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MAU NHAN

1.- Mau nhin dng:

DIAZEPAM 10mg / 2ml
INJECTION

for im / v injection

TE-TM 358K/Reg.:

2.- Mau lung nhém trén vi:

DIAZEPAM 10mg / 2m!
INJECTION

VIO for im. / iv. injection  VIDIPHA

DIAZEPAM 10mg / 2ml

INJECTION
VIBIFHA  for im. / iv. injection VIDIPHA

DO NOT EXCEED RECOMMENDED
DIAZEPAM 10mg /2ml

INJECTION
VIDIFIA - for im. / iv. injection VIDIPHA

KHONG DUNG QUA LIEU CHI BINH
DIAZEPAM 10mg / 2ml

INJECTION
VIDIMIA  for im. / iv. injection VIDIPHA

DO NOT EXCEED RECOMMENDED
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4.- MAU T3 HUGNG DAN SU DUNG THUOC:(MAT A)

Rx DIAZEPAM 10mg/2ml

THUSE BAN THEO BON DUNG DICH TlEM
| YTy P e
i+ Hoat chét chinh: (51757 RO 10mg
+ Td duge: Propylen glycol, cén benzylic, ethanol tuyét déi, natri benzoat, acid benzoic, nude ¢t pha
| tigm.
|| CHI BINH:

-

Trang théi lo Au, kich ddng, mat ngd.
+ Trong truding hgp trdm cam cd cac trigu ching nhu trén, cd thé chl dinh ding diazepam ciing véi cac
thudc chéng trdm cam.
+ SAng rugu cép, cdc bénh tién sdng va cdc tridu ching cép cai rugu.
+ Cdco cung do ndo hodc cdc than kinh ngoai bién, co giat.
+ Tién mé trudc khi phiu thuat.
CHGNG CHI BINH:
+ MAn cadm vdi benzodiazepin va cac thanh phén khée cla thude.
+ Nhugc cd, suy hd hdp nang.
|« Khéng nén sl dung trong trang thai am anh hodc sg hai.
|+ Khéng s dyng don déc dé digu trj trdm cAm hode lo Au két hop vdi trdm cam.
|+ Khéng ding digu tri bénh loan tAm thdn man.
|+ K&t hop s dyng diazepam va 1 benzadiazepin khac cd thé gay chiing quén & ngudi bénh,
|LIEU LUGNG & CACH DUNG: )
THUGC NAY CHI BUGC DUNG THEO SU KE BON VA GIAM SAT CHAT CHE CUA THAY THUO

thudc khdng nén ding qua 15 - 20 ngay.
+ Ngudilén: diéu tri lo &u n&ing va co thdt cc cép tinh 10mg tiém tinh mach hodc tiém bép, nh
gi& néu cén thigt. /
+ Bé&nh un van: 100 - 300 microgam/kg thé trong, cé thé tiém tinh mach va ding nhéc lai saugt -
ho#c bang cach tiém truyén lién tyuc 3 - 10mg/kg thé trong trong 24 gid, ¢6 thé ding lidu 4 a&g-llm

Gng théng mii — t4 trang. "\
dsauld

Dang kinh lién tuc: 150 - 250 microgam/kg thé trong, tiém bip ho#c tiém tinh mach va nha g I
o \\‘H}l HA

- 60 phit néu can.
)
UdnE——]
+ Ngudi cao tudi: khéng nén vugt qua % li§u ngudi Idn. & L TR rﬂb/

+ Tré em: ligu 1&i da 14 200 microgam/kg thé trong, tiém bAp hodc tiém tinh mach.
Thude tién mé:

+ Ligu thuding ding cho ngudi ldn va tré em trén 12kg: 10mg diazepam.
+ Ngudi cao tudi va tré em dudi 12kg: 5mg diazepam. !
LUU Y KHI SU DUNG: Khang nén trén hodc pha loaing diazepam véi cdc dung dich khdc hodic thudc khdc ©

trong bom tiém hodc trong chai dich truyén..

~ N
< THAN TRONG: 3 ‘g .
"+ Ngudi bénh gidm chiic n&ng gan, than, bé&nh phéi man tinh, bénh glaucom géc déng hoac 18n thu@}ﬂJ{TICH H'D QUAN TRI 33

thye thé ndo, xo cung dng mach. P g g

ngén, c6 thé co di chung vé tam sinh Iy bac gdm ca trdm cAm. Vi ngudi bénh didu tri dai ngay céc
triéu chung trén hay xay ra hdn va cén cha .

+ Khi diéu tri cho ngudi bé&nh bj rdi loan nhan cach.

+ Diazepam tang tdc dyng cda rugu, dnh hudng dén kha nang tap trung I4i xe va diéu khién may méc.

+ Dung diazepam kéo dai din d&n nghién thude, khéng nén ding qud 15 -20 ngay.

PHY NU MANG THAL:

+ Diazepam qua nhau thai va thai nhi; sau théi gian diéu trj dai, diazepam cé thé gay ha huyét 4p thai nhi
anh hudng dén chuc ndng hd hdp va gay ha than nhiét § tré so sinh. Mt 56 it trudng hop thdy cé cai
thufic rd rang & tré mdi sinh.

+ Mot sd nghién cuu trén suc vat cho thay diazepam gay sdc mbi, khuyét tat & hé thén kinh trung ddng
va rdi loan dng xd.

+ R4t han ché diing diazepam khi cé thai, chl ding khi that cén thigt.

PHUY NU CHO CON BU: Khéng diing diazepam cho ngudi cho con b dudi 6 thang tudi vi co thé gay ngd,

: tich 10y thudic & tré

| LA XE VA'VAN HANH MAY MOC: than trong khi diing thuse vi thudc gay budn ngu, khéng tinh téo, yéu
(e

| TUONG TAC THUGC:

+ Diazepam lam téng Uc ché hd hdp do morphin.

+ Cimetidin va ciprofloxacin gidm dg thanh thai cla diazepam, do d6 lam tang néng dé cla diazepam
trong huyét tuang.

Isoniazid tang thdi gian bén hly cha diazepam tif 34 — 45 gid.

Thuéie tranh thai va omeprazol ¢d thé 1am tang tde dung cda diazepam. W
Calfein lam gidm tdc dung an thdn cla diazepam.

Diazepam |am t&ng tdc dung cla cde thudc e ché thén kinh khac, vi vay nén than trong khi sd dung
déng thai hai loai thufic nay.

+ Triéu ching cai thuSc c6 thé xdy ra vdi ngudi bénh ding liéu diéu tr thong thuding va trong thai gian DS KIEU H[”TLI

.- . .




5.- MAU TO HUONG DAN SU DUNG THUOC:(MAT B)

N Dung phdi hgp vdi barbiturat, alcol hode cde thude Uc ché thén kinh khac s& |lam tAng nguy cd gay L’ic
ché ho hap.

TAC DUNG KHONG MONG MUGN:,

ngll. Tac dyng nay sé gidm néu tiép tuc diéu tritrong mdt thérigian.
Thuiéing gép: budn ngl
itgap:
+ Toanthan:chéng méat, dau déu,
+ Thénkinh: khé tap trungtutudng,
+ Cadxuong: matdiéu hda, y&uco.
Higm gdp:
+ Thén kinh: phan dng nghich Iy nhu kich ddng, hung hing, do gide.
+ Da:didng.
+ Gan:vang da, ddctinh vdi gan, transaminase tang, phosphatase kiém tang.
Ghichdi:
+ Dingthudic kéo dai dan dén nghién thude, khing nén ding qua 15 - 20 ngay.
+ Tri&uchdng cai thudc (co giat, run, co cung cd bung, ndn, todtmé héi) xay ra khi ngung thude dat ngot.
+ Tranh nghién thudc: 16t nhat 1 ding liéu th&p nhal, ngdn ngay nhat va han ché chidinh.
| + Théngbdochobdc s§ nhing tde dung khéng mong mudn gap phdi khi s dung thudc.
‘:DUQC LUCHQC:
+ Diazepam la métthudc hudng thdn thudc nhém 1,4 benzodiazepin, ¢6 tde dung rd rét1am gidm cang thang,

mé, chéng co cova x{ tri cdc tridu ching khi cai rugu.
+ Diazepam gén vdicac thy thé dac hiéu trén hé thén kinh trung uong va cAc co quan ngoai vi dic bigét. Thy t
| benzodiazepin trén hé thén kinh trung wdng cd lign hé chat chi vé chic ning vdi thy thé clia hé théng

truyén GABA (Gamma Amino Butyric Acid). Sau khi gén vdi thy thé benzodiazepin, diazepam tang téc (@g ':

Uecché clahé dintruyén GABA. [
DUdc BONGHQC:

|+ Tiém bip, sy hap thu clia diazepam cé thé cham va that thusing tdy theo vi tri tiém. NEu tiém vao co q_;ﬁ

thudc thuding duge hdp thu nhanh va hoan toan.

Diazepam g&nmanh vao protein huyét tudng (95 — 89%). Thé tich phéan bd khodng 0,95 va 2 littkg, phut

vao tudi. Diazepam ua lipid nén vao nhanh dich nao tdy. Diazepam va cdc chét chuyén héa chinh, ﬂh\

i desmethyl diazepam qua nhau thai va baitiét vao stiame.

.+ Diazepam chuyé&n héa chl y&u & gan. Cac chét chuyén héa, N - desmethyl diazepam (nordiazepam),
termazepam va oxazepam xuét hién trong nudc tiéu dudi dang glucuronid, 1& nhiing chét ¢é hoat tinh dudc
Ij. Chi 20% cac chat chuyén héa duge phat hiéntrong nudc tiéu trong 72 gid ddu.

|+ Diazepam c6 nlia déi thi tri hai pha, mét pha phén b ban ddu nhanh va mét pha dao thai cudi ciing kéo

i dai1 — 2 ngay. Cdc chat chuyén hda hoat tinh N-desmethyldiazepam, termazepam va oxazepam, cé niia

ddsi thditrir tuong ung theo tha ty 30 - 100gid, 10-20gid va 5- 15 gid.

-

-

Thuge chuyén héa va dao thii & tré so sinh cham hon nhidu so vdi tré 16n va ngudi I6n. & ngudi cao tudi
thai kéo dai g&p 2 dén 4 1dn. Thudc cling dao thai kéo dai & ngudi bénh cé chic nang than bitdn thuong. &
ngudi b&nh gan (xd gan, viém gan), dao thiikéo daigip 2 14n.
QUA LIEU -XU TRI:

+ Biéuhién: ngli ga, It 1dn, hén mé va gidm phan xa.

-

1ap tue. Truyén dich finh mach va théng khi dudng hd hip. Cé thé chéng ha huy&t 4p béng noradrenalin
ho#c metaraminol. Thdm phén it cé gid tri, C6 thé ding flumazenil € hiy bd mat phan hay toan b ta(:_dung
anthidnclabenzodiazepin. g
QUICACH BONG GOI: Hop 10 6ng2ml.
BAOQUAN: Ndi kho, nhiét dé khéng qua 30°C, trénh dnh séng.
HAN DUNG: 36 thang k&t ngay sdn xuat.
TIEUCHUAN: TCCS
CHU ¥: THUGC NAY CHI DUNG THEO DON CUA BAC SY
Khéng siidyng thudc néu:
+ Dung dich thudc bj bién mau, khéng trong suét
+ Ong thuée bi niit, vd.
+ Phaingungdungthudc ngay vathéng bdochobdc sy khigdp nhiingtriéuching di ing.
+ Déxatimtaytréem
+ Bock§ hudngdan sl dung trudc khi diing. Néu cdn thém théng tin, xin hdi y ki€n béc sy.
L Khﬂng ding thude qud han dung ghl trén nhﬁn

+ Khi diing ciing thudc gidm dau gay ngd, liéu cla thude ngl phai gidm it nhét 1/3 va ting ting ludng nhd |

Phé bién va phy thude vaoliéu sd dung. Ngudi gia nhay cdm han so vdi ngudi tré. Phén 1dn la an thén, budn |

Kich déng, lo &u va tac dyng an thédn, gay ngl. Ngoai ra diazepam cdn cd tac dung gidn cd, chdng co giat
Thuc duge diing trong thai gian ngén dé diéu tri trang théi lo &u, cing thing, dung 1am thudc an than, tién

+ X0rtri: theo dai hé h&p, mach va huy&t d4p nhu trong tdt ¢4 trudng hgp ding thude qud liu. Rlia da day ngay

Thudc dao thaichd yé than, 1 pha at, phu thude vao tudi va cd chic nang gan va than,
udc éaothdichi yéu quathan, 1phdn guamat, phuthude vaotudivacéchuenangg : ngU'n‘CHHDQUANTRI

DS. KIEU HU'U

| CONG TY €6 PHAN DUGC PHAM TRUNG UONG VIDIPHA i
] 184/2 Lé Van 87, Phudng 10, Quan Phi Nhudn, TP HCM
BT: (08) - 38440106 Fax: (84 - 8) - 38440446 {4

San xudt tai: chi nhanh CONG TY CFDP T.U VIDIFHA tinh Binh Dwong sl B

UQ.CUC TRUBNG
TWNG PHONG

VIDIPHA ﬁp Tan Binh, x4 Tan Higp, hwén Tan Uvén tinh Binh Duong
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