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Diazepam 10mg/2ml
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HUGNG DAN SU' DUNG THUOC 46119155
I. HUONG DAN SU DUNG CHO NGUOI BENH

1. Tén thudc: SEDUPAM

Thude niy chi ding theo sy ké don ciia bic sy

Pé xa tAm tay tré em. Poc kj hwéng din sir dung trwéc khi dung

Thong bio cho béc sy tic dung khong mong mudn gip phai khi s dung thudc
Khong dung thudc da bién mau, hét han s dung...

2. Thanh phin, ham lwgng ciia thude:

T4 duoc: acid benzoic, cdn tuyét dbi, propylen glycol, natri benzoat, alcol benzylic
Nudre cit pha tiém vira dl........eveeeveeeeeeerererennns 2,0 ml

3. M6 ta sin phim: Dung dich trong sudt, khong mau duoc déng trong 6ng thuy tinh trung tinh 2
ml, han kin, day béng, c6 eo, mau nau, khong den dau, khong ran nurt W

4. Quy cdch déng go6i: Hop 1 vix 5 éng2 ml ; Hop 2 vix 5 6ng 2 ml

5. Thudc ding cho bénh gi:

Trang thai lo 4u, kich dong, mit ngu.

Co co cimg do ndo hozc than kinh ngoai vi

Co gidtdo st cao, trang thai dong kinh, co giat do ngd doc thude.
Sang rugu cap, cic bénh tién sang va c4c triéu chimg cdp cai ruou.
Tién mé trude khi phiu thuat.

6. Nén dung thuéc nay nhw thé nao va liéu lwgng: /
* C4ch dung - dudng dung: Ding dudng tiém bép, tiém tinh mach. ~
* Liu dung:

Diéu tri lo du ndang va co thdt co cd]v tinh: 10mg tiém tinh mach hodc tiém bép, nhéc lai sau 4giy
néu can thiét.

Co gidt do uén van: 100-300 meg/kg thé trong, c6 thé tiém tinh mach va ding nhéc lai sau 1-4 gio,
hodc tiém truyén lién tuc véi lidu 3 - 10 mg/ kg thé trong trong 24 gid.

Trang thdi dgng kinh, co gidt do sét cao, co gidt do ngé doc thude: tiém tinh mach 10 - 20mg, ding

nhic lai sau 30-60 phit néu can. Tré em: 200 - 300 mcg/kg thé trong. /;/\' 2 OV
Déi véi tdc dung lam thudc tién mé: Tiém tinh mach 100 - 200 mcg/kg thé trong. i D’j_} 5
Hpi chitng cai rwou: Trudng hop nang, ding dudng tiém bép hodc tinh mach 10 - 20mg \U, T \&
7. Khi nao khong nén ding thudc nay: \\ :

M3n cam v6i benzodiazepin hodc cac thanh phan cta thudc. Nhuoc co, suy ho hdp ning.

Khdng nén sir dung trong trang thai &m anh hodc s¢ hai. Khong sir dung don doc dé diéu tri trim
cam hodc lo 4u két hop véi trdm cam vi ¢ nguy co thic d4y tir sat & nhom ngudi bénh nay.

Khéng dung diazepam diéu tri bénh loan thin man.

Két hop str dung diazepam va mdt benzodiazepin khac c6 thé giy chimg quén & ngudi bénh, va
khong nén dung diazepam trong truong hop c¢é nguoi than chét vi c6 thé bi e ché didu chinh tdm 1.
Khong dung diazepam cho phu nit dang cho con bt duéi 6 théang tudi vi c6 thé gdy ngu, tich luy

thudc & tré.



8. T4c dung khong mong muén:

Phén 16n céc tac dung khéng mong muén 14 an than, budn ngu véi ty 1€ 4-11%. T4c dung an than,
budn ngu s& giam néu tiép tuc didu tri trong mot thoi gian. Ngoai ra c6 thé gap céc tic dung phu
khéc: chéng mat, dau dau, kho tap trung tu tudng, mat didu hoa, yéu co. Céc tac dung phy hiém gip
khéc c6 thé 1a: kich ddng, hung hang, 4o giac, vang da.

Ghi chi: Dung diazepam kéo dai d4n dén nghién thudc, khéng nén dung qua 15-20 ngay. Khi
ngimg thudc dot ngdt xuét hién cac triéu chimg cai thube (co gidt, run, co cung c¢,bung, ndn, toat
md héi). Vi vay sau khi diéu tr tranh dimg thubc dét ngdt ma phai giam lidu din. W

9. Nén trdnh dung nhirng thudc hoic thwe phim gi khi dang sir dung thudc nay:

Diazepam lam ting trc ché hé hép do morphin.

Cimetidin va ciprofloxacin gidm d9 thanh thai cta diazepam do d6 1am tang nong do cua diazepam
trong huyét tuong.

Isoniazid tdng thoi gian ban huy cua diazepam tir 34 - 45 gio.

Thudc tréanh thai va omeprazol c¢6 thé 1am ting téc dung cua diazepam.

Cafein lam giam tc dung an than cta diazepam.

Diazepam lam tang tdc dung ctia cic thubc e ché than kinh khac vi vay nén thén trong khi ding
ddng thoi hai loai thube nay.

Dung phdi hop véi barbiturat, alcol hodc c4c thudc trc ché than kinh khac s& lam tang nguy co gy
tic ché ho hép.

Khi ding cung thudc giam dau gy ngu, lidu cua thude ngl phdi giam it nht 1/3 va ting ting
lugng nho.

10. Cin lam gi khi mdt 1An quén khong dung thude:
Bo qua lan d6, khong tang liéu cho l4n ding tiép theo.

11. Can bio quén thudc nay nhw thé nao:

Noi khd, duéi 30° C, tranh 4nh sang

12. Nhimg dau hi¢u va trigu chitng khi dung thudc qua lidu:
Triéu ching : Ngu ga, hon mé, 14 14n va giam phan xa

13. Can phai lam gi khi ding thudc qua lidu khuyén cdo:

Theo d&i hé hp, mach va huyét 4p trong tit ca cac truong hop dung thudc qué lidu. Rira da day
ngay lap tirc. Truyén dich tinh mach va thong khi duomg ho hdp. C6 thé chng ha huyét ap bing
noradrenalin hoic metaraminol. C6 thé ding flumazenil && huy bé mét phan hay toan bd tac dung

an than cua benzodiazepin.

14. Nhitng diéu cin thén trong khi dung thudc nay:

Ngudi bénh giam chirc ning gan, than, bénh phdi man tinh, bénh glécém géc déng hozc ton thuong
thue thé ndo, xo cimg dong mach.

Nghién thubc it x4y ra khi sir dung diazepam trong thoi gian ngén. Tridu chimg cai thudc ciing c6
thé xay ra voi ngudi bénh dung lidu didu tri thong thuong va trong thoi gian ngin, c6 thé co di
chimg vé tdm sinh 1y bao gdm ca trdm cam. V&i ngudi bénh diédu tri dai ngay, cac triu ching trén
hay x4y ra hon va cin chu y.

Cén rat than trong khi ding diazepam diéu tri cho ngudi bénh bi réi loan nhén cach.

Diazepam ting tac dung ctia ruou, anh hudng dén kha ning tap trung lai xe va diéu khién may moéc.
Thoi ky mang thai va nudi con bu:

* Phy nit c6 thai: Diazepam qua nhau thai va vao thai nhi. Sau thoi gian diéu tri dai, diazepam c6
thé gdy ha huyét 4p thai nhi, anh huéng dén chirc ning ho hép va gy ha than nhiét & tré so sinh.



Mot sb it trudng hop thdy c6 triéu chimg cai thudc rd rang & tré méi sinh. R4t han ché dung
diazepam khi c6 thai, chi ding khi that can thiét.

* Thoi ky cho con bu: Khong dung diazepam cho phu nit dang cho con bu duéi 6 thang tudi vi c6
thé gy ngy, tich luy thudc & tré.

Tdc dpng ciia thudc khi ldi xe va van hanh mdy mdc:

Diazepam c6 thé lam giam kha nang phan dodn va kéo dai thoi gian phan xa. Nhimg tac dung nay
va cdc tri€u chimg chu quan lién quan (chéng mit, mét méi) c6 thé anh huéng 1én kha le'i/ng,léi Xe
an toan hozc diéu khién m4dy an toan. j

Viao lic khoi dau diéu tri, khong nén l4i xe hodc vén hanh céc loai may méc nguy hiém trong
khodng 12 dén 24 gi¢r sau khi tiém diazepam

15. Khi nao cin tham vin bic sy, dwgc sy:
Khi gap bét ky tdc dung khéng mong mudn nao cta thude.
Néu can thém thong tin xin héi y kién bac s§ hodc duoc sy.

16. Han dung: 24 thang ké tir ngay san xuét.

17. Tén/ biéu twgng cia nha sin xuit/ chi sé hiru gidy phép diing ky sian phim:
CONG TY CO PHAN DUGC PHAM TRUNG UONG I - PHARBACO
160 Ton Pirc Thing - Péng Pa - Ha Nji
PN bT: 84:4-38454561; Fax: 84-4-38237460
San xuat tai: Thanh Xuén - S6¢ Son - Ha Noi.

18. Ngiy xem xét sira ddi lai tor thong tin cho bénh nhan:
(Ngay duoc cp sb ding ky cta san phdm)

II. HUONG DAN SU DUNG CHO CANBO Y TE

1. Céc dic tinh dwge lwce hoc:

Diazepam 1a mot thudc hudng than thudc nhém 1,4-benzodiazepin, c6 tic dung rd rét lam giam
cing thang, kich dong, lo 4u, va tac dung an than, giy ng.

Ngoai ra, diazepam con c6 tac dung gidn co, chdng co giat.

Co ché: Diazepam gin véi cac thu thd dic hidu trén hé thin kinh trung wong va cdc co quan ngoai
vi ddc biét. Thu thé benzodiazepin trén hé thn kinh trung wong c6 lién hé chit ché vé chic ning
véi thu thé ctia hé théng dan truyén GABA. Sau khi gén v6i thu thé benzodiazepin, diazepam ting
tac dung trc ché ctia hé din truyén GABA.

2. Cac dic tinh dwgc dong hoc:

Su hép thu ctia diazepam khi tiém bép c6 thé chdm va thit thudng tuy theo vi tri tiém. Néu tiém vao
co delta, thudc thuomg dugc hip thu nhanh va hoan toan.

Diazepam gin manh vao protein huyét twrong (95- 99%). Thé tich phan b khoang 0,95 - 2 lit/kg,
phu thudc vo tudi. Diazepam ua lipid nén vao nhanh dich ndo tuy. Diazepam va cic chit chuyén
hoé chinh (N - desmethyl diazepam) qua nhau thai va bai tiét vao sita me.

Diazepam chuyén hoa chi yéu & gan, cic chit chuyén hoa (N - desmethyl diazepam (nordiazepam),
termazepam va oxazepam) xudt hién trong nuéc tiéu duéi dang glucuronid, 14 nhimg chit c6 hoat
tinh dugc ly. Chi 20% cac chit chuyén hoa dugc phét hién trong nudc tiéu trong 72 gir dau.
Diazepam c6 nira doi thai trir hai pha, mdt pha phan bd ban d4u nhanh va mdt pha ddo thai cudi
cting kéo dai 1 - 2 ngay. Cac chat chuyén hoa c¢6 hoat tinh (N - desmethyl diazepam (nordiazepam),
termazepam va oxazepam) ¢ nira doi thai trir trong tmg theo thir tu 30 - 100 gid, 10 - 20 gio, 5 - 15 gio.
Thudc dao thai cha yéu qua than, mot phén qua mat, phu thudc vao tudi va ca chuc nang gan va than.

o



Thudc chuyén hod va dao thai & tré so sinh cham hon nhiéu so véi tré 16n va ngudi 16n. O nguoi
cao tudi, thudc dao thai kéo dai gap 2 dén 4 1an. Thudc ciing dao thai kéo dai & ngudi bénh ¢6 chirc
nang than bi tén thwong. G ngudi bi bénh gan (viém gan, xo gan) dao thai kéo dai gip 2 lan.

3. Chi dinh:

Trang théi lo 4u, kich dong, mit ngu.

Co co cting do ndo hozc than kinh ngoai vi

Co giat do sbt cao, trang thai dong kinh, co giat do ngd doc thudc.
Sang ruou cép, cac bénh tidn sdng va céc triéu ching cip cai rugu.
Tién mé truée khi phiu thuat.

4. Cich dung - Liéu ding:

* Cach dung - dudng dung: Ding dudng tiém bip, tiém tinh mach.

* Liéu ding:

Piéu tri lo Gu ndng va co thdt co cd}) tinh: 10mg tiém tinh mach hoic tiém bép, nhic lai sa 4gidy
néu can thiét. jf“//
Co gidt do uén vdn: 100-300 mcg/kg thé trong, c6 thé tiém tinh mach va dung nhéc lai sau 1-4 gio,
hodc tiém truyén lién tuc véi lidu 3 - 10 mg/ kg thé trong trong 24 gid.

Trang thdi dong kinh, co gidt do s6t cao, co gidt do ng¢ déc thuéc: tiém tinh mach 10 - 20mg, ding
nhéc lai sau 30-60 phut néu can. Tré em: 200 - 300 meg/kg thé trong.

Déi véi tdc dung lam thudc tién mé: Tiém tinh mach 100 - 200 mcg/kg thé trong.

H{i chitng cai rurgu: Trudng hop ning, dung dudng tiém bip hodc tinh mach 10 - 20mg

5. Chong chi dinh:

Mén cam véi benzodiazepin hodc cac thanh phe“m ctia thudc. Nhuoe co, suy ho hép nang.

Khong nén sir dung trong trang thai 4&m &nh hogc s¢ hii. Khong str dung don doc dé diéu tri trAm
cam hoic lo au két hop véi trdm cam vi c6 nguy co thiic ddy ti sat & nhom ngudi bénh nay.

Khoéng ding diazepam diéu tri bénh loan thin man.

Két hop sir dung diazepam va moét benzodiazepin khac c6 thé giy chimg quén & ngudi bénh, va
khong nén ding diazepam trong trudng hop c6 ngudi than chét vi ¢6 thé bi te ché didu chinh tam ly.
Khoéng dung diazepam cho phy nit dang cho con bt dudi 6 thang tudi vi c6 thé gy ngu, tich luy
thudc & tré.

6. Than trong:

Ngudi bénh giam chirc ning gan, than, bénh phdi man tinh, bénh glécém goc déng hoic tdn thuong
thuc thé ndo, xo cimg dong mach.

Nghién thudc it xay ra khi sir dung diazepam trong thdi gian ngén. Triéu ching cai thudc ciing c6
thé xay ra voi ngudi bénh ding lidu diéu tri thong thudng va trong thoi gian ngin, c6 thé c6 di
chimg vé tdm sinh 1y bao gdm ca trAm cam. Vi ngudi bénh diéu tri dai ngay, céc triéu chimg trén
hay xay ra hon va can chu y.

Can rét than trong khi ding diazepam diéu tri cho ngudi bénh bi rdi loan nhan cach.

Diazepam tdng tdc dung cta ruou, anh hudng dén kha nang tap trung 14i xe va diéu khién may moéc.
Thoi ky mang thai va nudi con bu:

* Phu nit ¢6 thai: Diazepam qua nhau thai va vao thai nhi. Sau thdi gian diéu tri dai, diazepam c6
thé gay ha huyét 4p thai nhi, anh huéng dén chirc nang ho hip va giy ha than nhiét & tré so sinh.
Mot sb it truomg hop thdy c6 tridu chimg cai thudc rd rang & tré méi sinh. Rét han ché ding
diazepam khi c6 thai, chi dung khi that can thiét.

* Thoi ky cho con bu: Khong dung diazepam cho phu nit dang cho con bu duéi 6 thang tudi vi 6
thé gay ngy, tich luy thudc & tré.
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Tdc dpng ciia thuéc khi ldi xe va vin hanh mdy mdc:

Diazepam c6 thé 1am giam kha ning phan doén va kéo dai thoi gian phan xa. Nhimg tic dung nay
va c4c triéu chimg chii quan lién quan (chéng mit, mét moi) ¢ thé anh hudng 1én kha ning 14i xe
an toan hozc didu khién may an toan.

Vio lic khoi dau diéu tri, khong nén 1ai xe hoic van hanh céc loai may méc nguy hidm trong
khoang 12 dén 24 gi¢ sau khi tiém diazepam

7. Twong tic thudc:

Diazepam lam ting rc ché hé hip do morphin.

Cimetidin va ciprofloxacin giam d6 thanh thai ctia diazepam do d6 lam ting ndng d6 cia diazepam
trong huyét tuong.

Isoniazid tang thoi gian ban huy cuia diazepam tir 34 — 45 gio.

Thubc tranh thai va omeprazol c6 thé lam ting tac dung cua diazepang. , —

Cafein 1am giam téc dung an thin cua diazepam. %

Diazepam lam ting tic dung ctia céc thude trc ché thin kinh khac vi vdy nén than trong khi ding
ddng thoi hai loai thudc nay.

Dung phdi hop véi barbiturat, alcol hodc cac thuc trc ché than kinh khéc s& lam ting nguy co gay
{rc ché ho hip.

Khi ding cing thudc giam dau gy ngu, lidu cia thudc ngdi phai giam it nhit 1/3 va ting ting
luong nhd.

8. Tac dung khong mong muén (ADR):

Phén 16n cac tac dung khéng mong mudn 12 an thin, budn ngu voi ty 1€ 4-11%. Tac dung an than,
budn ngt s& giam néu tiép tuc didu trj trong mot thoi gian.

Thuong gap, ADR >1/100:

Budn ngi.

It gap, 1/1000 < ADR < 1/100:

Toan thin: Chéng mit, dau dau.

Than kinh: Khé tap trung tu tudng.

Co xuong: Mit diéu hoa, yéu co.

Hiém gdp, ADR <1/1000

Da: Di ung.

Thén kinh: Phan (g nghich ly nhur kich dong, hung hing, o giac.

Gan: Vang da, ddc tinh véi gan, transaminase ting, phosphatase kiém tang.

Ghi chi: Dung diazepam kéo dai dan dén nghién thubc, khong nén dung qua 15-20 ngay. Khi
ngung thude dot ngot xuét hién céc triéu ching cai thude (co giat, run, co cimg co bung, ndn, toat .

md héi). Vi vdy sau khi diéu trj tranh dimg thubc dot ngdt ma phai gidm lidu dan. \

9. Sir dung qui lidu va xir tri: . ‘”\)
Tridu chimg : Ngii ga, hon mé, 1t 14n va gidm phan xa. NG 1 *’
Xt tri : Theo doi ho hép, mach va huyét 4p trong tAt ca cac trudng hop dung thudc qua lidu. Rura~ '} /

da day ngay l4p tuc. Truyén dich tinh mach va thong khi dudng ho hapr(;o the chong ha huyet ap S
biang noradrenalin hodc metagammol C6 thé dung flumazenil ci;/l{u bo mort ohe

dung an than ctia benzodlazepln N
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