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VIDIPHA

Tén chung qudc té: Diazepam.

Ma ATC: NOSBAOLI.

Loai thudc: Dan chat benzodiazepin. An than, giai lo au, gy ngu.

1 Dang thudc va ham hrong

Vién nén: 2 mg, 5 mg, 10 mg.

Vién nang: 2 mg, 5 mg, 10 mg.

Dung dich uéng 5 mg/5 ml; dung dich udng dam dac 5 mg/ml.

Dung dich dé tiém 5 mg/ml (6ng 2 ml); nhii dich dé tiém 5 mg/ml (éng 2 ml).
Dung dich thut tryc trang: 2,5 mg/1,25 ml; 5 mg/2,5 ml; 10 mg/2,5 ml.
Typ thut truc trang: 2 mg/ml (5 mg); 4 mg/ml (10 mg).

Gel tryc trang: 5 mg/ml (2,5 mg, 10 mg, 20 mg).

2 Dwgc luc hoc

Diazepam 13 thudc hudng than nhom benzodiazepin tic dung kéo dai. Diazepam co tac
dung an than 1am giam cing thing, kich dong, lo au va gy ngu. Ngoai ra, diazepam con
lam gidn co, chéng co giat. Thudc dugce dung trong thoi gian ngin lam thude an than, tién
mé, chéng co giat (dac bi¢t trang thai dong kinh va co giat do sOt cao), chéng co co va lam
giam hdi chirng cai rugu.
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Co ché: Diazepam gin véi cac thu thé benzodiazepin & hé TKTW va cc co quan ngoai vi
dic biét. Thu thé benzodiazepin trén hé TKTW c6 lién quan chat ché vdi thu thé cua acid
gama aminobutyric (GABA) - mot chat dan truyén than kinh chu yéu gy tc ché & nio.
Sau khi gin véi thu thé benzodiazepin, diazepam lam ting kha ning gian GABA vao
receptor GABA, gy ting cuong tac dung trc ché TKTW.

3 Duogc dong hoc

Diazepam dugc héap thu tét qua Duong tiéu hoa (> 90%), hap thu chdm va giam khi udng
clng bita an c6 md & mic trung binh. Thudc dat ndng do dinh trong huyét twong sau khi

udng 30 - 90 phut. Tiém bap, sy hip thu cia diazepam co thé cham va that thudng tuy theo
vi tri tiém. Néu tiém vao co delta, thudc thuong duge hap thu nhanh va hoan toan, nong do
dinh trong huyét tuong khi tiém bap thap hon so voi uéng. Diazepam hap thu nhanh khi
dung dang dung dich tryc trang, nong d6 dinh trong huyét twong dat dugc sau 10 - 30 phut.

Diazepam gin manh vao protein huyét twong (95 - 98%). Thé tich phan bd trung binh
khoang 1 - 1,2 lit/kg tiy vao tudi, duong dung. Diazepam ua lipid nén vao nhanh dich nio
- tity. Diazepam va chat chuyén héa chinh desmethyldiazepam qua duoc nhau thai va bai
tiét vao sita me.

Diazepam chuyén hoa chu yéu ¢ gan, thong qua hé enzym CYP3A4 va 2C19 thanh
desmethyldiazepam va qua CYP3A4 thanh temazepam. Ca 2 chét chuyén hoa trén chuyén
hoa thanh oxazepam. Temazepam va oxazepam déu c6 hoat tinh va thai trir cha yéu dudi
dang lién hop glucuronid.

Diazepam c6 nira doi thai trir hai pha, PHA phan b ban dau nhanh va pha thai trir cubi
cung kéo dai 1 - 2 ngay. Cac chat chuyén hoéa c6 hoat tinh 13 desmethyldiazepam,
temazepam va oxazepam, c6 ntra doi thai trir trong g theo tha tu 30 - 100 gio, 10 - 20
giovas - 15 gio.

Nitra doi thai trir huyét twong cua diazepam va/hodc cac chat chuyén héa kéo dai & tré so
sinh, nguoi cao tudi va ngudi ton thuong gan, than. O ngudi cao tudi, thai trir kéo dai gip
2 - 4 1an. O ngudi bi bénh gan (xo gan, viém gan), thai trir kéo dai gap 2 1an. Thudc thai
trir chit yéu qua nuée tiéu.

4 Chi dinh
Diéu tri ngan ngdy trang thai lo au, mat ng.

Trong trudong hop tram cam cé kém trang thai lo du, mat ngua, c¢6 thé dung diazepam cung
véi cac thudc chong tram cam.
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Co co cung do ndo hodc do than kinh ngoai bién.

Co giat do sbt cao, trang thai dong kinh, co giat do ngd doc thude.

Thudc hd tro trong hdi ching cai ruou cip, sang rugu cip.
Tién mé trudce khi phiu thuét.

5 Chong chi dinh

Man cam véi benzodiazepin.

Bénh loan than man, suy ho hip, suy gan ning, hoi chimg ngirng thé khi ngu, suy phdi cap,
trang thai am anh hoac s¢ hai, nhugc co khong 6n dinh, tang van dong, glocom goc dong
cap, glocom goc mo khong diéu tri.

Tré em dudi 6 thang tuoi khi ding dudng udng.

Khong st dung don doc dé diéu tri trim cam (hodc lo 4u két hop véi tram cam) vi ¢ nguy
co thuc ddy ty sat & nhom ngudi bénh nay.

Khong tiém ché pham c6 chira benzyl alcohol cho tré so sinh.
6 Than trong

Than trong vo1 nguoi r6i loan nhan céach, bénh phéi man tinh, ton thuong thuc thé ndo, xo
cting dong mach, yéu co va nhuoc co, tién sir nghién rugu, nghién ma tay, giam chic ning
gan, than. Nghién thudc it xay ra khi sir dung diazepam trong thoi gian ngan. Tuy vy, triéu
chtng cai thudc ciing c6 thé xay ra vdi ngudi bénh dung lidu diéu tri thong thuong va trong
thoi gian ngin, c6 thé c6 di ching vé tAm sinh 1y bao gdém ca trdim cam. Véi ngudi bénh
diéu tri dai ngdy céc triéu ching trén hay xay ra hon va can chu ¥. Str dung benzodiazepin
(diazepam) khi gy mé bdi cac thiy thudc chuyén khoa giy mé c6 kinh nghiém st dung
nhom thudc nay, c¢6 sin phuong tién hd tro tho.

Dic biét than trong khi dung duong tinh mach vi nguy co cao huyét khéi tinh mach (c6 thé
giam nguy co bang cach sir dung dang nhii dich). Nén c6 sin may hd trg ho hip va tim
mach khi dung duong tinh mach. Khong nén sir dung thudc kéo dai va ngimg thude dot
ngodt. Khi dung duong toan than, phai giam sat chit ché ngudi bénh dén khi trang thai an
than phuc hdi hoan toan.

Khong két hop diazepam v6i mot benzodiazepin khac vi co thé gdy ching quén & ngudi
bénh.

Nén han ché ké don benzodiazepin (diazepam) véi thudc giam dau opioid vi co thé gay
ADR nghiém trong, bao gém @c ché manh ho hap, c6 thé tir vong. Néu phai két hop thi
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dung li€u thap nhat c6 thé va thoi gian di€u tri ngan nhat ma van dam bao duoc hi¢u qua.
Diazepam lam giam kha nang tap trung lai xe va diéu khién may moc va tang tac dung ctua
rugu, vi vay can rat than trong khi 1ai xe va van hanh may moc.

7 Thoi ky mang thai va cho con bu
7.1 Thoi ky mang thai

Nguy co hoi chimg cai thudc véi tré so sinh khi me dung thudc trong thai ky. Tranh sir
dung thudng xuyén va chi str dung khi c6 su can thiét rd rang nhu kiém soat con dong kinh.
Liéu cao dung trong cudi thai ky hodc khi dé c6 thé gy ha than nhiét, giam truong luc, va
trc ché ho hap & tré so sinh.

Nhirng phu nit c6 con ddng kinh trong ntra sau cua thai ky nén dugc danh gia san giat trudc
khi c¢6 bat ky thay d6i nao dbi v6i diéu tri dong kinh. Trang thai dong kinh can dugc diéu
tri theo phac do chuan.

7.2 Thoi ky cho con bu
Thudc phan bd vao sita. Nén tranh dung diazepam néu c6 thé trong thoi ky cho con bu.
8 Tac dung khong mong mudn (ADR)

ADR pho bién va phu thudc vao li€u st dung. Ngudi cao tudi nhay cdm hon so voi nguoi
tre.

8.1 Thuwong gap

Than kinh: nham 14n (dic biét nguoi gia), chimg quén, phu thudc thude, budn ngu hoic
trang thai lang lang ngay hom sau, tdng phan rng nghich thuong nhu kich dong.

Co - xuong: mat diéu hoa (dic biét nguoi gia), yéu co.
8.2 it giip

Toan than: chong mit, dau dau (nguoi 16n).

Tim mach: ha huyét ap (nguoi 16n).

Than kinh - co: kho tap trung tu tudng, run.

Tiét niéu - sinh duyc: bi tiéu (ngudi 16n), thay d6i ham mudn tinh duc (ngudi 16n), nit héa
tuyén vi.

Chung: khong kiém soat; thay doi nudc bot; néi lap (ngudi 16m), réi loan thi giac.

8.3 Hiém gip
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Toan than: chong mit (tré em), dau du (tré em), ting nhay cam.

Tim mach: ha huyét ap (tré em), réi loan vé méu.

H6 hap: ching ngung thé, suy ho hap.

Da: phan ung trén da.

Gan: vang da, ting enzym gan.

Tiét niéu - sinh duc: thay d6i ham mudn tinh duc (tré em), bi tiéu (tré em).

8.4 Chwra xac dinh dwoc tin suat

Giam truong luc (chong co that), suy ho hap dang ké (dic biét khi dung liéu cao).
Tiém tinh mach: dau, viém tinh mach huyét khéi, huyét khdi tinh mach (nguoi 16n).
Tré em: 4o tudng, phén khich, 4o giac, dé bj kich thich, r6i loan tim than, bon chon.
8.5 Hwéng din cach xir tri ADR

Dung diazepam kéo dai din dén nghién thudc, khong nén dung qua 15 - 20 ngay. Hoi ching
cai thudc (co gidt, run, co cling co bung, ndn, toat md hoi) xay ra khi ngimg thude dot ngot.
Céc triéu ching cai thudc ning hon, thudng gidi han ¢ ngudi dung thude lidu qua cao va
trong thoi gian dai. Thong thudng cac triéu chimg nhe hon (khé ¢, mat ngi) co thé thiy
khi ngirg thubc dot ngdt sau vai thang dung liéu diéu tri. Vi vay thong thuong sau khi diéu
trj tranh ngimg thudc dot ngdt ma phai giam lidu tir tur.

Dé tranh nghién thudc, tot nhat nén dung & mirc lidu thap nhat c6 hiéu qua, ngin ngay nhat
va han ché chi dinh.

9 Liéu lwong va cach ding
9.1 Cach dung

Diazepam c6 thé dung duong uéng, tiém bép, tiém tinh mach hoac truyén tinh mach, duong
tryc trang.

Nén tiém tinh mach cham. Tdc d6 tiém tinh mach khong qua 5 mg/ phiit & nguoi 16n va
trong khoang 3 - 5 phiit & tré em. Diazepam ciing duoc truyén tinh mach lién tuc, do nguy
co két tia, nén phai chuan bi dung dich truéc khi dung va phai tuan thii cach pha theo
huéng dan ctia nha san xuat. Khi dung duong tinh mach, nén dua thude truc tiép véo tinh
mach 16n dé tranh huyét khdi, khong nén dua qua tinh mach nhé nhu ¢ cd tay hodc mat
lung ban tay. Cén than dé tranh dua thube vao nodi dong mach hoac gay thoat mach. Nén
quay lai dung thudc dudng udng thay thé dudng tiém cang sdm cang tot.
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9.1.1 Dung dwong tinh mach ¢ tré em

Pbi v6i truyén tinh mach lién tuc diazepam dang nhil trong, pha lodng toi ndng do tdi da
400 microram/ml v&i dung dich Glucose 5% hodc 10%; khoang thoi gian téi da giita lic
pha va truyén xong 1 6 gio.

Pbi v6i truyén tinh mach lién tuc diazepam dang dung dich, pha lodng téi nong do tdi da
50 microgam/ml véi dung dich glucose 5% hodc dung dich Natri clorid 0,9%.

9.1.2 Dung dwong tiém tinh mach & ngudi l6mn

Déi véi truyén tinh mach lién tuc diazepam dang dung dich, pha lodng v&i nong d6 khong
qua 10 mg trong 200 ml vé1 dung dich glucose 5% hodc dung dich natri clorid 0,9%.

Pbi v6i truyén tinh mach lién tyc diazepam dang nhil tuong, pha lodng toi nong do toi da
200 mg trong 500 ml v&i dung dich glucose 5% hodc 10%; khoang thoi gian toi da gitra
lac pha va truyén xong 1a 6 gio.

Dung dich tiém bap va tiém tinh mach khong pha lodng, trir khi truyén tinh mach.
Chi str dung duong tiém bap khi duong udng va tiém tinh mach khong thé.

Liéu dung diazepam nén sir dung liéu nhé nhat c6 thé kiém soat triéu chung (dic biét 1a ¢
ngudi cao tudi, ngudi suy nhuoc) va trong thoi gian ngan, thuong khong qua 4 tuan. Tranh
ngimg thude dot ngodt khi diung kéo dai ma phai giam liéu dan dan.

Liéu khuyén cdo cia nha san xuat cho ti€ém bap va tinh mach la giong nhau.

Khi diazepam dugc sir dung véi thude giam dau opiat (nhu Morphin) gy e ché hé hap
manh, liéu diazepam nén dugc giam it nhit mot phan ba va ting dan timg luong nho.

9.2 Liéu lwgng
9.2.1 Nguoi lon
Lo du nang:

« Ubng: 2 mg/lan, 3 lan/ngay, co thé tang liéu téi tdi da 30 mg/ngdy. Dung dich truc
trang: 500 microgam/kg, c¢6 thé dung nhic lai sau 12 gio néu can.

e Tiém bép, tiém tinh mach: 2 - 10 mg, nhéc lai sau 3 — 4 gio néu can. Mat ngu kém
lo au: Nguoi 10n udng 5 - 15 mg trude khi di ngi, toi da 30 meg.

Tién me:
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o Ngudi 16n: Trude khi 1am thu thuét 1 - 2 gid, ubng 5 - 10 mg (nguoi suy nhuoc,
ngudi gid ung 2,5 - 5 mg); hoic dung dich truc trang 500 microgam/kg.

o Hoadc tiém tinh mach 100 - 200 microgam/kg hay 10 - 20 mg ngay trudc khi lam thu
thuat.

Dong kinh cac loai:

« Ubng 2 - 60 mg/ngay, chia nhiéu lan.

o Gel truc trang 200 microgam/kg, c6 thé dung nhéc lai sau 4 - 12 gio néu can.
Trang thai dong kinh, co gidt do st cao, co giat do ngo doc thuéc:

o Tiém tinh mach 10 mg, dung nhic lai sau 10 phit néu can.

« Dung duodng truc trang: 10 - 20 mg, dung nhac lai sau 10 - 15 phat néu can.
Co that co

« Ubng 2 - 15 mg, chia 1am nhiéu 1an, tredng hop ning c6 thé ting lidu nhu liét ndo
ngudi 16n c6 thé dung téi 60 meg.

e Tiém be“'lp hodc tiém tinh mach cham 10 mg, dung nhéc lai sau 4 gio néu can. Kiém
soat phan ing loan truong luc cép do thudc, tiém tinh mach 5 - 10 mg, nhéc lai sau
t6i thiéu 10 phit néu can.

Co giat do uon van

e Tiém tinh mach 100 - 300 microgam/kg, ctr 1 - 4 gi¢ ti€ém mat lan, hodc truyén tinh
mach lién tuc hodc qua éng thong mili - ta trang 3 - 10 mg/kg/24 gio, hodc dung
dich truc trang 500 microgam/kg, dung nhéc lai sau mdi 12 gio.

Hoi chieng cai rueou

« Ubng 5 - 20 mg, nhic lai sau 2 — 4 gio néu thay can (hodc ngay dau 10 mg/lan, 3 -
4 1an/ngay, sau d6 giam xudng 5 mg, 3 - 4 lan/ngay).

o Truong hop ning, dung dudng tiém bap hodc tinh mach cham 10 - 20 mg, nhic lai
sau 4 gid néu can.

« Nguoi gia, nguoi suy nhuoc co thé: Trong tit ca cac trudng hop, khong nén dung
qua mot ntra lidu ngudi 16n binh thuong.

Nguoi suy gan: Dau tién véi lidu thap hodc giam licu. Khong dung trong suy gan ning.

Ngudi suy than: Khai dau véi liéu thap khi suy than ning.
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9.2.2 Tré em

Tien mé, an diu trong cdc thu thudat: Uéng 2 - 10 mg; hodc duong tinh mach 100 - 200
microgam/kg (thich hop dang nhil twong, thudc tiém c6 chtra benzyl alcohol khong dung
cho tré so sinh); hodc duong truc trang (dang dung dich truc trang véi tré tir 1 tudi trd 16n)
250 - 500 microgam/kg (thuong dung 5 - 10 mg).

Péng kinh cdc logi: Dang gel tryc trang thich hop hon, lidu sau day dugc dung nhic lai
sau 4 - 12 gio néu can: 2 - 5 tudi: 500 microgam/ kg; 6 - 11 tudi: 300 microgam/kg; > 12
tudi: 200 microgam/kg .

Trang thai dong kinh, co gidt do sOt cao, co gidt do ngo doc thuée: Tiém tinh mach: 200 -
300 microgam/kg, nhéc lai sau 30 - 60 phit. Cach tinh liéu khac (nhéc lai sau 10 phat néu
can): Tré so sinh - 12 tudi: 300 - 400 microgam/kg, tdi da 10 mg, nhic lai sau 10 phat néu
can; 12 tudi - 18 tudi: 10 mg, nhic lai sau 10 phat néu can. Dung dung dich truc trang: Tré
> 1 tudi, liéu 500 microgam/kg, nhic lai sau 12 gio néu can. Cach khéc liéu dugc cho nhu
sau (dugc dung nhac lai sau 10 phut néu can): Tré so sinh: 1,25 - 2,5 mg; 1 thang - 2 tudi:
5mg; 2 - 12 tudi: 5 - 10 mg; 12 - 18 tudi: 10 - 20 mg.

Co thdt co do nhiéu nguyén nhdn khdc nhau: Udng 2 - 40 mg, chia lam nhiéu 1an. Déi véi
co thit co trong co that mach ndo hodc co thit co sau phau thuat xwong khép, liéu udng 2
lan/ngay duoc khuyén céo nhu sau: Tir 1 - dudi 12 thang tudi: 250 microgam/kg/lan; 1 -
dudi 5 tudi. 2,5 mg/lan; 5 - dudi 12 tudi: 5 mg/lan; 12 - 18 tudi: 10 mg/lan (tdi da 40
mg/ngay).

Phdn ing loan trwong lic cdp do thuéce de doa tinh mang: Tiém tinh mach, 1 thang - 11
tudi: 100 microgam/kg, tiém nhéc lai néu can; 11 - 17 tudi: 5 - 10 mg, tiém nhéc lai néu
can.

Co gidt do uén van: Tré 1 thang - 18 tu6i: Tiém tinh mach 100 - 300 microgam/kg ctr 1 - 4
gid; hodc truyén tinh mach lién tuc hodc cho qua 6ng thong miii — ta trang dang dung dich
udng thich hop véi lidu 3 - 10 mg/kg/24 gio.

Diazepam ciing dugc dung dudi dang dung dich truc trang véi liéu 500 microgam/kg véi
tré tir 1 tudi trd 18n, nhéc lai sau 12 gio néu can.

10 Twong tic thudc
10.1 Tranh két hop



Tranh phdi hop diazepam véi bat ky thudc nao sau day: Azelastin (dung duong miii),
conivaptan, Acid fusidic (duong toan than), idelalisib, methadon, olanzapin, orphenadrin,
paraldehyd, natri oxybat, thalidomid.

10.2 Lam tang tac dung

Diazepam lam tang néng do/tac dung cua: rugu (ethyl), alfentanil, azelastin (dung duong
mili), Buprenorphin, clozapin, thubc wc ché TKTW, hydrocodon, methadon,

methotrimeprazin, metyrosin, mirtazapin, orphenadrin, paraldehyd, pramipexol,
ropinirol, Rotigotin, chét (rc ché tai thu nhap serotonin chon lgc, natri oxybat, suvorexant,
thalidomid, Zolpidem.

Thudc c6 thé 1am ting ndng do/tac dung cia diazepam: aprepitant, Brimonidin (ngoai da),
cannabis, conivaptan, cosyntropin, chat (rc ché CYP2C19 (trung binh/manh), chat trc ché
CYP3A4 (trung binh/ manh); acid fusidic (dung dudng toan than), Dasatinib, Disulfiram,
doxylamin, dronabinol, droperidol, etravirin, fosamprenavir, fosaprepitant, hydroxyzin,

idelalisib, ivacaftor, Kava Kava, luliconazol, magnesi sulfat, methotrimeprazin,
mifepriston, minocyclin, nabilon, netupitant, olanzapin, Osimertinib, Palbociclib,

perampanel, Ritonavir, rufinamid, Saquinavir, simeprevir, stiripentol, tapentadol,
teduglutid, tetrahydrocannabinol.

10.3 Lam giam tac dung

Thudc c6 thé 1am giam ndng do/tac dung cua diazepam: Bosentan, cac chit gy cam g
dén CYP2C19 (manh), cic chit gidy cam ung dén CYP3A4 (trung
binh/manh), Dabrafenib, Deferasirox, enzalutamid, etravirin, mitotan, osimertinib,

siltuximab, co St. John, dan chat theophylin, Tocilizumab, yohimbin.

Tuong tac voi thire dn: Nong do diazepam huyét twong c6 thé giam khi dung cung thirc
an. Nude nho c6 thé 1am ting ndng d6 diazepam huyét twong, nén tranh ding ciing nuée

nho. Duy tri b6 sung nudc.
10.4 Twong ky

Khong nén tron hodc pha lodng diazepam véi cac dung dich khic hodc thude khac trong
bom tiém hodc trong chai dich truyén.

11 Qua lidu va xir tri
11.1 Triéu chirng
Suy giam y thirc nhanh chéng, ngti ga, [t 1an, hon mé va giam phan xa.

11.2 X tri
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Diéu trj triéu ching va hd tro. Nhitng bénh nhan khéng c6 triéu ching sau 4 gio kha ning
khong bi nhidm doc ning. Co6 thé udng than hoat trong vong 1 gidr sau dung thude. Theo
ddi ho hap, mach va huyét ap nhu trong tat ca truong hop dung thudc qua lidu. Rira da day
ngay 1ap tirc. Truyén dich tinh mach va thong khi duong ho hap. C6 thé chéng ha huyét ap
bang noradrenalin hodc metaraminol. Tham phan it c¢6 gia tri. C6 thé ding Flumazenil dé
hay bo mot phan hay toan b tac dung an than cua benzodiazepin.


https://trungtamthuoc.com/hoat-chat/flumazenil
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