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Hudng dén si dung thuéc
Doc ky hudng dén truéc khi ding
Néu cén thém théng tin, xin hoi y kién bdc si

€] MIDAZOLAM ROTEXMEDICA

TEN DUOC PHAM

Midazolam Rotexmedica 5 mg/ml, Dung dich thusc tiém
THANH PHAN
Hoat chdt:

0Ong 1 ml 6 chie
Midazolam .. e, SMY

Td dugc: natri clorid, acid hydrochloric loang, natri hydroxid, nude it pha tiém vira 60.
DANG BAO CHE

Dung dich thuéc tiém

DAC DIEM LAM SANG

Chl dinh diéu tri

Midazolam Rotexmedica 12 thutc gy ngu tac dyng ngdn dugc chi dinh:

O nguoi In
~ An thdn tinh trutic va trong khi chén dodn hodc trong qu trinh diéu tri 6 hay khéng co gdy té cuc bo.
- Trong gdy mé: 3
* Tién mé truéc khi khai mé
* Khoi mé
* Nhu la mot thanh phdn an thén trong gdy mé két hop.
- An thén trong phong cham séc tich cyc
Otréem
~ Anthén tinh truéc va trong khi chén dodn hosc trong qua trinh diéu tri co hay khang ¢ 08y té cuc bd.
- Trong géy mé:
 Tién mé trudc khi khdi mé
~ An thén trong phéng cham sé tich cuc
Li€u lugng va céch sir dung
Lidu chudn
Fidazolam 13 thuéc an thén manh nén phii thuc hién tham do liéu va tiem cham. Khuyén céo phal thyc hign tham
do liéu 8¢ dat muc an thin mong mugn va an toan tiy thudc vao tinh trang Jdm sang, thé tiang, tusi va thudc dang
sif dung d6ng thei. DG vai bénh nhan trén 60 tusi, bi suy nhuac hoac c6 bénh man tinh v bénh nhi, lié ding phéi
:ﬂ;i( ;ét dinh cén than va ltu y dén cic yéu t6 nguy <o cla tirng bénh nhan. Cac liéu chugn duge cung cdp theo bing
i day:

Chl dinh Nguwilén < 60 tudi | Ngudi lon = 60 tadl/ | Tré em
suy nhugc hodc ¢6
bénh man tin'
An thdn tinh Dudng tinhmach | Dung tinh mach | Duéng tinh mach & bénh nhan
Liéu khdi ddu- Liéu khai déu 6 thang - 5 tudi
2-25mg 05-1mg Liu khdi d5u: 0,05 - 0,1 mg/kg
Liéu thim do: Cac liéu tham do: Téng lidu: <6 mg.
1mg 05-1mg Dudng tinh mach & bénh nhan
Téng liéu: Tong liéw: <35mg | 6- 12 tudi
35-75mg Liéw khoi dau: 0,025 - 0,05 mg/kg
Téng lidy: <10 mg
Tryctrang > 6 thing
0.3~ 0,5.mg/kg
Tiém bép 115 tudi
0,05-0,15 mg/kg
Tién mé Tiém tinh mach: Tiém tinh mach: Trc trang > 6 thang
1 -2 mg 13p lai Liéu khoi 85u:0,5mg | 0,3 0,5 mg/kg
Tiém bap Tiém chim cho 8én | Tiém bip 1-15 tudi
0,07-0,1 mg/kg chudn 46 theo yéu cu | 0,08-0,2mg/kg
Tiém b3p
0,025 - 0,05 mg/kg
Khéi mé Dudng tinh mach: | Dudng tinh mach:
0,15-0,2mg/kg 0,1 - 0,2 mg/kg
(03 = 0,35khdng su | (0,15 - 0,3 khéng
dung cht tién mé) ¢hudn mé)
Thanh phén an Duong tinh mach: | Dudng tinh mach
thin trong gdy mé | Liéu truyén ngdt quing| Diing fiéu thip han
phéi hop 0,03 - 0,1 mg/kg hoic | liéu khuyén cao d6i véi
truyén lién tyc ngudi lan < 60 tudi
0,03 - 0,1 mg/kg/git
An thén trong Duang tinh mach Duang tinh mach § tré s sinh
phong cham s6c | Liéu tén cong: 0,03 - 03 mg/kg tang thém Ién | < 32 tusin tudi 0,03 mg/ka/git
tich cuc i1 -25mg Duting tinh mach & tré s sinh
Liéu duy tri: 0,03 - 0,2 mg/kg/git’ > 32 tudn va tré em dén 6 thing tudi:
0,06 mg/kg/qidy
Dutg tinh mach & bénh nhan
> 6 thang tusi
Liéu khai phat - 0,05 - 0,2 mg/kg
Liéu duy tri: 0,06 — 0,12 mg/kg/gitr

Liéu luggg ding trong an than tinh
laz0lam dutoc sif dung qua duding tinh mach trong cac truding hop an thén tinh diing trong chin doan hodc trong

phau thuét. Liéu luang cdn duoc thim do theo ting cé nhn, va khang tiém nhanh hay tiém nhanh mot i4n véi lung

16n. Tac dung bat déu gdy an thn <6 thé thay 6 theo ting ca nhan ty thudc vao thé trang cia tiing bénh nhin

VA ting truéng hop cu thé theo liéu st dung (tdc 60 tiém, luong thudc tiém). Néu can thiét, cdc liéu tiép theo co thé

duoc sir dung tily theo tinh trang cda titng bénh nhan. Thai gian tac dung khodng 2 phit sau khi tiém, Hidu qua tdi

3 dat dugc sau khodng tit 5 d€n 10 phat.

Gngui lim :

Midazolam sir dung qua dutng tinh mach phai duoc tiém cham, tdc 46 tiém khoang 1 mg trong 30 gidy. 0 nquai lon

dudi 60 tudi, Fiéu khai d3u i 2 aén 2,5 my truyén trong 5 dén 10 phat trudc khi bt déu qud trinh diéu tri. Co thé st

dung caciéu 1mg tiép theo néu c&n thiét. Téng lI€u trung binh La tir 3,5 8n 7,5 mg. Téng liéu 16n hon 5 mg thirting
khong can thiét. 0 ngudsi Idn trén 60 tudi, bénh nhan bj suy nhugc hodc ¢6 bénh man tinh, liéu khai diu tir 0,5 dén
1mg. (6 thé tiém thém cac liéu i 0,5 dén 1 mg néu cén thiét. Téng liéu 19n hon 3,5 mg thudng khong cin'thit.
dtréem

Tiém qua duding tinh mach: nén thutc hién thim do liéu Midazolam tif tir dé dat dugc hiéu qua 1m séng mong muén.

(80 khdi d3u cia Midazolam nén duoc tiém tir 2 dé 3 phat. Phal doi thém tir 2 én 5 phat dé dinh gid ddy 60 tac

dung an thén treec khi bt déu hodc sif dung liéu 13p lai. Néu dn thém tac dung an than, tiép tuc do liéu bing cich

tang dén fong nhd d&n khi dat dén mic 46 an thén phu hop. Tré nho dudi 5 tudi co thé ¢in liéu cao hon (mg/kg) so

6 1ré 1n va thanh thiéu nién.

® Bénh nhi dusi 6 thing tud: thugng dé bi tén thuang dutng hd hsp va gidm thang khi. Vi Iy do ndy, khuyén cdo
khéng nén st dyng thuc trong an thén tinh & tré nhd duéi 6 théng tudi.

« Bénh nhi tir 6 thang dén 5 tud: liéu khai ddu 0,05 dén 0,1 mg/kg. Tong liéu ¢ thé Ién dén 0,6 mg/kg d€ dat dén
miic 49 an thén nhy mong mudn, nhung tdng liéu khang nén vuot qua 6 mg. Tac dung an thén kéo dai va nguy co
gidm thong khi cd thé xdy ra khi si dung liéu cao hon.

o Bénh nhi tif 6 én 12 tudi: liéu khdl dSu 0,025 dén 0,05 mg/kg. Téng liéu dén 0,4 ma/kg va t6i da 10 mg néu cén
thiét. Tac dung an thin kéo dai va nguy ca gidm thang khi c6 thé xdy ra khi s dung liéu cao hon

© Bénh nhi tir 12 8én 16 tubi: nén dung liéu nhu ngutri 1dn.

St dung qua dudma truc trang: tng liéu Midazolam théng thudng tir0,3 d&n 0,5 mg/kg. Dung dich thubc trong éng

tiém dugc bom vao truc trang bling dung cu chuyén biét bing nhua gin vio cudi Gng bom tiém. NEu nhu th tich

sii dung qua nhé, ¢6 thé pha thém nucc dé dat dén thé tich 10 ml. Téng liéu nén dugc s dung mot ldn va tranh s

dung 13p la qua dudng tryc trang, Khuyén cdo khong nén sl dung cho tré dudi 6 thang tudi vi khéing co ddy 4l s6

liéu nghién cdu & nhdm bénh nhan nay.

Tiém bdp: liéu su dung vao khodng 0,05 va 0,15 ma/kg, Téng liéu Ign han 10,0 mg 13 khang cdn thiét. Chinén sif dyng

udng #nng Ny trong cac truang hgp ngoai I¢. Nén ding qua truc trang hon vi tiém bép gdy dau.

0/ tré em dusi 15 kg thé trong, khuyén cdo khong su dung dung dich Midazolam vdi ndng 86 cao han 1 mg/ml. Néng

% cao hon nén duoc pha loang tdi ndng df 1 mg/ml.
Lidu dy mé

nm
Tién mé véi Midazolam ngay truéc khi thyc hién qua trinh gdy mé d€ tao ra trang thai an thin (g;y ngi, ngil lo mg
va gial 1o 4u) va fém gidm nhe tri nhd trudc phdu thugt. Midazolam cing <o thé duge su dung k€t hop véi céc thugc
khang cholinergic. Trong chi djnti nay, Midazolam nén dugc tiém bap sdu vao khdl o 16n 10 20 dén 60 phut trydc khi
khai mé, hodc vy tién sU dyng qua dubng tryc trang & tré em (xem phin dudi). Phal theo dol bénh nhan cn than sau
khi tién mé vi mic nhay cdm cba timq cd nh&n khac nhau v4 triéu chiing qua liéu ¢6 thé xdy ra.
Natoiden
Khi sit dyng an thén truéc phdu thudt co thé gidm nhe tri nha vé cac su kién tién phau thuat, liéu khuyén co a4 voi
nguti 16n theo bang phan loai thé trang bénh nhan cda hiép hti gdy mé hoi s Mg va dudi 60 tusi I3 tir0,07 dén 0,1
ma/kg tiém bip. Cdnphal gidm iéu va diéu chinh phil hop theo timg ¢4 nhan khi sir dung Midazelam cho gl lon
trén 60 tubi, bénh nhan suy nhuoc hay bf bénh man tinh. Khuyén cdo nén sir dung lidu tis 0,025 aén 0,05 ma/kg qua
tiém bdp. Liéu thong thuding tir 2 dén 3 mg.
Tré em
Tré sasinh va tré cho 8&n 6 thing tudl: Khuyén cdo khdng nén sit dyng & tré em duoi 6 thing tufi vi chua c6 ddy ai
56 lidu nghién cdu.
St dyng qua dudng tryc trang: Téng liéu Midazolam, thong thubng khodng 0,3 t6i 0,5 mg/kg nén duge sit dyng 15
8én 30 phat trude khi khai mé. Dung dich thufc trong bng 1ém 0ugc bom vdo tre trang bdng dyng cw chuyén bit
bing nhya gén vio cuél ng bom tiém. Néu nhu lugng thé tich qué nhd, c6 the pha thém nutc € dat duoc téng thé
tich[a 10 ml.
S dyng qua dubng tiém b3p: vi tiém bap gdy dau nhic, duting ding 0dy chi duoc ding 8én trong nhing tribng hgp
ngod 1&. Nén chon dudng tryc trang. Tuy nhién liéu tir 0,08 8€n 0,2 mg/kg it dung qua dudmg tiém bsp td ra hiéu qus
va antoan, 0/ tré tir 1 tui &n 15 tudi, c6 thé st dung liéu cao hon ngudiln va ty 1é vai the trong.
() tré em duti 15 kg thé trong, khuyén co khong nén i dung Midazolam & cic ndng 86 cao hon 1mg/ml. Céc ndng
80 ca0 hon phdl difoc pha lodng vé néng 89 1 mg/ml
Khoi mé
O ngui lén X
Néu nhu midazolam duoc sif dyng d€ khai mé trudic khi cd¢ tac nhdn gdy mé khic dugc st dung, ddp Ung 6 timg cé

Dung dich thuéc tiém. Dung tiém tinh mach, tiém bap hay truc trang.

i e oot 2k

nhan ¢é thay déi. Nén chudn 40 liéu d€ 8at dén hiéu qua mong mudn tly theo tudi cia bénh nhénya tinh trang lim
sang. Khi midazolam duoc st dung trudc hay két hap v8i cdc thudic khi mé khic qua dudng tinh mach hay qua dudng
khi dung, liéu khasi ddu cia mii thudc phai duoe gidm ddng ké, <6 lic gidm xudng con 25% liéu khdi ddu cila mdi loai
thudic. Mic 49 gay mé mong musn dat e theo tiimg buac cita sy chudn 0. L€y khdimé cia midazolam qua dudng
tinh mach nén duoc sif dung tis ti theo husng tang din. M3 budc ting din khong qua S mg mdi lén sé duoc tiém
trén tir 20 dén 30 giay cho phép khodng cach 12 2 phit giga céc ISn tang

* 0/ ngudi n duéi 60 tusl 43 Qugc tién mé, liéu tiém tinh mach 0,15 - 0,2mg/kg Ia 0 dép Ung.

* U nquoi I6n dudi 60 tudl khdng dugc tidn me, liéu <6 thé cao han (0,3 ~ 0,35 mg/kg tiém tinh mach). Néu cin khdi
méhoan toan, $ang khodng 25% liéu khai d5u cho bénh nhan. Sy khdi mé 6 thé duc hodn todn thay vi gdy mé
qua dudng khi dung. Trong trudng hap € khang, tng liéu cho dén 0,6 mg/kg c6 thé diing 8 khéi mé, nhung liéu
16n hon ¢ thé kéo dal su hél phuc.

« Onquai I8n trén 60 tudi duoc tién me, baah nhan bi sty nhugc hay b] bénh man tinh, liéu phéi dugc gidm dng ké,
VU gidm 1610,05 - 0,15 mg/kg t1m tinh mach trén 20 - 30 Qidy va sau 2 phit ¢6 tdc dung. ) i

8 Ongum Idn trén 60 vudl khong tida mé thubmg cin Midazolam nhiéu hom 8€ khdi mé; khuyén cdo liéu khét adu
015 — 0,3 mg/kg. Bénh nhan khéng duoc tién me <6 bénh todn thin trém trong hay suy nhuc thuang cin
Midazolam it hon dé khai mé. Liéu khdi ddu 0,15 - 0,25 mg/kg thiing Ia 00 0 ddp Ung.

Thanh phdn an thén trong gy mé phéi hop

ﬂngum Ion

(6 thé si dung Midazolam nhu 1a thanh phén an than trong gay mé phéi hop bang céch hodc st dung nhu nhiing

liéu nho gian doan qua duding tinh mach (liéu tir0,03 va 0,1 mg/kg) hoac truyén lién tyc qua dutmg tinh mach (liéu to

0,03 v3 0,1 mg/kg/qid), dic biét két hap véi cic thadc gidm dau. Liéu lugng v& khodng cach gia cae liéu thay 881 tiy

thude vao phan ung clia timg bénh nhn

0 nguisi I6n trén 60 twsi, bénh nhan suy nhuoc hay c6 bénh man tin, sé diing liéu duy tri thép han

An thén trong cham s6¢ dac biét
¢ 40 g3y mé mong mudn dat dugc theo ting budc chudn 49 Midazolam bing cich hod¢ truydn dich lién tuc hodc
tiém timg hdl, tily theo yéu cSu 1m sang, tinh trang thé chat, tudi va sy phoi hop thudc (xem phén Tueng tdc thusc

va cd< dang tuomg tdc khde).
O ngusilén
Lidu nap quo duimg tinh mach: 0,03 dén 0,3 mg/kg tiém chém theo hudng ting dSn. MG Idn tang ddn Jén tir 1 dén
2,5 mg nén dugc tiém trén tir 20 dén 30 gidy.cho phép khodng cich 13 2 phit gita céc I4n tiém ting dén tiép theo.
G cacbénhnhin gidm [iu [ugng mau, co mach, hodc ha than nhiét, (léu khai phét nén duoc gla gidm hodc Joai bo. Kp:
sir dung Midazolam két hop véi cac thubic giam dau manh, nén sit dung thudc giam dau trudc 04 tac dyng an thén clia
midazolam van an taan khi thuc hién dd liéu do cac thudc gidm dau manh cling 6 tic dyng an thin.
Liéu duy tri quo dudng tinh mach: ¢6 thé i dung cAc liéu tir 0,03 161 0,2 mg/kg/gid. & cac bénh nhan gidm luu lugng
‘mau, co mach, hogc ha than nhigt, liéu duy tri nén dugc gidm. Nén dénh gid déu dén mic 46 an thin. V6i an thin ldu
dal, S dung ngp c6 thé phat tien va co thé s pha tang iéu.

Trésd sinh va tré dén 6 thang tuéi

Nén truyén Midazolam lién tuc qua duong tinh mach, bat déu & 0,03 mg/kg/gio (0,5 pg/kg/phiit) & tré so sinh < 32
tusn hoic 0,06 mg/kg/giy (1 pg/ka/phut) & tré so sinh >32 tudn tudi v teé dén 6 thang bl

Khuyén cdo khong nén s dung cic liéu nap qua duding tinh mach & cc tré sinh non, ré s sinh vatré em dén 6 théng
tud, tét hon <6 thé truyén nhanh hon trong cc gio dau tikn d¢ dat dugc ndng db Giéu tri trong huyét téang. T 46
truyén nén duoc danh gié Iai mot cach thin trong va thuding xuyén, d3c biét sau 24 git dau tién 4 truyén lié thip
nhdt < higu qua va gidm khi nang tich iy thudc.

Yéu ciu theo ddi c&n thannhip hd hdp va s bio hoa oxy.

Tré em trén 6 thdng tuéi

0 cic bénh nhi c6 1ubn 6ng va thing khi, liéu nap 14 tir 0,05 d&n 0,2 ma/kg tiém tinh mach chim trén it nhét 1 2 aén
3 phit nhdm dat AU t¢ dung 13m sang mong mudn. Midazolam khéng nén tiém nhanh qua dutng tinh mach. Tiép
theo sau liéu nap nén truyén tinh mach tis 0,06 dén 0,12 mg/kg/git (1 Gén 2 yg/kg/phist). Toc 5 truyén d thé tang
hodc gidm (n6i chung khodng 25% t6c do truyén ban Gdu hay téc 40 truyén tiép theo sau) theo yéu ciu, hodc o thé
b6 sung liéu midazolam quz dudng tinh machnham 1am tang hay duy tr tac dung mong mudn.

Khi bt ddu viéc truyén midazolam & cac bénh nhn ¢6 huyét déng hoe bi 16 thifong, liéu khdi phat théng thuéing
nén duoc chuén 44 theo mic 86 tang dén luang nhé va cén theo dai tinh trang khang én djnh vé huyBt dong hoc &
bénh nhin, v.d. gldm huyét 4p. Cic bénh nhan nay cing dé bi nquy co do cic t4c dung suy yéu hd hdp cia midazolam
va én phdi theo doi dn thén nhip ho hdp va sy bdo hda bxy.

(1 ré sinh non, tré so'sinh v tré em duei 15 kg thé trong, khuyén cio khang nén sit dung dung dich midazolam vdi
céendng 46 cao han 1 mg/ml. Néng dé cao hon nén duoc pha long & mic 1 mg/ml

S dung trong nhitng nhém dac biét:
Suy thén:
0'binh nhan suy thin (6 thanh thii < 10ml/ phit) thong 56 dugc dong hoc clia Midazolam khong lién két sau khi
tiém tinh mach liéu don thi gidng voi bo cdo cla nhiing nguti tinh nguyén khée manh. Tuy nhién, sau khi trayén
kéo dai trong phong chim s6c dc biét (ICU), thisi gian an than trung binh trong nhGm bénh nhan suy thin bi gia tang
ang k€ hau nhu do su tich Iy a- hydroxymidazolam glucuronide.
zgz:q <] t}i liéu 83c bigt & bénh nhsn suy thin trém trong {thanh thai creafinin dugi 30m/phiit) sir dung midazolam
0i mé.

Suy gan:
Suy gan lam gidm thanh thd) midazolam tiém tinh mach v su tang thai gian ban thai. Do 86 tac dung 1m sang c6
thé manh han v3 kéo dai hon. Liéu cn thiét ca midazolam c6 thé bl giam va phai tién hanh gidm sit ding cich
nhiing ddu hiéu s8ng con. (Yem phdn Canh bdo déc biét vd than trong ddc biét trong sit dyng).
Nhom tré em:
Xem & trén va'phdn canh bdo dac biét va than trong trong st dung.
Chéng chi dinh
S %uing thubc ndy cho cac bénh nhan duoc biét qui mén cim véi benzodiazepin hodc bit ky thanh phn nao cia
thi
Si dung thudc nay d€ an thin tinh vdi cic bénh nhan bj suy hd hép trim trong hodc suy hé hép csp.
C3nh bao dicbiét va thin trong trong sif dung
Chi nén sir dung midazolam bi nhiing bac 57 c6 kinh nghiém co ddy d thiét bj giém sét va hd trg chic nang hé hip
va tim mach va béi nhing noudi dugt hudn luyén d3c biét trong viéc nhan biét v xi Iy nhing tic dung phu ¢6 thé
xdy 1a bao gim hdi phuc hd hep va tim.
Cactéc dung khdng mong mun nhiém trong vé tim phéi €3 duac bo co. Céc trusng hap ndy bao gém suy hé hsp,
ngat the, ngung thé va/hodc ngung tim. Cac su c§ de doa dén tinh mang nay cd kha nang xdy ra khi tiéem thusc qua
nhanh ho3c tiem vai liéu cao (xem phan 7dc dung khéng mong mudn).
Cén y&u cbu nhing than trong d3c bigt trong chi dinh an thén tinh & bénh nhan suy chiic nang hé hip.
BEnh nhan nhi dudi 6 thang tus 83c biét dé bi nguy co nghén duang thd v gidm thang KN, vi the viec tai cin 2
chudn 85 véi nhiing lié nhd tang din 0€ Bat duoc tic dyng Iam sang va cin thiét kiém sodt nhip hd hdp than trong
va sybao hoa oxy.
Khi st dung midazolam dé tién mé, theo di bénh nhén chat ché sau khi tiém [3 b3t buc vi su nhay cim & timg bénh
nhan <6 thay di khac nhau va cac trigu chung qua liéu 6 thé xdy ra,
Than trong dac bigt nén duoc thyc hién khi si dung midazolam cho cac bénh nhan c6 nguy o ae:
® ngudi l6n trén 60 tudl
® bénh nhan bj bénh man tinh hodc suy nhuoc, vi du

~ cdc bénh nhan suy hd hip man

— cd¢ benh nhan suy thén man, thigu nang gan hodc suy duic nang tim.

~ bénh nhén nhi dac biét cac tré 6 cac bénh vé tim mach khang 6n dinh.
Céc bénh nhan nguy o cao-ndy yéu ciu liéu Itang thip hon (xem phin Liu luong va cach diing) wa phai duoc lién tyc
theo dai 0€ phat hién cic ddu hidu sdm vé cac thay i 9 cac chilc naing séng con. ;
Ciing nhu 61 v6i cic thudc i ché hé thin Kinh trung wong va/hodc ¢s¢ thudc gisn ¢a, cSn thin trong dic bist khi si
dung midazolam cho cic bénh nhin bi chiing nhuoe ¢ ning.
Dung nap
3 ¢6 cdc bao cdo bi gidm tac dung khi st dung midazolam 0€ g3y an than kéo dai & phong chim séc dic biét (ICU)
L& thuge thuse
Khi midazolam dugc sit dyng 88 gy an than kéo dai 6 ICU, nén nhd ring sy 18 thudc vé the chat véi midazolam c6 thé
phit trién. Nguy <o vé I¢ thue thudc ting cing voi liéu ding va thai gian diéu tri- Nguy o ndy hdu nhirdn hon &
bénh nhan ¢6 tién si lam dung alcohol va / hodc thusic (xem phin Téc dung khong mong mudn).
Cdc triéu chimg cai nghign
Trong thoi gian diéu ti kéo dal vdi midazolam taf (CU, su 1é thudc thudc vé the chit 6 thé phat trién. Do 6, ngung
digu trj Aot n%bl sé di kem theo cdc triéu chiimg ca nghién. Cac tripu chimg theo sau ¢6 thé xdy ra. nhuc ddu, dau co,
lo 4u, cang thang, thao thic, b 161, néng gldn, mst ng téi phat, thay déi tinh khi, do gidc va co gidt. Vi nquy co cac
triéu chig cai nghién Idn hon sau khi ngumg diéu tri 63t ngdt, khuyén cio nén gidm liéu dén
Chitmg hay quén
Midazolam géy nén ching quén viéc ¢i (thdng thudng tde dung ndy xdy ra trudc va trong qud trinh chdn Godn va khi
phau thudt), su kéo dai ndy lién quan truc tiép vao liéu ding. Ching hay quén kéo ddi 6 thé gdy ra mit s6 vin 8 &
bénh nhén ngoai tr cé lich xudt vién sau khi can thiép. Sau khi nhan duac midazolam qua dung tiém truyén, bénh
nhan chi duoa xudt vién hay phdng khoa chi khi c6 ngudi cham soc i kem.
Cde phdn ing nghich iy
Di ¢6 bdo ¢30 vé cac phin Ung nghich ly nhu kich ddng, cc cu ddng khong chi tam (bao gém co cing/gidt run va
run <o), hiéu dgng, tho dich, phin ¥ng thinh nd, hi€u chién, kich ddng kich phat vé hanh hung xdy ra véi midazolam
C4c phin Ung nay ¢ thé xdy 1a & liéu cao vi/hodc khi thudc duoe tiém nhanh.Cic ty 1¢ cao nhdt vE cic phdn ting nay
0ug< bao cdoxdy ra §tré em va ngudi Idn tudl
Thay 88 thai trir midazolem
Vige thil triy midazolam ¢6 thé bi thay 48i & bénh nhan ding cic hop chit gdy Uc ché hodc cdm uUng CYP3A4 v liéu
cta Midazolam ¢6 thé cdn duoc didu chinh cho phit hap (xem phén Tuang tdc vi cdc thudc khdc vd cdc deng tvemg
tdc khd)
Vide thl trir midazolam c6 thé bj chdm lai 3 cac bénh nhan cd chic nang gan khong hoat ddng tét. hiée sudt tim thip
va & tré sa sinh (xem phn Dutrc dgng hoc)
Tré sinh non vd 50 sinh
Vi ¢ nguy 0o 913 1dng ngat thd, khuyén cdo vo citng than trong khi gdy an thén & tré sinh non hodc trudc 46 b sinh
non khong €6 Tubn Gng, Thin trong‘theo db( nhip hd hip va 48 bio hoa dxy. Trinh tidm nhanh & nhém dénh nhin
nhi sgsinh.
Tré sg sinh glim va / hodc thic ndng cac b phan & tré so sinh chua trudng thanh va ching ciing d¢ bj téc hal do cc
tacdyng s va/hod¢ kéa dai trén hd hdp cla midazolam.
D ¢ bao cho vé cdc trudng hop bt thudng vé huyét 88ng & cic bEnhnhdn ahi khdng én Sinh vé tim mach; nén tranh
tiém truyén nhanh qua duting tinh mach & nhom bénh nhdn nay.
Bénh nhdn nhi nhd hen 6 thang tudi
Trong nhom bénh nhdn ndy, midazolam chi @uoc chi dinh an thin trong ICU. Bénh nhan nhi nbd han 6 thing tudi e
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bt dd b 14 nghvén dudng tha va gidm théng khi. do 8, chudn 85 v § 6
cin Thidt guam 31 nhip b8 hdp va 8 3o Ma axy cdn thin iyem p&mm::?ﬁ [mmdw‘g lim singva
54 dyog oy thi vk akobo! / i8¢ chdt dk cé thike Link trung wung
::;:ﬁ:rnguﬁ:gmi‘mmmmmnmm va thudk dc ché thin kinh trung wong, Sy két hap nly cb
0 1am 1ang taC dyag lim sang cla midazolam gdm an thin b t
’mmncmmmm&damm\grocmw S RASAEHER S e
ﬂlihﬂmnmk
muﬂﬂmmmmmmmamm«ammmmamm:uym.sc,
ki 53 dung midazolam, biah ohin chi nén 1t béah vita hay phong kham chi ki 843c khuyén co b bdc sf Bidy
i 2 (8 ngudi chdm 35 8 kém. Khuyén clo bdsh nhin nén & nguai & kim tré vé nhe sau khi rudt vidn. !
Tugng tac véi cac thedc khac va cac dang tuong tac khic

Yﬂﬂt“ﬂgi’c
E ™ duoc chuyén hoa bai (YP3AL. Cic chit ic he va cim ng (YP3M 16 nguy cd (3 ting Ray gidm ndng 8
troog buy¥t thash va. sau 86 dnh hudng cis Midazolam yéu clu Gbu LWWMWM'W%M

hoc v81 chdt Gc ¥ hay chit cam dng CYP3A4 1 rang hon khi dimg midazolam 53 Vol tiden Ginky maach

&ww*m&hmthmamgtmmm.Nun&ybhﬂqmmmévﬂtmm&mn

than v sinh £hd dung bl thay 86 trong khi v dung 1ém chi co thay 85 syl thank thi: tadn thin & 3 dnd huing

Sau khi ti2m tinh mach iy Gom midazolam, dnh huiing Trén tic dung Lim s3ng 161 8a do chit ik chE CYPIAZ sk fuc

94 trang 4 thdi gan tc 6eng o8 thi bi keo dt Tuy nhida, sau Khi diing midazolam ko 3., (3 Cung 68 v thai

:;’:(dungﬁhﬂngmwhﬂn“ﬂmchil&(hémA

€0 nhing nghién ciu vé sy bién 681 clia CYP3A4 lén duoc dong hoc cia midazalam sau khi dilng e

;"‘%Wm!’h“m{mmmms&nmwmmmmmwamwﬁm&gw

e thudc phii € qua dutmg iéu hoa trong khi s2u khi tiém bip tac dung Biée bish cla CYP3A khéng o8 sy khac

ha?mhwaMgmekMMmﬁnhMmmmm

Ehuydn céo gum sit c§n thn dnh Bm sang va ddu hiéu sdng cin khi s dung Midazolam, nén
".""‘“decomémnhhmv}mmnsﬁmdwdmﬁ:\ﬁdgmd!ﬂgﬁm&édim
%Mw:xmﬁy.@wummmmuuwmmm&@iﬁma
ams, ¥ oL soc 3¢ bé 3 i v é hip,
ﬁdﬂ;‘smdﬁhiéum bidt, cb thé kéo dai tic dung gly ngi, cham 3k hig, do

B8 v chit cm Ung. o thé xem xet qué trinh cim ung cin vai ngay &€ Sat S tC dung 161 & va hu nhu vai

nady 8€ loai bd. Trdi voi by tr vai ngdy voi chit cim ung, diéu tri ngn han Buck kY Yong 13m gidm tuang ti< thude

v Midazolam. :

Tuy nhidn, 861 wof chit cdm ing manh, Gm  sau khi dido i €0 thé khong durc lodi tril

mmtmmu&mua&mﬁghgﬁummmu&mmw e

Thudc dc ché (YP3A4

Mﬂhgﬂ-m:

~ Ketoconazole ting ndng 86 trong huyt thanh cia midazolam tiém finh mach gip § lén trong khi thii gan bdn
ﬂﬂ'ﬁﬂsﬁ?ws!liﬂ-Nﬁmﬁamhmtﬁm#wcdﬂx\gmungv@rmaz&diﬁmmmmm
dusac thyc hién trong KCU hay noi tugag ty 84 dim bao giam sit lim sang cin thin va gedn by y kboa ph hop treag
tring hop dc ché b hip v/ hodc an thin kéo dai. PR3] xem xét Iy xen ké vi didy chinh Béu, &3¢ bidt néu nhidy
hem 1 Isfy dom tiém tinh mach duac dung. Khuyéin cao tuang ty c6 thé 3p dung cho nbilng thudc khang nim khic
m&mpﬁiﬂmmms,mriungﬁcdunganmanmumrﬂmmmmcdﬁﬁmmﬁ

o

~ Voriconazole gia ting sy phoi nhiém midazolam tiém ti i ian ban thai ¢l
mgi:hoinggaﬁnng P {am tiém tinh mach gdp 3 Kn trong khi th gi 33 thudc

—(ihatmcommleritmmnazo&eumungnéngdowﬂgmﬁ:ﬂerﬂmhmmu!mﬁmm:-llin
Iién quan dén mik ting nia thoi gian bin thii 2 - & 1in 83 véi ftraconazole vi 1,5 U &6 vl Freconazole.

- Posaconazole tam ting ndng 86 trong huyét thanh cia midazolam tiém tinh mach 2Lin,

— Phai gy y ring néy midazolam diing dubmg udng, sy phoi chiém cia thudc s& cao hon nhigy so voi nhilng thudc
ké trén, 63¢ baét la véh kztoconazole, itraconazole. voriconazole.

- Midazolam trong éng khdng dudc chi dinh wéng.

Khing sinh Macrolide:

~ Erythromyan lam ting ning 84 trong huyét thanh cia midazolam tiém tinh mach khodng 1,6 — 2 l3a kém theo
tang thl gian ban thai cla midazolam 13 15 - 18 ldn.

—C}ugim&nmgnbngﬂﬁlrongMyhﬂnnhn'nmﬂmlundmﬁénlsunkhnmunqlhﬁigmhan

Chat dc ché HIY Protease: ’

~ Saquinavir va nhing chit dc ché HIV protease khic S4 dung 86ng thai vai chit Uc ché proteass cd thé giy ra mét
su ting @ing ké néng 83 midazolam. Trong viéc diing chung vdi ritonavir chng thim lopinavir, ndng 83 trong huyét
thanh cia midazolam tiém tinh mach ting 5,4 ldn, kém theo mu( ting tuoag t thii gian ban thL Néu midazolam
tiém duoc dung chung voi chit Uc ché HIV protease, ké hoach diéu i phai theo hudng dén d trén trong phin thudc
kbiag ndm azole, ketoconazole

Chat chen kénh aalcium:

~ Dittiazern: Mt liéu don diltiazem lam tang néng 89 trong huygt thanh ciia midazolam tiém tinh mach khodng 25%
va thei gian ban thdi bi kéo dai khoang 43%.

Nhuing thudc khd / thde duoc

- Atorvastatin cho thy gia 13ng néng 45 trong huyét thanh cia midazolam tiém tinh mach khodng 1,4 5n so vdi
nhom ching.

Thudc giy Gim g (YPIAL:

- Rifampicin lam gidm ndng 44 trong huyét thanh ca midazolam tiém tinh mach khodng 60% sau 7 ngdy dung liéu
don 600 mg rifampicin. Théi gian ban thai bi gidm khodng 50 - 60%.

Nhing thing tin bé sung cho midazolam udng:

~ Rifampicin lam gidm ndng &5 trong huyét thanh (ia midazolam udng khodng 96% & ngudi khoe manh va tic dung
trén tam thin van 6ng cua midazolam hdu nhy bi mdt hodn toan.

- Carbamazepin / phenytom: Liu 3 La« ciia Carbamazepin bay pbenytomn lam gidm néng 46 trong huyét thanh cia
midazolam ufing d&n 90% va 1am ngdn thai gian ban thii kbodng 60%.
~ Efavirenz: Lam ting 5 in ty 18 (YP3A4 tao ra chét chuyén hoa a-hydroxymidazolam tif midazolam khing dinhtac
dungcim Ung OYP3AS ciia thudc.

Thio dugc va thic dn:

- St John's Wort Bm gidm ndng 69 trong huyét thanh cUa midazolam khodng 20 — 40% kém theo gidm thai gian
ban thdi khodng 15 — 17%. Phu thubc vao dang chiét xudt cu thé caa St John's Wort, tic dung cdm Ung (YP3A4 <6
thé khic nhau.

Tuong tac thude - thedc duoc luc hoc (DDI):

Su ding chung midazolam vai ahdng thedc an thin / thudc ngl khdc va thudic Uc ché hé than kinh trung vong, bao

gbm aicoho!, i2m tang téc dung an thin va Uc ché hd hip

Nhing vi Sg b2o gém cdc dan xudt opiat (duoc sif dung nhy thudc gidm Gau, thubc ho hay fdifu tri thay thé),

thudc ching loan thin, nhilng benzodiazepin duoc ding (héng Jo du hay thudc ngil, barbiturat, propofol, ketamin,

etomidat, 2n thin ching trim cdm, khéng histamin HT the hé ci va thubc ha hayét &p tic dag trung wong.

Alcohol ¢6 thé tam ting tac dung an thin rd rét cla midazolam. Tuyét déi tranh s dung alcohol khi dang si dung

midazolam {xem phdn (dnh bée B3¢ biét vd thin trong ddc biét trong sif dung).

Midazolam I2m gidm nding ¢3 137 thifu & ph# nang (MAC) cia thudic gdy mé khi dung.

Thai ky mang thai va cho con bd

Khéng co ddy 40 cic 58 lséu vé midazolam d€ danh gid vé 45 an toan cia midazolam trong lic mang thai. Cic cwdc

nghién abs trén ¢éng vit khang cho thiy tac dung gdy quai thai, nhung nhigm dic bae thai 83 dugc quan st thiy

cling nhy 86i vdi ¢3¢ beazodiazepin khac. Khong co s6 ligu vé truong hop nguin phu nd mang thai bi phei nhigm
trong 2 chu ky déu tién cia thai ky.

D3 ¢6 nhiing bao cdo vé vic sU dung midazolam  liéu cao trong ky cufi cia thi ky mang thai, trong khi sinh hodc

khi dugc sd dang nhu mét tac nhan khéi mé 8€ sinh mé 83 gdy ra cac tic dung khng mong mudn trén nqudi me

hodc trén bio thai (nquy co hit vao & ngudi me, nhip tim khéng déu & bao thai, giam truong luc, bi kém, gidm thin
nhigt va suy hé hip & tré sasinh).

Hon nila, tré sinh ra tif nhiing b3 me diing ci¢ benzodiazepin thuding xuyén treng giai doan cubi cing cia thai k

;ﬁm!m!an‘ié:h(h&ngléthuﬂ(thuﬁ(vélhfchitvécﬁngcﬁthé(éé;nngl.'[";‘tngn:l‘)?(guvé(é(tﬁéumguinghiér{
théi ky hdu sinh.

Do 45 khéng nén su dung midazolam trong |4c mang thai tris khi thit sif cdn thiét nhung tét han nén trdnh st dung
trong sinh mé.
Phai xét 8én nguy co d&i vdi 1ré s0 sinh khi sif dung midazolam cho bat ky cudc gidi phiu ndo gén ky han sinh né.
Midazelam i quz sia me vai ligng nho. Cdc ba me cho con bu dudc khuyén cdo cho con ngung bu sta me 24 git
sau khi sJ dyng midazolam.
Anh bugng trén kha nang |4i xe va vin hanh may moc
Ap thin, dm;ﬁqaén, 54 kém tip treng vd suy chic néng (g <o thé dnh hudng bit lai dén khi ndng Lii xe va vin hanh
may moc. Trusc khi ding midazolam, bénh nhan nén Bugc khuyén cio khéng diéu khién phucng tién giso thang
v vén hanh mdy cha #én khi binh phuc hodn todn. Bac si sé quyét dinh khi nao oén bit ddu lai cdc hoat ddng niy.
Khuyén cdo khi xult vién nén c6 ngui i cung bénh nhdn vé nha.
Téc dung khéng mong mudn
Phan loal tén sadt xdy re téc dyng khdng mong mubn nhu sau:
Rat thudng gap: > 1/10;
Thubng gdp: 2 17100 - < 1110;
It gip: = 11,000 - < 1/100;
Hiém gip: > 1/10.000 - < 1/1.000;
Rét hi€m gip: < 1710.000;
Chua biét: khéng thé udc lugng Gugc tir cic d libu hién c6
C4¢ té¢ dung khdng mong mudn sau ddy 8ugc ghi nhan xdy ra khi tiém midazolam
Heé (o quan Ta< dung khbng mong mudn Tén sult
R&i foan hé mién dich Phan dng qua man, phi mach, s phan vé Chua biét
Réi loan tdm thén Lén, trang thi phdn khich, 3o gidc
[ Lo &, chéng d6i *, gidn di *, hung hing *, phn khich *
| L& thube thé chdt vd hoi ching ngung thubc
I Lam dung thubc
[n8i logn hé thén kinh Hanh d6ng khong tw ché (bao gbm cU dong <o clng, gigt runva | Chua biét
’ run cg) *, tang hoat dong * . )
| An thén (kéo dai vA sau phiu thudt), gidm tinh tdo, bubn ngu,
| | nhiic 8w, chong mat, mat diéu hda, chiing quén thujn chiéu **,
! thei gian kéo dai tity thudc v lidu dung.
[ (o gia1 83 duoc ghi nhdn & 1ré sinh non va tré sosinh
! Lo gidt do thiéu thubc
| Réi ioan tim Ngung tim, nhip ttm chm (hua biét
| M6l loan mach Ha huyét dp, gian mach, viém tinh mach, ching huyét khéi Chita biét
|
| i loan b4 hé hdp Suy hé hdp, nging thi, kho thé, co thit thanh quan, ndc eyt (hya biét
| Réi loan tiéy héa Bubn non, 6i mila, to bon, khd miéng (hwa biét
‘_Iif loan da va mb dudi da Phit ban, may 8ay, ngla Chua biét
| R61loan talchd tm va 16 | Met i, ban d i chd tiém, dau tai chd tiém (hua biét
loan chung ‘
S
| bién munghg' wacat | € ngd. gby xuang Chua biét

lodeg habors

[ Anh hesdng 1 hai

" (ac phin dng nay 03 Suoc ghi nhdn dic bubt 8 tré em va nquai gl

**: Ching quén thudn chidy o thi keo & 8n cudi qui trimh didy I va frong mdt vir rudng hap chumg quén kéo
dai 43 Guod bio cdo.

***. Nguy (0 ¢ ngd va gdly 1wong ting § nh Bang ding kem w6t cac thudc an thin khac (ké cd i logl mitc
wbng b cha) va & ngudi gia. A

L thudc thedc: S dung midazolam ngzy ¢ & o S tr ¢ thE ddn &én ching 14 thudc thubc. Sau khi ding dubing

Yinh mach trong thii gian ddi, ngung thade, dic St ngung thudc 852 ngdt, <& B & beew vt céc trép ching Gl

thubc kf cd 3 gHt do theda thudc (em myc Cink bdo G et va thén Irpag treng s dyng). Cic trung hap fam dyag

thudc 63 dugc ghi nhin.

Cac bién ¢6 tim mach - b8 bdp ndag d3 iy ra. Tai ran Se doa 8a tinh mang xdy r2 nbiby han & ngudi ldn trén 60

tudi va & nhing ngudi 8 tién s bi yoy 26 A% hodc suy duix adng tim, &3 ekt kb tidm quid nhanh hodc kb dilng

tidu cad {xem meq (dnks bdo B¢ bidt v thén trang rong sif dang)

Qui liéa

(e tridu chimg

Giding nhu cac benrodiazepin khic, midazolam thizing gy nqd lo ma, mt deéa hda, foan vie ngdn wi run gidt nhin

iz Qua Bidu midazclam hifm ihi de doa tink mang néu thade s dung mit minh, nhng ¢ thé dia t5 mdt phin xa,

ngat thd, ha huyét dp, @ ché tim hé hip wa hibm i him mé. Hén mé, nén xiy ra thuting ke &3 mgt vai gill nhumg

€6 thé kéo dai hon va (6 chu ky, Gc bt & bink nhin gid. Tic dyng dc ché hd hip cla Benzodiazepin thi trm trong

hon nhiéu d bénh nhin ¢ bénh ha hdp.

Benzodiazepin lam ting tac dung cic chit de ché hé thin kinh trung uong khic, bao gdm alcohol.

D trj

Theo dbi cdc diu hidu sdng con v thuc hién céc bién phip hd trg duoc chi dinh 3 ldm sing. Dic biét, bénh nhin c6

thé duoc didy tri tdu ching G dnh hudng tim mach hay hé thin kinh trung ang.

Ny e ché hé thin kinh trung vong trim trong, (6 thé xem xét s dung flumazenil, chdt 46i khing benzodiazepin

(hi duoc i dung dudi sy gidm sit cin thin Thudc of nda 48i ngdn (khodng 1 gid), do dd bénh nhin da ding

fremazenil cdn duoc theo ddi sau khi 1é¢ dung cia thudc 43 héL

Flumazenil duoc si dung vai hét sic thin troag khi ¢ ding chung vai thubc lam gidm ngudng con dng kinh (vi dy

thdc ching trém cdm 3 vdng). Tham khda nhing thing tin duoc ké cho flumazenil, 4€ c6 thém thang tin trong vike

s dung Gung thudc ndy.

CAC DAC BIEM DUTC LY

Dugc luc hec

Nhém thudc didu tn: Thudc gdy ngu va an thin (dda xudt (Ua benzodiazepin), ma ATC: NOSCDOB

Midazaiam [3 mét ddn xudt thudc nhdm imidazobenzodiazepin. Dang base ty do 13 mdt chit than ddu it hda tan

trong ouaC

Nitrogen co bdn & vi tri 2 cia hé vang imidazebenzodiazepin giip cho hoat chat midazolam cung véi acid tao nén cac

mudi hoa tan trong mudc. Dung dich thusdc tiém ca tinh én dinh va duge dung nap t6t

Téc doing duoc ly cia midazolam G3¢ trung bai thai gian tac 60ng ngdn do su bién a6i chuyén hoa nhanh. Midazolam

6 tac dung an thin v gdy ngd manh. Thudc cing cd tac dung trdn an, khdng co gidt va gidn <u.

Sau khi 5if dung qua duing tiém bip hodc qua dubng tinh mach, tc dung gdy quén vé sau trong thi gian ngdn xdy

ra {béah rhin khing nhé 1ai cic sv kign xdy ra trong thei gian hoat chdt hoat déng tdi da).

thu sev khi tiém
th mi M tu md <o thi nhanh chéng vé hodn todn. Néng 08 tdi da trong huyét tuang dat duac trong vbng
30 phiit. Sinb khd dung tuydt 66 sau khi tdm bdp L2 trén 90%

HRép thy sav khi sif dung qua duong truc tring

Sau thi s dung qua dudng truc trang, midazolam dwe hdp thu nhanh. Nong 44 toi da trong huyét tvang dat duac
trong vong 30 phat. Sinh kha dung tuyét 36 13 50%.

Phin bé

Khi midarolam dus tiém qua dugmg tish mach, deing cong vé thil gian — ndng 64 trong huyét tuang cho thiy mot
bodic hai pha rarang trong phin b&. Thé tich phin b6 §rang thai §n dinh tir0,7 - 1,2 kg, 96 - 98 % midazolam két
gdn v & protein trong buyét tuong. Su gdn ket cha yéu voi phin doan protein huyét tuong 1 do albumin. (6 mét
leang midazolam nhé va khdng cd ¥ nghia chuyén chim qua dich ndo-tdy. O ngudt, midazolam &3 duoc ching minh
i qua nhau thai cham va di vio sy tudn hoan cla thal. M6t ldong nhé Midazolam ciing dwoc tim thiy trong sda me
Chayén béz

Midazolam gdn nhu hoan todn bi d2e thai do bign d4i sink hoc. Phin nhd cia liéu duoc chiét xudt tir gan ubc tinh
1 30 — 60 % Midazolam bi hydroxyl hda bai (YP 344 v phin Ion chdt chuyén bea trong nudc tiéu va huyét tuang
13 algha-hydroxymidazolam. Néng d§ trong huySt tuong cia aipha-hydroxymidazolam bdng 12% néng & ais hap
chit gdc Alpha-hydroxymidaznlam 13 chit ¢ tac dung duoc Iy, nhung chi 86ng gop phdn nhd (khodng 10%) vdo tic
dung iz midazolam tHém tinh mach.

e thai

U'ngua tinh nguyén khoé manh, thdi gian ban théi clia midazolam & gitta khodng 1,5 - 2.5 gid. Suf thanh thii d huyét
tuong vao khodng 300 — 500 mi/phut. Midazalam chi yiu ddo théi qua thin (60 - 80% hidu thudc tiém) va duoc tim
thiy dudi dang alpha-hydraxymidazelam glucunonal lién hop. Khdng qud 1% cua fiéu duoc tim thiy trong nuik tiéu
dudi dang kbang thay 85t Thes gian bin thai cla alpha- hydroxy midazolam ngdn han 1 gid. Khi truyén midazolam
qua duimg toh mach, 3ang hoc ¢2o thdi khdng cé gi khdc so vdi khi tidm bolus.

Duge 86ng hoc & cic nhom bénh nhdn dac biét

%kﬂ'{m&
g trén 60 tudi, thai gian ban thii o thé kéo ddi dén bdn Lin

Tréen

N 5 hdp thu qua dudg truc trang & tré em ciing tuong 1y nby & ngud Idn ahung sinh khi dung lai thip hon
{5~ 18%). Thési gian bdn thdi sau khi sl dung qua duimg tinh mach va duéng tnu trang thi ngdn hon & 7€ 3 — 10 tudi
{1 - 1,5 gid) 30 vdi nquai Idn. Sy khac biét nay 3 nhit qudn voi sy ting thanh thdi chuyén héa o tré em

Tré sg smh

0w sosinh, thai gian ban thai trung binh dat i 6 — 12 gid, nhidu kh ning | do gan chua phat trién hodn thién va
i thanh thii bi giam xuéng (xem Cdnh ddo ¢ biét vd thén trong trong s dung).

ng

i gian ban hiy trung binh & ngudi béo phi Ign han so vai nguai khéng béo phi (5,9 so vdi 2,3 gid}. Biéu nay da sy
tang kholng 50% thé tich phdn bd duoc hidu chinh cho téng trong luong cia o thé. Su thanh thii khéng cd khic biét
ding ké nda grda bénh nhin héo phi vi khang béa phi.

Bénh nhdn n
Wﬁ’m‘ﬁidb&nh nhdn xo gan ¢ thé kéo d3i hon v2 su thanh thii thp han so véi nhiing nguti tinh nguyén
khée manh (xem (dnh bdo ddc biét vd thdm trong trong sit dung)

Bénh nhén S5 I%E
héi gian ban thdi 0 bénh nhdn suy thdn man tinh 13 tuong tu nhu nhiing ngudi tinh nguyén khoe manh.
Bénh nhdn bénk r%,
gian ban thii aia midazelam bj kéo ddi 1&n dén & 1dn d banh nhdn bénh ndng.

Bénh nbdn suy tim
m%swﬁm sung huyét théi gian bén thii dai hon so vai nhng ngutsi khe manh (xem Cdnk bdo ddc bidt
¥ tindn trang trosg 5 dung).

Cac 53 ligu an toan tién 13m sang:

Khéng co cac 6 ligu an todn tién Lim sang lién quan dén ké dan 8¢ bd sung cho nhing phin 43 néu trong tém tit
3¢ tinh san phdm.

DAC DIEM DUTC PHAM

Ta duoc

Matri clorid, acid hydroclorid lodng, natri hydraxyd lodng, nudc cit pha tiém.

Tinh tyong ky:

Khang kkuyEn cdo trdn lin hdn hop vai dung dich Hartmann's bai wi higu luc cia midazofam bi giam.

Midazolam két tia trong cic dung dich chifa brearbonat. Vé mit Iy thuyét, dung dich tiém Midazolam <6 khd néng
khng dn dinh trang cic dung dich ¢ pH trung tinh hoic kiém. Két tia s2 tao thanh khi Midazolam dudgc pha trén
voi alburmin, amoxicillin natn, ampicillin natri, bumetamid, dexamethason natri phosphat, dimenhydrinat, flaxacillin
natri, furcsemid, hydrocortison natr succnat, pentobarbital ratri, perphenazin, prochlorperazin edisylat, ranitidin
hodc thiopental natri hod< trimethoprim sutfamethoxazole.

Khoi duoc tao thanh ngay tiép theo sau hinh thanh két tda tréng khi pha voi nafaillin natri. Xhoi dugc tao thanh khi
pha voi ceftazidim.

Khi pha vdi methotrexat natri, két tia mau vang duoc tao thanh. Khi pha vdi dlonidin hydraclorid (6 sy d6i mau
thanh mdy cam. Khi pha ¥di omeprazol natri ¢6 sy 881 mau thinh mau ndu, tiép theo la két tia mau ndu. Khi pha véy
forscarmet natri, phat sinh mét oai kh6i.

Khdng nén pha Midazolam véi aciclovir, albumin, alteplase. acetarolam dinatri, diazepam, enoximon, flecainid
acetat, fluorouracil, imipenem, mezlocillin natri, phenobardital natri, phenytoin natri, patassium canrenoat.
sulbactam natri, theophyllin, trometamol, urokinase,

Han diing: 48 thing k& tif ngay sin rudt

Han diing sau khi pha lodi
n pﬂrm phai dugc dung ngay 1dp tu¢ sau khi md ndp hay pha ledng. Trong trugng hap khéng su dung ngay, thai
glan v2 dids kién bio qudn sau khi pha lodng va trudc khi s dung 12 vé trich nhiém cla ngudi i dung v théng

thadng khdng kéo dai hon 24 gio 6 2 @én 8°C. tris khi su pha lodng dugc tién hanh trong cde iy kitn ¢o kifm sodt

va Qugc chiing minh vd khudn

Bléu kién bdo quin: Bdo quin nal khd, nhiét d3 dudi 30°C. Khdng ddng lanh. Tranh dnh sing. Bio qudn trong

hdp carton.

gui cach dong gol
ng thuy tinh khong mau loai 1 chua 1 ml dung dich

Hop 10 Sng x 1mi

Huong dan cach sit dung

Thufc chi dung mt kn cho bénh nhin va nén sif dung ngay sau khi md ndp. Khang dugc s dyng néu nhu phat hién

c6 tiéu phdn 1a. Loal bé bt c phdn dung dich ndo chua sU dung hét.

Khi tiém truyén lién tu¢, dung dich thubc tidm Midazolam 8 thé dugc pha lodng voi ty 18 15 mg Midazolam voi

100 - 1000 mi dung dich sau day: NaCl 0,9 %: dextrose 5 % va Ringer lactat 10 %.

Tiku chudn: Nha sén xudt

Théng bao cho bac sy nhimmg tac dung khong mong mudn gap phai
khi s dung thuse
Dé thudc xa tam tay tré eml

NHA SAN XUAT:

@ JriolTEIX[MIEIDLIICIATES
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