https://nhathuocngocanh.com/

LILO/ETOB19TL/ESL

wejoZvaiin

Date: 2017-02-17
|w[5|.u G uneuag ‘g wejozepi|Al g B. Braun Medical Industries Sdn. Bhd.

*wop ool ugq sonyy [ uopdussaid £q Ajua pjog

B/ BRAUN

BIBRAUN B|BRAUN B/BRAUN B|BRAUN B|IBRAUN B|BRAUN B|BRAUN DB|BRAUN B|BRAUN B/BRAUN B|BF
B. Braun Medical Industrics Sdn. Bhd,

Sold only by prescription / Thuae ban theo don.

7 £ y = 1-M)
10 x 1ml/Hop chira 10 béng x 1ml §EECF : (Compasey Hay. 1905
[Hop g 388582 R Midazolam B. Braun 5 mg/ml penang, Malaysia
EN-F N
3 e ZE
S pEnES MIDAZolam
mg
¥ Smg/1ml
3
Sold only - .
R Mid I = Active substance: Hoat chit:
aZola g Midazolam 5 mgft ml Midazolam 5 mg/mi
(equiv. 1o Midazolam hydro- {tuong duong Midazolam hydro-
-— < FET chloride 5.560 mg/mi) clorid 5,560 mg/mi)
E g &% -.3 Solution for injectionfinfusion.  Dung dich tism/truyén.
m E z *F3 Intravenous, intramuscular, rec-  Tidmy/truyén tinh mach, tiém
= = tal use. Indication, administra- bép, bam hau mén. Chi dinh,
— = @ F tion, contraindication and other  cach ding, chéng chi dinh va cac
o iy = informations: See directions théng tin khic xem hudng din
— -] for use inside the carton. Do s dung trong thiing carton. Bio
x not store above 30°C. Keep the  qudn & nhigt dd khdng qua 30°C.
m ’;‘: ampoules in the guter carton in  Bdo quan thudc trong thing car-
* order to protect from light. Keep  ton dé tranh anh sing. Gill ngoai
n E i out of reach of children. Read tdm véi clia tré em. Doc ky huéng
-— carefully the leaflet before use. dén sif dung truéc khi ding.
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m:k hwémg ddn sir dyng trurdre khi dung.
u céin thim théng tin, xin hoi  kidn cua bic si.
Thubc nay chi ding theo sy ké dom cua béc si.

R Midazolam B. Braun 5 mg/ml

Thanh phin

1l dung dich o

Hogt chit:

Medazolam 5,000 mg
itwong duong von Medazolarn hydrodond 5 560 mg)
Ta durgre:

Natn clorid 5600 mg
Hydrochlons Acd 10% imiv) §530-7 5304
Nuoe cit pha Dém tmi
Dang bao ché

Dung dich pémaruyén

Dung duch nute rong sudt khang misu

pH23-37)

Midazolam B. Braun La thubs giy an thin tic dung ngin. dugc chi dinh
O ngui len
® AN THAN ruoc vationg ki chiln dotin hosc Sén finh cac this st phidu thust
0 hodc khing co giy 1 cuc be
« GAY ME
= Tién mé
- Dl ma,
= La o thiln trong gy mé kit hop
® AN THAN pong Khoa Brdu i Tich cye (1CU)
Otreem
® AN THAN e va trang ki chiln dodn hodc Bén hisnh ci th thudt phiu thug
i hode khang cb gy 1 cuc b
» GAYME
= Tién mit
* AN THAN rang ICU
Lidu dung, edch dung
LIEU LUONG CHUAN
Mrdarchum i thudc an min manh dor hal phis chudn béu chinh 18c va bém chim
Ligw chn thiam db chinh xac 4 doi dege muc 0 thin an toan mang mudn, fheo nhu
e L sang. tich rang sut kide, i tuts va cac Tt ding chung. O ngu rén 50
tudk, suy g hode mAC bént man linh va bénh nhiin nhe. phi Bnh by thin Wong
dra rén cac b 16 nuy co cuia tng bénh nhan. Thiing tin vé liku

i il nén Bém bip rong cac Iruromg hop ngos b vi gity dau, nén bom hay
mén, medazcham ir 0.08 dén 0.2 tiém bl duge chung minh b ey qua
v i toan. O énh nhin nhi rang d6 i i 1 dén 15 budi. phai bém héu cag hon 5o
o1 & iguen kom, tinh heo wong kigng co thé.

Ve s N & Iré w0 wnh dun 6 g fudl khang duot Khuydn cao vi o0 by co
s wé 08 W nity con on han,

& biénh nhién nhi dudi 15 kg dung dich midazolam wn ndng 6 cao hon 1 mgiml
Ihang duags khuyén caa, Ning db can hon phil duor pha lodng thinh | mgiml
CAN ME

L

* Néu mdazolam duge dung cho diin mé Yuoc Wy tem cac Fasdc gly me khac
i phiin Urng ciia tung bénh nhan co thé Mhac nhau. Cén chudn beu dé dit dugc
e dng mong mudn ty thee di lubi va tinh trang lm sang cia bénh nhan. Kni
ding medazolam Fuoe hodc clng vor thubc kem Onh mach hosc hudc dang hi
Khac cha g doan dln mé. béu cua tung thudc phat gidm xudng. Chudn kéu mg
buoe di da droe muc 36 mé mong mudn. Midazolam phis dugc tim tinh mach
chim tang dén, M muc tang khéng qua 5 mg. dugc uem i 20 dén 30 gily, cin
Khodng ther gan 2 phut ida cac Jn iém in fidp. & ngus lon duot 60 b kb
B finh mgch Surong t 0.15 din 0.2 mgig. O ngu kim dudn 80 tubi khang
duge bln hanh bén mé bty hegng cd thé cao hon (0 3 dién 0 38 mg/kg dém finh
mach, Niu cdn ddn mé hodn toan, co thé sl dung muc tng khoang 25% 80 vi
heu khin dibu hode phid hop din mé van thudc géy mé dang hit. Trang Buong
hop khang thubc, oo the s dung thng Beu lugng 16 da 0.6 mgikg cha diin mé
nibung wven lidu lom nnw vily sé lam chim khd ning héi phye.

@ ngurot trén 60 b, suy nhuoc hose mac bénh man tinh, kém finh mach Iy
tir 0.1 dién 0.2 mg/kg. Nguon rén 60 wéi khang dugc bkn mé thuong cln by
rdazolam cao hon cho din mé; hdu khin diu W G815 dén 03 mgig dugc
Knuydn cac. Bénh nhin khing duoe tén mé midc binh tosn thin néng hosc
bénh suy nhugc can liby midazolam thap hon cho din mé. Thuang thi bku knds
diu tir 0,15 din 0.25 mgig.

AN THAN TRONG GAY ME KET HOP

Ngurer lom

Medazclam ca thi dugc dung 38 an hin tong gly mé kit hop bang cac by tém
tinh mgeh timg béu nho gisn dos (wong khodng tu 0.03 dén 0.1 } ol Ty
e tyc midazokm (i 0,03 dén 0.1 mphgh) v kit hop von g dau. Libu
vl khodng cach gilre cac Bbu Ky theo tung bénh nhan,

O niguen bén 50 Wb, sy nhurre hodc milc bénh man tinh, can gdm bu duy Irl
AN THAN TRONG ICU

Mhse g st dat due bling cich chisdn b "

Lt
e iy bn tuc hodc Bém Tinh mach gin dopn, tuy heo thu chu |8m sang, tih

trang sirc Whie. d6 tubs va thube ding chung (xem phin “Tuong i vin cac e

Khiac vi cac dang luromg tac khac')

Nguen lom

b it b (b tinh masghy. Tiém chigm tang dibn 10 0,03 dn 0.3 kg, M&: ln
ting (b 1 dén 2.8 mg) phai dugc tiém rong 20 dén 30 gay, chn khodng than gan
2 phut gitra cac lin tng tiém O binh nhin gidm e krong idn hodn. co mach
hiodc ghiem hidn ndust, nin gam hosc bo qua béy 1, Nén bém Pudc dau e
Midazolam néu phis hop 2 thuss ney. o danh gia duoc mire d6 an than (néu coj cua
thute giam dau nroe khi mém Midazatam
L shey il dinh mach]. Liéu lugmg co Té ndm veng khoang hr 0.03 dén 0.2 my/
fkgh. O bénh rhan giam luu keong Win hodn co mach hode giam thin nivit, nen
g b duy Irl. Mure an @80 phi dugc danh g thuomg suydn. Yor an trin I dis
K ring ding nap Bwitic ca thi xdy ra v co thé phal tng by,

Bénh nhdn nhi trén § thang hdi

O bénh nhén nhi duge Thing khi v dét g nx khi quan, nén bim Bnh mach chim
by ihan dides 0,05 dén 0.2 mig/kg Yong It nhit tlr 2 dén 3 pht di I the dung
e sang mang mubn. Khong nén bém tinh mach nhanh. Sau d4, wruyén tinh mach
Nén tuc 006 dén 012 mgiph |1 dén 2 microgramigiphut). Téc 86 Tuyén co thi
tang lén hodc giém di (hong huong 25% the 46 Tuyén ban dbu hode tic 4
tuydn o do). hodc co b Bem cac ey bd sung &8 Leng hode duy Iri e dung
o b,

i bat dau wuybn midazolarm & bénh nhin suygilm huyét dong. phan chubn M i
Whot diu el cac mirc tang it nhd vi e o tinh ang hiydt ding ciia bénh nhan,
ching hon nbw giam & cng nher thea déi cdn thin nhip hé hilp <4 tnh rang
il hoa Gay do tac ddng guim thbng kv cla medazolam.

Tré 5o sinkh vi tré nhé dén 6 thing tudi

INién truyén Onh mach bén tyc bat diu 9 0,03 mggh (05 microgramig/pig| & e
50 wnh c6 89 ubi < 32 udln has hose 0.05 mphgh (1 mctogramigiphdt) & 1é a0
winh > 32 i thas va wé dibn 6 thang kidi,
mmmmmmwﬂm cdo & Wk s0 snh sinh non, iré so
i v tré dén 6 ang bl C& M truyén & the d8 ntanh Wong val gty diu 1én dé
dat ndng 49 didu ¥, Tc 46 Wyl phai dupc danh g thudmg xuyén va cln thin,
dhc bigt 18 sau 24 b dhu bén 84 s dung béu o8 hidu qud thip nhit va gum ki
nang tich iy thubc.

Clini piii Theo a6 cdn thin nhip hé hilp va tinh trang bo hoa xy.

Chi dinh | Ngudi lom Nguron 280 woil | Bénh nhin nhi
<60 tubl nhwee hode
bgnh man
tinh
Anthan | dudmg finh duimg finh duong finh mach eho
ol ok Vihing-
Lty ban déu ban diu  thing - 5 wdl
2-25mg DS-1mg Libu ban déu
Wiy thim da L thivn do 0.05-01 mghkg
1 mg 05-1mg Thng béu. <8 mg
Thng i Thng bbu, duimg fink mpch cho
15-T4mg <35mg prih nhin
6~ 12 wéi
Libu ban diu
0,025 - 0.0 mghg
Thnghéu < 10 mg
Bam hii mon cha benk
mhan > § thang
0.3-05 mghg
tém bap cho benh Ahin
115 tudi
S 0.05-1015 mghg
Tibnmé | tiém bip tiém bdp bom hiy mén cha binh
0.07-0.1 mpig |0.025- nhén > § thing
0.05 mphkg 0.3- 05 mghg
tiém bip eho bgnh nhin
1= 15 bl
0.08-02mghkg
Dlnmé | duimg inh durmg finh
mpch mpch
D15-02mgkg [01-02mghg
{03-035kn  [(015-03
ihang Uen mé) | khing Bén mé)
Thaah dutmg tinh duimg finh
phdn an
than bong | kbu gidn dogn | kb i han
gy mé kit (003-01 Khuyén cag dii
hap kg hide iy vin niglrdn bam
bén e 003~ | <50 ik
0.1 mglkgh

[Anthan | dumg finh mpch

binh
Lidu kehir ddu 005 -
0.2 myghg

Lidu ouy 1l 0,05 -
o 0.12 mghgh

LIEU AN THAN
Midazolam duon tém finh mach dé an thiln tuoc kv chin dosn hoke can hidp
phiu thudt Liku heomg pha duoc tinh toan néng cho img bénh rhan va rién
e Binh migch iredazolam nhsnh hodc mdt bbu duy nndl Libu an min khot diu co
thi khac nhau & g bénh nhan Ly theo Brt ang sUc khoe va cach dung (vi du
the 06 Bam, tong béu|, Néu cdn. co mé tém mém midazolam ea nha chu cua tamg
ca nhan. Fhon phist tac ddng khodng 2 phut sau khi sém. Tac dung i da thu dupc
&au khoang 5 dén 10 phut.
Negurot lim
Khi ném frih mach migazolam pha Bim chim 6 18c &b Kiodng 1 mg trang 30 iy
O nguor lom duot 50 kon by khos b tr 2 dién 2.5 mg rong 5 dén 10 phid o
i bt dl qury i Tigm Sém cac b 1 mg néu cln Thng By wung bink ndm
wong khoang Kr 3.5 dén 7 5 mg. Nhumg thng by Swong khing wrot qua S my. O
niguon wen B0 Wi ey nhiuge hobe mic binn man tmh. héu khés ddu w 0.5 dén
1mg. Co thé ném thém cac kb 0.5 dén 1 mg néu chn. Nhung thng by Mhing vuct
qui 35 mg.
Binh nhin nhi

Phas chudin by Medazolam hit cham dén ks dat tac dung lam sang
miong mudn, khon diw cla Midagolam phis Bém chism Wong 2 dén 3 phat Ciin
o lhéim 2 dén § phut d danh g diy dU cac Tac dung an il ol mdazlem Tuoc
I bt ddu quy Iinh hodc g ks by ding. Nébu cdn an thin thim paa chudn ik
Vi clc TUC 1ang nhé eho din Me dat dugc muc an thin thich hop. Tré so snh vé
e i duon § ol o thé can bbu cao hon (mghg) 50 von 1 n va Bé thanh hisn
» Bt nhiin nie dus 8 fhang kb Bénh nin il du 6 Thang lud ok by 1bn fhuong
d3c bid von L duong ho hilp v giam théng ki VI vily wée an thin cha e 5o
sinh dudn § thang wé duoc Miuysn o
» Biénh nhan rite tir & thang d&n 5 tubi: Liku khén déu 0,05 din 0.1 mgig. C6 thi cln
tng b 104 0.6 mghg 08 dit duoc kit qui mong mudn, nhumg téng By khong
dhroc vt qud 8 mg. Liku cao hon ¢d thé ddn dén an hdn keo o8 vit nguy co
gam hiong ki
® Bénh phan ni 1 6 dén 12 jdl. Libu khén db 0,025 din 0.05 migheg. Téing bbu 1r
04 mgikg dén 1k da 10 mg. Lidu ca0 hon 4 thi dlin dén an Bdn ko di va nguy
o gadm hong knd,
® Bénh nban nh e 12 $én 16 Reds Idu ducre tinh it nguo lon
Bom hiy mén Téng kéu vdazclam thuong ndm yong Whoang 0 03 dén
0.5 mghg. Dung dich bom hiw mén duoc thyc hign bing tng nhya duge cb dinh
vao di fng bém. Néu dung teh dUoT bom qua It cd IE thm ruoc cht di dat
dung tich téx da b 10 mi. Phai bom tndn b9 dung dieh cing hic va iranh bom nhidy
1. Vigc s dung O W6 80 s ol 6 thang tud khiing dupe khuyén cao W ol héu
cosln rkn df udi niy con gio han
Tiir bg Lidu tir 0,05 dén 0,15 mgkg. Téng lidu Khdng vugt qua 10 mg. Chi nin
s dung duang Bem bap rong cac nsimg hop ngo g Nén bom hi mon v Bem
b gy i
O énh nhan 1t co rong hromg car thié dua 15 k. dung dich midazolam von ndng
d4 caa hom 1 mgiml khing dues khuyen ciio. Nong di cao hon phis duge pha loang
minh | mgiri
LIEU GAY ME
TIEN ME
Tikes mé won midazolam duos ién hanh ngay ot ik khot me (gup an hin va gam
lo duj va up quin cac sy kén rong gua minti phiu udt, Midazolam clng co e
dugre Bam cung vin thude khang Bt choln. D vor phés hop nay, mdazslam phis
durge hém bap sau vao knbs o o i 20 dén 60 phut vvoc ga doan diin mé) hose
e hom 18 qua dudng hidu mon & e em (rem bén auoi) Sau ke bén mé, phal theo
s sy miln 4 cia bénh nhin va v chung gua bilu oo é cdy

Nguron lom
B an hdn bén mé v gup bénh nhdn quin cac s Ken tdn mé, bu kuyén cao
o ngron lon co ASA 80 | & I v ngutn bom dutn 80 i la e 0.07 din 0 1 mghg
cha Biém b Kiw e medadolam cho ngu én 60 i suy nhuroc hol: mie bénh
mn Birih, béu pha am di v Unin taan néng cho fung bénh nhan. Lidu sém biép w
0,025 din 0.05 mgihg durt Khuyén céo. Libu thing hudng i 2 din 3 mg,

84nh nhin ahi

Bom hiy mon Nén bom toan b dung dich midazolam hwimg tr 03 din
0.5 mglig. trang vong 15 dén 30 phut iuoe g doan din mit. Dung dich duge bom
bing dng nhwa cb dinh vao diu dng tém. Néu dung tich duge bom qua 1L ca B
théem nuc G ) g oung tich th da la 10 mi
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Midazolam
B. Braun 5 mg/ml

B/BRAUN

. Braun Mchungen AG
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be manh.
m‘ T an thin trung binh & nhom bénh nndn suy thin
" dring @y de.
vong ICU | Libu hén i 0.03 - 0.3 myhkg véi | tre sor aiy mm’mwmgﬁ '.“:';"‘
mirc ting 1 - 2.5 mg #hai 0,03 y ) ol 88 khén me
Lol dip i 303 - 02 mglegh g 1 g

Qreso . ré 80 minh vl bénh nhidn nhi dran 15 kg, dung dich nidazolam
wii ndng 44 cac hom 1 mgimi khéng duue khuyn cac. Ndng 86 cao hon phéi duoc
pha lodng thanh 1 mgiml

Bynh nhén suy thin

O cée bénh nhan sy thin (89 thanh thil creatinm < 10 mlphdt), duoc 38ng hee cla
mecazolam by do sau Mot béu Bim tinh mach @éng vt duox déng hee dugt bao o
& G tinkh nguydn wan kh Tuy nhidn, sau ki truydn kéo dbi cho cac binh

gan kim gidm 19 Qi durding linh mach. kéa thea
do thén gan ban thai tang len. Do dé, tac déng lm eang c6 thd manh hon va kea dis
fom. €4 thik gdm bbu midazolam cin ding va phi heo 88 cac dhu hidy sbng cat
chil {Xem muyc “Nhing canh bao va s y 8¢ biét b sl dung’)
Chéng chi dinh
= qua min cdm vor midazalam, benzodiazepin hay voi bt ky thanh phin néo ol
A duge.
= an thibn & bénh nhan méc bénh hd hip nang hose suy hi hip cip tinh
Nhimg canh bio v lwu y ddc bigt khi sir dyng
CHi nén s mydazolam ki co cic halt by hés s ph hop vi Bam midazolam
tink migch co B lam gum khi 1 fam vib gy ra ngung thr. Cas tac
dung P B phii ning thurdng haém ap, Cac tac dung phy ndy di bao gbm suy
1é g, ngimg tho vivholc m ngung dip. Cac turomg hop de doa dén Bink meng
0 kha nang <éy 13 ki Bém quil nhanh hodc kil ém by cao. Bénh nhdn nh duol §
thang tudi 8 b thn Buromg dac bt von Lk dudmg h hdip v gibm théng khi do db
< Madt phis chudn bbu von cic mire tng nhé dya rén e dung lm sdng va theo
o8 cdn thin nhap hé hikp vi tink Irang baa haa day.
i sl dyng midazclaem cha bén mé. phal theo dis tinh mln canm cua bénh nnén &
et v Wi chumng qua by co thél iy ra
Phae dic Ladt Ihin wong ki bém medazolaen cho nhimg binh nhin co 1 ro cag
» niguay trén 50 bl
» bénh nhisn suy nhuge hoge mac binh man tinh, vi dy

~ bnh niin b sy hé hdp man tinh

= bénh nhiin bi suy than man tinh, suy gidm chirc nang gan hodc chuc nang bm
~ bénh nivin i, d8c bigt niving bnh nhi khang bn dinh vé im mach.
Nhdmg bénh nhan co nguy co cao cdn by thip hon (sem phiin “Libu kiong v
phuong phap tem’) va phal degc heo dis kbbn tc dd sam nhan bidt cac dbu higu
thay dbi cla chirc ndng séng.
Phai thin wong khi ding benzodiazegan & nhong bénh nhin cb tién s lam dung
Jou hodc
Turong W nhu cac hoat chill ch 1C dgng Mn b Bl knh rung vong (CNS| vis hode
N 3ong giin co. dic beét thisn rong kv bt midacolam cho bénh nhan by nhuge co

Dung nap
Giam gy e dit duros oo cao e sl dyng midarobarn |8m hudc an han 4 da
tas ICU.

P thisde; thade

Whi s dung medazolam cho an e b da te ICU. co tht xdy ra hén fugng phy
e thube, Nguy co phi thuge thubc tng len vor kdu kigng va thay gian didu I,
u;;{mmgumua:xmm:hhwlunm4mmtmm
LT

Trus chumg cai thasdc
Trong qua irink didu b Keo di biing medaz olam ta ICU, hign tong phy fhudc hubc
oo 18 by ra Do 86, ibc ohim aurt dibu ¥ dotngdl 68 & kem voi clc Wby chumg ca
Pwibe. Cic Uiy chumg sau ddy co thi by ra dau diu, dau to. lo ling. cang thing
bdn ehdn, i rds, cau kinh, mdl ngl di ngdt bd . thay di thm rang. 8o gac vaca
8L Vi nguy to cac way ra cac ey chung ca Tudc ks dung didu 1 Aot ngdt nén
huy#n clo gam hbu b b,

i i nby

Mhdazolam gay mat i nho ngén han (day |3 wu didm cua midazolam wong phdu
Fudl va doan) hon gan mat 1 nho lidn guan yc bip vol béu duge dlng
Chumg mdt i i kéo di oo thé diln dén nhimg viln dé cho bénh nhan ngos U o
ol sau i lam thu thult. Sau ki wong midazolam, bgnh nhin rén bbnh vién hodc
phisng tr vén ki co ngun di kém

Phn g o ngoc

Nhiing phan ung dés nguge nhy xic ding, chuybn ding dhong W chi (bau gdm ca
@t cu Gaing v rung col, hidu ding thal gud, hénh vi thi dich. gidn ol hung
hang. af kich ding va nanh hung da dugs bao cao vor midazalam. Nihimg phan
g ity co B vy ra ki ching b cac vahiosc khi bém nhenh. Ti i mac cao nhimg
phisin Umg nay di dugc b caa & e em v ngudl cao tudi

Thay die thas in cua midazolam

Khd nang dac tha medazolam cd thi kac nhau @ nhing binh nhin o4 dung chit
urc hé hobe cam ung CYPIA4 (xom phdn “Tuong thc vor cic thube khac vi cac
dang Wong tac khac'),

Kha nang dac ha medazolam co thé dién ra chin & nhimyg bénh nhan bj suy gan
cung luong tm thip va o U so snh (xem prdn "Diac tioh duge dgng hoe'),

Trh 5 sinh sanh non va né so snh

D nguy oo ngung M tang. nén pha i Bun tong K dung thude an thin cno tre
s wnh sirih 06 va nhirmg bénh nhan o6 tla s sinh non, Cln phis theo & cln than
nibgg i hbp il tinh rang blo hoa Sy, Tranh ém nhanh & e 80 snh

Tré s snh oo chus ndng o quan suy gam vaholc chua nrdmg Manh vil cing
o by tén romg von cac 8c dung siu vahodc keo da trén hé hilp cha mdazclam
Cc e dung phy vé huydt dong da duoc bao cao & bénh nhan nhi khing dn dinh vé
tirm mach: phi rdnh ém fink mach nhanh o nhdng e nay

Bénh nhan trong ché &% kidm sodl natn

Midazolam 8. Braun 5 mgiml chira 2.2 mg natriml. Khi ding b lam hom (v dy. han
10.2 mi womg umg vin homi 1 nenal nain, phi cdn nhisc &l vén nhimg bénh nhisn
dang Wong ché db kebm sodt natn

Tia o siadf

Midazclam ca thé Mm suy gidm chire ning hdn kinh v déng Trung niséu go.
mmmwbﬁmnwmmunxmmmmimmwmu
Céc lac ddng e d co thit co cua cac thay dbi vé nhisn Bt sau ki an thin bisng
midazolam, cing i duoc chi dlin ik céc hopt déng . i
a0 hon. Nén yéu céu nguod & kem bénh nihln kihi 1t vign (vem phin “Nhimg énh
Ihuring dén kihd nang b xe v sl dyng mgy moc),

Twong tic véi cdc thude khic va céc dang twong tac khic
Midazolam chu ydu duge chuydn hia 001 soenzyme CYP3A4 cia Cytochrome
P450 (CYP450). Cikc thudic i ché va cdm umg CYP3IAL (e phin “Nhimg cinh
Ba0 va hu y dic bebt i s dung’), ling nhir mdt sd hoat chit khéc vem bén dudn).
cothd gay ra luong e Tubs khi si dung vor midazalam

quanrong & i by thuyet,
Khing gun dutmg rubt sé it by deh huting bén cc huang 1AC chuyén hos va 6 hen
chil duoc cac dnih hudng lién quan dén lam sang.
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e chit s chi CYPIA
lraconazowe. Ruconaiok vk keloconddoe
Vil S dung dong ihdn medazolem durdng udng vib cac thudc khang ndm  azole
\raconazole, fconazude katokonazole) 52 lam tang néng db midazolam trong
huyd! twong va keo da ol gan ban tha anh huang den this nghudm an than, this
gan ban B bi 1ng ke tr 3 dim B g
Cnd dt an Bl ngan han Khi Bem Bh mach nbanh imdazolem hi nhu Khong
b dnh hwong ki dung chung Rraconazale do da khing cdn phia pam idu Tuy
nhidn mmalumwmmmunmmmmmmakm
- ole hodc W 0u. trung iy 1) cham soo chuybn
s comé dlin den Lac dung an thin keo dik co i chim hi phyc v co thé gay
sy o hip, du 86 chn didu chink by uong
Verapaiid va dibagen
Mt béu diuazem tang nong ddng huyét lomg cua mdazolam gung qua duong Bnh
mgch ln 25%. than an bin thal keo di hem 43%
Tuy nhwén, duge ddng hoc cua mdazolam dutmg ubng thay die nnkdu ki duoc két
hop vi cac Thube e ché kb calc nly. o6 thé ting g o6 B0l gian b I va 30
ndng 44 dinh wong huydt twang, anh hadng dén kit gud cua test chuc nang nhin
A v phis hop do Lk 3 e Bus an fhdn siu. Do du, ik dung medazolaen duong
ubng, héw kegng nén duge diéu chinh phu hop. Mac dl. khong cé eang tec ki dung
Migazolam frong an hdn nigan han nhumg vin phis e rong néu midazolam bém
lmmmmgwmvmwmnuﬁﬂmu
Thuds khing sinh nham maciohd E v
uuwmqumummmmuwmummm
clartionmyan sé Lim tang deng kb AUC cla sdazdlan: khoing bon Hn va thng han
i A thin gan dio thai mydazolam. fuy tadc viso tung nghisn cut, B oo gh nhin
Wy dd 16 181 rong Kém Ya TAm hdn v déng nén néu ding Midazlam duong
wbng nin dibu chinh hu do i rang chim hés phc
hi g radazclam Bém tinh mach nhanh cho chi dinh an thin ngln han 14 dung
i midarolam hi nhy khbng by ting kn holc keo da co ¥ nghla v kam sang kh
BUng chung vin erythi mdc o dé thanh Tha plasmis huydt ong duge ghi
nhie co sy gam dang k& Vi vy phis than Iong néy gung medazalam bem tnh
miach ding than von erythrcmyon hodc dantivomyon. Ngoal ra. khing thay co rong
s Mude gala midazclam v cac thudc khang wnh nhsm macrobd khiac.
Counabane wa rantiine
Widt sz dyng ddng thon ametidee 3 hdu 800 mogly hoc ceo hon | v midazclam
ném Bnh mach sé lam Lang dang ké ndng 88 & rang ha dn dioh cla midazolam
wong fuydt twomg. Wy ndy co thé dén dén kha ndng cham hii phye, rong khi do.
e s dyng cung von rareidne b khingully ra twong tic. Cimetidne vil ieidne
Khing gty doh hudng dén duoc déng hoc cle midazolam duang ubng. Nning
ol héu nay cha iy rang co Bé B Onh mach midazolam cing vor renitidine va
ometidne binh thiang (e la 400 mgingay| ma khing cln disu chinh ki kegng
ol midazolam.
Sagquinavr
Vitc su dung ding Ty mét kdu uy nhl midazolam tiém tinh mach 0,05 mgékg sau
Fhode 5 ngly s dung sbguinaier {1200 mg 141 oho 12 ngut tinh nguyen khoe
manh cho thiy 36 anh i medazolam gam con 56% va thng Thin gian ban tha
w41 ben 8.5 go. Do do, midazalam bl don tém tinh mach cé thé ding cung v
saqunave. Tuy niwén, néu Tuyen mdazolam kea dé, nén giam héy dé wanh cham
I phuc (rem phdn “Ning cnh bio va liu y dac bkt kh s dung'|
G thubc u ch profease khic. manaer, indinavr nelfnaar v amprenaa
Knong ca nghedn oy i wwo cla midazalam Bém Onh mach vl cac thubc uc ché
protease khic Saquesave b kha nang o chd CYPIA4 yu nhlit rong nham thubic
Ut ché protesse nén i ding Midazolam Fuyin dai han chorig vor céc Biube v chié
protease khng phie L8 sagquinaw phis gam ey theo ng bude
Alarvastaln
Alorvastatn lam tang nong do huydt teong cus midazolam dung qua duong tnh
maach b 1.4 & g0 von nhom ioém soat,

Cac hogt mkm&!“wn Lisen thing tae dung clia midazolam,

Cae thub hude nhom we ché Bl ket rung womg baa gém cac opiste (hubc gidm
dau Batc chdng ho holic dibu tr) thay thi) thutc ching loan thin, céc thutc nhom
benZodarepin khac dugt dung lam Mudc an thin hodc thubc ngil. phenobarbrtal,
thudc ching trdm cm dang an il thube i) di Ung va £8c hodt chdt chiing Wng
Thuyét ap 18c dong sung vong.

Fibu Qua an hin sé tang lin kh dung ket hop midazolam von cac hoat chilt an han

Khac
Ngom ra cén pha theo dé finh Wang Suy ho hisg nang thém kv déy in dong thei von
cai opeale phenobarbitalhosc benzodazepn

Rugu & ik b tang 1 rét 1 dung an hin cla midazdam. Khing duoc ubng
gy ke dung medazolam.

Lits chit sm uma CYPIA4

Rifasmgecan L gpim B0% nang 48 uyél wrong ol midazabam ding qua duong tinh
mach sau T ngdy s dung rifamgion 800 mg md ngay 1140 Thon gian ban ha gam
khoang S0-50%

Rifamgecsn Jam gam #6% ndng do huyét ong cia midazolam ding qua dudng
uiing @ cac dix Wong khie manh. cac tac dong Thin knh vn dng gin nhu bidn
rridd hadn loan

Cwbamazepinsl phenylon. Cac by ben luc carbamazepine hay phernyton lin giem
101 §0% nang dg huyél fuomg clia midazalam ding qua duong uong. hon gan ban
W e BD%

Saent-Jodwy s-wort (Co ban)

S dyng b die cic wan phibm thiss GUoc chu 8 oo ban |Hypencum perdorstum) din
dén guam ndng dd cus Midazolam Tong huydt trong do cam uiig

CYPIA4 Db niy co th lim giam cing dung e mvsazolam. 8
migch. i dyng niy It duge nhin thily 16 rng nhy ke s dung
ubeg,

i oy fac has
Tidm i mach midazolam lam gadm nong do phé nang 1 tedy (MAC) cia
@iy mé dang hit cdn cho gy mé Lodn hdn.

Théni ky sinh san, mang thai va cho con bu

Khing oo b &0 ke v 36 an 108N clia midazolam rong qud frink mang tha. Nghisn
curu @ déing vilt khong cho thay gy quis ha nhumg dil quan il Thay e 18 cho ha
i nhu von cac benzodiazepin khac. Khing co ol béu vh dung ubc vong hai quy
dau 560 clia ha ky.

Vit sl dung midazolem héy cac Fong ouy cudl clng cia thal ky, Bong khi wnh hoac
i g i ot ol e o sinh méd da duot DAo caa [y 18 cAC phan img phy
s g hotc bise thin (Nguy co me hit phés, niip im B8 tha khong déu truong e
©o gim, b kem. giam thin nidt v suy ho hip & ¥ 5o wnh)

Hon nda nhdmg e duge snh 1 me thuong suyén dung benzodiagepn Tong sult

Riéi logn da va mé durci da

D prat ban, phn ung may diy. ngus.

Cie tinh trang tpl nei tiém

Ban do va dau L nos Bbm v L tinh mpch. ching huysl khis

Théng bas sho biés sl nhimg tao dyng khéng mang mudn gip phai khi sir
dyng thube

Qui libu va cach xu tri

Trigu

Ciec Wibu chumg qui bbu chi yéu b tang e dung duoc by, budn ngd, s loan tam
Bulin hén mé v thu gidn co hos phin khich nghch ly. Cac gy chaumg nang hom la
mmnmnnwkn sty bmehd hdp, ngung ha vl hin mé

Trong Muwmwhmﬁ.nmnnmmwmimh
d&uﬁm'mwlhdhm.&mmMWﬁlmmmlw Chit
doi op niidm doc nang
mhommmmmhmmhhuwmmw-iimgmq
hiop quis b udc hiin hop va & cac bénh nhin b déng kinh d8 duge didu i béng
benzodazepm. Khong nen dung flumazend & nhimy bénh nhan dugc deu ) bang
Ehudc ching trlm chen ba vong hay thudc ching déng kinh hosc o nhdng bénh nhan
i bt Burdmng vi deén im (ECG) (Keo dé ORS hoac OT).
Cae dje tinh duge lye hos
Mhom dugs by Thude ngl va thudc an thin — cac dn xullt nhim benzodiarepn
MAATC NOSC DOB.

ki clin it Goie by oo Bl b vl W
ning hoa Lan rong nuoc thap.
Ao o v i1 2 brong he thbng vong imdatobentodar sprn 3G mubl vor acd gup noat
d\hl:mdlnmﬂw:lmgnmlnmmmnuumhﬂumnn
nep
gy e s WgAn han 18 do kha nang chuyén hoa nhanh, & dam o6
mmmhbvamupmmmdrérhgihmnlrnnhgmllco.mum
o du, chiéng co gidl va thu guin co. Sau kiv bEm viso co holc bém Bnh mach, chumg
quén ngan han co T dién ra (bénh nhidn khing nha cac sy kén 38 tay 13
Cae dic tinh duge dgng hoe
Halga thus sau K tden D
Hap T midazolsm W mo oo nhanh va todn bd. Ndng 89 plasma 1o da dat duoc
Wong ving 30 phat. Sau ks ém bilp. mue sinh ki dung fuy#t 6 1a rén B0%
i thu skt bom hiu e
Sau khe bom bl mén, midazolam duge hip thu nhanh, Nang 39 plasma th de dat
duroc trong vong 30 phut. Sinh khi dung Lyt G& khodng 507%.
Phin phds
Khi pem Bnh mach duong cong ndng 39 thin gian hién thi mgt hodc ha ga doan
phin phéi nbng. Dung tich phan phi & reng this dn dinh 1 0.7-1.2 Vg, 96 - 38%
medazolam dugr gan vin cac protein huydt long chd yeu 1a dbumin. Midazolam
win chuyén chdm va khiing dang ké vao dich nio iy, O ngutn. medazolarm di dugt
chumg minh la di chden qua nhau thal v xden nhdp vac sy Wwin hoan cua tha nb
Mt krgmg nho midezolam da dugc phat hén cé rong sira me
Chuyén hoa
Midazolam hik nhu dugt dao thai hoan 1oan tho chuyln hoa sinh e, Dac thia
qua gan hu 30 - 50%. Midazolarm duge ydrord hda nho cytochrome P450 saryme
JAdmanh sipha-hydrorymedesolem. Nong d6 plasma cua sipha-hydronyredasolem
18 12% Alpha-nyorcaymdazolam hoal teh dugs ly mhumg chi dang gop ral it
1khoang 10%) visa e dung cua medazolam Rém fnh mach
Dau thid
O niwdng nguat Bnh nguyén khoe manh thén gian ban this cla midazolam Tang
hoang e 1.5 - 2.5 gr. D6 thanh thai huyét fuomg ndm trong knaang 300 - 500 mi/
it Msaazolam dupc bis b chu yéu qua il (50 - 50% b ﬂuv:umwaww
i b & dang ghucus coonpugated alph Durem 1% b Mt
mhbtwmmommﬁ Thin gpan ban il cis alpha
hydroxymdaalam ngan hon 1 go. K mrdazolam dugc yuykn Bnh mach, s dao
ik khdng ki von BBm finh mach nhanh
Durge dgng hoc o nhimg bjnh nhin djc bigt
Ngudn cao
O nguron lon rén B0 hudi. thon gian ban M cb thik keo o dén ghp bdn l4n.
Tré em
il i 8w qua hiw mon & wé em gong nhu & nguol lon. nhung muc sinh kha
g Mg hom {5~ 18%) Thin gian ban this sau ki bém inh mach va borm hiu mén
@ Ue em i 3~ 10 Wb ngn hon (1~ 1.5 se ven nguén kom, Dio sy tang chuyén
hos o e em
Tré s ginh
O tre so sinh, thin gian ban thai tu § - 12 po. co thé do gan chua Tuong thanh vi
6 thann th i o {xem phill “Nhing canh bio vé ey y dec bt khi su dung’)
Bénh nhin béo phi
Thee gan bian this & bénh nhdn bea phi i hom 0 bénh nhan ihong beo phi (5.8 su
vt 2.3 gia). Do midazalam duot phisn b rhidy vaa hpd. B4 thanh this kning ihac
ey & bénh nhan béo phi va bénh nhan king beéo phi
Bénh nhdn sy gan
Then gan ban this o bénh nhian g gan €6 B e hon vis &5 thanh his it fiam nha
50 vin nhimg ngua inh npuyén khoe manh (rem phan “Nimg canh beo va le y
dibc bt kv s dung')
Bénh nhin suy thin
Tho! g ;

bn sy thén man tinh gang nhu & nhing nguan tink

Wao il gl den séu bin o niving benh nidn dm nang.

ban i O bénh nhin suy bm sung uy#t 1y hon 80 vor @ ngudl ke
Muampnh Nndmg canh baa v hru y dic biet ki sir dung'|

Tinh khéng twong hep

Migazolam B. Braun co thé khing brong hop vol cac ché phdm duong tudt oo binh
dm bac pbm cac dung dieh dinh durdng & duimg bl ¢ pH kdm
mm«wmmmmmmmw-mlwm
dung dich kém khac Bnol phat hods
PhEnGIIALIN 00 NGag Wong tch Noa NG va oy rE ket a

Pirai pha loding thudc nidy rang cic dung doh dextran,

Khing duoc pha ludng Wong cac dung dich khac ngos nhimg dung dich duoc d&
cip rong phan mmfhmvdunumﬂi bé va 1

Turany 14 cla cic ché phim mimazolam vor cic ché e coer naal chit
4 dogn sau cub tha ky co hé gp pha heiin trgng phy thudc Tudc va oo thé oo S nhing
Toguiy O %@y 1a Wi chung cal dc & thon ky sau khi snh sau Gy 38 dioe béo coa irong I iy
Do do Wving nén dung midazolam rong Mon ki mang e e kil chic chin cén acichova Imipenem
thist. Khing nén wir dung midazolam cho sinh md. whumn | nat! medocl
Pra nec dis ris ro dés vin Bé 0 snh Wong ruomg nop s dung ki cho bt Z — =1
oy ca phdk Mt o gln thon ky i, :::nd:l;imh?n natr mepragal
Midazolam nighm vaa sda me von s kigng i, Nhang bb me dang rubi con bing = b : 1
wrm nén ngimg cho con bu Tong 24 g sau khi dling midazolam fa natripd bitune
Hhmhhhm.“nmm'lﬁuanmrmnm& |nen scetszolamed | natn phenylon
An than, crumg quén Lam o Giam 1o Tung va nhugc co o6 e anh hudng dén | Bumetanide parphenasine enantate . —
v ndng ki e hodc s oung méy moc Trisoc W dung midazolam. nén khuyeén cao o thasone-21-dhydo- hab
benh nhdn khong dugc I ke hodc vin hanh méy mos cho dén i hodn toan nd | genphosphate
phyc. Bac o 58 quydt dinh thn diém co thik Biép e nhing hoat dong niy. Sau ki oy Batepam o ociad —
wn. nén co nguon di cung bénh nhisn i vé nha i n,’m =
Nhieng tic dyng khéng mong muén e £ =¥
Nniing tac dung khing mong mudn dugc sép hang oo tn sull nhu se i . o L. I
Rt pinds tadn (21/10) Soonmens -
Pho beén (217100 dén (<1710) fecairide acetate natrl tuopental -
Kbng phd bedn (2171 D00 dén <1/100) Mucrowacl ]
Fidm (21/10 D00 dén {<1/1 000 T = —
Rt tebom (<1110 060) :m':‘n“ ! ——
Knbng bt (khibng M wac inh duge 1 o by sdn ca) —— 12
Nhirnig tac oyng knang mong mubn sau ddy d6 duoc bso caa I king 16 thn sudt | 19T froeemide _
{Wrbing wore dodn duge i cie ol ligu tegn ca) i idm midazalam Tidu chudn
Roi logn hi midn dich Tiew chulin nha sin wit

i figyy. phan ung o da. phae Ung O tm mach, co that phé H‘ndﬁﬂ'

Qudn, s phin v 36 thang ki K iy sén udt
Rdi logn thm thin i e
Bé_ni phin khich. & gac H“:mmmmmmm
Nhimg phan ung 34 nguot i Kic ding. My dbng I qua hnn w thu dch, phan i g e Wl g s ol sy

ung @dn dir. inh hung hing kich dng bdc phat va hanh hung di duoc bao cas @
e nhé va hguot ga

R logn hg thin kinh

Tieth g brade g v a0 Ml ko die ke Bnh tao, met mén dau diu. chang mst.
it déu hida, 0 thiln higu phdu. mat n ngdn han, han glan anh hudng co bén quan
trc B von héu duos dung, Chang) qun ngn han coth viln «dy ra khi kit i ni
Thudt va Tong vis dng hop ca bigt chumg quén keo dar i duoc bdo cao.
Chumg co gl 28y 18 huong auyén hon & T8 50 snh snl non v e o snh

VHIC sir (ung micadchim — ngay ca v bbu dibi i - 0 thé dén din hegn Lromg phu
UG Tt sau K Dém tnh mach ke gl 1 mg dot ngdt o e & kem cac ngu
chimg cal thufc. bao gden chung co gl cal hube

IO phan Umg o6 Nguos nhu chuyin ding khaing by chil (bao gbm co gt cmpl
o cing va rung oot da dugt bao cac, dic budt I @ Té nha v ngut ga

Rdi logn tim

S phdn i hy (g I8¢ ) . b ngung dép. thay 38 nhip bim

Réi logn mpch mau

Tang huy$t &, gién mach may

Roi lopn hé hip, ngye v trung thit

e suy ho hip, nglmg Bha. nglmg hd nig. kho
e oo Tt thanh quin

Cac bk b v Bm. mach mdu va his hip de doa dén tinh mang co niebu kha ning
4y v & nguin lon b 60 lud va nhimg ngud bi suy nd hlp o 9o hay sy Bim
i bigt la kv Bm qua nhanh hods ik tigm béu cas (wem phan “Mhing canh bao va
et e bt btw il dung )

Rdi logn tisu hda

Budn non mira. nac cuc 1o bon khé migng

S Meambams, (L 12 W ISR e

Tinh b dih hoa hoe vt vt by 38 duos chung minh trong 24 g o nhibt 4 phang
valong Ingdy o 5°C.

Tur khia canh W sinh vat noc. nén s dyng cac dung dich pha lobng ngay sau ke
pha chié. Nibu khing duoc s dung ngay Min gan va dibu Kin bdo quan Tuoc ke
sir dung ba trach nhuém cus ngus dong vé thudmg khéng qua 24 go o 2 dén 8 °C
rir W wic phia bodng duoc e eén ong cac debu kén vé irlng co lebm duyét vi
duge wbm Lot

Huéng din bao quin

B quidn @ nom hd, nhiet d6 khdng quia 30°C

Bymg rong thing canon dé tanh snh sang.

D it cac didy én bao quan thube di ma va pha lodng wui long xem phdn Han
dung’tr trn. Gl ngoa thm vin ola 8 em.

Nhirmg ey § déo bigt khi thai bo vi s Iy khae

Che s durig dng huae Midazedam B. Braun mjt ln Kem phin “Hen dung dé biét
N dung sa ks md hodc pha lodng

Hiy bd hrgng thide con thire hods chua s dung theo guy dinh

Trisrc e 507 dung. phi ém s dung dioh bisng mid fwong. Chi sl dung néu dung
dhch rang sudl hing mau va khdng oo cac i tug) iy

Co i pha ladng Mdazolam B. Braun rong dung dch nam dond § mgimi (0.9 %)
dung dich gucose 5% dung dich Ringer va dung dich Fartmann thanh nong dd
miang mudn la 15 mg midaz olamy100 - 1000 mil dung dich trpbn
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