100%
Lista 4456

YISEVOrane.

250mL

100%

Liquido Anestésico
por Inhalacién

ParaUso Hospitalario

AN



https://trungtamthuoc.com/

M ot 20,4
_-_______‘_-.-_____—__-_-___-_

i PHD \.uiﬁ \-IJ.S!HN‘H’NOIL‘H"HN!
Al FRVIYSAT Y
Ay DIEM \

A TP WA NEE/SY I 057
At ) - 1000007167
. TTOATS A
il IS A
T SSERON 05T
& 150 mi Noddse 250mi MaddsE Tabe uned anby s directed by s mesical aﬂ.uqmnmnmmmmm
L - pracone! encimpd igeratuee,
YSEVOune. ¥ SEVOrane
=, 1 s W WUEP OUTOF REACH OF CHILDREN
CIEFRFE i s T ey szrzuirEvs g
250 ml 250 ml
SOKVN-
Thudt bin Iheo dan
LEVERAKE [wevoll oane 00 wiw)
Kon Flammable Cume chit sy mgurvbe ondt 2ing & b
INHALATION INHALATION Hon Exploth T .
Vithai 202 mi
ANAESTHETIC AMAESTHETIC e row
Soig it Deratuie rot albone WPC Chisnk, cich dung Mo ding. chiing chi &, !
Thir taong vl el f khbe: e 18 buieg din L €
i dyrig 5 B A3 NI WD per ® Lat, Mg Dute
1 Edp D’ b tein b b
Each250mL containt e gl & nbibs &0 ihdag gui 30T (
0% wiw Levofiurane
D by buuremg dide i deg tryes ks duing
B 9 b ey bk o

S mali il ADRVIE Sarl,

SR 148 Porting Km 52,

SNT - Cpspevwsde o Apoila S4C1 T Apnlly
By

Cha: AbbVie Biupharmaceitial Cmbi
NN Cing Fy of phiin Dusc Lide TW2. 14
Mgl T Nghia, Qulie 1. TF Rl €l inh

Manufacruned by:

ABDVIE 8.0,

SR 148 Pontea Km 53

SNC - Compovarda o Aprica Dad11
Aprika (LT), Raky

wat

ETELE
b e Yy
o Oy Y



https://trungtamthuoc.com/

1 %\

PHONG \?

L&
1-.1 -

.].’." :.'\}.'_-ﬁ"

=\ . c o oun wn FORDOSAGE AND No 4456
Al T.7 HA NO /ﬁmssrmrmm I

W | “Sé¢ enclosed literature. Rl m SE VO!”HHF

—~———,

& 7 KEEPOUT OF REACH

—="" OFCHILDREN
NonFlammable NonExpiosive 250 Ml

Mm-yyyy
mm-yyyy

Store in temperature not above  INHALATION %

30°C ANAESTHETIC E
Each250mL

Manufactured by: contains 100% w/w

ABBVIE 5.1 Sevoflurane T, 2 g

S.R.148 Pontina Snc 04011 mgy] [ O O

Campaoverde Di Aprilia (LT), Italy o g“ k3

abbvie

HHHHH



https://trungtamthuoc.com/

Do kD hadng din si dung teiede K diong, Ndu b shinn thing tin, xin bt § kidn bic s7
Thuiitae pedy el diviig thea don eda bdc s

SEVORANE®
Sevolluran
Durge chis long npuyin chiét ding &€ hi

MO TA VA THANH PHAN
Sevofluran 1k chat long bay hoi, khing chay, miri dé chiju. L 1,1,1,3,3,3- hexafluoro-2- fluoromethoxypropane, cf chu tnie
cAu tao nhu sau:

F! HIF |

FOF

CH: F
Mt 5& hing s vit Iy ciia sevofluran nhu sau:

Phin tir ligmgz: 200,05
Diém sbi o 760 mm Hg: 58,6°C
Chi sé khiic xa ™ 1,2740 - 1.2760
Trong hegmg riéng & 20°C: 1,520- 1,525
Ap sufit hoi Nhidr 3 (°C) mm He
20 157
25 197
36 u7
Hé 56 phiin chia & 37°C
Nude! khi: 036
M/ khi: 0,63 - 0,69

1y oliw khi:  47,2-539

Hé 56 phin chia trung bink & 25°C: phan hop thanh ( khi

Dy diin cao s 14,0
Cao su butyl: 7.7
Polyvinylchloride: 17,4
Polyethylene: 1,3
D4 tinh khifs theo she ky khi: 299.975%
Khing chiy
CHi BiNH
Sevofluran duge ehi dinh trong khoi mé vA duy tri mé khi ph3u thust bénh nkin ndi trd v& ngoai tni, ¢4 & ngudi lom vi tné

T

LIEU LUGNG VA CACH DUNG

Tién mé duge chon uy theo trang théi cia mng ngwdd bénh vd theo ¥ cia ngubi giy mé, Thinime ding thube khing
cholinergic.

Gy né phdu thudr
Nén ding nm'nin Inh bée hoi duge chudn hod dic bidt cho sevofiuran dé nﬁng d6 thube cung cdp duge kiem tra chinh xac.

Gia trj MAC (ndng €9 11 thifu trong shé nang) e sevofluran gism theo tubi va gidm néu thém N0, Bing dudi diy chi ra
gid tri trung blah coa MAC cho cic nhom wéi khdc nhaw:

Gid tri MAC & cée bénh nhia nguiri lom va iré em theo nhdm udi;

Tubi bnh abdn (wdm) Seveffuran trang axy P 5ﬂ'ﬁwan
0- | thing* 3.3%
L - <6 thing 3,0% i
6 thing - 3 ndm 2.8% "
312 2.5%
25 2.6% 1,4%
A0 2. 1% 1,1%
0 7% 0.9%
0 A% 0.7%

* Tré 50 sinh c6 tudi thai di thing. Khimg xde dinh duge MAC o tr¢ sinh non thice thang.
** {3 binh nki 1 =< 3 wdi, ding 60% N.0/40%:0;



https://trungtamthuoc.com/

Khioi mé

Litu leong phii wy thufie tmg nguisi bénh va chudn 46 dé dat tic dyng mong mudn twi theo wdi tc vi tinh rang lam sing.
Tiép the hit sevofluran ¢6 thé 1iém tinh mach mdt barbiturat tic dung ngdn hodc mg1 thube khéi mé tinh mach khae. Khéni
mé bang sevofluran cé thé dat duge trong oxy hojic trong hén hop oxy - N0, Mguii lém hil nong 4§ sevofluran 16i 5% thi
thuémg dat dwoe ¢& mé oo th phlu thufit duge rong vong dudi 2 phit, O 1é em néu hit ndng 36 sevofluran 16i 7% thi cé
thé dgr duge db mé c6 thé phiu thuft duge trong vong dudi 2 phit. Néu dé khoi mé & nguin bénh khéng duge tidn mé, ed
thé hit sevoiluran ti nbng 49 8%,

Duay iri mé
Bg mé cho phiu thudt cé thé duy tri véi ndng ) sevofluran & 0,5 - 3% cé hojic khang cd kém N0
Hbi tinh

Thri gian tinh lgi thuomg ngdn sau khi gy mé bang Sevofluran, VI vily, ngudi bénh ¢6 thé yéu cdu cic bi¢n phip giam dau
sémn sau khi phiu thudt.

Ngirdid cao tnii

MAC gitm theo sy ting cda 8§ ol Ndng 4§ trung binh cda sevolluran ¢& dt duge MAC & bénh nhin 80 1wdi bing khoing
50% nfng df yéu chu cho bénh nhin 20 twbi.

Binh mivdn nhi
Xin xem bang gid 1rff MAC cho bénh nhin nhi theo 4 tudi & trén,

CHONG CHI BINH

Khéng diing & ngudi duge biét 1a min cam vii sevofluran va cac thude gdy mé dudmg hd hip khic b chira halogen {vi dy:
tién su rdi logn chitc ning gan, s6t hodic thng bach ciu khong rd nguyén nhin sau khi giy mé bing mét trong cée thude nay),
Sevofluran ¢ing chéng chi dinh & ngwéi 3 biét hoje nghi ngd c6 nhay cim do di truyén vai chimg sét cao ac tinh,
Sevofluran chéng chi dinh & bénh nhén dugc ching chi dinh giy mé toan thin,

CANH BAO VA THAN TRONG

Sevofluran ¢6 thé giy suy ho h&gl. tinh trgng c6 thé gia ting do thisde tién mé hofic ¢ic the nhan gly suy h hiip. Phai kiém
soat hé hiip va h tng néu cln thiét,

Chi nhing nhin vién duge ddo 130 mdi duge si dyng sevofluran dé giy mé todn thin, Cin phai ¢ ngay phuong tién dé duy
trl dudm tho, ho hip nhin tao, cung cip oxy, hoi phuc tuan hodn,

Phai biét chinh xde ndng dé sevofluran duge cung cdp tir binh be hoi. Do cac thude mé dudmg hd hip khae nhau vé die
tinh vit 1y, chi cac binh bic hoi chuyén ding cho sevofluran méi duge s dung. Phuong phap giy mé phi duge ca thé héa
dira trén dip tmg cia bénh nhin.

Ha huyét ap vi irc ché hi hap ting 1én khi giy mé siu.

Sdr cao de tinh

G mpt sb ngudi mhn eam, cic thube gdy mé dudmg hit manh, bao gbm sevolluran, ¢6 thé gay ra ting chuyén hoa o co
xurong, diin téi ting cao nhu cdu oxy vi héi chimg lim sing dirge bidt 13 sét cao be tink, Hi chimg 13m sdng bidu hign nhur
tang cacbon di-0-xit mau, va co thé hao gdm cit co cimg co, nhip tim nhanh, tho nhanh, tim 13, loan nhip tim, viholic huyét
ap khing on dinh. Mt 56 bidu hign khéng dac hidu cling co thé xudt hién trong khi gdy mé nhu thidu o-xy trong md, ting
cachon di-6-Xit miu bdt thurbng va gidm luu legng miu.

Trong cac thit nghidm [dm sang, di b béo cio vé | trrdmg hop 61 cao de tinh, Theo d&i hiu mii eling di cé cde bio cao vé
501 cao e tinh, trong dé mdt sd trudmg hep wr vong,

Ciach dibu trg 56t can ac tinh ghm: loai b chit gdy phin img (vi dy sevofluran), 1iém finh mach natri dantrolene (tham khio
thiing tin k& toa ea thude tiém tinh mach natri dantrolence dé ¢6 thém thang tin), ditu trj hd tro. Ditu trj nay bao gbm nd
lige dua nhi¢t 4 co thé vé binh thudmg, hd teg hd hip va twdn hodn nhur duge chi dinh, va xir Iy cie ri loan thing bing kidm
toan bit thudmg bing cic dung dich didn giai. Suy thin c6 thé xufit hién chim hom, vi néu c6 thé, nén theo dbi va duy tri hru
Turgmg nuede tidu,

Ting Kali mdu trong glei doan triedc wi sau p.biu thu e

Sir dyng thube gdy mé dudmg hit o6 lién quan dén mot sb hiéo wrwimg hep tng kali mau din dén loan nhip Lim va tr vong &
bénh nhi trong giai doan hiu phiu. Bénh nhin tiém 4n hay dang mac bénh thiin kinh co, dge bigt 14 logn duding co Duchenne
de oty nguy co b tang kali mau hon. Si dyng déing thivi suceinylcholin cé lign quan dén hiu hé, nhumg khang phai tit ca cac
trudmg hop trén. Nhilmg bénh nhin niy cling bi tng rd rét ndng b creatinin kinase trong huyét thanh, va & mét s truimg
hop, 6 thay d6i wong ng trong nude tién véi chimg myoglobin nifu. Mie dir ¢6 bigu hifn tuomg ty nhu chimg st cao de
tinh, nhung khéng bénh nhin ndo 6 diu higu va trigw chimg cimg co hofic tinh trang ting chuyén hoa, Khuyén nén didu tr
can thigp som va tich cye chimg tang kali huyét va chéng logn nhip, ciing nhu dénh gid sau dé doi vai bénh thin kinh co
tiem &n.

D4 nhin duge cic bio cho dom 1¢ vé kéo dii khoing QT, rit hiém khi lién quan 167 xoin dinh (rrong mft 56 truémg hop
ngoai 1§, tr vong). Héx sire thiin trong khi sir dyng sevofluran cho bénh nhin nhay cim,

D42 co che bao cdo dom I vé logn nhip thit & bénh nhidn nhi mac bénh Pompe,

a2
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Clin hét sire thin trpng khi ding thude mé dudmg toan thin, bug géne ef sevofluran cho binh nhin c6 181 loan vy lap the,

Binh gan
Ils:' It tririmg hop i Toan chure wang gan nhe, vita v aling hofe viém g sau phi thudl o kém hodie Khibng ob vang da
dirge bie edo trong qub trinh fuw banh thude trén (hj nedmg,

Cin tién Banh dinh gia 1m sang ki su dyng sevofluren tén naling bénh nhin cb win dé v wan hode did iri vl ede thube
duge bidt dén 1 gy ra rbi logn chire ning gan {xem TAC DUNG KHONG MONG MUON),

D2 ¢4 bio cdo v sir phai ribidim rude 06 voi cae thude gly mé hydrocarbon hatoger, bao ghm sevafluran voi khobng the
gian nedn gitta hai Hood thé Tim Gng ngoy co thn thwong gan.

Chung

Treng khi duy i mié néu thng nc‘ng g sevoiluran 2 Kim gidm buyer ap phu thube vio lidu ding. Sy giam huyét &p qua mire
o the ¢ Tién quan 161 d-siu coa gdy mE, khi d6, 26 1hé nding huyér ap lén bang cach lm giam ndng db sevofluran hit vio.
Plit 66 bign phap cham sée dhe bidt khi chon liba cho nhitng benh ahan bi gidm 1he tich tude hodn, ha huyé &p, hods didu
hiva bt ddng cho bénh nidn.,. dus rén vife s dung cimg che thude khac,

Ciing nhu v it e cac thude gy mé. duy i1 huyér dang dn dinh 16 quan reng &8 teanh nhdt miu co tim che cbe binh nhin
bi bérh mach vinh.

Thim trgne quan st khi e duug sevoiluran trang g2y mé sin khoa do b tie duni Wim gifin co ur cung otk the L tng nguy
co xudt huvdt 1 eung (vem myc KHA NANG SINH SAM, PHU NOTCO THAL VA CHO CON BU).

Sy 1ibi phyc suu Khi gy m? todn than nén dirpe ddal gid thin trong, e ki chuvén bénh nhin khol plhong hol ste, Gay
mié biﬂg sevofluran the 46 ki vink nhank v viiy co thé cin cdc bién phip i o miam day sau phiu duge

Mac dil binh abia thudng el o lal sao vl phiae khi gy mé bing Sevofluzan, dnh hudng ¢da thude 180 hoat ddng i oc
trong 2-3 ngfy sau khi gy mé chuz duoc nghién cwu. Cling nhu voi cig thude gdy mé khic, cic thay 467 nhd vé tinh khi co
thé 181 tai trong vai nghy sau khi gy mé (xem myue TAC BONG LEN KHA NANG LAI XE VA VAN HANH MAY
MOC). Sy hoi tinh hanh & tre em cd thé lidn quun dén viée Kich ding vi khidng hop tae (khodng 25% trudng, hop).

Thay thi cldi ldp thie €O, bF ki

1 ch mit b tnemg hop hidm gip v hidn tugng néng qui mire, khoi vibioge wr chay trong may iy mé khi ding
sevofleran viri chit g CO;y b ki, dac bidt nhitng chdt chia kali hydroxyd, Vige chim riing hode vike giam nit céch
bl thidmg niing 46 Sevofluran Bt vio so véi chuonz trinh mdy mé &0 dit o thé lien quan 101 vide Tm nong qud mie
bubng hip thy €O,

Phin tng s ohié, su gis ting qui reth gang hoa cua Sevofluran vi sy tgo thinh cae sin phivm gidng hoa xay ra khi chit
Bip thy COy bi kkid; ching han nliir do eé ding khi ki di qua budng hip iy COy mot thiv gian dbi. Mg 1 4 thdy cae
sin phdm gidng héa cdn sevolluran (Methino), formaldehyd, carbon monoxyd vi ede hop chit gling héa A, B, € va D)
trong vone kin cda may 2y mé thue aghigm khi st dung chdn hip thy €O, khb vi ndng di sevolluran 14 da (8%) trong thei
g dai (> 2 io). Nong di formaldehyal do duge trong gy mé vong kin (su dyng chit hip thy o chim ratri hydroxyd)
tuomg dng vl ndng 46 <0 thé wiy Kich tmg ha hip nhe. Chiua bidt ede chilt giang hda thiy Guge wong md hinh thi nehidm
wdy o6 Jien quatt alw thé ndo trén Bm sang.

Khi bie s nghi ngd chilt hép thu CO; bj khd, phii thay ching ngay trade khi ding sevoflurun, Chi thi miu cia hiy hér ede
chit liip thy CO; khing phan dnh duge muc 40 kho, do do khdng duge két ludn 13 chilt ip thu CO, kKidng bi khi khi khong
thiy i sy dbi mau, Phai thudng xuyén tay thé dint ki chit bl tha CO; da maw eds chiing oo thay dii ay khéng.

Suy thin
Do co [l bénh nhdn suy (hin (ndng 4§ ceeatinin buydt thanh ban dau > 1,5 mpdl) duge nghitn cou, @) an todn eia
sevafiuran trén nhdm binh nhin ndy chua dugs xae 13p, Vi vily, chn ihdn trong khi st dung sevolluran o bénh nhin suy thin

Phifla (hudt thiin kinh va suy yéu ihin kinh co
O nhitng bénh ahin cd nguy cotang 4p Iue ndi so (ICP), cdn tiin trpng khi <ir dung sevafluran két hop véi bign phip co hoe
&¢ gam ap ye ngl sp inhw ting thong khi),

B&ng Kinl

Rat it treemg hop dgng Kinh o6 1ifn quan dén sir dung sevoiluran duge bdo cdo.

Sir dyng sevolluran ¢b Tifn quan dén xult hidn cie com co pist & té em, thanh thiu nién oling gidng nhit ngudd cao i ¢6
vt khbne o yEuth nguy ce. Tiege khi timg sevofluran ¢ha cde bénh nhin ¢6 nguy oo co gift thi vide dinh gid im shng 1s
cdin thidt. Nén han ché giy mé shu & e em. FEG e 1hE ¢ha phép th1 ma hon libe sevofluran vh giip tinh sy gia ting con o
£idt & bénly nhan oo khoyah hudmg co gidgt

Tréem

Vg sur dung sevofluran ¢4 [ién quan dén che con eo gift, Nhidu truomg byp @8 dy ra o thanh thida nifn va e em i 2 thing
s 1rd 1, i hér rong 58 nay khong mang yéu 10 rguy co. Truda khiding sevofluram, ¢in tifn hinh dinh gid lam sing &
b¢nh nhiln ¢6 nguy ca o gift

Rési lagn trutmp lue vin ding O 1ré am di dugs guan sénthly (xem mye TAC PUNG KHONG MONG MUGON),

Nhmmg thin trong dfc bidt khi so dyng
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Su dyng cac binh bbc Boi djc bt co chia dd dinh riéng cho sevolluran co thiet k€ h§ thong “phlu db thude” (key filling™)
thidt k& riéng cho hinh bic hoi sevotlurn hodc s hit thing bde hoi neong tr dinh che sevofluran,

Chir hip thy carbon dioxyd khong duge (& khd khi sir dung binh bdc hoi. Mdt vii thude gdy mé ho hip nhom halogen d4
dirge bio cdo e tuong the vai chilt phy carbon divxyd khis we thinh carbon monexyd, Tuy nhién, & giam thip nhi
nguy ca g thinh carbon monoxyd trong ving kin cin may the vi kha ning tEng ning 84 carboxyhemoglobin, chit hilp phy
CO, phil khviing duge lim Khi. DI c6 mit sd tneémg hop higm gap vé hifn tugng néng qua mc, khoi va ty chdy trong may
gy mé khi dung sevofluran véi chit hip thy ©Oy bi khd. Néu nghi ngd chit hip thy CO bj khd, nén thay chimg ngay

Biit ky thanh phin ndo cia thube chus duge s dung hoge chir thai nén duge xi 1y ding theo quy dinh.

TUONG TAC THUOC -
Ciin trgng Khi sir dung cie thude kich thich thin Kinh giao cim beta nhu isoprenalin v cdc thube kich thich giao cim ¢
alpha 1dn beta niwr adrenslin va noradeenalin trong Khi st dyung thude gy mé isofluran, do nguy co nhip nhanh thi.

Cie thubc e ché MAO khdng chon loc: nguy corcan edp trong khi philu thult, Noi chung, khuyén ¢do nglmy didu i cic
thude niy trude khi phiiu thadt 2 win.

Sevolluran ¢6 thé lam gitm huyét ap dang k& o béah nhin dang dién ) voi cae thube chen calai, dac biét 1 cdc dfin xubr
dihgdropyridin

Clin rong ki su dyng dbng tha cic thude chgn calei von cde thude gy mé hé hip do edc thude nay cang ¢6 e dung khang
161 dén co thiit co tim

Sir dung ddng thish succinyleholin voi cie thube giy mé hd hip b lign quan 15 <y tng hidm cd ndng 4§ kali huyét thanh,
diin tai logn nhijp tim va (i vong cho binh nhi trang thixi gian liu phiu

Sevofuran duge chimg mink 1 an todn va hi¢u qua khi si dyng ddny thin voi nhibu logi thude thiimg ding trong e cude
phifiu thudt nhur e thude te dung lén hé thin Kinh trung vemg, thude e dung wén hé thin kinh tw chi, thude gifn co xuong,
khing sinh bao gdm nham aminoglveosid, hormon va cdc chit thay thé téng hop. cac che phim tix miu vi céc thube tim
mach, bao gdm epimephrin,

Epineplrin/Adrenalin

Sevolluran tiromg (i isofluran éing lam eho co tim ahay cdm vdi the dung gly loan nhip cda adrenalin ngoai sinh.

Thunde kfch tiiel thin kind gian cam gidn tép

Sur dyng d:‘)ng thii sevofluman v eh¢ chit Kich thich thn kink giao cdm gidn Iﬁp {amphictamin, ephedrind cd nguy co gly Wing
huyét ap cdp tinh,

Tihuedc fre ché heta giae ciam

Sevofluran oo 1hé lam ting tée dyng tinh co bop, tnh ti ddng, tinh din truyén &m tinh cda thube chen beta (bing vige te ché
e ché bi i cotim),

Verapamil

K i st dyne dong thon verapamil va sevofluran di quan sét thiy sy gism tinh dlin truyén nhi tht.

Burbitwrat

Sevolluran fiomg thich vl barbiturat ifn duge st dung phd bién tong phia thudt,

Bengodiazepin vé oploid

Céic thube nhom benzodizzepin va opioid duge cho 1a ¢o thé lam giam ndog 3 5§ thidu trong phé nang (MAC)
sevofluran theo co chié twomg ty nhur vol cdc thude giy mé dubme ha hfp Khic. Sevofluran hramg thich vél benzodiazepin v
nhém opioid nén dwge sir dung pho bien rong phis thugt

Céc opiaid nhur alfeianil va sufeail khi két hgp vai sevofluran co thé 1am gidm ci nhjp tim, huyét dp va nhip tho.

Cic chdt gy cam dng engyme CYP2EL

Cée ché phiim thude va cic-chit fam ting hogt tinh cia isoenzym CYP2E] eytochrom P450, nhu isoniazid vi ruow, ¢ the
Vam thing chuyén hoa sevofluran din dén sy gia tang dang ké nong & Norid trong huyvét iomg. S dung két hep sevofluran
vl isontazid b kha ning lim tAng ddc tink trén 2an cda isoniazid.

St Jahn's Wort

O eac bénh nhin dibu o din ngﬂ.g‘:vd'i §t John's Wort dfl co tnirémg hgp dupe bio cio hy huyét bp ning vi kéo dii than gian
tinh mé sau khi gy mé bang thude mé dlin ehidt halogen duimg hit

Niter oxyd

Nhu ede thude mé khae 1 din xudt Iuloﬁgen JZ biay hoi, MAC cla sevofluran giam khi disg két hop voi nite oxid. Gid v
MAC glim xip xi 50% & ngudi Km vi x8p xi 25% & bénh nhl.

e thude phang bé thin kinh - cor
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Giding nhu coe thude iy mé dudng hih kip ki, sevoluren bnh hutimg din cuiing 09 vi i glan phong bé thin Kinh - co
cite che thude lin mém co khdng kbo cuc. Khi ding bd sung thabe giy mé alfentanil-NyO, sevolluran Jam ting khd ning
phong bé thin kinh - co cia cac thubs nhur vecuranium, pancuronium hoje amcuriom. Vige dida chinh libu hepng cie thude
giin co khi dimg voi sevoflurn haong iy vhie w6 sofluman. 118 gud cia sevolluran irén succinylcholin v thid gian khe
eye phong bé thiln kink - co chua duge nghide cin,

Vide ghim iy dung ca cac thube phong bE thin kinh - oo trong qua trink ghy mé 6 thd Lim chdm qus winh dyt din didu
kign thich hop dé dat ndi khi qun hodc kbdng dd gidn co bii the dung quan bt due als cie £ifin co b mft vl phit
sau khi bt diu ding sevoliuran,

Trong 30 nhling thude khir eye, iwong the cla cde thisde vecuronium, pancuronium va etracurium di dugc nghign edu. Khi
khng co hudng din ey thé: (1) d& a3t ndi khi quin, khdng giam [iéu cbe thude giln co khong ki cye; (2} trong qua trinh
duy trl iy mé, libu thude glan co khing khir cwe ¢6 the duge gibm so voi ki gly md bang NOdoplold. Vide ing thém litu
thude gidn co nén duge dua rén cde dip dng KhiRick thich thio kinh

Ciing nhur cae thube khic, o6 i disng nhimg ndng 40 seveluran thip hon seu khi diug mds thude mé dudmy dnb mesch
{nhu prapafal).

Nbng 4y Norid rrong huyd wrong gia ting dang ké khi ting how tinh cla CYP2EL.

KHA NANG SINH SAN, PHY NT €O THAI VA CHO CON BU

it logl ngay ea tedn thal thape nhdm B

Thrl ki irvennng thai

Sevoflumn eb the dmlimgﬂuwlﬂcuns.rﬁtl&mnun;:uhhuyh tit cung 1 durge bdo cike trong mdl nighién ciru s dun
sevofluran trong thoi didm két thic cia that kb S dung gly md 1rong gini doan chuyéa da vi sinh di dugc giol han i md
nghidn cini rh trong md iy thai.

Nghin cira sinh sin irén c:mz;‘ va tho & mi lidu lén dén | MAC cho thdy khdng cd bing chimg vé sevolluran ghy suy
i Khod nheg sinh sin hode tda hal eho thai nhi. Chua o8 nghiln e dhy di w4 ¢6 dBi ching tb orde phu nd mang thai. Do

dd, sevofluran chi nén duge sir dung wong thal ky khl thit sy cin thid

Gial dogn chuyin d vi sinl

Trong md thr nghi§m Llm ging, @6 an 1odn cia sevofluran 3 dege chimy minh cho cdc b me v e sesinh ki ding, gay

mé d& md 1y thai. £ an todn cia sevoliuran ong sinh 1y nhién chua duge xae minh,

Vil &y cho cou bit

Chua 1 sevollurn hoge ehdt chuyén hoa clm nd cb duge bii 1iél vao sira me hay khdng. Do khong c6 thdag tin ndo duge

£hi chép, cln khuyén chc bi me winh <hocon bd trong vome 48 gidr sau Whi ding sevolluran vA logl bd luomg sira tide
trong thoi glan nay,

Kha nidng sinh sdn

Nghién ciru tlnh g trén chult vl 1ho & mie Béu Wn dén | MAC chio thdy khilng o6 bing chimyg vi sevofluan gly suy
gihen khi nling sinh 2an.

TAC DUNG TREN KHA NANG LAIXE VA VAN HANH MAY MOC

Cilng. nhut vii clic Ihuée mé khac, ¢da thong bao cho ngudi bénh rd sau khi gly mé 106 thin chin tranh lim iong méi thin
glim nhing cing vide 301 hol sy Unh o v& tinh thitn, vi di nh van hinh coc may moe. Nguli bianh khong dioc phep 14 xe
trang mdt khoang thisi gian thich hop sau khi 28y mé bing sevollurin.

TAC DUNG KHONG MONG MUON
Téine b6t vl thuke an todn

Giting nhu th el cde thude ghy mé manh dudng hiy Kip, sevolluran b thé ghy e cké tim - ha hip phy thude lide ding. 114y
hét cie tae duag phy déu & mice 85 nhe koje rung binh v difn m trong thdi gian ngin. Tradmg hep budn ndn, ndn vi mé
sing rong thirl ky hiu phily, di chimg chung oo philu thult va giy md 1odn (hin, ob thé <y m do gly mé didmg hi hip, do
ci¢ thubc khic ding trong v sau philu thudt, va do dip myg eika binh akdn trong qud trish phiu thufl.

Cibe phin img ¢b had dege bio cdo nhidu nhit b

O ngudl lom: ha huyftap, bude ndn vi nde;

€ nguol cao tudi: ehlim nhip tim, ha hiydi dp va budn ndn;

e em: kich ddng. ko, buda noa va nbn.

T rdt bing bang bidu ede tdc dung hhing mony nin

Tt ca cde phan cmyg bt b it nhdt oo thd idn quan ddn sevoflorn 1 thir nghiiém im s4ng vA trong qud trinh Lo hanh thade,
duge trinh bay trong hang dindi ddy theo phin loal bé co quan MedDRA, thadt ng0 vA 1 sult xdy ra bidn cd. Cac whom thn

dure 50t thyng Li: el thuimg gap (> 1/10); thutmg gap (11100 v <1/10); it gap (> 171000 va <17100; Kifm gap (>1/10
000 vi <1/1000); rdt hidm gap (<1/10,000), 2an sdm nhidng bio cdo ridng Je. Cac phin img bdt lgi wong qua trinh lou hanh
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duge mm il nguyge 1 mit ahom ngm}rl ki 1 19 1€ phol nhilm, Do 8, khdag thE ude lugng duge 8 1& thye 1d cig
phén wng biit g va tin sudt 1 “chua biet™. Logi, mirc ¢ nalicm trong vi Sin sult ¢ic bidn ob bt o xudt hign & tibiing bénh
nhén st dung sevollurn duge so sanh voi che bidn cb bit I o cic bénh nhdn dimg thude twong W

Tong hop nhimg tac dyng Khing mong muin (hudng gip nhal cos sevofluran
trang cie thinghiém [im shng vh qua trinh lun hinh thubic

Bhin loal thea hé co quan Tiin sudt Phiin tmg o hi
Rdi logn b mién djch Chua bilt Phin img phin v&
"han img deng phin v
Qua miin
Rbi Jogn maw va 1é bach huyvé Itgap Giim bah ciu
Taing bach chu
R Jown tdm thim Rit thudmg gip Kich thich
It gap Trana thai mo b, ri foan
R Togn I than kinh Thuimg g3p Lar mr
min
Paw d
Ivgip Co gift
R logn truomg lue
R losn tim mach Rt thueng gap Nhip fim cham
Thutmg sip Nhip tim nhank
lvmsp ‘Block nhi thit hodn wan
Rung nhi
Kl logn nhip tim
Neoai m thu thét
Mgoai tim 1hu mén thit
Ngoai tim thu
Khing rb Ngirng tim*
Ko dii khouns QT vt nhip xoin dink
RO lesan b migeh Rar thuimg 25p Ha huydi dp
Thutmg ghp Tang buyét ap
RGi loan he hd ndn, vung neye va ving | RAT thuomg gip Ho
trung thi Thutmg 2ap Rai loan 1o lip
Co thit thanh guin
hgsp Nefrng thir
Thidu oxy
Hﬁnauﬁn
Chra bigt Cothi phié quin
5ho the'
This khiy khe"
Pliis nd plidi
Rabd lnan b iéu hon R thuang gip ::n‘lu Hin
1]
Thmdmg giip g 1i#1 made ot
Rabi koan (han va (ié1 nigu It gipe B iidu
Cilucose nidu
Chua bifi Suy thin edp
RaOT hogn bd gan - mét Churn it Viem gan'™
S‘I.If!l’ gam”
Hogl i gan'”
Raii logn hé da va mé dudi da Chura bict Vit s bisp e’
Nygira
Pt ban'
Pisti gt
Mbi mi day
Réi logn e xavmg va mo lién ket Chum bt Cocing ¢
Tinh trang roi lopn toan thin hodc 1o vi | Thudng gip Reét run
tr ding thide S




https://trungtamthuoc.com/

Ha thén nhigt
Chiss bict Tt nguc’
Ting thin ohiét ac tinh'’
Che xét nghigm Thubng gap Nibng dg dudmg huyét bt thuimg
Xét nghigm eliire nang gan bit thisimg’
Men gan AST [SGOT} g
56 fugng bech chy bit thuimg
Méng o fMorid ting®
) Men gen ALT (SGPT) ting
hgip Creatinin mda ding
I Emeym LDH trong miu téng
Chin thueng, nhitm ddc va cdc bitn | Thuemyg gip Thin nhiét giim
chimg

"Nom myuc TAC DUNG KHONG MONG MUGN - M 4 che tie dyne khdng mong mubdn die mumg.

“Kem mye CANH BAO VA THAN TRONG.

*Nem mue TAC DUNG KHONG MONG MUON - BSi isgng tré em.

‘Hidm ciic tnsimg hop ngimg tim Khi st dueg sevolluran duge béo ¢ho sau Khi luu hinh.

"Mt vii tirdme hop thay doi trong thid gimn n,gén cic xét nghitm chie ning gan d3 duge bao cho voi sevofluran vi ede
thubc twong 1y,

*Néng d8 flarid v& co trang mébu tng trong mit thdd gian ngin cb thé xdy ra trong vit sau khi gy mé bng sevotluran. Xem
mye M ta cic tic dung khdng mong mubn dac treng,

M té cde vie dyng khing mong mubn dje irimg

Vige ning di fiorid vd co wong mdn dng trong mil thd gisa nighn cd the xay ra trong vik sau khi gy mé bang sevofluran.
Nbng df Norid vé co nhin chung dat dinh trong 2 git khi keét thie dong sevofluran vt quay tnd fai & mine tnrcée khi phie
thugit trong wing 25 gitr. Trong cée thir nghidm 1am sdng. néng dd Norid tang én khdng < lign quan dén sy suy giam chite
nding & thijn.

Hidm ¢de bito cdo vé trink trang viém gan saw philu thude. Thém vio dé, cing hiém cic bio céo sau ki luu hanh thube vé
tinh trpng suy pan vi hopt 1 1€ bdo gan 1ién quan dén vide si: dung thude ghy mé dutmg hit manh, bao gom sevofluran, Tuy
nhidn, sy anh huong vi méi lidga quan thire sir eia sevofluran tid cic trsomg hep (rén chua diree thiét Jap mdt cach chac chin
(xem myc CANH BAO VA THAN TRONG),

Hidm cdc bao cdo vi phin img min cim (beo gbm viém da tifp xic, phidt ban, kha tha, thir kb khe, tde ngye, phin man,
hode phidn ung qua min), dic bigt lién quan dén s phot nhifm nghé nghidp kéo dai ki st dyng tic nhin gy mé duing hil,
bao gﬁm sevofluran.

O mdi sb mrtmg hop min cdm, cdc thode aly mé duomg hit manh, o6 thé ghy ra ting chuyén hia & co xuong, din 10i (ng
cao nhu chi oxy v hdi chimg lam sing duge bid 12 sét cao de tinh (xem mue CANH BAO VA THAN TRONG).

Tré em

Vide sit dung sevoiluran o6 1ién quan dén ciic com co geEl. Naibu tredmi hop 43 xay 2 ¢ thanh thifu nifn vi ré em 12
thang i tro 18n, kiu hét trong sb nay kking mang yéu o ng icm Trude khi ding sevofluran, ¢dn tién banh dinh gid ldm
sing & bfnh nhin ¢ nguy co co gift (xem myc CANH BAO VA THAN TRONG).

Biio cio i dung Khing mong mudn:

Vigc bdo cdo the dung khdng mong mudn sau khi thude duge luu kimh 1 quan trgng, gidp “Tnm kiém sodt sy cin kg lgi
ich/nguy co khi sir dung thube. Nhin vién y 18 cin bao sio bt Ly tic dung khing mong mudn nio cia thubc theo hé thing
bao cdo clia quic gia,

QUA LIEU

Méu qua lidu, clin ngimg thude ngay, dam bio thong duimg the, bt diu Thang khi hd 1o hode thong Kt ¢6 kidm sodt vdi
oy tinh khiét va duy trl chie ning tim mach thich hop.

DUGC LY LAM SANG

Dargre lye
Tie dung 15:11 siing cta sevofluran thay a8i nkarh theo ndng 4 hit vio.

T dyng trén b 6im ingch

Cling nhir cic thube giy mé duing bt khac, sevofluran te ché chiic ning tim mych twong Gng voi lidu luemg, Trong mi
cong trinh nghién i tén ngudi teh nguydn, néu tang ndag df sevofluran, thi s& giam hueyét &p trung binh, nhimg khing
eé thay 8bi vé nhip tim, Trong nghifn ciu ndy sevefiuran khing o6 ach hwong 167 nang i noradrenelin frong Ilu_'n!l tomng,
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Tiee ey drén i thidn kink
Khing quan sat thiy cdc con dynp kinh trong chiromg trinh nghign ¢fni tim sdng.

) ngudi bgnk ¢6 dp lire ndi so (ICP) binh thoéme, sevollurmn (It e tic dyng trén ICP va trén sy dip dng wii OOy P an
wdn cla sevolluran clwa duge nghidn cim mén ngudd bénh: ©d tEng ICP, Voi ngudi bénh cé nguy co ting ICP, chn sir
dyng sevolluran thin trgng, phoi liop voi che phuomg phap glim 1P, v dp ting thomg khi,

Durge diing hoe

D0 tan kém cia sevolluran trong mae din dén ndng 9 thube tong phé nung ting phanh vae [0 ki mé vi gidm ahanh s
khi ngime hil thube mé.

O nguis, < 5% lugmg sevolluran b chiyén s Sy Ui trir shanh ¢ sevofluran qua phi Sim han <hé lugng thube tham
gia chuyén hoa, Sevofluman bj Khir Nuor nhis eytochrom Pays (CYP) 2EL, tao ra chiit chu;.én hod hexafluoroisopropanol
(HFTP) w4 gial phéog Nuorid vb co v CO, thedie mdt doan cé mét carbon). HFIP sau &6 <& lién hop nhanh vii acid
glucuronic v Ui trir qua nude tidu.

Chuyén hoa cua sevofluran ¢ the tng 1&n khi phdi hop véi che chit gdy cam img CYP 2E1 (nhir isoniazid vi ethanol)
i sevofluran kidng bi cim img boi barbiturat.

Cié thié xay ra thng nhit thin fluorid v co rong huyét tharh trong Khi vé sau Khi giy mé bing sevolluran. Thang thimg,
néng df dinh cia Muorid vo co dar dupe wrong vong 2 gitrsau khi ké1 thite gdy mé vi trong vong 48 gilr s wo v mire ruroe
khi phic thugt.

D ligu an toan tién tim shng
Mahién cuu 1rén déng vt cho thily chu trinh gan, thin vin duge duy il 180 khi sirdyng sevotluran,

Sevolluran ldm gidm she d tidu thy oy et nko (OMRO.) twomg ty nhy isofluran. ﬂl'lﬂng &0 2.0 MAC, lim giam shoing
3% CMRO,, Nghién edu trén ddng vt da chitng minh rang, sevofluran kibing anh bwdng ding ke [8n sy tudi mau nio,

O dgng vit, sevofluran can irg ding ké vide chup dign ndo db (EEG) so v climg litu isofluran. Khdng, co bing chimg cho
thay sevofluran lién quan dén com ddng kink khi ndng 3 CO, binh thutmg kode giam. Ngwge véi enfluran, phép thir 3& o
ra hiogt ding EEC denp ddng kinh trong qui trinh thidu €Oy mau khi ding kich thich bc i theo nhip thl cho ket qia dm
tinh.

Mghiéa cinu trén chudl cho 1h§y, hope chit A gy ddc voi thin o ndng ¢ 30114 ppm tfrong khoang 3 gio, Bidu hign cha
ahifim ddc @i trmg 1 boai 1 cie 18 bio don & cila dng lugn gin, Co ché gdy 80 tinh con ehun duge bift 1 va sif lién
quan dén dde tinh trén nguii chiza duge thiét p. So sanh nauime die vai thin wén nzudi cua chin lién guan hop chit A, du
dodn ngudng e 13 150-200 ppm. Ndng 43 hop cliit A tlm thiy trong e hink Mim sing thiimyg quy trung bink 1a 19 ppm
& i Iom (e nhidi 13 32 ppat) Khi sir dung v0i sO-da nhu chit hip thy TO,.

TINI TUONG KY

Sevofluran-dn dinh khi bao quin disdi nhitng ditu kidn dnh séng phideg bink thutmg. Sevofluran khimg b giing hoa ding ké
khi £6 mit eda acid mpnh hode nhigt 49 cao. Sevofliran khéng n man thép khdng o, déng thay, nham, dony thau my
nicken, déng thau ma chrom, hodc hop kim dbng -berili.

Syt pidng hiva hoa hpe €6 thé xdy ra trong [0e ehit g8y me ép xic voi cht kp phy CO, trong miy g8y mé. Khi disge sir
dung nhi dugre hurémg, din vai chii hdp phy méi, sy gidng hoa cia sevofluran 1 thi thidu, va nhimg chgl piting b khing
phat hién duc hoZe khdng cd dic tinh. Sy gidng hoa cia sevofiuran va sy 10 nén nhimg chét gidng hoa sau do bi thng
cuimg b s thng nhidt 3 eac ehdt hip phy hip php COy bi kho (dae biét chit chin kali hydroxyd nha Bralyine®), s thng
ndm lugmg sevalluran vi giam ddag kh! mai.

Sevofluran co 1hd bi gidng hoa béi chit kifm theo 2 con dubng Ban div na bl mir hydrofluorid va 1go thinh
penafluaroisopropanyl fiuoromethyl ether (PIVE avac thutmg got 1 hop ehidt A), Sur giding hos bang con diimg (hie 2 eda
sevofluran chi xudt kign khi chit bip phy CO; bi kid din dén sy phin tich cia sevofluran thinh hexafluoroisopropanol
(HFIP) va formaldehyd. HFIP [ mft chit khdng ca hogt tinh, khimg cd dic tinh vii gen, bi  plucoronid nhanh, ddo thai
Suge va ¢ dive tinh tuong i sevolluran, Formaldehyd o mit rong sudtche qui trinh chuyén hoa binh thubng. Khi tiép xic
wai chit hiyp phy bj qua khd, formaldchyd c6 thé bj gidng hoa thinh methanol va formate, Formate o6 thé tham gia sy o
thanh carbon monoxyd khi & nhidt 4§ coe. Methandl eo thé phin img vai hip chit A d& o nén san phiim phy chira
methoxy 1& hop chiit B, Hep chit B cothé logi tidp HF i tao thinh hop chidt C, D v E. Viéi nhilng chitt kip phy bi qua kho,
dic bigt nkimg :I_ah chira keli kydroxyd (nhy Bralym-:‘*!, od Ihé xay r s (30 thanh cita formaldehyd, methanol, carbon
monoxyd, hop chit A vh e 18 o mit o chiit giang hoa cla né, hep cht B, C, va D,

Sy gising hin eda acid Lewis

it nhdt 300 ppem rurde duge thém vao shu mt chidr Go ché acid Lewis, Sevorane khing co thém bdt ky thinh phin hojie chdt
dn dinh hioa hoe khie.

HUTONG DAN SUTDUNG

Mt 56 thude gy mé chin halogen &3 duge bie cde 12 ong e voi chil hip thy CO5 KR tga ra CO, Dén ray chua of
chitng o6 T phin itng nay xay r2 vei sevofluran. Tuy vy, d& lm gidm nguy co tae thanh CO trong hé thbn thé kin va khia
ntng of the ting ham hrong Carboxy-hemoglobin, khing duge dé khd coc chit hap tha COy,
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QUY CACH PONG GO1

Hp mét chai 250 m).

Théng bio che bdc st nhing tic dung khéng mong muén gdp phai trong khi sit dung thube.
Khéng ding thube qud han sic dung. Dé thube ngoai tim tay tré em.

Bao quéan: Nhi¢t dd phong khong qua 30°C

Han diing: 36 thang ké tir ngay san xudt,

Tiéu cl!uﬁn: Nha san xufit.

Séan xudt boi: ABBVIE S.r.l,

S.R. 148 Pontina Km 52, )

SNC - Campoverde di Aprilia 04011 Aprilia (LT), ltaly (Y).

Cho: AbbVie Biopharmaceuticals GmbH, Switzerland (Thuy S7).
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