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Thanh phan céng thirc thube
Thanh phén duoc chét:

10 ml nhd twong chra
Etomidate 20 mg

Thanh phén ta duoc: )
Dau dau nanh, triglyceride chudi trung binh, glycerol, lecithin trirng,
natri oleate, nwéc pha tiém.

Dang bao ché
Nhi twong tiém. ]
Nh{ twong dau trong nwéc mau trang sira. pH 6,0 - 8,5.

Chi dinh )
Etomidate la thuéc khéi mé toan than dung dwong tinh mach cho
ngwoi 1én va tré em trén 6 thang tudi.

Liéu dung, cach dung

Nén diéu chinh lidu theo dap (rng riéng biét ca tirng bénh nhan va
tac dung trén 1&m sang.

Nén tuan theo huwéng dan vé liéu dung sau day:

Nguwoi I6n va tré vi thanh nién

Thoéng thwong, liéu gay mé hiéu qua la 0,3 mg etomidate cho méi
kg can nang, twong rng véi 0,15 ml Etomidate-Lipuro cho méi kg
can nang.

Do d6, dbi v&i mot bénh nhan trwdng thanh mét 6ng thubce thudng
du dé& gay ngu trong thdi gian 4-5 phut.

Téac dung gay ngl cé thé kéo dai khi tiém bd sung Etomidate-Lipuro.
Khéng ding qua téng lwong thude 1a 3 éng thube (30 ml).

Bénh nhén tré em

O tré dwdi 15 tudi, lidu dung c6 thé can téng I&n: dai khi can mat lidu
bd sung lén dén 30% lidu binh thwéng danh cho ngudi Ién dé cé
dwgc do sau va thoi gian ngl nhw & ngudi 1on.

Bénh nhan cao tudi

Bénh nhan cao tubi can mét liéu tr 0,15 dén 0,2 mg etomidate cho
méi kg can nédng va can didu chinh lidu theo cac tac dung (xem muc
“Canh bao dac biét va than trong khi st dung thudc”).

Nhom bénh nhén dac biét khac

Can giam lidu etomidate & bénh nhan bj xo gan hodc nhitng ngudi
da dung thubc an than, thudc phién hoac thubc ngu.

Céach dung

Dung theo dwong tinh mach.

Thong thwong, Etomidate-Lipuro phai dwoc tiém hoan toan theo
dwérng tinh mach va that cham (mét liéu trong khoang 30 gidy) va
chia ngét quang néu can.

Phai tranh tiém trong ddng mach. Tiém gan tinh mach c6 thé gay
dau nhtrc nhéi tai cho.

S dung thubc gidm dau gay nghién hoéc diazepam lam thubc tién
mé va trong qua trinh phau thuat sé lam gidm co co tw phat khéng
kiém soat (giat rung co’) da cho thay trén mot sé bénh nhan sau khi
dung Etomidate-Lipuro (xem muc “Canh bao dac biét va than trong
khi st dung thudc” va muc “Déc tinh dworc lwc hoc”).

Vi etomidate khong co tac dung gidm dau, nén dung mot loai opioid
thich hop, vi du: fentanyl dwong tinh mach 1-2 phut trwde khi tiém
Etomidate-Lipuro (xem muc “Canh bao dac biét va than trong khi st
dung thudc* va muc “Dac tinh dwoc lwc hoc”).

Chi bac si d& dwoc dao tao vé dat ndi khi quan méi dwoc st dung
san phdm nay. Phai chuan bi sdn sang thiét bi hd hdp nhan tao (xem
muc “Canh bao dic biét va than trong khi st dung thudc”).

Chéng chi dinh

Qua man véi etomidate, dau nanh, lac hodc véi bat ctv ta dwoc nao
duoc liét ké & “Thanh phan cong thirc thubc”.

Khéng dwoc diéu tri cho tré so sinh va tré nhd tir 6 thang tudi tré
xubng béng Etomidate-Lipuro, trlr khi c6 chi dinh bét budc trong
diéu tri b&nh nhan noi tra.

Canh bao déc biét va than trong khi st dung thuéc
Chi nén tiém Etomidate-Lipuro theo dwdng tinh mach.
Kh&i mé véi Etomidate-Lipuro co thé kem theo tut huyét ap nhe
va thoang qua do gidm sirc can clia mach mau ngoai vi (dac biét
la sau khi dung droperidol truéc d6). O’ bénh nhan suy nhwoc ma
c6 thé gap nguy hiém do tut huyét ap, can phai thuc hién cac bién
phap sau:
1. Trwéde khi khdi mé, can cé dwong truyén tinh mach dé& xi tri thé
tich mau tuan hoan.
2.Nén tranh cac thudc gay cam (rng khac trong pham vi cé thé.
3.Kh&i mé nén duoc tién hanh khi bénh nhan & tw thé ndm nglra.
4.Nén tiém thudc that cham (vi du: 10 ml trong 1 phat).
Etomidate (rc ché qua trinh sinh tdng hop cac steroid & vé thuong
than. Lidu kh&i mé clia etomidate lién quan dén gidm néng d6 corti-
sol va aldosterone trong huyét twong, khdng dap trng véi viéc ding
ACTH. Khi etomidate dwoc str dung dé khéi mé, da quan sat thay
tang cortisol trong huyét thanh sau mé sau khi kh&i mé do thiopen-
tone bj tri hoén trong khodng 3 - 6 gi& (xem muc “DPac tinh dwoc
Iwc hoc”).
Can can nhac dén nhitng bénh nhan bi cing thdng mirc dé nang,
nhat 14 nhitng ngudi co réi loan chirc nang vé thwong than, nén
xem xét bd sung cortisol ngoai sinh (vi du: 50 — 100 mg hydrocorti-
sone). Trong cac trwdng hop dé, kich thich tuyén thuwong than bang
ACTH sé khdng c6 tac dung.
Uc ché cortisol va aldosterone ndi sinh kéo dai co thé xay ra nhw
mot hé qué truc tiép cla etomidate khi dwgc cho dung bang cach
truyén lién tuc hodc dwéi dang lidu 14p lai. Do d6, can tranh str dung
etomidate d& duy tri gay mé. Trong cac trwdng hop dé, kich thich
tuyén thuwong than bang ACTH sé khéng c6 tac dung.
Nén than trong khi str dung Etomidate & bénh nhan bj suy vé-tly
thwong than chang han nhw nhitng bénh nhan bi nhi&m tring huyét.
Can giam lidu etomidate & bénh nhan bi xo gan hodc nhirng ngudi
da dung thubc an than, thubc phién hodc thubc ngu.
Co co ty phat c6 thé xay ra & moét hodc nhiéu nhém co, nhéat 13 khi
khong dung thuéc tién mé (xem thém muc “Tac dung khéng mong
mudn cta thudc”). Hién twong co co nay duoc cho 1a do mét tre
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Thuéc nay chi dung theo don thubc.
Doc ky hwéong dan st dung trwée khi dung.
bé xa tam tay tré em.

ché duwéi vé (xem muc “Pac tinh dwoc e hoc”). Hién twong nay cé
thé dwoc ngan ngtra phan Ién bang cach sir dung lidu thap fenta-
nyl theo dwdng tinh mach, kém theo droperidol hoac diazepam 1-2
phut truée khi khdi mé béng Etomidate-Lipuro (xem thém muc “Liéu
dung, cach dung”).

Giat rung co hodc dau & ché tiém, thwong & mirc nhe, dwoc quan
sat thay trong khi dung Etomidate-Lipuro, nhét Ia khi thudc dwoc
tiém khong pha lodng vao tinh mach nhd. Diéu nay c6 thé tranh
dwoc phan I&n bang cach dung lidu th&p opioid thich hop, vi du:
fentanyl, theo dwérng tinh mach tlr 1 dén 2 phat trwéc khi khéi mé.
Dé gidm thiéu nguy co dau tai chd, nén s dung cac tinh mach I6n.
Nén than trong khi st dung Etomidate-Lipuro & bénh nhan cao tudi,
vi c6 kha nang gay gidm cung lwong tim, van d& nay da dwoc bao
céo khi dung liéu 16n hon lidu khuyén céo (xem muc “Liéu dung,
cach dung”).

Trong céc thir nghiém trén dong vat, Etomidate-Lipuro d& cho thay
c6 kha nang sinh ra porphyrin. Do d6, khédng nén dung cho bénh
nhan bi bénh di truyén vé sinh tdng hop haem, trv khi khéng c6
thubc thay thé nao an toan.

Vi Etomidate-Lipuro khong cé tac dung gidm dau, can phai st dung
thubc giam dau thich hop trong qua trinh thye hién tha thuat ngoai
khoa. Néu da str dung d& gay mé trong thdi gian ngan, phai cho
dung mét loai thudc giam dau manh, vi du: fentanyl, truwéc khi dung
hodc dbng thdi véi Etomidate-Lipuro (xem muc “Liéu dung, cach
dung”). Ciing can lwu y dén huwéng dan dwa ra trong muc “Twong
tac, twong ky clia thubc” va “Hwéng dan bdo quan / str dung / xtr ly”.
Chi bac si c6 tay nghé trong dat ndi khi quan méi duwoc st dung
Etomidate-Lipuro.

Khi st dung Etomidate-Lipuro, can phai chuan bi s&n thiét bj hdi strc
d& xt tri trc ché ho hap va ngirng thé cé thé xay ra.
Etomidate-Lipuro c6 chtra it hon 1 mmol (23 mg) natri (dwéi dang
natri oleate) cho médi 6ng thudc, tirc 1a vé co ban 1a khéng co natri.

Anh hwéng clia thuéc 1én kha nang lai xe, van hanh may méc
Etomidate c6 anh huéng I6n dén kha nang lai xe va str dung may
moc.

Khoéng nén st dung nhirng loai may méc cé kha nang gay nguy
hiém hodc lai xe trong 24 gi¢r dau sau khi dung thuéc.

Thoi gian trd vé trang thai tinh tao binh thweng co thé thay ddi theo
thoi gian md, tdng liéu etomidate dwoc ding va loai thubc da dung
kém theo. Do d6, quyét dinh cho phép lai xe hodc van hanh may
maoc phai theo danh gia clia nhém béc si diéu tri sau gay mé.

Str dung thudc cho phu nir c6 thai va cho con bu

Phu ni cé thai

D6 an toan khi sir dung Etomidate-Lipuro trong qua trinh mang thai
van chua dwoc xac lap. Trén dong vat, etomidate khéng cé tac dung
chinh trén kha nang sinh san, cling khéng co tac dung déc tinh
chinh trén thai hodc gay quai thai. O’ cac mirc lidu doc tinh trén
chuét me, da ghi nhan thay co giam ty 1& séng.

Chi nén str dung Etomidate-Lipuro trong thai ky néu kha n&ng mang
lai loi ich nhidu hon nguy co déi véi thai nhi.

Trong qua trinh gay mé san khoa, etomidate c6 thé truyén qua nhau
thai. Diém Apgar cla tré so sinh c6 me da ding etomidate c6 thé
twong dwong véi diém cla tré so sinh sau khi ding cac thubc gay
mé khac.

Giadm ndng do cortisol thoang qua kéo dai khoang 6 gi da dwoc
quan sat thay & tré so sinh sau khi me dwoc dung etomidate. Cac
gia tri bi gidm van trong pham vi binh thuwong.

Giai doan cho con bu

Etomidate dwoc bai tiét vao sia ngwdi. Can than trong khi dung
Etomidate-Lipuro & ba me cho con bu.

Néu phai duing Etomidate-Lipuro trong giai doan cho con bu, ba me
can nglrng cho con bl va khéng cho b lai trong 24 gid sau khi duing
thudc; phai db bd siva me bai tiét ra trong qua trinh nay.

Twong tac, twong ky, cua thubc

Tac dung gay mé ctia etomidate co thé dwgc ting cudng béi:

* céc thubc an than

* cac opioid

« thubc gay ngu

* rwQu

Kh&i mé véi etomidate co thé di kém véi gidm strc can ngoai vi nhe
va thoang qua, didu dé c6 thé lam tang cwéng tac dung clia céc loai
thudc lam gidm huyét ap khac.

Alfentanil

Dung déng thei etomidate vai alfentanil da dwoc bao cao 1a lam giam
thoi gian ban thai cudi cling clia etomidate dén khodng 29 phut. Nén
than trong khi st dung ca hai loai thubc cling nhau vi ndng d6 cla
etomidate c6 thé giam xubng dwéi nguwéng gay ma.

Fentanyl

Téng do thanh thai trong huyét twong va thé tich phan b clia etomi-
date gidm xudng 2 dén 3 1an ma khong cé thay dbi thei gian ban thai
khi dung kém theo fentanyl dwong tinh mach. Khi dung etomidate
ddng thoi vai fentanyl dwdng tinh mach, cé thé can phai giam liéu.
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Ketamine
Duing etomidate ddng thdi véi ketamine cho thdy khéng co tac déng
dang ké& dén néng do trong huyét twong hodc cac thong sb duoc
dong hoc clia ketamine hodc chat chuyén héa chinh ctia nd, nor-
ketamine.

Céc thuéc chen noron thén kinh adrenergic, thuéc chen alpha

Phéi hop véi cac loai thubc gay mé toan than lam téng tac dung gay
tut huyét ap clia cac chét nay.

Thubc chen kénh canxi (Verapamil, Diltiazem)

Phéi hop véi cac loai thubc gay mé toan than lam téng tac dung gay
tut huyét ap va cham nhi-that.

Céc thudc trc ché monoamine oxidase (MAOI)

Vi twong tac nguy hiém gira cac thudc gay mé toan than va cac
MAOI, théng thuwdng, can phai dirng viéc st dung cac MAOI trwée
khi phau thuat 2 tuan.

Tac dung khéng mong muén cua thuéc

Gibng nhw hau hét cac loai thubc gay mé toan than, etomidate co
thé anh hwéng dén chirc nang hd hdp va mach mau. Giéng nhw mét
s6 loai thubc gay mé toan than, etomidate c6 thé gay co co khéng
tw chl. Bén canh dd, etomidate thudng anh huwéng dén chirc nang
clia vo thwgng than.

Tac dung khéng mong mudn duwoc liét ké theo tan suét xuét hién
nhw sau:

R4t phé bién (=1/10)

Phd bién (= 1/100 dén < 1/10)

Khong phd bién (= 1/1 000 dén < 1/100)

Hiém gap (= 1/10 000 dén < 1/1 000)

R4t hiém gap (< 1/10 000)

Khéng ré (tAn suét xuat hién khong thé wéc tinh duoc tir

dir liéu sén co)

RGi loan & hé thong mién dich )

Khéng r6 : Quéa man (nhw la sdc phan vé, phan &rng phan
vé, phan rng dang phan vé) )
Sau khi dung etomidate, d& ghi nhan thay giai
phong histamine. Etomidate-Lipuro c6 chira
dau dau nanh, loai dau nay rat hiem khi gay
phan &ng dj (’ng nang.

Réi loan néi tiét

Khéng r6 : Suy thwong than

Céc réi loan & hé than kinh

Rat phd bién : Réi loan van déng

Phé bién : Giat rung co

Khéng phé bién:  Téng trwong lwe, co that co khéng tw cha, rung
giat nhan cau, run ray

Khéng r6 : Co giat (bao gébm ca co giat con 1on)

Céc réi loan vé tim

Khéng phé bién :  Nhip tim cham, ngoai tam thu, ngoai tam thu that

Khéng r6 : Loan nhip tim, chen nhi th4t hoan toan

Céc réi loan & mach méau

Phé bién : Tut huyét ap

Khéng phé bién :  Tang huyét ap

Khéng ré Séc

Céc réi loan vé hé hap, nguwec va trung that

Phé bién Nglrng thé, tang théng khi, thé rit

Khéng phé bién :  Giam thong khi, néc, ho

Hiém gép : Co that thanh quan

Khéng ré Uc ché ho hép, co thét phé quan (bao gdm hau

qua gay tor vong)

Uc ché ho hép va ngung thd c6 thé xay ra nhat
la sau khi ding lidu cao etomidate phdi hop
v6i cac thubc (e ché than kinh trung wong.
O nhirng bénh nhan tir 55 tudi tré 1&n, &c ché
ho hap va ngung thé co thé xay ra nhét 13 sau
khi dung cac liéu qua liéu khuyén nghj téi da la
0,2 mg etomidate cho mdi kg can néng.

Céc réi loan tiéu héa

Phé bién L Budn nén, nén

Khéng pho bién :  Tang bai tiét nwéc bot

Céc réi loan & da va mé dwéi da

Pho bien: Phat ban

Khéng ph6 bién: Ban dd

Khéng r6 : HGi chirng Stevens-Johnson, may day
Céc réi loan vé co xwong va mé lién két

Khéng pho bién: Clng co

Khéng r6 : Clrng ham

Roi loan toan thén va tinh trang & noi dung thuéc
Khéng pho bién: Bau & cho tiém.
Tén thwong, nhiém déc va céc bién chieng do tha thuat

Khéng phé bién :  Bién chirng gay mé, hoi phuc cham sau gay me,
gidm dau khong da, buon nén do tha thuat
Luwuy

Bac sT va dwoc sT can dwoc théng bao vé bat civ tac dung khong
mong muon nao khong dé cap trong t& hwédng dan str dung thudc
nay.
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Pac tinh dwoc lwc hoc

Nhém diéu tri dwoc ly: Cac loai thubc gay mé toan than khac,

Ma ATC: NO1AXO07.

Co ché tac dung, tac dung dwoc ly

Tac dung clia etomidate bat dau ngay va thoi gian tac dung gay mé
ngan do tai phan bb va bat hoat chuy&n héa. Mét lidu duy nhét
0,3 mg/kg can ndng lam mét y thirc trong 30-60 gidy va gady mé man
trong thoi gian 3-5 phat, sau dé gay nga.

Céac tac dung dwoc ly khac

Etomidate (rc ché chirc nang clia vé thuong than. Etomidate (rc ché
qua trinh san sinh cortisol ctia t& bao thwong than bang cach chen
moét cach co thé phuc hdi enzyme tdng hop steroid 11-B-hydroxy-
lase. Qua trinh (rc ché cortisol khéng dap (ng véi ACTH va kéo dai
téi da 8 gi®» sau khi dung liéu etomidate 0,3 mg/kg duy nhat. c ché
qué trinh tdng hop cortisol c¢é thé phuc hdi va phu thudc vao néng
dd etomidate trong huyét twong.

Co co khong tw chi da dwoc quan sat thay sau khi diing etomidate
do mét trc ché cac qua trinh kich thich sinh li & ndo trung gian,
twong tw nhw giat rung co trong qua trinh nga sinh ly.

Etomidate da dwogc bao cao la c6 cac dac tinh chéng co giat va tac
dung b&o vé té bao n&o chéng lai tén thwong do thiéu oxy

Vi etomidate khong co tac dung giam dau, can phai st dung ddng
thoi véi mét loai thube gidm dau cho t4t ca cac thu thuat ngoai khoa.

Pac tinh dwoc dong hoc

Hép thu

Vi Etomidate-Lipuro dwoc dung theo dwong tinh mach, sinh kha
dung cla thuéc 1a 100 %.

Phan b

Etomidate nhanh chéng tach ra khéi cac hat dau sau khi tiém. Didu
nay dwoc phan anh bdi ndng do clia etomidate trong huyét twong,
gan gibng véi ndng d6 trong bao ché dang nuéc.

G4an két etomidate v&i protein trong huyét twong (chi yéu 1a véi
albumin) khoang 75 %, gidm khi co tinh trang suy than hoac tén
thwong gan man tinh.

Etomidate nhanh chéng dwoc phan bd vao ndo va cac mé khac.
Téng thé tich phan bd khoang 4,5 I/kg.

Phan bb nhanh tir khoang trung tam t&i khoang ngoai vi va khoang
ngoai vi sau hon ciing nhw Ia téc dd thai try I&n 1dm cho ndng do
trong huyét twong giam xudng nhanh chéng trong khodng 30 phut
sau khi dung liéu duy nhat. Sau do, néng dé trong huyét twong gidm
xudng cham hon.

Chuyén hoa sinh hoc va thai trie

Bwéc chuyén héa sinh hoc chinh 14 thiy phan ethyl ester trong gan.
Mét phan nhé thudc chiu phan (rng N-dealkyalation éxy hoéa. TAt ca
céac chét chuyén héa duoc phat hién déu bat hoat vé mat dwoc ly
hoc.

Thoi gian ban thai twong déi dai (thdi gian ban thai cudi cung tr 2 —
5 h) méc du tbc dd ly trich & gan cao do tai phan bd clia etomidate
cham tir khoang ngoai vi sdu hon.

Khoang 75 % liéu etomidate dwoc dung cé mat trong nuéc tidu
trong vong 24 gi®, cht yéu duwdi dang chét chuyén hoa. Con dudng
thai trtr khac khong co vai trd quan trong.

Chét chuyén héa chinh trong nwéec tiéu (khoang 80 %) 1a san pham
thdy phan cla etomidate, c6 tén la R-(+)-1-(a-methylbenzyl)-5-
imidazolecarboxylic acid. Chi 2% etomidate dworc bai tiét dwdi dang
khoéng d6i qua nwéc tiéu.

Thoi gian ban thai ctia hat lipid ngan.

Chwa quan sat thdy qua trinh tich Ity.

Qua lidu va cach x tri

Triéu ching

Qua liéu etomidate, dwoc dung dudi dang tiém tinh mach nhanh,
géy ngl sau va co thé gay e ché ho hap va tham chi la ngirng ho
hép, trong trwong hop doé bat budc phai hd tro hé hdp day du.

Tut huyét ap ciing da duwgc quan sat thay trong nhitng trudng hop
do.

Qua lidu co thé e ché qua trinh bai tiét cortisol. Diéu nay co thé lién
quan dén mét phwong huéng va cham tinh gic.

Diéu tri

Diéu tri phu thudc vao ban chat va mc d6 nang cla triéu chirng,
bao gdm, néu can thiét, hd tro hd hap.

Bén canh cac bién phap hé tro' (vi du: vé& hé hap), cé thé can phai
dung 50-100 mg hydrocortisone (khéng phai ACTH).

Phai chuan bi sdn sang tat ca thiét bi va thubc hay st dung trong
céac tha thuat gay mé toan than.

Quy céch dong goi:
Hop chra 10 6ng thay tinh x 10 ml.

Tiéu chuan chéat lwong: Tiéu chuan co s&

Han dung _ )
14 thang ké tlr ngay san xuat.

Hwéng dan bao quan / str dung / xiv ly

Khéng dwoc bdo quan trén 30 °C. Khdng dwgc lam dong lanh.

Gir 6ng thubc trong hop carton dé tranh anh sang.

Ong thudc chi dwoc st dung mot 1an. Vit bé phan thude bén trong
khéng st dung dén.

Etomidate-Lipuro khéng cé cac chét bdo quan khang khuan. Sau khi
mé bng thudc, phai hit thudc dang nhii twong vao xi lanh trong diéu
kién vo tring va tiém ngay, vi thudc dang nhii twong cé mé 1am thic
day vi khuan phat trién. Phan thubc khéng st dung dén phai virt bd.
Nén lac 6ng thudc trwée khi st dung dé ddm bao phan b thubc
ddng nhét. Chi dwoc st dung néu thubc dang nhii twong ddng nhét
va mau tréng sira sau khi lc, bao bi khéng bi hw héng. Khéng nén
st dung néu sau khi l&c thay nhii twong tach thanh 2 1&p.

Thubc duoc cho ding ddng thdi véi Etomidate-Lipuro, vi du: thube
gidm dau, can dwoc siv dung lién tiép qua cling mét dwéng truyén
ho&c qua 6ng théng tinh mach riéng.

Co thé tiém Etomidate-Lipuro vao éng truyén natri clorid dang
trwong dang tam thdi ngung truyén.

Ngay chinh stra cubi cung: 17.02.2021

Co s& san xuat:

B. Braun Melsungen AG
Mistelweg 2, 12357 Berlin, Dirc

09.03.21

10:33
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