}y3us Ha ronemMH obemu paspeneH Ilponodon
MCT/LCT ®pesennyc 10 mg/ml uixekiimonHa/uEQy3uoHHa eMyacus. HeoOxogumo € To3u puck aa
ce MMa NpeIBHA IPH B3€MaHe Ha pellieHHe 3a MAaKCHMaNHOTO paspexaHe B Oiopera.

3a penyuupade Ha Oonkara Ha MACTOTO Ha WHKCKTHpPaHE, MOXKE A& CE HIDKEKTHpa JHIOKAHH
HemocpencTeeHo npeau BuBexaaHe Ha Ilpomodon MCT/LCT Opesennyc 10 mg/ml
HIDKeKIHOHHA/MH(Yy3noHHa eMyncusa (Bk. Touka 4.4). Karo amrepuaruea, Ilponodon MCT/LCT
Dpesennyc 10 mg/m! HHKeKIMOHHA/MHPY3HOHHA E€MYJICHA MOXE Ja Cce CMeCH 3a He3abaBHO
NIPWIOKCHHUE C HECHABP KAl KOHCEPBAaHTH HIDKEKLIMOHEH pa3TBOp Ha nHaokauH (20 yact IIponodon
MCT/LCT ®peszeruyc 10 mg/ml nmxexunonHa/uHdy3noHHA eMyJICHA ce cMecea ¢ o 1 qact 1 %
HIDKEKLMOHEH pa3TBOP Ha JIHAOKAHH) MPH KOHTPOIUPAHU H BATHIUPAHN aCeIITHYHHY yCNoBUI. CMecTa
TpabBa na Onae NpuioxKeHa A0 6 4aca ciie] IPUroTBSHeE.

MYCKYJIHH peflakCaHTH KATO aTPaKypHyM H MUBaKypHYM TpAOBa Aa ce MpHIaraT caMo ciej MpoMUBKA
Ha CBUIOTO MACTO, H3NOA3BaHO H 3a HHQY3ud HA [Iponodon MCT/LCT Mdpezennyc.

Axo [Tponodon MCT/LCT ®pe3eHryc ce HIDKEKTHPa BLB BEHA INOCPEACTBOM €JIEKTPHYECKA NTOMIIA, €
HeoOXonHMO Ja C& OCHTI'YPH NOAXOAAIIA ChbBMECTHMOCT.

Taprer-kouTpojapana HAdGviag (TCI) — [Ipanoxenne 5a [Iponodon MCT/LCT ®pezennvce

NOCPEACTBOM DOMIER (caMo 3a miacTmacosn cnpaanoski or 20 ml n 50 mi):

[Tpunoxenuero Ha [Iponodon MCT/LCT dpeseunyc upes Taprer-koHTponupata nudysnonsa (TCI)
CHCTEMA € OrPaHUYeHO OO BbBEXAaHe H MOAIBPXKAHE HA 0012 aHeCTe3Us NPH BE3PACTHH MALIMEHTH.
MeToIbsT He Ce NpenopLYBa 32 cefalud Ha MauHeHTH B YCIOBHA Ha MHTCH3HBHO OTHEIeHHE HIH

ceJauMs MPH XHPYPrudHU U JTHArHOCTHYHH MPOLEAYPH.

ITponodon MCT/LCT ®peszennryc Mmoxe na Obae NpHIOKEH Ype3 Taprer-KoHTpofupaHa HHQY3MOHHa
CHCTEMA, YTIpaBIABAHA OT NMOAXOAAM] codTyep 3a TapreT-KOHTpoaupana HHys3ua. Uznonssaiure
cucTeMaTa notpeburenu Tpabera fa ca 3alI03HATH ¢ PEKOBOACTBOTO 3a ynorpeba Ha MH)Y3IHOHHATA
nommna é ¢ npunoxenuero Ha [Iponogon MCT/LCT ®peszeHnyc nocpeACTBOM TapreT-KOHTpOJIMpaHa

HHQY3HA.

CucTeMaTa [O3BOABA AHECTE3HOJIONBT WIH JIEKAPAT B HHTEH3HBHOTO OTAC/ICHHE 1A IIOCTHTHAT H
KOHTPOJIHPAT JKeIaHaTa CKOPOCT Ha BBBEXKAAHE H THN004YHHA Ha aHeCTe3us ypes u3bop M HacTpoiika

Ha TapreTtHa (npeaBrKAaHa) Iuia3MeHa Wil edekT-aePHHHpaHa KOBLICHTPALMA Ha [IPonogol.

HeobGxoauMo € ga ce B3eMaT NpeABH Pa3THYHATE 0COOEHOCTH Ha pa3jiMYHHTe CHCTEeMH MOMIIH, T.€.
Np¥ KOHKPEeTHAa CHCTEMA 32 TapreT-KOHTPOIHpaHa HHOY3:A MoXKe no nogpasOHpaHe a ce CYUTa, Ye
HaYa/lHaTa KOHIIEHTPalHs Ha ponodon B KPHBTA Ha MALMEHTa € HyJleBa. 3aToBa, NPU NALIHEHTH,
KOKTO Ca NOMy4aBanu Hponodo ¥ NpeaH, MoXe Aa ce HAJIOXKH Ja ce H3bepe No-HUCka HayaiHa
TapreTHa KOHLEHTpalMa, PH 3aN0YBAHE HA TAPreT-KOHTPOJIHPAHA HHPY3HA. AHAIOTHYHO, He C¢

NpenophYBa AUPEKTHO NPONB/DKABAHE HA TAPreT-KOHTPOIMpaHa HHQY3HA, B Cy4aili ve 1
OWna W3KNIOYEHa,

ITo-momy ca paneHH yKa3aHHA OTHOCHO TApreTHUTE KOHLECHTPALUH Ha nponod
PasHYMATa MEXKAY NMALMEHTHTE N0 OTHOIICHHAE HA PapMAKOKHHETHYHHTE U O
napaMeTpH, KaKTo MpH NMauHeHTHTE ¢, TAKA H NPU NaiMeHTHTe 63 npeMen
KOHLIEHTpalHa Ha rponodgoi Tpsabea Aa ce THTPHPa CHOPEA OTTOBOPA HA NalHe
Ha HeobxoauMara TENIOOUHHA HA AHECTE3UA.




Buvgeorcoane u noddvpoicane Ha obwa anecme3us npu mapz2em-KORmpOaUPpana uHPy3us.

Br3pacTHH TIALMEHTH HA BB3PACT MO 55 rofMHH OOMKHOBEHO MOXKE JIa C€ BbBEAAT B AHECTE3HH C
TapreTHH KOHLEHTPALIMK Ha nmponogo, Bapupainy ot 4 o 8 mukporpama/ml. Ilpu natmesTH ¢
npeMeHKalus ce NMpenopbhYBa HaYalHa TapreTHa KOHUeHTpauus 4 Mukporpama/ml, nokaro npu
nauMeHTHTe 6€3 npeMeAHKaLUs ce MpeNnopbYBa HAYaIHA TAPTeTHA KOHLIEHTpaLysa 6 MUKporpama/ml.
BpemeTo 3a BEBEX/aHe NPH T€3U TApreTHH KOHLICHTPpaluKH € 0OOMKHOBEHO B paMkuTe Ha 60120
ceKyHaH. [10-BHCOKH TApreTHH KOHLCHTPALWH MO3BOAABAT NMO-6Bp30 MOCTHraHE HA BHBEKAHE B
aHecTe3Hd, HO MoraT Aa ObAaT CBBP3aHH ¢ NO-ACHO H3pa3eHa XeMOAHHAMHYHA U PECIIMpaTOpHa

AETIPecH,

[TpH naieHTH Ha BB3pacT Haj 55 roguHu H nauHeHTH ¢ ASA knac 3 and 4 tpafea na ce u3nonsea
NO-HKCKA Ha4yaJIHA TApreTHa KOHLeHTpalma. BriocnezncTere TapreTHaTa KOHLUECHTpatms Moxe na 6sae
yBeHueHa Ha ¢cThiku ot 0,5 — 1,0 MuxporpaMa/ml, Ha HHTEpBaIM OT | MHHYTa, 33 NOCTHrAHE HA

NOCTECIICHHO BBBCHKIAHC B aHCCTC3HA.

OOUKHOBEHO CEe H3HCKBa JOITBJIHHTE/IHA aHANre3ua ¥ 0OXBaTET, 10 KOKTO TapreTHUTE KOHLIEHTPaLMH
3a NOATBPAKAHE HA AaHECTE3HA MOTaT Aa OBbAaT HaMAJIEHH CE MOBAHABA OT KOJIHYECTBOTO AHAINEeTHK,
NPHIOKEHO €HOBpeMEHHO. TapreTHHTe KOHLIEHTpALMK NponodoN B pAMKHTE Ha 3—6 MiKkporpama/ml|
0OHKHOBEHO Ca JOCTATHYHH 34 MOATbPKAHE HA 33A0BOJIMTETHO HHBO HA aHECTE3H .

[Iporno3Hara KOHIIEHTpalMA Ha nponodon B MOMEHTA Ha chOyXnaHe e oOMKHOBEHO B paMKkUTe Ha 1,0
— 2,0 MmuxkporpamMa/ml ¥ ce NOBNMMIRA OT KOAHYECTBOTO HA MPHIOKEHUS AHANTECTHK MPH NOATbPIKAHE
HAa AHECTE3HATA.

Ceodayun npu nayuenmu 8 UHMEHIUBHO OMOEACHUE (He Ce npenopusiea mapzem-KOHmpoOIupana
uHgy3us)

B obmma ciryqait ca neoOxoammu 0,2 — 2,0 mukporpaMa/ml TapreTHa KOHIEHTpaIM Ha ponogo B
KpbBTa. IlpHnoxeHnero TpaOea Ja 3anovBa NP HUCKA TapreTHa rpaHMIia, KoSTo TpAdBa 1a ce
THTPHPA CIIOPEA OTTOBOPa Ha NAallHEeHTa 3a NMOCTUI'aHE Ha XKE/IaHaTa IbI00YMHA Ha ceaLiys.

4.3 IlporEBOUNOKA3AHHN

[Tponogosn € MpOTHBOMOKAa3aH IIPH MAIHEHTH ¢ H3BECTHA CBPBXYYBCTBHTENHOCT KbM Nponodon Win
KBM HAKOE OT MOMOIIHUTE BelllecTRa, H36poeHu B Touka 6.1.

I[Iponogon MCT/LCT ®peszernyc cpappka COCBO OJIHO K He TpabBa Aa ce H3No3Ba NMpPH NALWeHTH,
KOHMTO Ca CBPbXYYBCTBUTETHH KM (HCTHIIM HIH COA.

ITponodon Be TpAOBA A3 ce M3MNO/I3BA 3a ceJalsa NPH HHTEH3UBHO JieYeHNWE Ha MALMEHTH Ha WIH NoJ
16-roauinna pp3pacT (BK. Touka 4.4).

4.4 Croenuajuy npegynpexicHud B NpeINasHH MEpPKH NpexH ynorpeda

ITponogon Tpadra aa ce npunara ot jekapH, 00y4eHH B o0nacTra Ha aHecTe3uaTa (WIH, ChOTBETHO, OT
JexkapH, o0y4eHH B rojlaraHe Ha HHTCH3HBHH IPHXKH 3a NMALMEHTH).

[TairmenTrTe TpAGBa na ce HaObmoaaBaT NOCTOAHHO, KaTO TpAOBa Aa MMa HATWYHM IO BCAKO BpeMe
araparypa 3a MOAIbPKAHE Ha JHXATCTHUTE THTUINA, H3KYCTBEHA BEHTWIALUSA, 10]JaBaHE HA KHCAOPOA
H Apyro peaHUManuoHHO obopynsane. IIponodon He Tpabpa na ce mpunara or JTULETO, H3BHPIIBAIIO
XHPYPrudHaTa WIM AHArHOCTHYMHATA MPOLICAYPA.

HMma cpoOimeHns 3a anmoynoTrpeba ChC M 3aBHCHMOCT OT mnponodoi,
cneranucTH. Kakro M npy Apyrd o0IOH aHECTECTHLM, MPWIOKEHHETO Ha
AUXATEJIHHTE ITbTUILA MOXKE a JOBeAe A0 (paTANHK PECIIMPATOPHH YCIOXKHE




B ciyuauTe, koraro nponodon ce npunara 3a CeAaluus NPH 3ana3eHo Ch3HaHHE, NIPH XUPYPrHIKH H
JKAarHOCTHYHH NPpOLENYPH, NalueHTHTe TpaOBa Ja C€ MOHHTOPHUPAT MNPOAL/DKHTENTHO 3a PaHHH
NpU3HALH HA XHNOTOHHUS, OOCTPYKUMA Ha AMXATEIHUTE IThTHILEA H NOHHKEHO KHCIOPOAHO HaCHINAHE,

KakTo ¥ npy Apyrd ceJaTHBHH areHTH, NMpH NPUICcKeRHe Ha nponodon 3a cegauud NpH ONepaTHBHH
MPOLEAYPH, MOraT Aa BB3HUKHAT HEBOJHH ABIWKEHHA. [lo Bpeme Ha mpolenypd, MpH KOMTO €
HeobxonuMa HMOOWIM3ALIHA, TAKMBA ABHXKEHHA Morat fa 6b4aT OnacHH 3a onepaTuBHaTa obnacr.,

HeobxonuM € anexBareH MEPHOA OT BpeMe NMPeAH W3ITHCBAaHETO Ha MALMEHT, 3a [a Ce OCUIYPH ITBJIHOTO
MY BB3CTAHOBABAHE CNIEA NMPHIOKEHME Ha nponodoi. B MHoro peaxs cxyyau ynorpebara Ha npornogon
Moe Na Obae CBbp3aHa ¢ pa3sBHBaHETO HA MEPUOJ] HA NOCTONEPATHBHO ChCTOAHHE Ha Ge3Ch3HaHue,
KOETO MOXe Ja ObJe CHIIPOBOACHO OT MOBHINEH MYCKYJEH TOHYC. B HAXOHM Cirydad TOBa MOXe Ja €
OHJIO NpeALIECTBAHO OT NEPHON HA MAIMEHTA B Ch3HaHUE. BBNpeKkH ye Bb3CTAHOBIBAHETO € CMIOHTaHHO,
Tps6Ba J1a ce npriiara NoAXoAsllaTa rpHka 3a NalMeHT B ChCTOAHHE Ha Oe3Ch3HaHue,

HapyimeHueTo, NpeAM3BUKAHO OT nponodos, cbUkHOBEHO He € 3abenexxuMo ciep moseye ot 12 vaca.

EdexrsT OoT nponogon, MHTEPBEHLUHATa, ChIBTCYBALLATA Tepanusd, Bb3pacTra H CHCTOAHMETO HA

nalyeHTa TpsOBa Ja ce HMAT NpeABHA, KOTaTO C€ ChbBETBAT MALHEHTHTE OTHOCHO:!

» llenechofpa3HocTra Ha TOBA Aa OBbAAT NPHAPY>KABAHH ITPH HAIYyCKAaHE HA MACTOTO HA MPHIOXKEHHE

« BpeMero N0 BBH300HOBABAaHE Ha M3UCKBAIM KBATH(UKALMA WIH PHCKOBH HcHHOCTH, KaTo
modupase

* Vnorpebata Ha APYrH BeLISCTBA, KOUTO MOTAT Aa NpeAW3BHKAT ceAalms (Hanp. 6eH30Ha3eIMHH,
OIHATH, AJTKOXO0JT)

MoraT 1a BB3HHKHAT 3a0aBeHH ermnenTHGOPMEHH aTAKK JOPH MMPH NalMeHTH 0e3 eImUnencHs, KaTo
NepHOBT Ha 3a0aBgHe MOXe J1a BapHpa OT HAKOJIKO 4aca 0 HAKOIKO NHH.

CoelManHy rpyny nauMeHT!

Copoeuno-cvoosa unu 6ero0pobra He0OCMaAMBYHOCM U XUNOGOAEMUA

KakTo ¢ ocTaHAITHTE HHTPABEHO3ZHH aHECTETHIIM, TPAORaA Ja Ce noaxo)kaa ¢ BHEMaHHE NPU MALMEHTH ¢
HapylleHa cbpAcuHa, OenoapobHa, OBOpeuHa wiM uyepHOApPOOHA GYHKUMS MW NPH NALMEHTH C
XHIIOBOJIEMHA H U3TOLCHH MTALMECHTH.

KnupsHChT Ha nponodon 3aBUCH OT KPBBHHA IOTOK, MOpadd KOETO €QHOBPEMEHHO MPHEMAHO
JIEKapCTBO, KOSTO HAMAIABA CHPACYHHA AeOUT, LIe peayLHpa H KIHPBHCA Ha NMPOMOgo.

Crpaeuno-cpaoBa Wi HenopoOHa HEIOCTATHYHOCT M XMIIOBOIEMHS TpsAOBa fa ObJaT KOMIIEHCHPaHH
npeau MpIIoKEHHe Ha mpornodo.

[Tponodon He TpAGBa Aa ce npWwiara NpH MAlMEHTH ¢ HanpeaHana ChpjeyHa HEAOCTATHUHOCT WITH
APYTH TeXKo 3aboidpaHe HA MHOKapa, OCBEH KOraTo TOBa CTaBa C KpalfHa Npeana3HBOCT M
HHTEH3HBEH MOHHTOPHHT.

[Mopaau BHCOKaTa A03a, KOATO Ce MpWiara NpH MALMEHTH ¢ MHOTO BHCOKO HaJHOPMEHO Terio, €
HeoOXONMMO J1a ce B3eMe MpeABH PUCKA OT XeMOAHHAMHYHH e(eKTH Ha CHPACYHO-CBAOBATA CHCTEMA.

[Tponodon HiMa BaroAHTHYHA AKTHBHOCT H MPHIOKEHHETO MY € CBBpP3aHO CBC CHOOLIEHHSA 3a
Opanukapaua (noHskora Awa0oka), a cpmo M acHcronaua. OcobeHo koraro O
NMPEeOOMHHHpALL HIM KOraro Npomogosi € H3INON3BaH 3aeAHO ¢ APYTH Ipe
npuuuHaBaT Opaawkapams, TpabBa na ce B3eMe npeasua Heobxomumoctra/b
NPHWIOKEHHE HAa AHTHXONMHEPIHYEH arcHT NpeaH BLBEKJIAHETO WIH IO BPEMS
aHECTe3UATA.

Enunencun




HPH IMPpHJIOXKCHHE Ha IIpOI]OCbﬁ.TI [IPH NALHECHTH C ETIMICIICHA MOXKE J1a € HANTHUEC PHCK OT KOHBYJICHA.

[Tpy nanMeHTH ¢ eMWISNCUsA MOXKe 1a Bb3HUKHAT 3abaBeHn emwrenTudOpMEHH aTakH, KaTo NEPUOALT
Ha 3a0aBsaHe BAPHPA OT HAKOJIKO 4Yaca A0 HAKOJKO IHH.

Ipeny fia ce NPUCTBHIIH KBM aHECTE3MpaHe Ha MALMEHT ¢ elWIeNncHs, € HeoOXOAMMO Aa c¢ NpOBEpH
JAalMH NAUMEHTHT € MOMYMW aHTMENWISNTHYHO JeYeHHe. BhIpekH yYe HAKOH NpOoydBAHHA OOKA3BAT
e(p)HKACHOCT Ha NMPOAYKTA NPH JIeYeHHE Ha ChCTOSHHE HA eITWIETNICHS, IIPH/IOXKEHHETO Ha nponogosn npu
MAlHEHTH ¢ ENWICNICHA MOXKE CHILO TAKA 1a YBEJIHYH PUCKA OT NMPUNAagEK.

He ce npenopbuBa NPHICKEHHETO HA MPOTogOII C eNeKTPOKOHBYJICHBHA TEpaIHA.

IMayuenmu ¢ napyuienua Ha MAGCMRUA MemabonuIvm
[Toaxonsma rpcka TpAOBa Ja ce NPWIoKH MPH MALHEHTH ChC 3a00NIBaHusR Ha MAaCTHUA META0OIH3IBEM
M IPYTH ChCTOSHMUA, H3UCKBALIH BHHMATETHO MIPHJIOKEHHE Ha MACTHH EMYJICHH.

ITayuermu ¢ 8UCOKO UHRMPAKPAHUATHO HANRZAHe
ITomxonsama rprwka Tpabea Ja ce NPHIOKH MPH NALHEHTH C BHCOKO HHTPAKPAHHUAITHO HANATAHE H HHCKO
CpedHO ApTEepHANIHO HaNAraHe, ThH KATO CBINECTBYBA PHUCK OT 3HAYHTENHO IOHMKEHUE HA

HHTpaliepedpannoTo nepdy3HOHHO HANATaHE,

[leanaTpuyHa NOMynalHa

[TprnoxenneTo Ha rporodo He ce NpernoprYBa IMPH HOBOPOAEHH, Thil KATO Ta3H NOMYNALHS NALHEHTH
BCE OlII€ He € HAITBJIHO NpoyyucHa. PapMaKOKHHETHYHUTE NaHHH (BxK. Touka 5.2 ot KXII) nokassar ue
KNTHPBHCHT NMPU HOBOPOJEHHTE € 3HAMHTEHO MOHIKEH U € ¢ MHOI0O FoJIeMH MHTEPHHIAWBHIYAITHH
paannuus. IIpy npunaraHeTo Ha AO3M, NpENophLYaHH 3a MO-TOJIEMH JELla, MOXE Ja c€ INOSBH
OTHOCHTEJTHO NpPEAO3HpaHe, KOETO Ja OBEAE A0 TEXKKA CHPACYHO-ChAOBE ACIIPECHA.

ITporiopon MCT/LCT ®pezeruyc 10 mg/ml He ce mpemopruBa 3a obla aHecTesds nNpH Jeua Ha
BB3pacT noa 1 Mecell,

He ce mnpenopsuyBa NpuiokeHHeTO HA Taprer-KoHTpospaHa uHGy3ua (TCI) npu negmaTpuuna
MOy NALMA Ha BB3PACT NOJ 2 rOAHHMK, OpagH HEAOCTATBYHOCT HA HATHYHHTE JaHHH.

[ponodon He 6MBa Aa ce M3MOA3BA 32 Ce/AllUd [IPH HHTEH3UBHO JieyeHHe Ha MALIMEHTH Ha WK nox 16-
roAMINHA BH3PACT, Thil karo GesonacHocTTa H eduKacHOCTTA Ha mpomodoin 3a celalMsa NpPH TasH
Bb3pAacTOBa IPyNa He Ca JEMOHCTPHPaHH (BK. To4ka 4.3).

CBhBETH OTHOCHO JJEYEHHETO B HHTEH3IUBHH OTIEIeHHS

IIpunoxenunero Ha HHOY3HA Ka nponodon eMy/ICHA 3a ceAalUs ITPH UHTEH3HBHO ICUCHUE CE CYMTa 34
obcTogTencTBO, KoeTo OH MOIJIO f1a NpeArn3BHKa MeTabONMUTHO pa3CTPONCTBO M OPraHHa HEAOCTHIHOCT,
KOHTO MOTAT Jia IOBEAAT A0 CMBPT. [lojiydaBaHH ca ROKIa 4 ¢ KoMOMHALMH OT clneiHKTe: MeTaboNUTHA
anMao3a, pabaoMuHonM3a,  XMNEPKAIHEMHsA, XenaTtoMeraids, ObOpeuHa  HENOCTATHYHOCT,
xunepaunuaeMus, cepaeuna apurMas, EKI™ Tvn Brugada (nmosumen ST-cerMeHT u cBogecta T-BbIHA)
u 6130 Nporpecupaia CrpAeYHa HEJOCTATHYHOCT, KOSTO OOMKHOBEHO HE ¢¢ NNOAABa HA MOATEPAKAIO
HHOTPONHO nedyeHHe. KoMOMHAIMH OT Te3M CHOUTHA Ce 03HA4YaBaT KaTo ,,CHHAPOM Ha mpornodonosa
nHPY3us"“. Te3zu crOUTHA ca HabmoAaBaHM OCHOBHO IPH MALHMEHTH ChC CCPHO3HH TPaBMH Ha IJiaBaTa
H Jela ¢ HHJEeKUHUH Ha AUXATEIHHA TPAKT, KOUTO ¢a MOTYYHIM JO3H, N0-BHCOKH OT Ipe \
3a BL3PACTHH, 33 Celallis B OTAC/EHHETO 38 HHTEH3UBHO JIEYCHHE.

Cnennure ¢akTopH M3raexKa ca rIABHATE pUCKOBH (axTOpH 34 pa3BHTHE Ha Te3
cHaOABaHe Ha ThbKAHHUTE C KHCJIOPO/; CEPHO3HO HEBPOJIOTHYHO YBpeXAaHe /i
OT €JHH WIH IOBeuYe OT ClIeJHHTe (PapMaKONOTHYHH CPEACTBA - Ba3OKOHC




HHOTPOMHH cpeacTBa WuaM niponodon (0OMKHOBEHO B J030BH HMBA, Haasvuuasamy 4 mg/kg/h 3a
noseye oT 48 yaca).

[IpeanuceamuTe nexapu Tpabea ga 661aT BHUMATENHH NO OTHOINEHHE Ha TE3U CHOMTHA NPH NALHEHTH
C MOCOUYEHHTE NMO-rope pUCKoBH GaKTOpH H He3abaBHO Ja NMpEyCTAaHOBAT NMpPUIATAHETO Ha NPOonodoI
NpY NOSBA HA IOPHHTE NpU3HaiKM. BCHYKHM CenaTMBHM M TEPANEBTHYHH CPEACTBA, H3IMOJ3BAHH B
HHTEH3UBHOTO OTHC/CHHE Tp#6Ba Ja ce€ THTPHPAT A0 NOAABPKAHE HA ONTHMAJIHO CHabAsBaHE C
KHCJIOPOA M XeMOJITHHAMH4HH napameTpu. [TauneHTH ¢ yBeNMYEHO HHTpakpaHHATHO HansaraHe Tpabaa
1@ MoNy4aT MOAXOAAIIA Tepanus 3a MOAAbPKaHE Ha MO3BYHOTO Nepdy3HOHHO HaNAraHe No BpeMe Ha
MOIH(HUMPpaHE Ha NeYEHHETO.

HanomHAa ce Ha JIeKYBALIKTE JIEKAPH, N0 BE3MOXKHOCT, Ja He HaxBHIUaBaT ao3ata ot 4 mg/kg/h.

HeofbxonuMo € J1a ce mnojara TNOAXOAALA TIPHKA INPH MAUHEHTH ¢ HAPYIICHHA B JIHITHIHWUSA
MeTab0NM3BM, KAKTO M NPH APYTH CHCTOSHMA, IPH KOUTO JTHNWAHHN eMYJICHH TpsAOBa Z1a ce M3NON3BAT C
ITOBHLICHO BHHMAHHE.

B cayuait, ye nponodon ce Npriara NpH MAlHEHTH, CMATAHH Y€ €2 C NOBHINEH PUCK OT MAacTHO
npeToBapBaHe, ce MpenopbYBa MOHHTOPHPaHe Ha HHBATa Ha JIHNUAMTE B KpbBTa. [IpHnoxeHnero Ha
nponodon TpAGBa Aa ce peryiupa CbOTBETHO B ClTyd4ail, ¥e JaHHHUTE OT MOHMTOPHPAHETO CO4aT, 4e
KIMPBHCET Ha JMITHAMTE OT OpraHH3Ma e HeaaeksareH. B ciyuali, ye maumeHTHT nonmyqama Japyr
MHTPABEHO3EH JIMIIHA €IHOBPEMEHHO ¢ Npomnodon, TpiGBa na ce HAMANH KOJIHYECTBOTO, KOETO C€

BLBEXKAA, TAKA Y€ [1a ¢ B3eMe MPEABHI KOJIMYECTBOTO JIMITUAM, HHQY3HpAHO KAaTO YacT OT ChCTaBa Ha
nponodon; 1,0 ml Ilponogon MCT/LCT @pesenryc cpabpxka npubnusurenso 0,1 g MazHHUHM.

ﬂOl’[‘LJIHH'I‘BJ‘IHH NpeATIa3HH MCDKH

Tpabea aa ce moaxoxkaa ¢ BHHMaHHE MNPH JicHeHHe Ha NMalMEHTH ¢ MHTOXOHApHanHa 6onect. Tesu
NAIMEHTH € BB3MOMXKHO Ja ObJaT NMOJATIMBH Ha ek3auepbauH Ha 3a0o0NgBaHeTO CH, KOraTto ca
MOVIOKEHH HA aHeCTS3Hd, ONnepallid ¥ HHTEH3UBHO JieueHHe. [TpH TakuBa NaLMEHTH ¢ MpenopbpYBaT
NOAXBPXKAHE HA HOPMOTEPMHS, OCHTYPsBaHE Ha BBIIEXHpATH H JoOpo xuapaTupane. PanuuTe nposeu
Ha ek3anepbauns Ha MUTOXOHApUANHA Gonect u ,.cHHAPOM Ha mponodonosa uHPyY3ua“ MoraT na 6paar
CXOIHH.

Nponodon MCT/L.CT ®peszennyc He CbabpKa aHTUMHKPOOHH KOHCEpBaHTH M MOAIBPXKA pacTexka Ha
MHKPOOPraHM3MHTE.

Korato niponogon TpabBa na ce U3TerNin, TpadBa Jja ce HampaBH aCENTHYHO B CTEPHIHA CIIPHHIIOBKA
WIH CHCTEMa 3a BIIMBAHE BEAHAra cliefl OTBapaHe Ha aMIynaTa MIH pa3lie4aTBaHETO Ha (rakoHa.
ITpunoxeHueTo TpaOra Aa craHe BeHara 6e3 3abaBaHe. ACenTUYHH YCIOBHA TpAOBa Aa ce NOAABpKAT
No BpeMe Ha LsIaTa HHQY3MsA, KAKTO MO OTHOWIGHHe Ha Mnpomnodoll, Taka M II0 OTHOUIEHHe Ha
HH(]Y3HOHHATA CHCTeMa. BeHuky HHGY3HOHHM TEYHOCTH, KOMTO ce A06aBST B CHCTEMAaTa 3a BIHBAaHe
Ha ponodon, TpsadBa Ja ce npunarat B 61HM30CT 40 MACTOTO Ha KaHiojaTa. IIponogon ve Tpabpa na ce
nprIara npe3 MUKpoOHoNIOrHueH QHITED.

[Tpomodon ¥ BeAKa CIIPUHLIOBKA, KOATO ChABPXA ITponodon, ca 3a 6AHOKPaTHa yroTpeda IIpH OTACHYA

NauueHT. B CHOTBETCTBHE C YCTRHOBEHHMTE YKa3aHHA 3a APYIH JHIIHOHH €MYJICHH, C€XHOKPATHATA

uHy3ua ¢ nponodon He Tpabra ga HaasHinasa 12 vaca. B kpad Ha npoueaypaTa HiIM Ha 12-us dac,

KOETO OT JABETe HACTHNBA NO-PaHO M pe3epBoapesT nponodosn, M cHcTemara 3a MH

CBOTBETHO A CE U3XBBPJUT U Ja Ce MOJMCHST. AR ”0/,;.? |
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3a peayuHpaHe Ha GonkaTa Ha MACTOTO Ha HHDKEKLIMS IO BpeMe Ha BbBeXKaaHe B aHecTesHs ¢ [Iponogon
MCT/LCT ®pezenunyc, npead eMyJICHATAa NpOonogon Moxe [a ¢€ HIDKEKTHPA JIHAOKAHH (BX. TOYKa

4.2).
JInpokauH He TpAOBa Ja ce MPUIAra MHTPaBEHO3HO NPH NMaUMEHTH C HAC/IEACTBEHA OCTpa ropdupus.

To3u NeKapCTEEH NPOAYKT ChABPXKA NMo-Manko oT 1 mmol (23 mg) natpuit Ha 100 ml, T.e. npakrrdecku
He ChABLPXA HATPHH.

4.5 BsanmoaeiicTBHE C APYrH JIEKAPCTBEHH NPOAYKTH H APYrH GOPMH HA B3aHMOJelicTBHE

ITponodon ce u3noa3Ba BbB BPb3ka ChC CIIHHAIHA U eNUAYpanHa aHeCTe3ud, ¢ 4YeCTO M3MON3BaHU
npenapaTi 3a NpeMeOHKaLM, JIEKAPCTBA 33 HEBPOMYCKyNHa Onokaja, MHXanaTOpHHM TpenapaTH M
aHANTETHLH, HE € YyCTaHOBeHa dapMakosioruvHa HechbBMecTHMOCT. Koraro ce w3monsea ofina
aHeCTe3UA WIHM Ceallis KaTo AOITBJIHEHHE KbM TEXHHKH 32 PErHOHANIHA aHECTe3HA, MOXKE J1a ¢a HyKHH
MOo-HHCKH JO3H Ha nmponodgon.

CHiIHa XMITOTOHHKSA € JOKJIa/IBaHA Clie]l BEBEXKIAHE B aHECTE3UA ¢ NponodoN Npy NalMeHTH, JIEKYBaHH
¢ pH¢paMNHIMH.

Cpo0i1aBa ce 3a yAb/DKABaHE Ha CHCTOSHHETO HA aHECTE3MS M HAMAlgBaHE Ha YECTOTATA Ha AUIAHE
NpH eQHOBPEMEHHO NPHIOKeHHe ¢ OGeH3IoAHA3ETHHH, NapPaCHMITATO/IMTHYHH AMCHTH WIH HHXANaTOPHH
AHECTETHLIH.

ITpu nauMeHTH, NoyyaBald MHAa30naM, ce Habmonasa HEOOXOJHMOCT OT BBBEXKIAHETO HA MO-HUCKH
no3u nponodon. ETHoBpeMeHHOTO NpWIokKeHHe Ha Iponodon ¢ MUAA30/aM € BEpOATHO Ja JoBene [0
3aCHJICHA CelaliHA M QUXAaTeliHa AcnpecHs. [Ipy e qHOBpEMEHHO NPHIOKEHHE € HEOOXOAMMO A ce UMa
NnpeaABH]] MOHIDKABAHE Ha A03aTa Mponogon.

Cnen JIOTBIHHUTETHA MPEMEAHKALMA C OITHOMH, CEATUBHHUAT e(eKT Ha NMponodoll MOXeE Ja ce YCHWIH
M YIBJDKH, KATO MOXKE J1a 3a4eCTAT M C€ YIB/DKH IMPOAL/DKHTEHOCTTA Ha CITyYauTe Ha anHes.

Tpabsa na ce HMa NpeaBUI, Y€ CAHOBPEMEHHOTO NMpPHIOKEHHE Ha Mponodot U TeKAPCTBESHH MPOAYKTH
33 T[IpEeMEAMKALMS, HHXANATOPHH AreHTH HWIH aHANITSTHLIM MOXKE /1a YCHWIH aHECTE3HATA H HEXKEIaHHTE
e(peKTH OT CTPaHAa Ha CbPAEYHO-CHA0BATA CHCTEMA.

EnnoepemeHHaTa yrioTpeba ¢ aenpecanTe Ha ITHC (Hanp. anxoxon, obmu aHecTeTHIIH, HADKOTHYHH
AHANITETUL[H) HMA 3a pe3y/ITaT HHTeH3R(HLHpaHe Ha TeXHUTE cexaTHBHH edekTH. Koraro [Iponogon
MCT/LCT dpesenuyc ce komOuHupa ¢ aenpecanryu Ha [THC, mpunoxeHH napeHTepanHo, MOXe Aa
BB3HMKHAT TEXKKA PECIIMPAaTOPHA H ChPACUYHO-CHAOBA JIeTIpecHs.

Cnepn npunoxeHHe Ha GeHTAHIWI, KPEBHHTE HHBA Ha IPOrogosl MOXKE BPpEMEHHO Ja Ce MOBHIIIAT, 3a8HHO
C IMOBHIIEHHUE YECTOTAaTA HA Bb3HUKBAHC HA aITHes.

Cnen newenme ¢hC CYKCAMETOHMM WIM HEOCTHIMHH MOXE Ja Bb3HWKHAT OpaauiapiHs ¥ ChpaedeH
apecr.

CpobiiaBa ce 3a JeBKOeHleQaronaTHa NpH NMPWIOKEHHE HA JIMIMHOHW eMyncHH karto Ilpomodon
MCT/LCT ®pe3eHuyc Ha MAaUMECHTH, JIEKYBAHH ¢ LIMKIOCIIOPHH.

I1pu nampeHTH, NOTyYaBaly BAINPOAT, ce HabmoAaBa HeOOXOMMMOCT OT BHBEKIE W XQ3H
nponogoin. [Tpu eAHOBpEeMEHHO MPHIOKEHHE € HeoOXOMHMO J1a ce UMa NMpeABHL IAAMREBATIE Moy ..’5} '
nporiogort. O/ a0,
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BesomnacHocTTa Ha mponodon no BpeMe Ha OpeMeHHOCT He € ycTaHoBeHa. [Iponodon He Tpabea na ce
npunara npy SpeMeHHM xeHH, OCBEH KoraTo € abcomoTro Heobxoaumo. Tlponodon npemunasa npes
[UIALCHTATa H MOXE Ja NIPHYUHK HeoHatanHa AenpecHs. [Iponodon moxe, obave, 1a ce H3Moa3Ba Mo
BpeMe Ha MHIYHHpaH a0opT.

Tpatea na ce u3barBar BHCOKH A03M (moBeye OT 2,5 mg nponogoi/kg TENeCHO Terno 3a BbBEXKIAHE
wid 6 mg nponodoikg TenecHo Terno/h 3a NOAABPIKAHE HA AHECTE3UA).

ITpoyuBaHKs NPH >KMBOTHH NTOKA3BAT PEMPOAYKTHBHA TOKCHYHOCT (BXK. TOYKa J.3).

KbpMeHe
[IpoyuBaHHs MpH KEPMEIUK MaHKH MOKA3BAT, Y€ MAIKH KOJIHYECTBA nponodon ce eKCKPEeTHpaT ¢

KBpPMATa NMpH YoBeka. I1o Ta3n npuyKHa )keHUTe He TpAOBa f1a KbPMAT B MPOAB/DKEHHE Ha 24 yaca cren
npunoxeHue Ha nponodgon. Kepmara, nmpousseieHa npe3 To3H nepuos, TpaOea na 6ba¢ M3XBLPIICHA,

4.7 EdexTH BLpxY crocobHOCTTA 32 mModHpane H pabora ¢ MANIHHHA

[TanpenTrnTe TpabBa Aa 6bAAT HHOOPMHPAHH, YE HITLIIHEHWETO HA M3MCKBAIIM YMEHHS 3aJ1a4H, KaTo
wodupaHe H pabora ¢ MalllMHH, MOXe Ja 6BAe BOLICHO 33 M3BECTHO BpEME ClIeA MPHIOKEHHETO Ha

NponogoJI.

Cnen npunoxennero Ha [Ipornogon MCT/LCT ®pesenuyc, nauuMeHTsT TpaOea Aa 6b1€ MOCTABEH MOA
HaOMOCHHKE 32 NOAXOAAI NepHoa oT Bpeme, [TaiueHTsT TpabBa A2 6bae HHCTYKTHpaH Ja He modHpa,
Aa He paboTH Ha MalIMHa WIH Aa paboTH B NMOTEHUMANHO PHCKOBM CHTyaumd. He Tpabsa nma ce
No3BOJNsBA Ha MAUHEHTa Aa ce npuidepe v qoMa Oe3 mpuapyXHTel, KakTo B Aa Obae HHCTPYKTHpaH aa
H30Arsa KOHCyMaLlHATa Ha aNKOXOI.

Hapymiennsra, npegu3BHKany oT nponogos, o0ukHOBeHO He ca 3abenexumu cne noseye ot 12 yaca
(Mo, BXK. TOuKa 4.4).

4.8 Hexes1ann peaKnHNE

BLBe)X1aHeTO H MOAABLPKAHETO Ha aHECTE3HA MIIM cefauma ¢ nporogon OOUKHOBEHO € IUIABHO, C
MHHHMAJIHH N3HHH 33 npesb30yaa. Hali-uecro ceobmasanure HJIP ca papmakonorauno npeIBHAMMH
CTpaHHYHH e(eKTH Ha AHECTeTHK/CEIATHBEH areHT, KATO XMWIIOTOHHA. ECTeCTBOTO, TeXeCTra H
4eCTOTATA HA HeXeJaHuTe ChOHTHA, HAOMOoAaBaHHM NPH NalHeHTH, NoJyYaBallH nponodon, MOrat fa
OBIAT CBBP3aHH ChC CHCTOSHHETO HA PELMIHEHTHTE H C ONIEPATHBHUTE WIH TepancBTHYHU ITPOLCAYPH,
KOMTO €& NMpEANpPHETH.

Tabauila ¢ HEXKENAHK JICKAPCTBEHH Peaxkitii

CHcTeMO-0prageH KJIAcC Yecrora Hexe/laHE peaKnHH
Hapywenun na umynnama MHoro peaku AHajuiakcus — MOXe Aa
cucmema: (<1/10 000) BKJTIOYBA AHTHOEAEM,
OpoHxocna3zbM, EpHTEMA H
XUITOTOHHS |
— ¥
Hapywenun na memabonuzma | HenssectHa uectora © MerabonuTHa auupaosa ¢,
U XPaHeHemo. XHMINepKanueMus ) .
XMMIEPIHIHACMHA © =000
Icuxwunu napywenus. Heussectna wecrora @ Eydopuano He ferpd) ] 4
Ha CEKCYAITHHU K, o v
JlekapcTBeHa ‘ |' X
A ¢ e
NCKAPCTBEHA 3Bk T 5 v
N ely— ' )
\ﬁ}ﬁmb"f’m’




| Hapywenusa na nepenama Yectr I'naBobonue no BpeMe Ha Pazata
cucmema: (>1/100, <1/10) Ha Bb3CTAHOBSABaHe
Penxu I'bpuoBe OT ENWIETITHYEH THI,
(>1/10 000, <1/1000) BKJIIOYHTEJIHO KOHBYJICHH U
ONMCTOTOHYC TIO0 BpeMe Ha
BbBEXAHE, NOMTbPKAHE U
BH3CTAHORBSIBAHE
CBeTOBBPTEXK, TPETNIEPEHE H
yCellIaHe 3a CTYA N0 BpeMe Ha
BBH3CTAHOBABAHE
MHOro peaxu [TocronepaTuBHO 6e3CH3HAHME
(<1/10 000)
Heu3pecTHa 9ectoTa & HeBonHH aBHKeHHs
Copoeunu HapyueHus. YectH Bpanuxapaus
(>1/100, <1/10) H TAXHKAPIMA N0 BPEME Ha
_BBB&KZaHE
MHoro peaxu benoapobeH oTok
(<1/10 000)
HeunspectHa uecrora Copneuna aputmus ©), cepaeyna
neaocrarbadoct O (M
Cv006U HapYWeHUA: Yectn Xunorouus ¥
(>1/100, <1/10) l
HeuecTn Tpombo3a u $pnedur
(>1/1000, <1/100)
|'
Pecnupamopnru, 2peOnu u Yectn [Ipexoana anHes, KaUTHLA H
meouacmunansu napyuenua: | (>1/100, <1/10) XBJILIAHE IO BpEME Ha BLBEXKAHE
HewuzsecTHa yectora @ PecriupatopHa Aenpecus
(no3o3aBHCHMaA)
Cmomaurno-ypeeru YectH 'aneHe ¥ NOBpBINaHEe MO BpeMe
HapYywenus. (>1/100, <1/10) Ha ¢a3aTa Ha BH3CTAHOBABaHE
MHoro peaku ITankpeaTur
(<1/10 000)
Xenamobunuapuu napywenus: | Hemspectna yectora ¥ XenmaroMeramus ©)
Xenatut !V, ocrpa uepHogpobua
HenaocTarbunoct UV
Hapywenus na MycKynHo- HeuspectHa uecrora &) Pa6nomuomuza ¢
CKeNEeMmHama cucmema u
CLEeOUHUMEAHAMA MbKAH.
Hapywuenus va 6vbpeyume u | Muoro peaku Obe3uBeTABaHEe HA YPUHAT] Sl
RUKOYHUMeE Nomuya: (<1/10 000) NMPOXLIDKMTETHO rlp ‘f‘%
HenssectHa yectora @ Br6peuna Heno - ) .-f
QL oty
Hapywenus na HewnspecTHa yecToTa [IpnamiseM :f 5 %‘ ¥
PEnPOOYKmMuUeHama cucmema u ZAY s;,_gii ’L‘ﬂ "
a‘b_pdama {‘} \\x--*"*-w:-m




| Obwu napywenun u egpexmu | MHOro uecTu Jloxanna 6onka no BpemMe Ha
Ha MACmMOmMo Ha npunoxcenue: | (>1/10) pbBEXIaHe Y
MHoro peaku TrkannHa Hekpo3a % cnen
(<1/10 000) HHUMAEHTHO H3BBHCBAOBO
MPUIOMKEHHE
_*
HeuseecTHa uectora & JlokanHa 605iKka, NoAyBaHe chen
HHIUAEHTHO H3BBHCBAOBO
NpHIOKEHHE
Hzcnedsanun Heuspectna yectora @) EKT tun Brugada ¢ (©
Hapanseanua, ompasanus u MHoro peaxu ITocTonepaTiBHA TPECKa
YCRONCHERUA, 6bIHUKHANRY 6 (<1/10 000)
De3yamam Ha UHMEPEEHYUU.

&) Cepuosnure Spagukapaud ca pefku. AMa n3onupasu cro6HICHHS 32 MPOrpecHs A0 aCHCTOSHAL

@) TIousxora XMNOTOHHATA MOXE /13 H3HCKBA ynoTpebaTa Ha HHTPABEHO3HH TEYHOCTH H PEAYKLHA Ha
CKOpOCTTA Ha NpuiaraHe Ha nponogor.

) TMomy4yenn ca MHOTO peaxH choOLIeHHs 32 pabaoMHoIM3a, PH KOKMTO nponodon e Gun npuiaras
B OO3H, NMO-BHCOKH 0T 4 mg/kg/h 3a cenauusa B HHTCH3UBHO OT/AENICHKE,

@  Moxe Ha ce MHHHMH3HPA, KATO C€ M3MON3BAT NO-TOJICMHTE BEHH HA MNPEAMHIIHHLATA W
aHTeKkyOuTanuara simka. C nponogon 1 % nokangara 6onka Moxe ga Obi¢ MHHHMH3HPaHA ChLIO
M 4pe3 €IHOBPEMEHHO NPIWIOKEHHe Ha TUIOKAHH.

5} Kombunaimu ot 1€3M ¢HOHTHA, CHOOIABAHM KaTO “CHHAPOM Ha mponodonopa MHGY3ust”, MoOraT
na ce HabMmOoAaBAT MPH TEXKO OONHHU NALMEHTH, KOHTO YECTO HMAT MHOXKECTBO PHCKOBH ¢axropu
33 pasBUTHE Ha CHOWTHATA, BXK. TOYKA 4.4.

©)  EKI tun Brugada — nopuinen ST-cerMeHT 1 ceogecta T-senna B EKT.

(' Bnp3o mporpecHpaina chpAeuHa HENOCTATHYHOCT (B HAKOHM CIyuaM ¢ ¢aTaneH M3X0A) NpH
Bb3pacTHU. ChpaeuHaTa HEJROCTATHYHOCT B TAKHBA Cydal OOMKHOBSHO HE € OTroBapaia Ha
NOAXBPHKAIINO HHOTPONIHO JIEUEHUE.

®  3noymorpefa cBC M JeKapcTBEHA 3aBHCHMOCT OT Tmponodol, NPeaguMHO IIpH 3ApaBHU
npodheCHOHANCTH.

®) He e usBecTHa, TBH KATO He MOXe jAa Obie olleHeHAa OT HANMYHHUTE AAHHH OT KJIMHHYHH
MPOYYBAHHS.

(19 Hexpoza e goknansaHa, KbAETO THKAHHATA XKM3HECIOCOOHOCT € YBpeZeHa.

(1) KakTo cnen NpoaB/DKHTENIHO, TAKa H Clel KPaTKOCPOYHO JieYeHHE M IpH NauueHTH Oe3
NOANEKAINU PHCKOBH (pakTopH.

Crob1nasaHe Ha NOJO3HpaHK HEXCAaHHN PEAKLIHH
C1001IaBaHEeTO HAa NOO3HPAHH HEXKEJIAHH PEeaKLMH ClIe paspeulaBaHe 3a ynorpefa Ha ICKApCTBEHHA

NPOAYKT € BAXKHO. TOBa NO3BONABA Aa MPOIBLIDKH HaOMOAEHHETO Ha ChOTHOINEHHETO M0J138/PHUCK 3a
JIEKAPCTBEHUA NPORYKT. OT MEAUIIMHCKUTE CIIELIMAITHCTH C€ H3UCKBA Ja chobnaBaT BCAKA
NOAO3HMPaHa HEXXENAaHA PeaKLMs Ype3 HAIMOHAIHATA CHCTeMa 3a Cho0ImaBaHe:

HUsmpnHMTEIHA areHIHs 110 JIeKapcTBaTa
yn. ,,Jdamsau I'pyep” Ne 8

1303 Codun

Ten.: +359 2 8903417

yeGcaiiT: www.bda.bg

4.9 Hpenosnpane

CaydaliHO npeao3HpaHe MOXe€ [a MNPHYHHH KapAHOpeCNHpaTopHa Je
genpecus TpAOBa Aa ce TpeTHpa vpe3s anapaTHO AWlIaHe ¢ Kucaopod. B coyy




Oenpecus INIaBaTa Ha naureHTa TpaGea na 6bJe cnoxxeHa NO-HUCKO, & B TEXKKH Cilydad Tpabsa 1a ce
Mpuiarar Ia3MeHH 00eM03aMECTHTENH M NMPECOPHH areHTH.

5. ®APMAKOJOI'MYHHM CBOMCTBA
5.1 <PapMakoaEEAMEYHE CBONHCTBA

dapMaxoTepanesTHyHa rpyna; Anecretuiy; dpyru obumiu aHecTeTHLIM
ATC koma: NOTAX10

Mexauu3nM Ha neiicteue/PapMaxoJHHAMMYHHA edekTH
Iponodon (2,6-aumsonponund)eHoN) € KpaTKOTpaiHo JelicTBall 001N aHeCTeTHK ¢ 6Bp30 HACTHITBALIO

peiicTBHe. B 3aBHCHMOCT OT CKOpPOCTTa HA HHDKCKTHPAHE, BPEMETO 3a BbBEXIAHE B AHECTE3USA € MEXIY
30 u 40 cexynau. IIpoxs/DKUTETHOCTTA Ha ACHCTBHE Cllel €AHOKPATHO DOMYC NMpHUNOXKEHHE € KpaTKa U
Tpae, B 3aBUCHMOCT OT CKOpPOCTTa Ha MeTaboNK3BEM H eTHMUHHpaHE oT 4 10 6 MHHYTH.

KnueHYHa ePHKACHOCT B 6€30MacHOCT

IIpu o6KuaiiHl YCIOBHA Ha NMOANbPKALL PEKUM He ce HabmioZiaBa 3HAYHTETHO HATPYIIBAHE, KAKTO IIPH
NOBTAPAUH Ce& MHXKEKLIMM, Taka M npu HHQYy3usa Ha npomogoin. Ilanuenture Obp30 ce BpHIIAT B
Ch3HAHHE.

BpagMxapaus M XMNOTOHMA, ChOOINABAHM MO BPEME Ha BbBEKIAHE B aHECTE3Hd, Moxe Ja OnpIar
MPHYMHEHH OT UepeOpaNHKA BaroToHHYEH epekT WiIH HHXHOHpaHe Ha CUMIIATHKOBATa axTMBHOCT. Bee
naxk, XeMoaAHHaMMKaTa oOH4aliHO Bb3BpBIla HOPMAHUTE CH CTOHHOCTH N0 BpEME Ha NOATBPXKAHETO
Ha aHEeCTE3HA.

Ile MYHAa Oyl

OrpasuueHH NPOYYBAHHUA BLPXY MPOABDKUTEIHOCTTA Ha aHecTesuaTa Ha 6a3a npornodon NpH gena
MIOKa3BaT, e 6e30nacHOCTTa H ¢(PUKACHOCTTA OCTAaBAT HEMMPOMEHEHH B NMPOABL/DKEHHE Ha 10 4 Jaca. B
JIKTepaTypPHH JaHHH 32 NPUIOXKEHHE NMPH Aelia € JOKYMEHTHPAHO NPHWIOXKEHHE NPH ITPOXL/DKHTEHH
npoleaypH 6e3 npomsHa B 6e3onacHocTTa H eQPHKACHOCTTA.

5.2 dPapMaKkoKHHEeTHYHH CBONHCTBA

Abcopbuus
Cenp3paHeTo KbM mUula3MeHuTe mnporenHd € 98 %. dapmakokHHeTHKATa Ha Mpomnodon cleA
MHTPABEHO3HO [IPHACKEHHE MOXe Ja Ob/ie ONHCaHA Ype3 TPHKOMIIAPTMEHTHHA MOJE.

Pas enenre/bu M HMHHHpaHe

[pono¢on umMa oOLKPHO pasnpencneHne H 6Bp3 KIKUPBHC OT TANOTO (001 TeneceH KIMpBHC: 1,5 -
2 /min). KnHpBHCBT ce M3BBPIIBA MOCPEACTBOM MeTabOMMTHHM MpOLIECH, OCHOBHO B YEpHHUSA Ipoo,
KbAeTO TOH € 3aBHCHM 0T KPhBHHS NOTOK, 00pa3yBaliKM HEaKTHBHH KOHIOIATH Ha fponogon u

CHOTBETCTBAIHA XMHOJI, KOUTO C€ eKCKPETHPAT Ype3 yPHHATA.

Cnen eaHoxkpaTHa Ao03a OT 3 mg/kg MHTpaBeHO3HO, KITHPBHHCHT Ha mponodoi/kg TenecHo terno ce
NOBHINABA C BB3PACcTTa NO CACOHHA HAYHH: MEAMAHATA Ha KIMPBHCA € 3HAYMTE/IHO NO-HHCKa IpH
HOBOpOZeHH HA BR3pacT < | Mecen (n=25) (20 ml/kg/min) B cpaBHeHHE C MO-TOJIEMH ,ueua (n=36,
BB3pacTOB HHTEpBaN oT 4 Meceua K0 7 roauHM). OcBEH TOBa, NPH HOBOPOAECHHTE HM3-BE |
HHTepHHAMBHAYATHH Bapuauuu (uarepsan 3,7 - 78 ml/kg/min). [lopanu Te3u orps ‘/
H3ITUTBAHHA, KOMTO ITOKA3BAT rojiaMa BapHabHIHOCT, 3a Ta3W BB3PACTOBA IPyIa HeE | ’:#
HHKAKBH MPENOPBHKH 3a JO3HPAHE.

MenuasaTa Ha KIMPBHCA Ha nponodon NpH Aella HA MO-rOMAMa BB3PAcT Cieq \ -
ppBexcnaHe Ha 3 mg/kg e 37,5 mU/min/kg (4 - 24 mecena) (n=8), 38,7 ml/min/kg (11 ?Mbccuﬁ) (n—6) S
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48 ml/min/kg (1 - 3 romguwsn) (n=12), 28,2 ml/minkg (4 — 7 roguuu) (n=10) B cpaBHEeHHE C
23,6 mlI/min/kg nipHn Br3pacTHH (n=H6).

[Topaau orpaHWMEHHTe HATMYHU JaHHHU, HE MOXE Ja Ce Mpenopbya MPHIOKEHHETO HA TapreT-
kouTponupana uHdysus (TCI) npy neguaTpyyHa MMOMyAaUUs Ha BL3PACT N0 2 TOAUHH.

53 IlpeakhAHHEYHH JAHHH 32 0e30MACHOCT

[IpeakNHHHYHHTE JaHHH HE MOKA3BaT CNEMMUYEH PHCK 3a X0PaTd, Bb3 OCHOBA Ha KOHBEHUMOHANHH
Npoy4BaHHA BBPXY HHBaTa Ha TOKCHYHOCT NMPH MHOrOKpaTHa J03a HIK INeHOTOKCHuHOCT. He ce
H3BBPLIBAHK TIPOYUBAHKMA OTHOCHO KapLMHOreHHocT. He ca HabmozaabaHu TepaToreHHH edektn. IIpu
MPOYYBAHHA OTHOCHO TOJIEPAHTHOCT NPH JIOKAIHO NPHWIOKEHHE, BbTPEMYCKYTHOTO HEDKEKTHpaHe HMa
3a Pe3yNTAT HapyLIEHHE Ha TBKAHTA OKOJIO MACTOTO HA MHXKEKIUMSA, JOKATO NapaBeHO3HO U IMOAKOKHO
MIDKEKTHpPAHE MPeaH3BUKBA XHCTONOTHYHH PEaKLMK, IPOSBABAIIM C€ C BB3NATHTENHA HHQUITpaLHs U
¢dhokanua ¢pudposa.

[TyGnpxyBaHu H3cneABaHHSA BbPXY XXHBOTHH (BK/TIOUMTENHO NIPUMATH) B JO3H, KOWUTO NPUIHHABAT JIEKA
IO YMEpeHA aHEeCTe3Ws NMOKa3BaT, Y€ H3IMONBBAHETO HA AHECTETHLHM I10 BpeME Ha NnepHola Ha Obp3
pacTeX Ha MO3bKa WIHM CHHANTOreHe3a BOJH A0 3aryfa Ha KNEeTKH B pa3BHBAHIMUA C€ MOIBK, KOATO MOXE
Ja Obae CBBbP3aHa C NMPOTBIDKUTENIHA KOI'HHTMBHA HEAOCTATBYHOCT.

6. ®APMAIEBTHYHHA JAHHHA

6.1 Cunschxk Ha IOMOIIHATE BemecTBa

CoeBo Macno, paduHHpPaAHO
CpeaHoBepHKHH TPHIITHLIEPHAU
[Tpeuncrenu afuenu pochaTuam
[ mauepon

OneHHOBA KHCEIMHA

HarpueB XupoKCH

Boaa 3a MHKeKUMH

6.2 HechLBMECTHMOCTH

To3u nexapcTBReH MPOXYKT He TpsAOBa Ja ce CMecBa © APYTH JIEKaPCTBEHH MPOAYKTH, ¢ H3KTIOYEHHE Ha
w3bpoeHuTe B TOUKa 6.6.

6.3 Cpok Ba rogsoct

Cpok Ha rofgHOCT Ha JIGKAPCTBEHHA IMPOAYKT, CHXPAHABAH B OPHIHHATHATA CH ONAKOBKA IIPEaH
OTBapsHE: 3 rOAUHH,

Cpok Ha rogHOCT ClieJl TbPBO OTBapsAHe: MPOAYKTHT TPAOBa ha Ce U3MON3BA HENOCPEIACTBEHO CIIEH
ITHPBOTO OTBapsHE.

CucreMmn 3a npunoxeHue ¢ HepaspeneH [Iponogon MCT/LCT ®pesennyc Tpadsa na 6b5aT nogMeHeHH
cien 12 yaca.

Cpok HA roaHoct cnea paspexnaaHe; JlekapcrBeHusT npoaykr Tpsabea npa 6
HETIOCPEACTBEHO ciel, paspexpaHe. [IpunoxeHuero Tpsabea na Onae uspbplue

pa3pexaaHe.

6.4 Chneunajind ycJ0BHS EA CbXPAHEHRE

Ha He ce cexpaHaBa Hax 25 °C. Jla He ce 3aMpa3aBa.




6.5 Buau chaAbpKAHHE HA ONAKOBKATA

Amityna(u) or 6e3uerHo cTbiio (Tun I) ot 20 ml

dnaxon(u) or 6e3uperHo cTuiito (Tun I uiu II) ot 20 mi ¢ rymena 6pomMobyTinoBa 3amyuanka
®DnakoH(n) or 6e3uperHo cTeKIO (THN II) ot 50 ml ¢ rymena 6pomobOyTHAOBa 3amyLIaiKa
dnaxoH(n) ot 6esuserHo cTuiiIo (THI II) ot 100 ml ¢ rymena 6poMobyTHnoa 3amyinanka

OnakoBKH, ChOBLPXKAKIH 5 CThKISHH aMITysH ¢ 20 ml emyncus

OriakoBkH, ceappkaniy 10 creknesn aMnynu ¢ 20 ml eMmyncus

OnakoBkH, ChABpkaiM 1 cTeriieH gnakod ¢ 20, 50 win 100 ml emyncus
OmnakoBKH, ChABPKALIM S CTEKIEHH ¢uiakoHa ¢ 20 ml eMyncus

OnakoBkH, ceabpxauy 10 crexnenu gnaxona ¢ 20, 50 win 100 ml emysicus
OnakoBkH, chabpxkaiy 15 creknenu gutakona ¢ SO win 100 ml emyncus

He BcydKM BUOOBE OMAKOBKM MOTaT Aa OBJAaT MyCHATH Ha mna3zapa.
6.6 ChnenHanHH NpexnA3HA MEPKH OIPH H3IXBLPJIAHE H paboTa

[ponogon MCT/LCT ®pesennyc 10 mg/ml uixexiHoHHa/uH}y3HOHHA eMyJicus He TpaOBa na ce
CMECBA MNMpeAH BHBREXAAHE C MHKEKLMOHHH WIM MHQY3HOHHH Pa3sTBOPH, PATHYHHM OT HHXKCKLMOHCH
pa3TBOp Ha rinoko3a 50 mg/ml (5 %), nkekuuoHeH pa3Tsop Ha HatpHes xuiopHa 9 mg/ml (0,9 %) unu
HIDKEKIIHOHEH pa3TBOp Ha JuuokanH 6e3 koHceprantH 10 mg/ml (1 %). MakcumanHara creneH Ha
paspexnaHe He Tpabsa na Hagsumasa 1 uyact Ilpomojon MCT/LCT dpesenuyc 10 mg/ml
HIDKEKLIMOHHAa/MH(Y3HOHHA eMyncHs H 4 9acTH rmoko3a 50 mg/ml (5 %) HkeKUHOBEH pa3TBOp HIM
Hatpues xjaopua 9 mg/ml (0,9 %) wrkekUUOHEH pa3TBOp (MHHHMAIHA KOHLEHTpPaUHA 2 mg
nponodon/ml). PazteopsT TpaOBa Aa Obae NPUroTBEH acemTHYHO (MPH CMa3BaHE HA KOHTPOJIKPaHH H
BANTHIHPAHM YCIOBHA 3a ACENTHYHOCT), HEMOCPSACTBEHO MpeaH NpuIokKeHHe H Tpadbea na Onae
NPWIOXKEH B paMKHTe Ha 6 Yaca clie/l MpUroTBsHe (BXK. CHIO TOuKa 4.2).

Kpatinara xoHLeHTpauusa Ha riporiodon He TpaOBa xa 6ba¢ noa 2 mg/ml.

EnnHoBpeMeHHOTO npwnoxkeHHe Ha rmoko3a 50 mg/ml (5 %) uibkekuMOHEH pa3TBOP HIIH HATPHEB
xnopux 9 mg/ml HDKexumMoHeH pasTBOp, WM HatpHes xiopun 1,8 mg/ml (0,18 %) mmkeximonen
pa3TBOp # rmokoza 40 mg/ml (4 %) uikexupoHeH pasteop ¢ Ilponodon MCT/LCT ®Opescnuyc 10
mg/ml HIDKEeKIMOHHA/MH(Y3MOHHA eMYJICUS € T[IO3BOJIEHO TMOCpPEIOCTBOM Y-00pa3seH KOHEKTOp,
NO3HLUHOHUPpaH OJIM30 JO MACTOTO HAa HHXKEKIIHA.

IIpenu ynorpeba, mmiikaTa Ha amiynara WM ryMeHata MeM6bpaHa Tpabsa na 6bae noumcreHa cue

CIHPT Nox GopMaTa Ha CrIpeH Wik HanoeH B CIMPT TaMnoH. Cnen ynorpeba, H3NO3BaHUTE ONAKOBKH
TpAOBA A3 c€ U3XBLPJIIAT.

7. TIIPATEXATEJ HA PAZPEHNIEHHETO 3A YHHOTPEBA

Dpezernyc Kadbu boeiarapus EOO/]
yn. An. Xengos 1, er. 6, an. 37
1113 Codusa, bunrapus

8. HOMEP(A) HA PAZPEHNIEHHETO 3A YIIOTPEBA

Perncrpaimoned Ne 20220102




9. JATA HA ITEPBO PAZPENIABAHE/TIOJHOBABAHE HA PA3ZPENIEHHETO 3A
YIIOTPEBA

JaTa Ha rppBO paspewaBane: 24 Mapt 2022

10. JIATA HA AKTYAJIM3NPAHE HA TEKCTA




