W3NLAHUTENHA ATEHUNA NO NEKAPCTBATA

KPATKA XAPAKTEPUCTUKA HA MHNPOAYKTA

Kpamka xapakmepucmuka Ha npogyxmj - Npunroxenue 1
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KoM Pea. Ne ... /'7/{ /b/{ ...... ) ...........................
1. AME HA JIEKAPCTBEHUSI NMPOAYKT -

\-AXSG 0 o0y oip

PaspeueHUE Ne ..olvrerimeasdoisdosensiionissssssnasiainitins
CeBodutypan baxctep 100%, TeunocT 3a uHxanaums ¢ mapa

Sevoflurane Baxter 100%, Inhalation Vapour, liquid OGO6PEHUE NE .vvvriresescssscaciacanee Jreeviesrneneeresersssenseassess

2. KAYECTBEH U KOJIMYECTBEH CBCTAB

Sevoflurane Baxter 100%:

JlekapcTBEHMAT HPOOYKT € CBhCTABEH ENMHCTBEHO OT aKTUBHOTO BEILECTBO ceBo(IIypan
(sevoflurane).

3. JEKAPCTBEHA ®OPMA

Teunocr 3a nHxanauus ¢ napa

bucrpa, 6e3uperna Teunoct

4. KIMHUYHHA JTAHHHA

4.1 TepaneBTHYHH HOKA3AHAS

3a BbBEJNIaHE H OUIbPIKaHE Ha O0ILa aHECTe3Hs NPY BB3PacTHH H JIeLa.

4.2. lo3npoBKa H HAYHH HA PHIICKEHHE

CeBoduypan Tpa6sa 1a Gbe mpHIaraH MOCPeaCTBOM U3MapuTell, CHEUMaTHO KaluOpupaH 3a
ynotpeba ¢ ceBoQuiypaH, Taka 4e MoJaBaHaTa KOHUEHTPALKA [a 6bie NPEUM3HO KOHTPOJIHPaHa.
CroliHocTHTE Ha MMHHMAJHATA afBEOTapHa koHueHTpammsa (MAK) 3a ceBoduiypan mamanssar ¢
Bb3pACTTa HA MALMEHTa, KAKTO U MU NpubaBsHe Ha ABya3oTeH okcul. Jl03upoBKaTa TpsbBa na ce

UHAMBUYaM3Upa W THTPHpa Criopej >kenaHus edekr cboOpa3sHO BB3pacTTa Ha MAaLUEHTA W
K/IMHUYHHAT CTATyC.

Biinsinne na Bb3pacrra Bbpxy MAK Ha ceBoduiypan

Br3pacr Ha nanuenta CeBoduypan (%) B CeBodurypan (%) B
(roauuu) KHCJIOPOA 60% N,0/40%0,
0 -1 Mecena # 33 JIATICBA
1 - <6 Mecena 3.0 JINTICBA
6 Mecena - <1 roguHa 2.8 JIMTICBa
1 roguHa- <3 roguau 2.6 2.0
3-<5 2.5 JIMIICBA
5-12 2.4 JIMNCBa
25 2.5 1.4
35 2.2 1.2
40 2.05 1.1
50 1.8 0.98
60 1.6 0.87
80 1.4 0.70

# JIoHOCEeHH HOBOPOJEHH fena (poneHu B TepMHH Je1a).
MAK nipu HeJioHOCEHU fena He e onpeaensHa.




Buwseacoane ¢ anecmesus

Moske na ce mpunaraT MHTPaBEHO3HO KPaTKOAEHCTBALIH GapOuTypaT WM ApYrM MHTpPaBEeHO3HH
BBBEKALUM ar€HTH, IIOC/IE(BAHM OT UHXAJIUPaHe Ha CEBOGITYpaH.

YBOA B aHecTesusATa CbC ceBODIypaH MOXE 1@ ce TIOCTHIHE npyd wHxamauus Ha 0,5-1,0%
cesodutypan ¢ kucaopon (0,), ¢ wu 6e3 ABya3oTeH okcHa (N,0), ¢ moBHILIaBaHe Ha CTOMHOCTHTE C

0,5-1,0% cesoduypaH, 1o MakcuMansa croiHocT 8% NIPH BB3PACTHU U Jela AOKATO CE NMOCTUTHE
JKeJlaHaTa AbIO0YMHA Ha AaHECTE3UATA.

OGHMKHOBEHO NPH BB3PACTHM, MPH B/MIIBAHE HA KOHLCHTpauuu 10 5% ceBoduiypaH, ce nocrura
XMPYprMHa aHECTe3Us 3a [10-MAJIKO OT B¢ MUHYTH. [Ipu nela, BAMIIBAHETO HA KOHUEHTPALMH 10
7% ceBod1ypaH OGMKHOBEHO BOM A0 XMPYPTHYHA AHECTE3HS 32 MO-MAJKO OT JBE MHHYTH.

Ilooovporcane na obwa anecmesusn

Xupypru4HHTe HHBA HA aHECTE3Us MOrar aa ce MOANBPKAT ¢ KOHUeHTpauuu ot 0,5-3%
cesognypat u O,, ¢ unu 6e3 nobaesHe Ha N,O.

4.3 IIporuBonokazanns
H3BecTHa CBPLXYYBCTBHTENHOCT KbM CEBO(TYPaH WM IPYrd XaIOTeHHH aHECTETHIIH.

Ilpyn naunM 3a HeusscHeHa ymepeHa 1O TeXKa YEPHOAPOOHA HENOCTATHUHOCT, MPUAPYXKEHA OT
KBJITCHHULA, TEMIIEPaTypa ¥ €O3MHO(UIIMS, Clle]] aHECTE3Us ChC ceBOGIIypaH.

M3BeCTHO MK T0A03UPAHO NPEAPA3MONOKEHHE KbM PA3BUTHE Ha MATMTHEHA XHIIEPTEPMHL.
4.4 CneunaaHu npenynpexaeHns U CHENHATHA NPeANA3HA MEPKH IpH ynoTpeda

Cesoduypan Tpabsa na 6bae MpHUiIaraH caMo OT NEPCOHaJ, CHELUMANHO OOYUYeH B MPHIIAraHeTo Ha
obima anecte3us. 3aIb/DKMTENIHO € Ja CE OCHIYPH BB3MOXHOCT 33 TMOANBPKAHE HA CBOGOIHH H
MPOXOAWMH MXATEHHUTE TBTHIIA HA MALHWEHT4, 32 aCHCTUPAHO JMILAHE, MO/aBaHe HA KHUCIIOPO H
LIMPKYIaTOpHa pecycuuTalys. Benuku nanyeHTn aHecTesHpaHu ¢be ceBoduypan TpabBa fa 6baar
TIOCTOSIHHO MOHMTOPHUPaHH, BKITIOYMTEHO enekTpokapauorpadus (EKI'), aprepuanno Hangrane
(AH), kucropoaHo Hacuiane u kpaeH THIQIOB BbIVleposieH aAByokuc (COy). CeBodmypaH tpsabBa
Aa ce mojiaBa MOCPEACTBOM M3IapuTel, CNCUMANHO KanubpHpaH 3a pabota cbhe ceBoduypaH, Taka
Y€ NojaBaHaTa KOHUCHTpPALMS 1a MOXe Ja Obae Moaxoasimo kourponupana. Cee 3aqb1604aBaHe
Ha aHECTE3MATa CE yBe/lM4aBa MOHWKABAHETO HA apTEPHATHOTO HAJIAraHe M PeClMpaTropHaTa
JenpecHs.

[TospeMe Ha mogabpxaHe HA AHECTE3WATA, TIOBMUIIABAHETO HA KOHIIEHTpauyaTa Ha ceBoduypax
BOAM 10 N0O30-3aBUCUMO INOHW)KaBaHe Ha apTepUAlIHOTO HamAraHe. EkciiecuBHOTO HamansgBaHe Ha
apTEPHAIHOTO HAJIAraHe Moxe 1a 6bjle KOPUrHpaHO Ype3 HAaMaIABaHE HA KOHIEHTPALMATa Ha
cesopnypan. BracranoBsBaHeTO ciel obia aHecTe3ns TpsOBa na OBJe MpeleHeHo BHUMATEHO,
Npe/iv NMalMeHTHT Aa ObJe U3BeeH OT 3aJ1aTa 3a Bh3CTAHOBSIBAHE.

Tpsi6Ba na ce Moax0AM UHAMBMAYATHO IIPH U3GOPA HA AO3UPOBKA MPH MALMEHTH C XHIIOBOIEMHS,
XMUTOTOHHS WM c1abocCT.

Cepodumypan TpaOsa na Obae mpuiaraH ¢ MOBMLIEHO BHMMAHHE TNIPH NALMEHTH C HapyleHa
6b0peuna QyHkums (cepymen kpearwHHH > 1,5 mg/dl wnu 135 micromol/l) mopamu Bee olue
HEIOCTaTBYHUAT ONMT OT NMPHIOKEHHUETO My TIPH Ta3u Ipyla IMalueHTH; GbOpeuyHara (yHkims
TpsOBa 1a 6be MpocIIeABaHA U TOCTONEPATUBHO.

CeBoduaypan Tpsabsa na 6bJie MpHIaraH ¢ BHUMaHUe B aKyLIEPCTBOTO MOPA/M PENAKCHPALIHAT My
e(eKT BbpXy MaTKaTa U yBeJIHUCHHE Ha MATOYHUTE KPBhBOU3INBH (BXK. TOUKa 4.6).



Ilpu nosTopHa ynorpe6a na ce noxxoxaa ¢ BHUMaHKe.

HOﬂLl’bp)KaHGTO Ha XeMOJHMHAMUYHA CTAOMITHOCT € OT 3HA4YCHHUE, 3a Ja ce NpeaOTBpaT MHOKAp/IHA
HCXEMHA ITPH NALUEHTH ChC CBhPACYHO-CHAOBO 3abossBane.

[lpy maupeHTH ¢ puck OT MOBHLIaBaHe Ha BbTpeuepenHoro Haisrane (ICP) ce mpenopnusa
PUJIOKEHHETO Ha CeBOMIIYpaH Ja cTaBa NPEANa3sNMBO B CHYETAHUE C NPOLEAYPH, HaMaIIBaIlU
BLTPEHUEPEITHOTO HAJIAraHe KaTO XUIEPBEHTHIIAHMS.

Manuenena xunepmepmus:

[Tpu 4yBcTBUTENHH MLIA, CEBO(IypaH MOXe J1a MPEAM3BUKA CHCTOAHHE HA XHITEPMETA0OTH3BM Ha
CKONeTHATA MYyCKy/1aTypa, BOACLIO 10 MOBHMIICHH HYXIM OT KUCJOPOA U 0 KIMHHMYEH CHHAPOM,
M3BECTCH KaTO ManurHeHa xuneprepMmus. ChOWABAHM Ca PEAKH CiIyd4ad 3a BB3HUKBAHE HA
MAJIMIHEHA XUIICPTEPMHUS MIPH MPUIOKEHHETO Ha ceBOQUIypaH (BIXK cblIo Touka 4.8). JleueHuero
BIUTIOYBA NPEKBCBAHE HA TIPUIOKEHUETO HA NpEJM3BUKAIMTE 5 areHTH (B Clyyas ceBOdTypaH),
BEHO3HO NPHIOXKEHNE Ha JAHTPOJICH HATPHI, KAKTO M MPHJIAraHeTo Ha MOALbpxkama Tepanus. [To-
KBCHO MOXe J1a ce TposiBH GbOpevHa HEeNOCTAThYHOCT, KATO AWype3aTa TpsiOBa 1a ce MOHMTOpHpa
1 IOIABPIKA, IOKOJIKOTO € Bh3MOXKHO.

Ha6mouaBaHn Ca JUCTOHHUYHH JBHXXCHMUS, OT3BYy4aBalllH 0e3 AOITbJIHUTEIIHO JICYCHUE, MIpH JeLua

nostydaBanu ceBoIypaH 3a BEBEX/IaHe B aHeCTe3Hs. Bpb3kaTa UM ¢ ynotpebara Ha ceBo(TypaH e
HECHT'ypHa.

OOGHMKHOBEHO W3/IM3aHETO CIIEJ| AHECTE3Us ChC CeBO(IYpaH € GBP30, eTO 3aILO NALUEHTHTE MOKE
Jla c€ Hy»KIasAT OT paHHO NIOCTONEPATHBHO 00e300N4BaHe.

bbp30TO M3NM3aHe OT aWecTe3ms Mpu lela MOXKe Aa JOBENE MO KPATKOTPAMHO CHCTOSHHE HA
Bb30yna ¥ 3a6aBeHa KOONEPATUBHOCT (APHU OKOMO 25% oT aHECTE3UpaHUTE JIelia).

Ynorpebara Ha ceBodTypaH ce CBbP3Ba C I'bpPUOBE. BOMIHHCTBOTO OT TAX HACTBNBAT MPH ACLA H
BB3PAaCTHU B MJIaZia BB3PACT, MOBEYETO OT KOMTO ca 6e3 mpeuecTaliy puckosu daxkropu. Tpsabpa
Jia ¢e HalpaBU KJIWHUYHA NPELeHKa, KOraTo ce npuiara ceBogJiypaH Ha TALUEHTH, KOUTO MOXKe 1a
€a ¢ pUCK OT rbpuOBe. 3aTOBa MpPHU JeHA € CHLUIECTBEHO OrPAHMYABAHETO HA IBIOOYMHATA Ha
anecresuara.  lllupokara  ynotpeba Ha  MOHMTOpHpaHe Ha  MO3bYHATA  (DYHKIHS
(enexrpoenuedanorpadus (EEI’)) Moxe ma Mo3Bony onTUMH3MpaHe Ha 103aTa Ha cepodaypaH u
Aa MOMOTHE Ja C€ NOTHCHE OTHHIICTO W fla ce W30€rHaT emIenTHHOPMEHUTE CHMNTOMH ApU
HYBCTBUTEIHH TALIMEHTH, ITABHO MHOTO MJIAZAM M MHOT'O CTapH (B TouKa 4.8).

ViMa cbo0LueHns 3a pesiku cilydan Ha JieKa, yMepeHa Wik CEpHO3Ha NIOCTONEPaTHBHA YePHOAPOGHa
AMCGhYHKLMS, KAKTO M 3a XeTIaTHT (C WK 6e3 xbirennua). CeBoduiypan Tpsbsa aa Gbae npiiaran
C TOBMIUCHO BHHMMAaHHE [P MAUMEHTH C H3BECTHM YEPHOAPOOHH MNpoOieMu, KaKTO W IIpH
[JAUMEHTH TOJTyYaBalld MEJHWKAMEHTO3HO JICYEeHHe, KOeTO MOXe Ja AoBeae A0 4epHOIpOOHa
aucdynkuus. Tpu naumeHTn ¢ gokasaHa uepHOAPOOHA AUCHYHKLMS, KBLITEHHIA, HEOOICHUMA
TeMIIepaTypa Wik €03UHOGUIMSA Criefl yIIoTpeOa Ha MHXAIATOPHU aHECTETHLM Ce TIPENophbYBa 1a ce
n3bsrea ynotpeGara Ha ceBo(TypaH, aKo ChLIECTBYBA BE3MOKHOCT 33 aHECTE3Ms ¢ HHTPABEHO3HH
JIEKapCTBEHH NPOAYKTH HIIH PETHOHAIHA aHecTe3Hs (BHK To4Ka 4.8)

lloomana na npecywenu abcopbepu na CO,

Exsorepmuvnara peakuus Mexay ceBodiaypaH u abcopbepu na CO, ce MOTEHUMpa, KOTaTo
abcopbepsT Ha CO, e npecylieH, Hamp. cliel AbJIbI IEPHO/ HA TIOTOK OT CyX a3 Mpe3 OyTHiIKaTa ¢
abcopbep na CO,. J[loknafBaHM ca PEAKH CIy4Yad HA EKCTPEMHO 3aTOILIAHE, MymneK w/HWiH
CIIOHTAHHO 3alajiBaHC Ha H3NapuTest Mo BpEeMC Ha yHOTpeGa Ha CCBO(i)J'[ypaH CIHOBPEMCHHO C
npecyuwenn abcopbepu. Heouakpano 3abaBsite B yBe/IMYEHHETO HA NMOAABaHATa KOHIEHTPALHUS Ha
CeBOUIypaH WM HEOYAKBAHO NOHIDKABASHE HA NOJA[CHATA KOHLEHTpauus Ha ceBodaypaH B
CpaBHEHHE C KanMOpOBKaTa Ha HM3MapuTess, MOXe [a € 3HaK 3a NperpsBaHe Ha GyTWikara ¢



abcopbep Ha CO,. AKo JeKyBaIusT Jlekap “Ma MOAO3PEHHUE 3a mpecyiaBaHe Ha abcopbepa ¢ CO,,
TOH TpsbBa 1a ce MOAMEHM MpEeu TPHIOKEHUETO HA ceodiypaH. LIBeTHHAT MHAMKATOp Ha
noseueto abcopbepu Ha CO, He BUHATH Ce MPOMEHST, KOTaTo ce npecyuwat. ETo 3aimo oTchcTBUETO
Ha NpoMsiHa B OLUBETABAHETO HE TPsOBA Jla Ce B3MMA 3a CMIYPEH 3HAK 33 JOCTATHYHA BIIKHOCT.

Abcopbepure Ha CO, TpsaGBa na ce MOAMEHAT PeTry/IIpHO HE3aBMCHMO OT LBETHHS HHIMUKATOP
(BMX TOuKa 6.6).

4.5 BsaumopeiicTBHS ¢ ApyrH JeKapcTBeHH NPOAYKTH H APYrH (pOpPMH HA B3aHMOAeiicTBHE

EnnoBpeMeHHOTO MHXanupane Ha N,O (EBya3oTeH OKCHI) NOTEHLMpa eexkTuTe Ha ceBOdypaH
(Bux cblIO 4.2).

CeBodrypan MoTeHUMpa OTYACTH ACHCTBHETO Ha HEJICTIOJIAPU3UPAIINTE MYCKYJIHU PEaKCaHTH.
Tpu enHoBpeMeHHO IPHIIOKEHHE ChC ceBODIYpaH K03aTa MM TpabBa 1a ObJie KOpMrUpaHa.

bensonuasenuuute 1 omuatute ce 04aKBa 1a NpeaM3BHKAT NOHMkaBaHe Ha MAK cToifHOCTHTe Ha
ceBoGuiypaH Moao6HO Ha IPYTUTE HHXAIATOPHH aHECTETHLM.

CeBodutypan MOKe N1a 3aCHIIH OTPHLIATEHUTE HOHOTPOIIEH, XPOHOTPOIIEH U JpOMOTpoOneH edexTH
Ha beTa-0liokepuTe upe3 6710kaja Ha ChPAEYHOCHAOBHTE KOMIICHCATOPHH MEXaHHU3MH.

CeBoduiypat e nonobeH Ha M30(uTypaH 0 OTHOIIEHHE HA CEH3MBHUITU3MPAHETO HA MHUOKapJa KbpM
ApPUTMOTEHHHsA e(eKT Ha EK3OTEHHO TPHJIONKEH aAPEHAIMH, YCTAHOBEHA € MParoBara J03a OT 5
microgram/ kg Boaela 10 MHOXECTBO KAMEPHH aPHTMHUH.

JlexkapcTBeHH MPOMYKTH U CheUHEHHs, KOMTO MOBHINABAT aKTHBHOCTTA Ha M30eH3uM CYP2E1 Ha
uutoxpoM P450 kaTo M30HMA3M U ATKOXO0JI, MOTAT J]a 3aCHISAT MeTaboau3Ma Ha ceBOQUIypaH W ja
AOBE/AT 0 3HAYMMO MOBHIICHHE Ha IUIA3MEHHTE KOHLEHTPaLiH (uryopu.

ChbluecTByBa PUCK 3a BB3HMKBAHE HA CNM30QM OT OCTPA XHIEPTOHHS TPH €IHOBPEMEHHO
MPUIOKEHHe Ha CeBOQUIYpaH W MHAMPEKTHH CHMIATOMMMETHUM (KAaTo Hamp. amberamuH,
edeapun).

Hapyiasane Ha atpuoBeHTpHKyNapHaTa NpOBOAMMOCT € GHI0 HaGMONaBaHO MpH €THOBPEMEHHO
NPUJIOXKEHHE Ha HA BepallaMuil U ceBogJIypaH.

4.6. BpeMeHHOCT H KbpPMeHe

Hsama nannu 3a ynorpebara Ha ceBoduypan mo BpeMe Ha GPEMEHHOCT M pakIaHe NpPH XOpa.
M3nutBanus ¢ XMBOTHM MOKa3BaT PENPOAYKTHBHA TOKCHYHOCT, HO HE TEPATOTEHHOCT (BHXK TOYKA
5.3). TToTeHUMATHUAT PUCK ITPH XOpa HE € U3BECTEH.

CeBoduypan Tpsa6Ba na ce npuiara Ha GPEMEHHH KeEHH CaMo, aKO TOJI3aTa OT AHECTE3MSTA SCHO
NPEBB3X0XK/1a Bb3MOXKHUTE PUCKOBE 3a TUI0AA.

Iopapu ¢apmakonornunute edext, ceoduiypaH uMa penakcupam edekT BLPXy MaTkara. B
KIMHUYHO MpOY4YBaHe MpH TPEKbCBaHE Ha OpeMEHHOCTTa ce ChoOlaBa 3a YBENMYEHHE Ha
MAaTOYHUTE KPbBOM3IIHBH.

Hanuunu ca OT'paHU4CHH JaHHH, [MOKa3BalllHk 6e30macHOCTTa Ha CGBO(I)IIypaH 3a MaiikaTta ¥ IETETO
NMpH MJIAHOBO LE€3apOBO CCYCHHE.

besonacHocTTa Ha ceBoduTypaH Mo BpeMe Ha HOPMATHO PaXKIaHe He € IpOyYBaHa.
He e usBectHO nanu ceBodnypan ce eKCKpeTHpa B KbpPMaTa [PU XOpa U 3aTOBa KOraTo ceBodypaH

Ce npuilara Ha KbpMaydky ce M3MCKBA BHHMaHHe, a JeliaTta TpsOBa Aa ce NpOoCieaaBar 3a Bh3MOKHH
HEXKeNaHu eeKTH.



4.7. Edextn BBLPXy cnocoGHOCTTa 32 modupane u pabora c MAIIHHK

CeBoduypan uMa roJiiMO BAHSHHE BBPXY CHOCOGHOCTTA 3a mwodupane u pabora ¢ MallHHH.
IMauuenture He TpaOBa na mWodupar cex aHecTe3us che ceBoduypaH 3a NpENnopbyaH OT JieKaps-
AHCCTE3HONOT NEPHOZ OT Bpeme. M3BBpLIBAHETO HA NEHHOCTH, M3MCKBAIM yMCTBEHa GOIPOCT,

Karo 1wodupane u paboTa ¢ MauIMHU, MOXe Ja ObAe HAPYLICHO 3a U3BECTHO BpeMe cien ofria
aHeCTe3usl.

4.8. Hexxe/1aHH JIEKAPCTBEHH PEAKINHH

KakTo BCHYKM HHXaNaTOPHU aHeCTETHUH, CeBO(IypaH MOXe a IPHYHHH  T030-3aBHCHMO
CBPACYHO M IUXATE/IHO NOTHCKaHe. [[0BEYeTO OT HeXEeNaHUTE JIEKAPCTBEHH PEAKIMH Ca JIEKH JI0
YMCPEHH TI0 TEXECT U Ca MPeXOoAHH. ['aeHe u NOBpPBINAHE, YECTH CHMIITOMM NPH XUPYpPrUdHA
Hameca noj obia aHecTesus, ca HabIIONABaHU B IOCTONEpaTHBHUS Tepuon. Tesn peaKkuuu Moxe
/1a €€ Ib/KAT Ha MHXAIATOPHUS aHECTETHK, HA APYTH JIEKAPCTBEHH MPOLYKTH NPUIIATAHH N0 BpeMe
Ha W CleA XHpypru4HaTa Hameca, KakTO M Ha MHAUBHAyalHATa peakuus Ha NaMeHTa KbM
XUPYPrU4HaTa HHTCPBEHIINA.

Hapywenus na kpvema u iumpnama cucmema
Heyecmu (2171000 - <1/100) JleBkonuTo3a, TeBKONEHUs

Hapywenus na memabonusma u xparenemo

Hevecmu (>1/1000 - <1/100) XunepraukeMus

Hcuxuuny napywenus

Mmnozo vecmu (>1/10) B136yna (23%, nequaTpuyHH MaLMEHTH)
Hecmu (>1/100 - <1/10) Bw36yna

Hevecmu (21/1000 - <1/100) O6wpranoct

Hapywenua na nepenama cucmema

Hecmu (=1/100 - <1/10) CBHIIMBOCT, rNaBoboIHE, CBETOBBPTEK, TPEMOP
Peoxu (1/10 000 - <1/1000) JMCTOHUYHY ABYOKEHHSA

Mhnoeo peoru (<1/10,000) EnunentuyHu KoHBYJICHH

Cwpoeunu Hapyvutlenus

Mruozo yecmu (>1/10) bpanukapaus (Opu mDamMeHTH B CTapyecka
BB3PACT)

Yecmu (>1/100 - <1/10) bpanukapaus, Taxukapaus

Hevecmu (21/1000 - <1/100) CbpeyHy apUTMUH (BKJIIOYHTETHO KaMEPHH

apUTMHH), npeAcspaHa Gubpunanms,
€KCTPAaCUCTONH (KaMepHH, HaIKaMEPHH,
OuremMuHus), MbjaeH AV G110k

Mnozo peoxu (<1/10 000) benonpoben oTok
Cv0o6u Hapyuenus

Mnoeo vecmu (=1/10) XHIOTOHHS
Yecmu (=1/100 - <1/10) XunepToHus

Pecnupamopnu, 2PBOHU U MEQUACTUHATHY HApYueHus

Mnuozo vecmu (>1/10) Kauumna (npu nenia)

Yecmu (=1/100 - <1/10) Kauumna, pecnipaTopHO NOTHUCKAHE,
JIAPUHI OCTIa3bM

Hevecmu (=1/1000 - <1/100) AnHes, acTMa, XHIIOKCHS



Cmomawno-upesnu napywenus

Mnozo vecmu (21/10) Tapene (24%), nospsuiane (17%)
Yecmu (21/100 - <1/10) TloBuiena canuBauys

Xenam0—6wzuapuu HApyuienus

Peoxu (21/10 000 - <1/1000) YepHoapobHo yBpesxiaHe, XeaTUT

Hapywenus na 6v6peyume u nuxounume nomuya

Hevecmu (<1/100 - >1/1000) 3axbpiaHe Ha YpUHA, [IIIOKO3ypHs

Mnozo peoxu (<1/10 000) Octpa 6p0peuHa HemOCTaTEYHOCT

Obwu napywienus u epexmu na MACMOMO HA NPUIONCCHUE

Yecmu (=1/100 - <1/10) ITosuineHa Temneparypa, BTprcaHe

Peoxu (21/10,000 - <1/1000) Masnurueena xuneprepmus

Hzcnedsanus

Yecmu (=1/100 - <1/10) Iopuenu HuBa Ha SGOT

Hevecmu (21/1000 - <1/100) INToBumenu nuBa Ha LDH, ankannara
docdaraza u SGPT, kakto 1 Ha cepyMHUS
KpeaTHHHH

Hapaussanus u ompassnus
Yecmu (=1/100 - <1/10) Xunotepmust

HOCTMapKCTI/IHFOB OIINT:

Hanuuun ca peakd cboOwieHMs 3a alepruuHd peakiMd Karto OOpHB, YPTHKapHs, CbpOesk,
OponxocnaszbM, aHAQUIAKTHYHH HiIKM aHAQUIAKTOMIHM PEAKIIHHL.

IlocTMapkeTHHroBUTE CHLOOIIEHHS COYAT, 4e ymorpebara Ha ceBoTypaH ce CBbP3Ba C I'bpHOBE.
BoNuMHCTBOTO ciiyyam ca mpH Jelia U Bb3pacTHH B MJIa[la BB3PacT MOBEYETO OT KOHTO HSMAT
aHamHe3a 3a rbpuoBe. IIpu HAKONKO OT chOOINEHHUSTA HIMA CHITBTCTBALLO JICYCHHUE, a MOHE eIUH
cly4ail e noTBbpieH ¢ enektpoenuedanorpadus (EE). Benpeku ye B noBeuero ciaydau ca
€IMHUYHH I'bPYOBE, KOUTO OT3BYYaBaT CIIOHTAHHO MJIM CJIEJl JIEYEHHE, ChHIIO ca ChOOIIEHH ClIyYau
Ha MHOXXECTBEHH Ibp4YoBe. ['bpuyOBE HACTBNBAT IO BpeMe KIM CKOPO Cield BHBEXIAHE Ha
ceBoduIypaH, o BpeMe Ha M3JIM3aHe M M0 BpeMe Ha MOCTONEPATHBHOTO BBE3CTAHOBABAHE 10 OKOJIO
JIeH Clie/l aHeCTE3UATA.

4.9. llpeno3npane

CuMOTOMMTE Ha Npeao3HpaHe BKIIOYBAT pecCnHUpaTopHaTa AenpeCus W LMpPKYJaTopHaTa
HEJOCTATBYHOCT.

Tpsbpa na ce mpekbCHe MOABAHETO Ha CeBOQUTypaH W Jia Ce 3aM0YHAT NOAIbPKAIM MEPKH: [a ce
OCHUIypAT CBOOOIHHM AMXaTeJHWTe NbTHINA HA MAalKMeHTa, Ja Ce 3alO4HEe acMCTUpPaHa WM
KOHTPO/IMPaHa BEHTHIALMA ¢ YHUCT KHCIOPOL H Aa Ce MONAbpKa cTabWiIHA ChPAeYHO-CHIOBA
hyHKIIHS,

5. DPAPMAKOJIOT'MTYHHU CBOMCTBA

5.1. ®apmakoAMHAMHYHH CBOHCTBA

DapmakoTepaneBTHYHA IpyIia: aHECTETHIIM, OOIIH; XATOTEHUPAHH XHIPOKApPOOHH.
ATC xoa: N 01 AB 08



CeBodunypaH e XanoreHMpaH METH/ M30TIPOTIHI €TCp MHXATAlMOHEH aHEeCTETHK, KOMTO BOAM 1O
Obp30 BbBEXJaHE M BBH3CTAHOBSBaHE OT obwa adectesms. MAK (MMHHMMAJTHAaTa ajiBeoNlapHa
KOHUEHTPALHs) Ce IIPOMEHS ¢ Bh3PACTTA HA MALMEHTa (BUXK TOUKA 4.2).

CeBodnypan Boau 1o 3aryba Ha Ch3HAHMe, OGPaTHMO npemaxBaHe Ha 0o0JIKaTa W MOTOpHATa
AKTHBHOCT, HAMA/IABAHC HA ABTOHOMHMTE PeieKcH, AMXATeTHA H ChPAEYHO-CHIOBA NEMPECHS.
Te3n edextu ca 1030-3aBUCHMMU.

CeBouiypa HMa HHCBK KOe(UIMEHT Ha pasiensiHe kpbe/ras (0.65) Bomem mo GBp30
Bb3CTAHOBSIBAHE OT QHECTE3UATA.

CbpaevHo-chioBY _edeKTH: ceBodulypaH MOXe fAa AOBEAE O CBBP3aHO ¢ KOHLICHTPAIUATA
HamajiiBaHe Ha apTepUaHOTO HansaraHe. CeBogulypaH BOIHM IO CEHCUOWIM3MpaHe Ha MHOKapja
KbM apUTMOFeHHHSl €(pEeKT Ha eK30TEHHO NpuiokeH enuHedpuH. ToBa CeHCHOUNM3HpaHe €
No1I06HO Ha TOBA NPUYMHSIBAHO OT H30(TypaHa.

5.2 PapmakoknHeTHYHH CBOHCTBA

Huckara pastBopuMOCT Ha ceBOGuypaH B KpPbBTa M ThKAHHTE BOAM 40 GBP30 AOCTHIAHE Ha
AOCTaThY4Ha a/lBEONIAPHA KOHUEHTPALMs 332 BBBEXIAHE B AHECTE3Hd M MOCHEABAIO ObP30
CIIMMUHHUPAHE NPH NIPEKbCBAHE HA AHECTE3UATA.

Ipu uosexa < 5% ot abcopGupanus ceoduypan ce MeTaboNM3Upa B uYepHHS apob mo
hexafluorisopropanol (HFIP) ¢ otaensiHe Ha HeopranuueH (ayopHa M BbIIEpOIeH JIBYOKUC (WITH
CIIMH BBINICPOACH (parmenT). Bennbx nomyuen, HFIP Gbp30 ce KOHIOTHpa C IIIOKOPOHOBATA
KHCEJIMHA U C€ €JIMMHHMPA KaTO METabOJIUT C ypHHATA.

bbp30TO M ekcTeH3MBHO Geoapo0HO enMMHHUpaHe Ha ceBOQUIypaH HaMaldBa KOJTHYECTBOTO,
nojnexawo Ha Mertabonusupane. MeTaGonu3sMbT Ha CeBoUlypaH HE ce€ HHAyLMpa OT
H6apOutyparu.

5.3 IlpeaxTMHUYHE TaHHH 32 G€30NACHOCT

HeximunvnnTte nanHW 32 TOKCHYHOCT MPH €JHOKPATHO M MHOTOKPATHO A03MpaHe Ha ceBodypaH
He MOKa3Bar creLupruYHa OpraHHa TOKCHYHOCT.

PenponykrusHu poyuBaHus: Npoy4BaHUs BbPXY (PepTHIMTETA NIPH ILTBXOBE CJIE] MHOTOKPATHO
eKCTIOHMPaHe HA AHECTETHUYHM JIO3H NI0KA3BaT HAMAJIABAHE HA UMILIAHTHPAHETO M YECTOTAaTa Ha
OpEeMEeHHOCTHTE.

ITpoyuBaHHMsTa 32 TOKCHYHOCT Ha Pa3BUTHETO MPOBEXKIAHM C ILTBXOBE U 3aiiLiy HE MOKA3BaT
HKaKbB TeparoreHeH epekT. Ilpu cybaHecTeTHYHH KOHLIEHTPALIMHE 110 BPEME HA NIEPUHATATHATA
(ba3za nIpXOBeTE MOKA3BaT YABDKABAHE HA TeCTaLUATA.

ExcTeHsMBHY in-vitro M in-vivo IIpoy4BaHHA 32 MyTareHHOCT ChC ceBOGUTYpaH 1aBaT HEraTUBHH
pe3yJTari.
He ca nposexnaHy NpoyyBaHus 3a KapIHHOTEHHOCT.

Edexrn BbpXy umpkynatopHata GYHKUHS H KOHCyMALMATA HA KHUCJIOPOA: pE3yJiTaTHTe OT
NpoyuBaHUs MPOBE/ICHH C KyYeTa MOKA3BaT, Ye ceBO(IypaH HE BOIH IO CHHAPOM Ha KOPOHAPHO
OTHEMaHe M HE eKk3alepbupa npeiecTBalia MHOKapAHA UCXeMHs. [IpoyuBaHMATA C KUBOTHH
MOKa3Bar, 4Ye 4epHoApoOHaTa 1 6B0petHa IUpKyIauus ce NomIbpxka qoope ¢be ceBoduIypaH.

CeBoduypan NoHIKaBa CKOPOCTTa Ha METaGONH3bM Ha KUCIOpoA B Mo3bka (CMRO,) o HaunH
aHanoru4yed ¢ HabmonaBaHus ¢ uzoduypan. Ilpu koHueHTpaumu Oausku 10 2.0 MAK ce
Habmozapa npubau3uTesHo 50% namanenue Ha CMRO,. [IpoyuBaHHs C KMBOTHH IOKAa3BarT, ye
ceBoduiypaH HAMA 3HAYMM e(eKT O OTHOIUEHHE HA MO3BYHOTO KPhBOOOPBILEHHE.



Edextn Ha ceBoduypan BBpxy uenrpatnara HEPBHA CHMCTEMa: MpPH >XUBOTHH, ceBOypaH
3HAUMMO NOTHCKA elekTpoeHuedanorpagekara (EET) akTHBHOCT CPaBHHMO C eKBHIIOTEHTHH
Ao3u u30¢aypaH. HaMa 1aHHM 3a Bpb3KaTa Ha ceBodurypaH ¢ enmrenTdOpMeHaTa aKTHBHOCT NO
BPEME Ha HOPMOKAITHUS WM XMNOKAMHHUA. 3a pasiuka oT eH(JIypaH, ONUTHTE 33 YCTAHOBABAHE
Ha repuononobsa EEI" akTMBHOCT 1o Bpeme Ha XMIOKAIHHS ¢ PUTMHYHH CILyXOBH Jpa3HUTENM
JaBaT OTPULIATENEH PE3yIITaT.

CheluHeHre A: CheMHEHHE A e JlerpaqalioHeH MPONYKT Ha ceBoutypaH, KoiTO ce o6pasyBa B
CO,-abcopbepute. Herobara KOHLEHTpauus HOPMAlHO Ce YBeJIHYaBa IIPH TIOBHILABAHE HA

TeMnepatypata Ha abcopGepa, Ha KOHLEHTPALMATA Ha CeBO(AYpaH M NpH HamajisBaHe Ha
CKOPOCTTA Ha MPUTOK Ha CBEX I'a3.

ITpoyuBauusi npoBeaeHu ¢ NILXOBE M0KA3BAT 3aBUCHMA OT JI034TA M OT POJbIKUTENHOCTTA Ha
CKCTIO3UIMS, 00paTHMa He(PPOTOKCHYHOCT (¢AMHMYHM KJIETHYHHM HEKPO3M HAa MPOKCHMATHHTE
TyOynHn kietku). IIpu MIbXOBe AaHHM 3a He(POTOKCHHMHOCT MOFaT Aa ce OTKpPHAT Clleq
eKcnosuius Ha 25-50 ppm 3a 6 1 12 yaca. 3HadeHHETO NPH XOPa He € H3BECTHO.

Ilpu KJIMHWYHH IPOYYBaHMs Hal-BUCOKATA KOHIIEHTPALHS Ha CheUHEHHE A (m3nom3Baiiku soda
lime kato CO, aGcopOeHT B MKbAa) € 15 ppm npu Aeta u 32 ppm Npy BH3PACTHH. ITpu cucremu
usnossBaily barium lime kato CO, aGcopGeHTH ca OTKPUTH KOHIEHTpamuu 1o 61 ppm.
Bbnpeku, 4e ONMTBT ¢ aHECTe3Ms C HHCBHK TOTOK € OrpaHMYeH IIOHACTOALUEM HSAMA JaHHH 33
OBOpevHO YBpPEKAAHE OT CheJUHEHHE A.

6. PAPMALIEBTUYHA TAHHU

6.1. IloMomHu BewecTa

Hsama.

6.2. HecbBMecTHMOCTH

B xinHM4HUTE OTAenenus, ceBodTypaH MOXe Na Ce pasrpaad U 1a [a JOBeJe [0 HHCKH HHBA HA
cvennHeHne A [pentafluoroisopropenyl fluoromethyl ether (PIFE)] u cneau oT cheaumHeHue B
[pentafluoromethoxy isopropenyl fluoromethyl ether (PMFE)], korato e B IHpeKTeH KOHTAaKT ¢
CO, abeopGentu (Soda lime u barium hydroxide lime). Bzaumoneiicteuero ¢ CO, abcopGeHTH He
€ CIMHCTBEHO IO poAa cu 3a ceBodmypaH. OOpa3syBaHeTO Ha NerpajalHOHHM TPOAYKTH B
AHECTE3HOJIOTMYHHUS KPbI' € Pe3YJITaT Ha eKCTPaKLHs Ha KUCESMHHHS NMPOTOH B PHCHCTBHETO HA
cunHa 6asa (kanues xuapoxcun (KOH) w/unu Harpues xunpokcun (NaOH)) u ot ceBodmypan ce
obpasyBa ankeH (cbeauHeHMe A). Korato ce M3non3BaT 3aTBOPEHM CHCTEMH 3a JMIIAHE HE €
HeoOX0IMMa NIPOMSAHA Ha JI03aTa MITH ITBK IPOMSIHA B KJIMHMYHATA TIPaKTHKA.

Bucokure HUBa Ha CheMHeHHE A Ce MOJy4aBaT KOTaTo ce M3mon3sar barium hydroxide lime ,
BMecTO soda lime.

6.3. Cpok Ha roguocT

2 roauHwy.

6.4. CnenmnajiHy yC/IOBHSI HA CHbXPAHEHHE

To3u JICKapCTBCH NMPOAYKT HE U3UCKBA CIICHHAIHU YCIOBUSA HA ChbXpaHEHHUC.

6.5. /lanHH 32 OMAKOBKATA



AnymunueBy GyTusiku ot 250 ml, YIVIATHEHM C BBTPEHIHO JIAKOBO MOKPUTHE OT eMOKcH(BEHONHA

CMOJIa M INAaCTMACOBW 3allylIaJKH Ha BUHT C NOIUTETPadIypOeTHICHOB (PTFE) namunar ot
BBTPEUIHATA CTPaHa.

bpoii B onakoska: 6 GyTHiKy.

He Benuky BroB onmakoBku Morar na 6s1aT mycHaTH B npojaxoa.

6.6 Cnennannu npeanasHH MepKH NPH H3XBLPIIAHE H paGora

CeBoduypan Tps6ea fa ce npunara upes M3MIApUTE, CIICLIMATHO KanuOpupaH 3a ceBoduiypaH, KaTo
CC M3IONI3BA KIIOUOBA HAMbJIBAIA CHCTeMa MpeJHA3HAYeHa 3a creuu(UYHHTE M3NAPHTENM HA
CeBO(UIypaH WM ApYrH MOAXOMAWM 33 CHeLU(pHIHMTE W3NapUTeH ITbIHeWH cucteMH. Camo

M3NapHTE/IH MOKa3aju, e Ca CbBMECTHMH C TO3M JIEKAPCTBEH MPOAYKT TpsAOBa [a ce M3MOM3BAT 3a
NIPUIIOKECHHE.

Otkputo e, ue ceBodiypaH MOANEk M Ha Aerpajalys B (PUCHCTBUETO HA CHVIHH KHCEIMHH Ha
Lewis, kouTo morar ga ce oOpasyBaT HA METaIHH WIM CTHKICHH HOBBPXHOCTH NPH H3BbHPENHH
ycnosust. Tpsabsa na ce mbsara ymotpeGara Ha H3MapHTENH, KOMTO ChABPKAT TaKHBa CHJIHH
KMCEINHHU Ha Lewis, WM TaKMBa KOUTO MOTAT A ' 00pasyBaT NMpH HOPMAITHH YCJIOBHS Ha ynoTpeba.

He Tpsbsa na ce mnossomsra uscymiaBadero Ha CO, abcopbeHTHTE, KOraro ce H3IOI3BAT
MHXIAlIMOHHM aHecTeTHLH. AKo ce nmofosupa, ye CO, abcopbentute ca U3CYLIEHH, Te TpaOBa Ja
Obaar 3aMeHeHH.
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