DEXAMETHASON 0,5mg

Doc ky hudng dan sit dung trudc khi ding
Dé xa tam tay tré em
Thdng bao ngay cho bac sy hodc dugc sy nhitng tac dung khdng mong mudn gap phai khi sit dung thudc

THUOC KE BON

PHAN HUGNG DAN SU/ DYNG THUGC CHO NGUDI BENH

THANH PHAN, HAM LUQNG CUA THUOC: M3i vién nén chira:
¢ Hoat chét chinh:  Dexamethason...............coccoeirruurreniuniinieerenseseenniad 0,5mg.
(Du¢i dang dexamethason acetat)
¢ Tédwoc: Tinh bot sén, P.V.P K30, lactose, bot talc, magnesi stearat.
MO TA SAN PHAM Vién nén tron mau trdng hoac trdng nga, mot mét co6 dap logo hinh
tam giac va s6 0,5; mot mat co gach ngang & gilra, canh va thanh vién lanh lan.
QUI CACH DONG GOI: Hop 10 vi x 30 vién nén.
Chai 150 vién nén.
5 _ Chai 500 vién nén.
THUGC DUNG CHO BENH Gi:
¢ Chidinh trong nhiéu rdi loan khac nhau tuan theo liéu phap glucocorticoid, cling nhw la
mét thubc hé tro trong viéc kiém soat phu no.
NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG:
Cach ding va dwdng ding: Dung theo duong ubng.
Liéu dung:
¢ Nguwoi trwdng thanh: Thong thuong, liéu uong hang ngay la 0,5 - 10mg. O mot sb
bénh nhéan Ileu cao hon c6 thé tam thoi can thiét dé kiém soat bénh. Mot khi bénh
da duoc kiém soat, nén giam lidu hodc glam dan dén merc thap nhat phu hop duéi
sy giam sat lién tuc va quan sat bénh nhan cta thay thuéc.
¢ Tréem:0,01-0,1 mg/kg trong lwgng co the/ngay
¢ Nguyén tic chung lidu dung can thay ddi tuy theo ngu@l bénh, dwa trén tinh trang
bénh Iy va dap u'ng clia ngudi bénh. D& giam thidu cac tac dung phy, nén dung lidu
nhd nhét c6 hiéy qua diéu tri.
KHI NAO KHONG NEN DUNG THUOC NAY: . )
¢ Qua man voi dexamethason hodc cac thanh phan khéc cla thuoc.
¢ Nhiém n&m toan than, nhiém virus tai chd, nhiém khuan lao, 1au chwa kiém soat duoc
bang thudc khang khuén.
+ Khop bi hty hoai néng.
TAC DUNG KHONG MONG MUON:
Thu'émg gap: ADR > 1/100
¢ Réiloan dién giai: ha kali huyét, gitr natri va nwdc gay tang huyét ‘ap va phu né.
0 Noi tidt va chuyén hoéa: hdi chirng dang Cushing, giam bai tiét ACTH, teo tuyén
thuwong than, giam dung nap glucid, ri loan kinh nguyét.
¢ Co xwong: teo co hdi phuc, loang xwong, gay xwong bénh Iy, nit @bt séng, hoai t&r
xwong vo khuan. i
¢ Tiéu héa: loét da day ta trang, loét chady mau, loét thung, viém tuy cap.
¢ Da: teo da, ban d6, bdm mau, ram long.
Thén kinh: mét ngu, sang khoai.
It gdp: 1/1.000 < ADR < 1/100
Qua man, doi khi gay choang phan vé, tang bach cAu, huyét khéi tdc mach, tang can,
ngon miéng, budn non, khé &, nac, ap xe vo khuan.
¢ Triéu chu'ng va céac dau hiéu nglring thuoc giam qua nhanh liéu thudc sau khi diéu tri
kéo dai co thé dan toi suy thuong than cép, ha huyét ap va chét. Ngiring thube doi khi
glong nhu tai phat bénh.
NEN TRANH DUNG THUOC HOAC THY'C PHAM Gi KHI DANG SU DUNG THUOC NAY:
¢+ Cac barbiturat, phenytoin, rifampicin, rifabutin, carbamazepin, ephedrin, aminoglutethimid
c6 thé 1am tang thanh thai corticosteroid nén lam giam tac dung diéu tri.

+ Corticoid déi khang tac dung cua céc tac nhan gay ha dudng huyét (ké ca insulin),
thuéc ha huyét ép thuéc loi tleu Corticosteroid 1am tang tac dung ha kali huyét ctia
acetazolamid, cac thiazid lgi tiéu quai, carbenoxolon.

¢ Hiéu lyc clia cac dan chét cumarin chéng dong mau co thé tang khi duing déng thoi véi
corticoid, nén can kiém tra chat ché thoi gian prothrombin d& tranh chay mau tw phat.

+ Su thanh thai salicylat t&ng khi dung ddng thoi véi corticoid, vi vay khi ngirng corticoid
dé bi ngd doc sallcylat

. Céc thuéc loi tiéu lam glém kali huyet (vi du thiazid, furosemid) va amphotericin B cé
thé lam tang tac dung gidm kali huyét clia glucocorticoid.

CAN LAM Gi KHI MQT LAN QUEN DUNG THUOC:

. Neu quen mét lidu, nén uéng thubc cang som cang tét. Nhung néu da gan dén Iic
uong liéu tiép theo, chi dung liéu sau ma thoi. Khong nén dung liéu déi hay thém liéu
dé bu vao liéu quén udng.

CAN BAO QUAN THUOC NAY NHU THE NAO:

+_Ba&o quan noi khd, nhiét d khdng qua 30° C, tranh anh sang.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU: i

+ Qua lidu glucocorticoid gay ngd doc cap hodc gay chét rat hiém. Khong cé thube gidi
doc dac hiéu. . . .

CAN PHAI'LAM Gi KHI DUNG QUA LIEU KHUYEN CAO:

¢ Trong trudng hop qua lidu xay ra, @& nghi dén ngay co s& y té gan nhat d& nhan vién
y té co6 bién phap xw tri kip thoi.

NHONG PIEU CAN THAN TRONG KHI DUNG THUOC NAY:

+ Ngudinhiém khuén hodc nghl ngd nhiém khuan can diéu tri bang thubc khang khuén trudc

+ Nguoi V|em mang n&o nhiém khuan can dung dexamethason truéc khi dung thudc
khang khuén dic higu.

+ O nguoi loang xuong hodc mai phau thuat ruét, loan tam than loét da day ta trang,
dai thao dwong, téng huyét ap, suy tlm suy than, lao, thi cin phai theo d&i chat ché
va déu tri tich cuc cac bénh d6 néu can phai dung dexamethason.

+ Khéng nén st dung cho bénh nhan khéng dung nap galactose, thiéu hyt Lapp lactase,
rél loan hép thu glucose-galactose.

PHY N’ MANG THAL:

+ Thubdc c6 thé lam gidm trong lvong nhau thai va thai nhi.

+ Thubc co thé gay tc ché tuyén thwong than & tré so sinh  néu ngudi me ding thubc
kéo dai.

¢ Dung glucocorticoid truéc khi @& non cé kha nang chéng hoi ching suy ho hap & tré
so sinh va bénh loan san phdi — phé quén do dé non.

PHU NO CHO CON BU: Dexamethason vao stra me va c6 nguy co’ ddi véi tré bu me.
LAI XE VA VAN HANH MAY MOC: (chwa c6 tai Ileu)
KHI NAO CAN THAM VAN BAC SY, DUQC sy
+ Khi g&p bat c tac dung khong mong mubn ndo trong qua trinh st dung thudc.
+ Khidung qua lidu chidinh. Néu can thém thong tin xin hi y kién ctia bac s§ hodc dwoc sy.
HAN DUNG CUA THUOC: 36 thang k& tir ngay san Xuét.
TEN, PIA CHI, BIEU TUONG CUA CO SO SAN XUAT:

CHI NHANH CONG TY C6 PHAN DUGC PHAM TRUNG UGNG VIDIPHA BINH DUONG
VIDIPHA Khu phé Tan Binh, Phudng Tan Hiép, Thi xa Tan Uyén, Tinh Binh Dudng

NGAY XEM XET, SUA BOI CAP NHAT LAI NQI DUNG HU'GNG DAN SU’ DUNG THUOC:

PHAN HUGNG DAN SU DYNG THUOC CHO CAN B) Y TE

CAC BAC TINH DUQ'C LUC HQC, DUQC BONG HOC:

Dworc Iwc hoc:

+ M3 ATC: DO7XB05

+ Nhoém dwqrc ly: Glucocorticoid.

¢ Co ché tic dung:

— Dexamethason Ia fluomethylprednisolon, glucocomc0|d téng hop, hau nhw khong tan
trong nuéc. Cac glucocorticoid tac dung bang cach gén két vao thy thé & té bao, chuyén
vi & nhan té bao va & do da tac dong dén 1 sb gen duoc dich ma. Cac lucocorticoid
cling con c6 mdt sb tac dung tryc tiép, c6 thé khong qua trung gian gén két vao thu thé.




Dexamethason c6 cac tac dung chinh cta glucocortlcmd la chong viém, chéng di wng
va (rc ché mién dich, con tac dung dén can bang dién giai thi rat it. V& hoat lyc chéng
viém, dexamethason manh h@n hydrocorﬂson 30 1&n, manh hon prednisolon 7 I1an.

— Dexamethason duoc dung de dieu tri cac bénh ma corticosteroid duoc chi dinh (trtr
suy tuyén thuong than) nhw séc do chay mau, do chan thuong, do ph&u thuat hodc do
nhiém khuan, phu n&o do u néo, cac bénh viém khép va mé mém nhuw viém khép dang
thap diéu trl ngan ngay di u’ng cAp tinh ty khdi, nhw phu than kinh — mach hodc cac
giai doan cép, néng lén clia cac bénh di _iing mén tinh, nhw hen phé quan ho&c bénh
huyét thanh. Dung dexamethason phai két hop vai didu tri khang sinh toan than va cac
bién phap hé tro, khi can.

— Véi lidu tac dung duoc ly, dexamethason dung toan than gay wc ché tuyen yén giai
phong corticotropin (ACTH), lam cho vd tuyén thwong than hagung tiét hormon
corticosteroid ngi sinh (gay suy v tuyén thuong than the phat).. Néu can thiét phai diéu
tri béng glucocorticoid lau dai, chi dung thudc véi lidu thap nhét co thé va thuong chi
dung nhw mét thube hd tro' cho diéu tri khac. Khi ngwng ligu phap toan than voi lidu
duoc ly, phai giam liéu dan, cho dén khi chirc nang cta truc dudi ddi — yén — thuong
than dwoc hdi phuc.

Dwoc dong hoc:

¢ Hép thu:

- Sau khi ubng, néng d6 dinh dexamethason trong huyét tvong dat mét mée trung binh
trong ba gi¢. Kha dung sinh hoc clia dexamethason khoang 80%. Cé méi quan hé tuyén
tinh gitra lidu dung va lidu sinh kha dung.

— Dexamethason du'ofc van chuyen bou cac P-glycoproteln (con du’orc goi la MDR1). Cac
MDR van chuyén khac ciing co thé ¢ vai trod trong viéc van chuyén dexamethason.

¢ Phéan bé:

— Dexamethason gan voi cac proteln huyet tuong, chu yeu 1a albumin, c6 thé I&n dén 80%,
tay thudc vao lidu st dung. O lidu rat cao, phan I&n cac dexamethason lwu thdng khong
gén két trong mau. Thé tich phan b khoang 1 I/kg.

— Dexamethason qua hang rao mau-n&o va hang rao nhau thai va di vao stra me.

+ Bién déi sinh hoc:

- Mot phan nho lidu dexamethason da st dung dwoc than bai tiét & dang khong bién dbi.

ngudi, phan 16n duoc hydro hoa hoac hydroxy hoa thanh cac chét chuyén héa chinh
1a hydroxy-6-dexamethason va dlhydro-20 -dexamethason. 30-40% lién hop voi ac1d
glucuronic hoc sulfat hoa trong gan clia ngudi va bai tiét & dang nay trong nuwérc tidu.

— Dexamethason duoc chuyen héa qua cytochrom P450 3A4 CYP3A4) Céac men cytochrome
P450 khac ciing c6 thé dong mét vai trd trong sw bién ddi sinh hoc clia dexamethason.
Thaéi trie: Thoi gian ban thai trong huyét twong cia dexamethason khoang 250 phut.

CHI DINH - LIEU DUNG, CACH DUNG - CHONG CHI DINH:

Chi dlnh Chi dinh trong nhleu réi loan khac nhau tuan theo liéu phap glucocorticoid,

cung nhuw 1a mot thude hd tro' trong viéc kiém soat phi nao.

Liéu dung va cach dung: )

¢ Cach dung: Dung theo dwdng udng.

¢ Liéu ding:

— Nguoi trufyng thanh: Théng thuong, Ileu uong hang ngay 14 0,5 - 10mg. O mét sé bénh
nhan lidu cao hon co the tam thoi can thlet dé kiém 'soat bénh. Mot khi bénh da duoc
kiém soat, nén giam lidu hoac glém dan den murc thdp nhét phu hop dudi sy giam sat
lién tuc va quan sat bénh nhan cua thay thuoc

— Tré em: 0,01 - 0,1 mg/kg trong lwgng co thé/ngay.

— Nguyén tac chung lieu dung can thay ddi tuy theo ngudi bénh, dya trén tinh trang bénh
ly va dap wng cla ngwéyl bénh. D& giam thiéu cac tac dung phu, nén dung liéu nhd
nhat c6 hiéu qua diéu tri.

Chéng chi dinh: . )

¢ Qua méan véi dexamethason hodc cac thanh phan khac cla thube.

+ Nhiém n&m toan than, nhiém virus tai chd, nhidm khuan lao, lau chwa kiém soat dugc
béng thuéc khang khun.

+ Khop bi hlly hoai ndng.

CAC TRU'ONG HQ'P THAN TRONG KHI DUNG THUOC

+ Ngudinhiém khuén hoc nghi ngd nhiém khuan can diéu tri bang thuéc khang khuan truéc

¢ Nguoi viem mang néo nhidm khun can dung dexamethason truéc khi dung thubc
khang khuén dac hiéu.

+ O nguoi loang xuong hodc mai phau thuat ruét, loan tam than loét da day ta trang,
dai thao duong, tang huyét ap, suy tim, suy thén, lao, thi can phai theo ddi chat ché
va déu tri tich cwe cac bénh d6 néu can phai dung dexamethason.

+ Khong nén str dung cho bénh nhan khong dung nap galactose, thiéu hyt Lapp lactase,
r6i loan hap thu glucose-galactose.

PHU NU MANG THAI:

¢ Thubc co thé lam giam trong lwgng nhau thai va thai nhi.

¢ Thubc co thé gay e ché tuyén thuwong than & tré so sinh  néu ngudi me dung thube
kéo dai.

¢ Dung glucocorticoid trudc khi d& non c6 kha nang chéng hoéi ching suy ho héap & tré
so’ sinh va bénh loan san phoi — phé quan do dé non.

PHU N’ CHO CON BU: Dexamethason vao sira me va c6 nguy co’ ddi voi tré bu me.
LAI XE VA VAN HANH MAY MOC: (chua c9 tai liéu) .
TUWONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC:

+ Cac barblturat phenytoin, rifampicin, rifabutin, carbamazepln ephednn aminoglutethimid
c6 thé 1am tang thanh thai corticosteroid nén lam giadm tac dung diéu tri.

+ Corticoid dbi khang tac dung cua céc tac nhan gay ha dudng huyét (ké ca insulin),
thuéc ha huyét ap, thuéc loi tleu Corticosteroid lam tang tac dung ha kali huyét cta
acetazolamid, cac thiazid loi tiéu quai, carbenoxolon.

+ Hiéu luc ctia cac dan chét cumarin chdng déng mau co thé tang khi diing déng thoi véi
corticoid, nén can kiém tra chat ché thoi gian prothrombin d& tranh chay mau tw phat.

+ Su thanh thai salicylat t&ng khi dung ddng thoi véi corticoid, vi vay khi ngirng corticoid
dé bi ngd doc sallcylat

. Cac thuéc loi tiéu lam gidm kali huyet (VI du thiazid, furosemid) va amphotericin B c6
thé lam tang tac dung gidm kali huyét cda glucocorticoid.

TAC DUNG KHONG MONG MUON:

Thu-émg gdp: ADR > 1/100

+ RO Ioan dién g|a| ha kali huyet gitr natri va nuéc gay tang huyet 4p va phu né.

+ Nai tiét va chuyén hoéa: hoi chu'ng dang Cushing, gidm bai tiét ACTH, teo tuyén thuong
than, gidm dung nap qu0|d rbi loan kinh nguyét.

¢ Co xuong: teo co héi phuc, loang xwong, gay xwong bénh Iy, nit dét séng, hoai ter
xuong vd khuén.

¢ Tiéu hoa: loét da day ta trang, loét chay mau, loét thing, viém tuy cép.

+ Da: teo da, ban d6, bam mau, rdm 16ng.

¢ Than kinh: mét ngd, sang khoai.

it gép: 1/1.000 < ADR < 1/100

¢ Qua man, doi khi gay choang phan vé, téng bach cAu, huyét khéi tic mach, tang can,
ngon miéng, budn nén, khé &, nac, ap xe vo khuan.

+ Triéu chirng va cac dau hiéu ngirng thuéc gidm qué nhanh Ileu thubc sau khi diéu tri
kéo dai co thé dan toi suy thuong than cép, ha huyét ap va chét. Ngirng thubc ddi khi
giéng nhu tai phat bénh.

QUA'LIEU VA CACH XU TRIi: ) o

¢ Triéu chirng: qua lidu glucocorticoid gay ngd ddc cap hodc gay chét rat hiém. Khong
c6 thudc gidi ddc dac hiéu. .

¢ X tri: khong c6 chi dinh cho diéu tri ngd déc man, triv trudng hop ngwodi bénh qua
nhay cadm v&i corticosteroid, gay bénh Iy IGc d6 can diéu tri cac triéu chung Choang
phan vé ho&c phan (rng qua man cé the didu tri bang epinephrin, hd hdp nhan tao va
aminophylin. Ngudi bénh can dwoc git Am va yén tinh.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: (Khdng co).

CONG TY CO PHAN DUGC PHAM TRUNG UGNG VIDIPHA
184/2 Lé Van Sy, Phudng 10, Quan Phu Nhuan, Tp.HCM
DT: (028)-38440106 Fax: (84-28)-38440446
San xuit tai: chi nhanh CONG TY CPDP T.U VIDIPHA BINH DUGNG
VIDIPHA Khu phd Tan Binh, Phudng Tan Hiép, Thi xa Tan Uyén, Tinh Binh Ducng






