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Doc k§ huéng dan st dung trwde khi ding. Nen can thém thong tin, xin hoiy kién bac st
Thu6c nay chi dung theo don cla bac si.

MO TA VA THANH PHAN

Sevofluran la chét l6ng bay hoi, khong chéay, mui dé chiu. La 1,1,1,3,3,3- hexafluoro-2- fluoromethoxypropane, c6 cdu tric

cdu tao nhu sau:

FHF
I |
F-d-cjc|f
FoF

|
ch 2f

Mot sé hdng sé vatly cha sevofluran nhu sau:

Phan ti lvong:

Diém s0i & 760 mm Hg:

Chiso khic xan

Trong lvong riéng 6 20°C:

Ap sudthoi

SEVORANE®
Sevofiluran

Dwogc chdtldng nguyén chdtdung dé hit

200,05

58,6°c

12740 r 1,ZI0U

Nhiet do (°C)
20
25

36

HEss phan chia 0 37°

Nuédce/ khi:
M au/ khi:
Dau oliu/ khi:

1,520 - 1,525

mm Hyg
157
197
317
0,36
0,63 -0,69
47,2-53,9

Hé s6 phan chia trung binh & 25°C: phan hop thanh /khi

Day didn cao su:
Cao su butyl:
Polyvinylchloride:
Polyethylene:

14,0
7,7
17,4
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Do tinh khiét theo sdc ky khi: > 99,975%

Khong chay

CHIDINH

Sevofluran dwogc chi dinh trong khdimé va duy trimé khiphdu thudt bénh nhan noitrd va ngoaitri, cd & nguoilon va tré

em.

LIEU LUONG VA CACH

Tién mé duvoc chon tuy theo trang thai

cholinergic.

Gay mé phau thuat

DUNG

cla thng ngudi bénh va theo y cla nguoi gay mé. Thuong diung thudc khéang

Nén dang nh¥ng binh béc hoi dugc chudn hod déc biét cho sevotluran dé ndng d¢ thubc cung cdp dwogc kiém tra chinh xéc.

Giad UiMAC (ndng do téithiéu trong phé nang) clia sevofluran gidm theo tudiva giam néu thém N 20. Bang dudi day chira
gid tri trung binh cia M AC cho cdc nhém tudi khdc nhau:

Tubi bénh nhan (nam)

0 - 1théang*
1-< 6 thang
6 thang - 3 ndm
3-12
25
40
60
80

Giad tri M AC 6 cac bénh nhan nguoilén va tré em theo nhém tufi:

Sevofluran trong oxy

3.3%
3,0%
2,8%
2,5%
2,6%
2,1%
1,7%
1.4%

Sevofluran
trong 65% N 20/35°/002*

2,096**

1,4%
1.1%
0,9%
0,7%

* Tré so sinh ¢6 tudithai dd thang. Khong xac dinh dugc M AC & tré sinh non thiu thang.

** 0 bénh nhi 1-< 3 tudi, ding 60% N20/40% 02.



Khéimé

LiBu luong phaituy thudc tbng ngudibénh va chudn do dé dattdc dung mong mudn tuy theo tuditdc va tinh trang lam sang.
Tiép theo hit sevofluran c6 thé tiém tinh mach mot barbiturat tdc dung ngédn hodc mot thudc khéi meé tinh mach khéc. Khoi
meé bdng sevofluran c6 thé dat dwoc trong oxy hodc trong hén hop oxy - N 20. Nguoilén hitndng do sevofluran téi 5% thi
theong dat dugc do mé c6 thé phdu thuat duoc wong vong du6i 2 phat. 0 tré em néu hitndng do sevofluran téi 7% thicé
thé dat duo'c do6 mé c6 thé phadu thuat duvogc trong vong dw6i 2 phat. Neu dé khoi mé & nguoi bénh khdong duogc tien mé, cé

thé hitsevofluran t6indng do 8% .

Duy tri mé

Do mé cho phiu thuat cé thé duy ¢ ivéindng do sevoiluran 60,5 -3% c¢6 hodc khdong co6 kem N 20.

Hoitinh

Thoigian tinh lai theong ngédn sau khi gay mé béng Sevoturan. Vi vay, nguoibénh c6 thé yéu cau cdc bién phap giam dau

sém sau khiphdu thuat.
Nguoi cao tudi
M AC gidm theo sy téng cla do tuéi. Nong do trung binh cla sevofluran dé datduogc M AC & bénh nhéan 80 tudi bdng khoéang

50% nong d6 yéu cdu cho bénh nhan 20 tudi.
Bénh nhan nhi

Xin xem bang gid tri M AC cho bénh nhan nhitheo do tudi ¢ trén.

CHONG CHIDINH

Khong dung & nguoi degc biét 1a méan cam véisevofluran va cdc thubc gay mé duong ho hdp khadc c6 chira halogen (vi du:
tign st réiloan chtc nang gan, s6t hodc tAng bach cdu khong rd nguyén nhan sau khigay mé badng mottrong cac thudc nay).
Sevofluran cling chdng chidinh & nguoi da biéthodc nghingo'cod nhay cam do ditruyén véich®ng sét cao ac tinh.

Sevofluran chdng chidinh ¢ bénh nhan duvoc chdng chidinh gay mé toan than.

CANH BAO VA THAN TRONG

Sevofluran c6 thé gdy suy hd hédp, tinh trang c6 thé gia tdng do thubc tién mé hodc cac tAc nhan gay suy hd hdp. Phai kiém
sodt ho hap va hd tro néu can thiét.

Chinh¥ng nhan vién dvoc dao tao mdi duogc st dung sevofluran d6 gay mé toan than, can phaicod ngay phuong tién dé duy
triduoug thd, ho hdp nhan tao, cung cdp oxy, hdoi phuc tuan hoan.

Phai biét chinh xdc nong do sevofluran dwoc cung cdp tlr binh bdc hoi. Do cac thudc mé dwong hdo hdp khdc nhau vé dédc
tinh vat ly, chicac binh béc hoichuyén dung cho sevoiluran m¢&i duvoc st dung. Phuong phap gady mé phai duoc ca thé hda
dya trén ddp ¢ng cla bénh nhan.

Ha huyét ap va Gc ché ho hdp ting Ién khi gdy mé sau.

S0t cao ac tinh

O mot s6 nguodi man cam, céc thudc gay mé duong hit manh, bao gdm sevoiluran, c6 thé gay ra ting chuyén héa o co
xewong, ddn téiting cao nhu cdu oxy va hoichtng Iam sang dwoc biét la sét cao 4c tinh. Hoichtng Iam sang biéu hién nhu
tdng cachon di-6-xitmau, va c6 thé bao gom ca co c¢ng co, nhip tim nhanh, thé’'nhanh, tim tai, loan nhip tim, va/hodc huyét
ap khdng 6n dinh. Mot s6 biéu hién khong dac hiéu cling c6 thé xudt hién trong khi gdy mé nhu thiéu o-xy trong mo, ting
cachon di-0-xit mau batthuong va gidm luu luogng mau.

Trong cdc thé nghiém Iam sang, dd c6 bao cdo vé L trwong hop st cao ac tinh. Theo ddi hau mdiclng dd c6d cac bdo cao vé
s6t cao dc tinh, trong d6 mot s6 trudng hop th vong.

Cach diéu trj s6tcao ac tinh gom: loai bd chadt gdy phdn G¢ng (vi du sevotluran), tiém tinh mach natri dantrolene (tham khédo
thong tin ké toa cGa thufc tiém tinh mach natri dantrolence dé c6 thém théong tin), didu @i hoé tro. Didu trinay bao gom né
lyc duanhiét do co thé vé binh thuong, hd tro ho hédp va tudn hoan nhe dugc chidinh, va xt Iy cdc réiloan thang b&ng kiém
toan bdtthuong bdng cdc dung dich dién gidi. Suy than c6 thé xudt hién cham hon, va néu c6 thé, nén theo ddiva duy tri lvu

ltgng nwdc tiéu.

Tang Kali mau trong giai doan tru¢c va sau phau thuat

St dung thuéc gay mé duong hitco lién quan dén mot s6 hiém trwong hop téng kali méau din dén loan nhip tim va tk vong &
bénh nhitrong giai doan hau phdu. Bénh nhan ti€m &n hay dang mac bénh than kinh co, ddc biétla loan dudng co Duchenne
dé& c6 nguy co'hitdng kaliméu hon. St dung ddong thoisuccinylcholin c6 lién quan dén hau hét, nhung khong phai tdt ca cac
treong hop trén. Nhi¥ng bénh nhan nay cing bj tdng rd rétndng do creatinin kinase trong huyét thanh, va & mdt sé trwdong
hop, c6 thay dd6ituong ¢ng trong nwéc tiéu véichténg myoglobin niéu. M d&c dd c6 biéu hién tvong ty nhu chténg st cao ac
tinh, nhwng khong bénh nhan nao ¢6 ddu hiéu va triu chtng cing co hodc tinh trang tdng chuyén hdéa. Khuyén nén didu tri
can thiép sém va tich cwc ching tdng kali huyét va chdng loan nhip, cing nhu danh gid sau d6 doi voi bénh than kinh co

tiém dn.

Dd nhan dugc cac bdo cdo don I1é¢ vé kéo dai khoang Q T, rdt hiém khi lién quan t6i xodn dinh (trong mot s6 trudong hop

ngoailé, th vong). Hét stc than trong khi st dung sevoiluran cho bénh nhan nhay cam.

D4 co cdc bdo cédo don & vé loan nhip th&t & bénh nhan nhimdé&c bénh Pompe.
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can hétstkc than trong khi dung thudc mé dwong toan than, bao gom ca sevofluran cho bénh nhan cé réiloan ty lap thé.

Bénh gan
R4t it treong hop réi loan chéc ndng gan nhe, vira va ndng hodc viém gan sau phdu thudt co kém hodc khdong c6 vang da

dwoc bdo cdo Yong qud trinh lvuu hanh thudc trén thjtruong.

Can tién hanh danh gid lam sang khi st dung sevoiluran trén nh¥ng bénh nhan c6 vdn dé vé gan hodc diéu trivdicac thudc
dvoc biét dén la gay ra réiloan chitc ndng gan (xem TAC DUNG KHONG MONG MUON).

D4 c6 bdo cdo vé sw phoinhiém truéc dé véi cac thubc gay mé hydrocarbon halogen, bao gom sevofluran véi khoang thoi

gian ngdn gita hailan c6 thé lam tidng nguy co tén thvong gan.
Chung

Trong khiduy trimé néu tding ndong do sevofluran sé lam gidm huyét dp phu thudc vao lieu dung. Su gidm huyét ap qua mbc
c6 thé c6 lién quan téi do sau cha gay mé, khi dé, c6 thé nang huyét 4p Ién bdng cach lam giam ndng do sevofluran hit vao.
Phaicod bién phadp chdm séc ddc biét khi chon ligu cho nhing bénh nhéan bj gidam thé tich tudan hoan, ha huyét dp, hodc diéu

hoa huyét dong cho bénh nhan... dua trén viéc st dung cung cac thudc khac.

Cing nhv v6oitdtca cac thubc gady mé, duy 1 huyét dong 6n dinh la quan trong dé tranh nhdimau co tim cho cdc bénh nhén
bibénh mach vanh.

Than trong quan sat khi s dung sevoiluran trong gady mé sadn khoa do c6 tdc dung lam gidn co td cung c6 thé lam tdng nguy
co xubthuyéttd cung (xem muc KHA NANG SINH SAN,PHU NU CO THAIVA CHO CON BU).

Sy hdiphuc sau khi gdy mé toan than nén duvogc danh gia than trong, twdéc khichuyén bénh nhan khoiphong hdistc. GAay

é
mé bdng sevofluran tédc dd hodi tinh nhanh vi vay ¢6 thé cdn cdc bién phéap hd tro gidam dau sau phau thuat.
M dc du bénh nhéan thudong tinh tré lai sau vai phait khi gay mé bdng Sevofluran, &nh hudng cla thudc lén hoat dong tri 6¢
trong 2-3 ngay sau khi gdy mé chua duvogc nghién cu. Clng nhu v6oicac thudc gdy mé khéac, cac thay ddinho vé tinh khi co
thé tdon tai trong vai ngay sau khi gay mé (xem muc TAC DONG LEN KHA NANG LAI XE VA VAN HANH MAY
M OC) Sy hditinh nhanh Otré em c6 thé lign quan dén viéc kich dong va khong hop tdc (khodng 25% trudng hop).

Thay thé chat hap thu C02bi kho

Dad c6 mot so truong hop hiém gdp veé hién twong néng qua mdac, khoi va/hodc ty chay wvong maday gay mé khi dung
sevofluran véichdt hdp thu CO0 2bi kho, ddac biét nhidng chdt chta kali hydroxyd. Viéc cham nang hodc viéc gidm mot cach
b4t thvong ndng do Sevoiluran hit vao so véi chuong hinh may mé dd dat c6 thé lién quan téi viéc lam ndong qua moc
budng hdp thu C 0 2.

Phan G¢ng téa nhiét, sy gia tdng qua trinh giang héa cla Sevoiluran va sy tao thanh cac sadn phdm gidng hda xdy ra khichdt
hap thu C02bijkhd, chdng han nhu do c6 dong khi khoé di qua budng hédp thy CO2motthoi gian dai. Nguoita da thdy cac
san phdm gidng hoa cta sevofluran (Methanol, formaldehyd, carbon monoxyd va cdc hop chédt gidng hda A, B, ¢ va D)
trong vong kin cia may gay mé thuc nghiém khist dung chdthédp thu C02kho vandong do sevofluran tdida (8% ) trong thoi
gian dai (> 2 giv). Nong do formaldehyd do duoc trong gady mé vong kin (s¢ dung chdt hdp thu c6 chta nali hydroxyd)
tvong Gng véindng do c6 thé gdy kich G¢ng hdo hdp nhe. Chva biét cdc chdt giang héa thdy duoc trong mo hinh thinghiém
nay c6 lién quan nhv thé nao trén lam sang.

Khibdc singhingo chdt hdp thu CO02bijkhd, phaithay ching ngay trudc khi dung sevofluran. Chithi mau cla hau hét cac
chdt hdp thu CO02khong phan dnh duoc mGc do kho, do d6 khdong dwoc két luan la chathdp thy CO02khdng bikho khikhdng
thdy c6 sy d6imau. Phadithuong xuyén thay thé dinh ky chdt hfp thy C02du mau clda ching c6 thay ddi hay khong.

Suy than
Do c6 it bénh nhan suy than (ndong do creatinin huyét thanh ban dau > 1,5 mg/dL) dwoc nghién cGu, do an toan cla

sevofluran ¥ én nhdm bénh nhan nay chva duogc xdc lap. Vivay, can than trong khi st dung sevofluran & bénh nhan suy than.

Phdu thuat than kinh va suy yéu than kinh CO'
O nhitng bénh nhan c6 nguy co téng ap leuc ndiso (ICP), can than trong khi st dung sevofluran kéthop véibién phéap co hoc

dé gidm adp lycngiso (nhv tdng thong khi).

Dong kinh

Rat ittruong hop dong kinh c6 lién quan dén st dung sevofluran duogc bdo cdo.

St dung sevofluran c6 lién quan dén xudt hién cac con co gidt & tré em, thanh thiéu nién cling gidng nhuy nguoicao tudi co
va khdong c6 yéu td nguy co. Trudc khidung sevofluran cho cdc bénh nhan c6 nguy co co giatthiviéc danh gid lam sang la
can thiét. Nén han ché gady mé sau 6 tré em. EEG c¢6 thé cho phép tdi vu hda lieu sevofluran va giGp tranh sy gia tdng con co

gidt @ bénh nhéan ¢c6 khuynh hudng co giat.

Tré em

Viégc st dung sevofluran c6 lién quan dén cdc con co giat. Nhiéu trudong hop dd xay ra ¢ thanh thiéu nién va vé em tlr 2 thdng
tuditrg Ién, hadu héttrong s6 nay khong mang yéu t6 nguy co. Trudc khidung sevoiluran, cadn tién hanh danh gid 1am sang &
bénh nhan ¢c6 nguy co co giat.

RGiloan treong lyc van dong & tré em da dvoc quan satthdy (xem muc TAC DUNG KHONG MONG MUOGN).

Nhing than trong dac biét khis dung



St dung cdc binh béc hoi dic biét c6 chia do danh riéng cho sevofluran c6 thiét ké hé théng “phéu dé thudc“ (“key filling")

thiét ké riéng cho binh bdc hoi sevofluran hodc cac hé thong bdc ho'ituong ty danh cho sevofluran.

Ch&t hdp thu carbon dioxyd khong dugc dé khd khi st dung binh béc hoi. Mot vai thubc gdy mé ho hdp nhom halogen da
dwoc bao cdo c¢6 twong tac voi chdt hdp phu carbon dioxyd khd tao thanh carbon monoxyd. Tuy nhién, dé giam thdp nhdt
nguy co tao thanh carbon monoxyd trong vong kin cta may thé va khd ndng tding ndong do carboxyhemoglobin, chdt hdp phu
CO02phaikhong dvoc lam kho. Da cé mot sé truong hop hiém gdp veé hién tuong néng quad mGc, khdiva ty chay trong may
gady mé khidung sevofluran véoichat hdp thu CO2bikho. Néunghingd chdthdp thu C 0 2bjikhd, nén thay ching ngay.

Bat ky thanh phan nao cta thudc chua dwoc st dung hodc chdtthdinén duocx Iy ddng theo quy dinh.

TVUONG TAC THUOC
Cédn trong khi st dung cdc thudc kich thich than kinh giao cam beta nhu isoprenalin va cac thudc kich thich giao cam ca

alpha 1an beta nhv adrenalin va noradrenalin trong khi st dung thudc gay mé isofluran, do nguy co nhip nhanh thét.

Cac thuéc G¢c ché M AO khong chon loc: nguy co con cép trong khi phdu thuat. Néi chung, khuyén cdo nglng didu tri céc

thudc nay trudc khi phdu thudt 2 tudn.

Sevoiluran c6 thé lam giam huyét dp dadng ké & bénh nhan dang didu tri voi cdc thudc chen calci, ddc biét 1a cdc dan xudt
dihydropyridin.

Ca&n trong khi st dung ddng thoicac thubc chen calci voicac thudc gdy mé ho hdp do cédc thudc nay cung c6 tdc dung khong

t6t dén co thét co tim.

St dung dong thoisuccinylcholin véi cdc thudc gay mé ho hdp ¢ lién quan téi sy ting hiém c6 ndong do kali huyét thanh,

dan téiloan nhip tim va td vong cho bénh nhitrong thoi gian hau phau.

Sevofluran dwoc ché¢ng minh la an toan va hiéu qua khi st dung dong thoi véi nhidu loai thudc thuong dung trong cdc cudc
phédu thudt nhu cdc thudc tac dung Ién hé than kinh trung vong, thudc tac dung trén hé than kinh ty chd, thudc gidn co xvong,
khang sinh bao gém nhom aminoglycosid, hormon va cdc chdt thay thé téng hop, cdc ché phdm t¥r mau va cdc thudc tim
mach, bao gom epinephrin.

Epinephrin/Adrenalin

Sevofluran tuong ty isofluran cling lam cho co tim nhay cdm véitdc dung géy loan nhip clGa adrenalin ngoai sinh.

Thudc kich thich than kinh giao cam gian tiép

St dung dong thoisevoiluran va cac chdt kich thich than kinh giao cdm gian tiép (amphetamin, ephedrin) ¢c6d nguy co gay tdang
huyét ap cdp tinh.

Thudc Gc ché beta giao cam

Sevofluran c6 thé lam tang tdc dung tinh co bép, tinh tw ddéng, tinh dan truydn &m tinh cda thudc chen beta (bdng viéc Gc ché

co ché bu trr co tim).
Verapamil

Khist dung ddng thoi verapamil va sevofluran da quan satthdy sy gidm tinh dan truyé&n nhithdt.

Barbiturat

Sevofluran tvong thich véi barbituratnén dwo'c s dung phd bién trong phéu thuat.

Benzodiazepin va opioid

Cac thubc nhom benzodiazepin va opioid dwoc cho la c6 thé lam gidm ndong do t6i thiéu trong phé nang (M AC) cla

sevofluran theo co ché twong ty nhu véicdc thudc gdy mé duong ho hap khac. Sevofluran tvuong thich véibenzodiazepin va

nhém opioid nén dugc st dung phé bién trong phau thuét.

Cac opioid nhuv alfetanil va sufetail khi kéthop véisevofluran co thé lam giam cd nhip tim, huyét ap va nhip tho.

Cac chatgay cam tng enzyme CYP2E1

Cac ché phdm thubc va cac chdt lam tdng hoat tinh cla isoenzym CYP2ELl cytochrom P450, nhv isoniazid va regu, co thé

lam tdng chuyén héa sevofluran déan dén sy gia tang dang ké ndng do florid trong huyéttuvong. S& dung két hop sevofluran
va isoniazid ¢6 khd ndng lam tdng doc tinh trén gan cla isoniazid.

StJohn’s Wort

O céc bénh nhéan didu tri dai ngay v6i St John's Wort da c6 truong hop duogc bado cdo ha huyét 4p ndng va kéo daithoigian
tinh mé sau khigay mé b&ng thuéc mé dan chédthalogen dudng hit.

Nito oxyd

Nhu céc thudc mé khac la dan xudt halogen dé bay hoi, MAC clia sevofluran giam khi ding két hop voi nito oxid. Gia tri
MAC gidm x&p Xi 50% & nguoi 16n va xap xi 25% & bénh nhi.

Cac thudc phong bé than kinh - co



Giong nhu cac thudc gay mé duong ho hdp khac, sevofluran anh hudng dén cuong do va thoi gian phong bé than kinh - co
cia cdc thudc lam mém co khong kho cwc. Khi dung b6 sung thudc gady mé alfentanil-N20, sevofluran lam tang kha ndng
phong bé than kinh - co cla cac thudc nhu vecuronium, pancuronium hodc atracurium . Viéc didu chinh lieu lvong cdc thudc
gidn co khi dung véi sevoiluran tuong tv nhw véi isofluran. Hiéu qua cGa sevofluran trén succinylcholin va thoi gian kho

cuc phong bé than kinh - co chuva dvoc nghién ctu.

Viégc giam lidu dung cla cdc thudc phong bé than kinh - co trong qua trinh gdy mé c6 thé lam cham qua trinh dat dén diéu
kién thich hop dé ddtndi khi quan hodc khdng du gidn co bditdc dung quan sat duoc cla cac thudc gidn co 1a mot vai phat

sau khi b&t dau dung sevotluran.

Trong s6 nhing thudc kh& cwc, tuong tac cla cdc thudc vecuronium, pancuronium va atracurium dd duogc nghién ctu. Khi
khong c6 huéng dan cu thé: (1) dé datnodi khiquan, khong gidm lidu cdc thuéc gidn co khong kh cuc; (2) trong qua Finh
duy tri gy mé, lidu thudc gidn co khong kh& cuc c6 thé dugc gidam so voikhi gay mé bdng N20/opioid. Viéc tang thém liéu

thudc gidn co nén dwoc dva trén cdc dap ¢ng khi kich thich than kinh.

Cling nhu cac thudc khéac, c6 thé dung nhing ndong do sevofluran thdp hon sau khi ding modt thudc mé dudng tinh mach

(nhu propofol).

Nong do florid rong huyéttuvong gia tdng dang ké khitdng hoattinh cia CYP2EL.
KHA NANG SINH SAN,PHU NU CO THAIVA CHO CON BU

Phan loai nguy co trén thai thugc nhom B

Thoi ky mang thai

Sevofluran c6 tdc dung lam gidn co t¢ cung, c6 thé lam tdng xudt huyét tk cung d&d duoc bao cdo trong motnghién cu st dung
sevofluran trong thoi diém k&t thac cta thai ky. S¢ dung gady mé trong giai doan chuyén da va sinh da duvoc gi6i han tai mot
nghién ctu nhd trong mdé I4y thai.

Nghién ctu sinh sdn trén chudt va the & mGc lidu Ién dén 1 M AC cho thdy khong c6 bdng ching veé sevofluran gay suy
gidm kha ndng sinh san hodc tdn haicho thainhi. Chva c6 nghién ctu day did va c6 d6ichlng téttrén phu n mang thai. Do
d6, sevofluran chinén dwoc st dung trong thai ky khithatsy can thiét.

Giai doan chuyén da va sinh

Trong motthe nghiém Idm sang, do an toan cla sevofluran dd duoc ching minh cho cac ba me va tré so sinh khi dung gay
meé dé m§ ldy thai. DO an toan cGa sevofluran trong sinh ty nhién chuva dvogc xac minh.

Thoi ky cho con hu

Chwa ro sevofluran hodc chdt chuyén héa cland co6 duoc bai tiét vao sta me hay khdng. Do khdong c6 thong tin nao duoc
ghi chép, can khuyén cac ba me trdnh cho con b0 trong vong 48 gid sau khi dung sevofluran va loai bd lugng sita tiét ra

trong thoi gian nay.
Kh& nang sinh san
Nghién ctu sinh sdn trén chudt va the & mac lidu Ién dén 1 M AC cho thdy khdong c6 b&ng ching vé sevofluran gay suy

gidm kha&d ndng sinh san.

TAC DUNG TREN KHA NANG LAIXE VA VAN HANH M AY M OC

Clng nhu véicac thudc mé khac, can thong bdo cho nguoibénh rd sau khigdy mé toan than can tranh lam trong mot thoi
gian nhiong cong viéc doi hoi sy tinh tdo vé linh than, vi du nhv van hanh cdc mday moc. Nguodibénh khdong duoc phép ldixe

trong mot khodng thoigian thich hop sau khigdy mé bdng sevofluran.

TACDUNG KHONG MONG MUON
Tom tét vé tinh an toan

Giong nhu tdt cd cdc thudc gdy mé manh dwong hd hdp, sevofluran c6 thé gay Gc ché tim - hdo hdp phu thudc ligu dung. Hau
hét cac tdc dung phu déu & mGc do nhe hodc trung binh va dién ra trong thoi gian ngén. Trudong hop budn nén, non va mé
sang trong thoi ky hau phdu, diching chung cla phdu thuatva gay mé toan than, c6 thé xay ra do gay mé dudong ho hép, do

cdc thuéc khéac dung trong va sau phiu thuat, va do dép G¢ng cla bénh nhan trong qué trinh phéu thuat.

Cdc phan ¢ng c6 hai duoc bdo cdo nhigu nhdt la:

O nguoilén: ha huyét ap, budn ndon va non;

O nguoicao tudi: cham nhip tim, ha huyét 4&p va budn néon;

O tré em: kich dong, ho, budn nén va nén.

Tom tat bang bang biéu céac tac dung khéng mong mudén

Tdt cd cac phan ¢ng bat logi it nhdtcdéd thé lién quan dén sevofluran tl thé nghiém Iam sang va trong qua trinh lvu hanh thudc,
dwoc trinh bay trong bang dwéi day theo phan loai hé co quan M edDRA, thudtngl va tan sudt xady ra bién cd. Cac nhom tan

sudt dwoc st dung la: rdt thwong gap (> 1/10); thuong gdp (>1/100 va <1/10); it gdp (>1/1000 va <1/100); hiém gdp (>1/10
000 va <1/1000); rat hiém gdp (<1/10,000), bao gom nhitng bdo cdo riéng Ié. Cac phan Gng bat lgitrong qua trinh luu hanh
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dvoc bdo céo tinh nguyén th motnhém nguoi khong rdo ty 16 phoi nhiém

nhan st dung sevofluran dwoc so sanh véicdc bién c6 bdtlgi ¢ cdc bénh nhédn dung thudc tuong tu.

Tdng hop nhing tac dung khdng mong mudn thuong gdp nhdtcia sevofluran

trong cac th® nghiém Id&m sang va qua trinh lvu hanh thudec

Phén loai theo hé co quan

R6iloan hé mién dich

Rdoi loan mau va hé bach huyét

Roi loan tam thén

RGiloan hé thdn kinh

R6i loan tim mach

Roiloan hé mach

Rd6i loan hé ho hdp, ving nguc va ving
trung théat

Roiloan hé tiéu hoa

R6iloan thdan va tiétniéu

Ro6iloan hé gan - mat

Roiloan hé da va mo dudi da

Roiloan co xuong va mo lién két

Tinh trang rdi loan toan than hodc tai vi
tridung thudec

Tan sudt
Chua biét

it gap

Ratthwong gap

it gdp

Thuong gap

it gdp

Rat thwong gap

Thwong gap
it gip
Khong rd

Ra&t thwong gdp
Thwong gap

Rat thwong gap

Thwong gdp
it gip
Chua biét

Thwong gadp

itgap

Chwa biét

Chuwa biét

Chuwa biét

Chua biét

Thwong géap

Phédn Gng c6 hai

Phan Gtng phdn vé

Phan Gtng dang phan vé
Quéa man

Giam bach céau

Tdng bach cau

Kich thich

Trang thdimo ho, réi loan
Lo mo

Chdong mat

Dau dau

Co giat

Roiloan truong luec
Nhip tim chém

N hip tim nhanh

Block nhithdt hoan toan
Rung nht

Rdoiloan nhip tim
Ngoaitdm thu théat
Ngoaitam thu trén that
Ngoaitdm thu
Nglbng tim 4

Kéo daikhoang QT véinhip xodn dinh
Ha huyét dp

Tdng huyét ap

Ho

Rdoiloan hd hap
Co thadtthanh quan
Nglng thé

Thiéu oxy

Hen suyén

Co thdtphé quan
Khé thé1l

Tho kho khe'
Phu né phai

S A

udn non

No6n

Tdng ti€tnudce bot

rir,eA

Glucose niéu
Suy than cép
Viém ganl2
Suy ganl2
Hoaitk ganl?2
Viém da tiép xtcl
Ngta

Phat banl
Pho matl
NGimeé day
Co clng co

Rétrun
Sot

f o

. Do d6,khdng thé wéc luogng duogc ty 16 thyc té cla
phdn G¢ng bdtlgiva tan sudtla “chua biét”.Loai, m&c do nghiém trong va tan sudt cdc bién c6 bdt logi xudt hién & nhing bénh



Ha than nhiét

Chuwa biét Técnguel
Tdng than nhiét dc tinh12
Cdc xétnghiém Thuong gédp Nong do dwong huyétbdtthuong
Xétnghiém chic nang gan bdtthuongs
Men gan AST (SGOT) tang
S6 luogng bach cau bdtthuong
Ndng do florid tang6
Men gan ALT (SGPT) tang
it gap Creatinin mau ting
Enzym LD H trong méu tdng
Chén thuong, nhiém doc va cac bién Thvong géap Than nhigtgiam

ching
‘Xem muc TAC DUNG KHONG MONG MUON - M6 td cac tic dung khong mong mudn dic trung.
2Xem muc CANH BAO VA THAN TRONG .
3Xem muc TAC DUNG KHONG MONG MUON - D6itrong tré em.
4Hiém cac twdng hop nglrng tim khi st dung sevofluran dwoc bdo cao sau khiluu hanh.

5M 0t vai treong hop thay déi tong thoi gian ngén cédc xét nghiém chtc ndng gan d& drvoc bdo céo voi sevofluran va céc
thudc tvong tu.

aNdng do florid vo co trong méu tédng trong motthoigian ngédn c6 thé xay ra trong va sau khi gay mé bang sevofluran. Xem
muc Mo td cac tdc dung khdng mong mudn ddc trung.

M9 td cac tac dung khong mong mudn ddc trung

Viéc ndng do florid vo co tong mau tdng trong mot thoigian ngdn c6 thé xay ra trong va sau khi gay mé b&ng sevofluran.
Ndng do florid vo co nhin chung dat dinh trong 2 gid khi két thic dung sevofluran va quay @6 lai & m@c trude khi phau
thuattrong vong 48 gio. Trong cdc tht nghiém lam sang, néng do florid tdng I1én khdong c6 lién quan dén sy suy giam chiec
ndang & than.

Hiém céac bao cdo ve& trinh trang viém gan sau phau thudt. Thém vao d6, cing hiém céac bdo cdo sau khi lvu hanh thudc vé
tinh trang suy gan va hoai ti té bao gan lién quan dén viéc st dung thudc gdy mé duong hit manh, bao gom sevofluran. Tuy
nhién, sy d&nh hudéng va mdilién quan thyc sy cla sevoiluran téicac truong hop trén chwa dugc thiét lap mot cach chdc chén
(xem muc CANH BAO VA THAN TRONG).

Hiém cdc béo cédo vé phéan ¢ng man cam (bao gdm viém da tiép xGc, phat ban, khé the, tho kho khe, téc nguc, phu m 4t,
hodc phan ¢ng qua man), dac biét lién quan dén sy phoinhiém ngh& nghiép kéo dai khi st dung tdac nhan gay mé dudng hit,
bao gom sevofluran.

O mot sé treuong hop man cadm, cdc thudc gay mé dwong hit manh, ¢c6 thé gay ra ting chuyén héa & co xvong, dan téi tang
cao nhu cdu oxy va hoichéng lam sang duoc biétla s6t cao ac tinh (xem muc CANH BAO VA THAN TRONG).

Tré em

Viégc st dung sevofluran c¢c6 lién quan dén cdc con co gidt. Nhidu truong hop da xay ra ¢ thanh thiéu nién va tré em tu 2
thang tuditrd 1&n, hau hét trong s6 nay khong mang yéu t6 nguy co. Trudc khiddang sevofluran, cadn tién hanh danh gia lam
sang 6 bénh nhan c6 nguy co co giat (xem muc CANH BAO VA THAN TRONG).

Bdo cdo tdc dung khdng mong mudn:

Viéc béo céo téc dung khong mong mudn sau khithudc dugc lwu hanh [a quan trong, giGp tiép tuc kiém soadt sw can bang lgi
fch/nguy co khi st dung thudc. Nhan vién y té can bdo cdo bdtky tdc dung khong mong mudn nao cla thudc theo hé thdng

bdo cdo cla qudc gia.
QUA LIEU

Né&u qué lidu, cAn nglrng thuéc ngay, dam bao thong duodong the, b&t dau thong khi hd tro hodc thong khi co kiém soat véi

oxy tinh khiétva duy trichGc ndang tim mach thich hop.
DUQOC LY LAM SANG

Duoc lec hoc

Tac dung 1am sang cta sevofluran thay d6inhanh theo ndng do hit vao.
Tac dung trén hé tim mach

Cling nhu cac thudc gay mé dwong hit khac, sevofluran ¢c ché chtc ndng tim mach tuong Gng voi ligu luong. Trong mot
cong trinh nghién ctu trén nguoi tinh nguyén, néu tdng ndng do sevofluran, thi sé& gidam huyét dp trung binh, nhung khdng

¢c6 thay d6iveé nhip tim. Trong nghién ctu nay sevofluran khdng ¢c6 d&nh hudng téindng do noradrenalin trong huyéttuong.
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Tac dung trén hé than kinh
Khong quan sdt thdy cdc con dong kinh trong chuong trinh nghién ctu lam sang.

O nguoibénh cé 4p lwcndiso (ICP) binh theong, sevofluran rét it c6 tdc dung trén ICP va trén sy ddp Gng véi C02. D0 an
toan cta sevofluran chuva dwoc nghién ctu trén nguoi bénh c¢6 tdng ICP. VG&i nguwoi bénh c6 nguy co tang ICP, can sb

dung sevofluran than trong, phdéi hop véicdc phuong phdp giam 1CP, vidu tang théng khi.
Dwoc dong hoc

Do tan kém cla sevoiluran trong maéau dan dén ndong do thuéc trong phé nang tdng nhanh vao lic khdimé va giam nhanh sau
khingng hit thudec mé.

O nguoi, < 5% leuong sevofluran bj chuyén héa. Sy thai trr nhanh cGa sevofluran qua phdi lam han ché lvong thudc tham
gia chuyén héa. Sevofluran bi kh& fluor nho cytochrom plﬁ)(cvp) 2E1, tao ra chdt chuyén hod hexafluoroisopropanol

(HF1P) va gidi phong fluorid vé co va coZ(hoéc mot doan ¢c6 mot carbon). HFip sau d6 sé lién hop nhanh veéi acid

glucuronic va thaitrr qua nudc tiéu.

Chuyén héa ctia sevofluran c6 thé tdng Ién khi phdi hop véi cac chdt gady cdm G¢ng CYP 2EL (nhu isoniazid va ethanol)
nhung sevofluran khdng bicdm Gng bdibarbiturat.

C6 thé xdy ra ting nhéat thoi fluorid vo co fong huyét thanh trong khi va sau khi gay mé bdng sevofluran. Thong thuong,
nong do dinh cda fluorid vo co datduwoc trong vong 2 gio sau khi két thic gay mé va trong vong 48 gio sé tré vé mibc trude
khiphdu thuat.

D@ ligu an toan tién lam sang
Nghién cGu trén dong vat cho thdy chu trinh gan, than vin dwoc duy tritétkhi st dung sevofluran.

Sevofluran lam gidm téc do tiéu thu oxy clando (CM RO2) tvong ty nhe isofluran. & ndng do 2,0 M AC, lam gidm khodng

50% CM RO2 Nghién ctu trén dong vat dda chtng minh rdng, sevofluran khong a&nh hudéng déang ké Ién sy tediméu néo.

O dong vat, sevofluran can tré dang ké viéc chup dién ndo dd (EEG ) so véicung lidu isofluran. Khdong c6 bé&ng ching cho
thdy sevofluran lién quan dén con ddng kinh khindng d6 CO02binh thuong hodc giam. Nguoc véienfluran, phép thi dé tao
ra hoat déong EEG dang ddng kinh trong qua trinh thi€u C 02 mau khi dung kich thich d6c¢ tai theo nhip thi cho két qla am
tinh.

Nghién ctu trén chudt cho thdy, hop chdt A gay doc voi than 6 ndng do 50-114 ppm trong khoang 3 gio. Biéu hién cla
nhiém doc d&c trung la hoai ti cac té bao don I& cGa 6ng luon gan. Co ché gay doc tinh con chua dvogc biét rd va sy lién
quan dén doc tinh trén nguoi chua duoc thiét lap. So sanh ngudng ddc voithan trénnguoicla chdtlién quan hop chdt A, du
dodn ngudong doc la 150-200 ppm. Nong do hop chdt A tim thdy trong thyc hanh Iam sang thwdng quy trung binh la 19 ppm

6 ngudilén (I6n nhatla 32 ppm ) khi st dung voi so-da nhw chdthdp thy C 0 2.
TINH TUONG KY

Sevofluran 6n dinh khi bdo quan dudinhdng diéu kién anh sang phong binh thudong. Sevofluran khdng bi giang héa dadng ké
khi c6 mat cGa acid manh hodc nhiét do cao. Sevofluran khdng &n mon thép khdng ri, dong thau, nhom, dong thau ma
nicken, dong thau ma chrom, hodc hop kim ddng -berili.

Sy giang hda hoa hoc c6 thé xay ra trong ldc chdt gdy mé tiép xtc véi chdt hdp phu CO 2trong may gdy mé. Khi duoc st
dung nhu duvogc hudng dan véi chdt hdp phu méi, sw giadng hoa cha sevofluran 1a téi thiéu, va nhing chdt giang héa khong
phat hién duvoc hodc khdng c6 doc tinh. Sy gidng hdéa cla sevofluran va sy tao nén nhing chdt gidng hda sau dé bi ting
cuong bdisy tding nhiét do cdc chat hdp phu hdp phy CO 2bikho (ddc biét chdt chta kali hydroxyd nhw Bralyme®), su tdng

ham lvong sevofluran va gidm dong khiméi.

Sevofluran c¢6 thé bi gidng hoéa bdéi chdt kiém theo 2 con dwong. Ban dadu no6 bi mdat hydrofluorid va tao thanh
pentafluoroisopropanyl fluoromethyl ether (PIFE hodc thuong gui I& hop chdt A). Sy gidng héa bdng con dudong tha 2 cia
sevofluran chi xudt hién khi chdt hdp phy CO02bi khdo dan dén sy phan tach cda sevoiluran thanh hexafluoroisopropanol
(HFIP) va formaldehyd. HFIP la mdt chdt khdong cé hoat tinh, khdng c6 ddc tinh véi gen, bi glucoronid nhanh, dao thai
dwocva céd doc tinh tuong ty sevofluran. Formaldehyd c6 mattrong sudtcdc quda trinh chuyén héa binh thudng. Khitiép xtc
voi chdt hdp phuy bi quad kho, formaldehyd c6 thé bi giang hoa thanh methanol va formate. Formate c6 thé tham gia sy tao
thanh carbon monoxyd khi & nhiét do6 cao. Methanol c6 thé phan G¢ng v6i hop chdt A dé tao nén san phdm phu chta
methoxy la hop chdt B. Hop chdt B c6 thé loai tiép HF dé tao thanh hop chdtc, D vaE. V6&inhing chdt hdp phu biquéa kho,
ddc biét nhing chdt chta kali hydroxyd (nhuv Bralyme@), c6 thé xay ra sy tao thanh cta formaldehyd, methanol, carbon

monoxyd, hop chdt A va c6 I8 ca motsd chdt gidng héa ciané, hop chatB, c, va D.
Sv gidng héa cla acid Lew is

ft nhat 300 ppm nwéc dwoc thém vao nhu mot chdt Gc ché acid Lew is. Sevorane khong c6 thém bat ky thanh phan hodc chat

on dinh héa hoc khéac.
HUONG DAN SU DUNG

Mot s6 thudc gay mé chta halogen da duoc bdo cao la twong tac voi chat hdp thy C02kho tao ra co. Dén nay chua ¢
ching cé'la phan ¢ng nay xdy ra véisevofluran. Tuy vdy, dé lam giam nguy co tao thanh co trong hé thdong thé kin va kha

niang c6 thé tdng ham lvugng Carboxy-hemoglobin, khong dugc dé kho cadc chdt hdp thu C 0 2.



QUY CACH DPONG GO

Hop motchai 250 ml.

Thong bao cho bac sTnhitng tac dung khéng ntong mudn gdp phai trong khi st dung thudc.
Khéng dung thudc qua han st dung. D& thudc ngoai tam tay tré em.
Ba&o quan: Nhiét do phong khéng quad 30°¢c

Han dung: 36 thang ké tr ngay san xudt.

Tiéu chudn: Nha san xudt.

san xudtbsi: ABBVIE S.I.l

S.R. 148 Pontina Km 52,

SNC -Campoverde di Aprilia 04011 Aprilia (LT), Italy (V).

Cho: AbbVie Biopharmaceuticals GmbH, Switzerland (Thuy S§).
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