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Poduct: NASARGUM (6mg)

Gen€ric name: DEflazacorl 6mg, lablsts
VN Rsg. No. : 560110424623
Packag6: Box of 20 tablels
Dim€nsion: 45x 20 x 110 mm

Grammage: 300 GSM
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Rx-Thudc ndy chi ding theo iktn thuiic
NASARGT]M

(Vi6n n6n deflazacort 6 mg)

Dd xa tdm ny ti em

D7c ki hwng ddn st dltng trubc khi ding

THANH PHAN C6NG THIJC THUoC
M6i vicn nen c6 chira:

Ihdnh phin hoqt chdt: Def1a2acort...................... ........6 mg
Thdnh phin td dtto. c: cellulose vi tinh th6, lactose monohydrat, tinh b$t ng6, magnesi stearat.

DANG BAO CHE
Vi6n n6n.

M6 td dqng bdo cfid: Vi6n n6n kh6ng bao miru tiing, hinh trdn, mQt m{t c6 v4ch b6.

CHiDINH
Deflazacort tluoc chi dinh trong c6c trudng hqp sau:

- S6c phan vQ, hen suy6n, cric phd.,n ung qr.r.i m6n nghi€rn trgng.

- ViCm khop dang thdp, vi6m kh6p man tinh d thiiiu ni6n, tlau tla co do th6p khop

- Lupus ban d6 hQ thi5ng, vi6m da co, @nh m6 li6n ki5t h5n hqp (trir xo cimg hQ thting), vi6m da
d$ng mgch, bQnh sarcoid.

- BQnh pemphigus, pernphigoid bgng nudc, vi6m da mt ho4i tt.
- HQi chring thQn hu thay a6i t6i tfricu, vi€m thfn ke c6p tinh.
- BQnh th6p tim.
- Vi6m lodt dai trang, bQnh Crohn.

- Vi€m mang b6 dio, vi€m tla day than kinh th! giec.

- Thi6u m6u tan huylt tg mi6n, *uit huylit giam ti6u ciu tu phat.

- B€nh bach cAu lympho c5p tinh, u lympho 6c tinh, <la u tuy.
- tIc ch6 mi6n dich trong c6y ghdp.

r-mu otrxc vA cAcE DtrNG
Deflazacort li mQt glucocorticoid c6 ngudn g6c tir prednisolon vi deflazacort 6mg c6 t6c dgng ch6ng
vi6m tuong duong v6i prednisolon 5mg ho{c prednison.

Li6u dung thay d6i dga tr€n b$nh lj kfi6c nhau vi nhiing bQnh nhdn khric nhau. Trong trudng hqp
bQnh nghi€m tqng vd de dga tinh m4ng, phai dtrng deflazamrt liAu cao. Khi deflazacort duo,c dtng
l6u dii trong <tidu tri c6c t41rh .tn tinh thi tuong d6i lenh tinh, n€n duy tri li6u cang thdp cang
tOt. Can tang lieu khi bQnh ti6n tri6n x6u ho6c trrim trqng.

Li€u dung n€n dugc diAu chinh tuy theo ch.in.dorin, mric <tQ nghi€m trgng cua b€nh, khd nAng d6p
img vi dung n4p cta bQnh nhan. Nen dung lidu th6p mn co thii dem lai dep ung c6 th6 ch6p nhfn
duo. c.

Nguiri kim: O6l voi cac bgnh c6p tinh, liAu khoi diu c6 ttr6 ten aiin 120 mg/ngiy. Li6u duy tri th6ng
thudng tu 3 - 18 mg/ngiy. Theo phdc <lO huong ddn sau itAy:

Vi€m khdp dqng thiip: Lidt &ty tri thuong tit 3 - 18 mg/ngiy. Ndn dung li6u th6p nh6t cO hiQu quA
vi t?ing li6u n6u c6n.

Hen phi! qudn: Trong diAu tri be.nh iip tinh, khi can tnii6t cO thii dung li6u cao 48-72 mglngiy tuy
theo mric dQ nghi€rn trgng cua @nh ve giam haiu tu tu khi @nh <16 <tuo. c ki6m sorit. Trong bQnh hen
suy6n man tffi, lidu duy ri n€n duo. c <lidu chinh xuiing ttr6p ntr6t ma v6n ki6m so6t duo. c triQu chimg.
Cd,c trudng hgp khdc: Lidu deflazacort php thuQc vio il6p irng lim sang, c6 thii di6u chinh d6n fidu
thap nhet c6 hieu qui <16 duy tri. Li6u khoi clAu c6 th€ duo. c udc tinh dga tr€n t! lQ co ban prednison
5mg hodc prednisolon d6n deflazacort 6mg.
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Suy gan: O Enh nhdn bi suy gan, 16ng <lQ deflazacort trong m6u c6 th6 teng. Do d6, lidu deflazacort
n€n duo. c kiiim so6t cin thdn vi <tiiiu chinh dtln li€u tiii thi6u c6 hipu qua.

Suy thfn: O Enh nhan suy thfln, kh6ng co than trang tl{c biQt kh6c hon so voi nhtiag bQnh nhin
c,an thi6t phai dung glucocorticoid.

Ngutri cao tuSi: O.nhftng benh nhan cao tu6i, kh6ng c6 th{n trgng d{c bi€t khric hon so v<ri nhtng
benh nhan can tm6t phni dung glucocorticoid. C6c t6c dung. kh6ng mong mu6n thudng gip cria
corticosteroid dung cludng toan than co th€ li6n quan <l6n nhi6u hf,u qua nghi&n trgng d nguoi cao
tu6i.

T16 em: Trong thri nghiQm l6m shng, n6n han chii dung deflazamrt d trd em.

d t.e em, chi ttinh dtng glucocorticoid tuong tu nhu d nguoi l6n, nhmg quan treng n0n dtng liAu
th6p nh6t c6 hiQu qua. Thich hqp dtng lidu crich ngiy.
LiAu dirng deflazacort thudng trong ph4m vi O,25-1,5mgkglngiry. CLc ph4m vi theo hu6ng dAn

chung sau tldy:

Vi€m l*6p mqn tinh d thidu ni6n: Li6u duy tri th6ng thudng gita 0,25-1,0mg/kg/ngiy.

H\i chti,ttg thdn hu: Li€u th6ng thudng tu 1,5 mgtkg/ngiy, tii5p theo s€ didu chinh xuting theo nhu
c6u lAm sirng.

Hen ph6 qudn: Dua tren ti l€ hieu qua, liAu deflazacort thudng dtng nim gita 0,25 - 1,0 mgkg,
dtng c6ch ngiy.
Ng.trng sfr dgng deflazacort: O nhiing benh nhan diAu tri corticosteroidting rludng dtng toi'n thin
nhidu hon Idu sinh lf (khoang 9mg/ngiry ho{c tuong duong) tr6n : nrAn, kh6ng n6n ngimg thu6c
dQt ngQt. Giem liAu nhu th6 niro pnan ton phu thu6c vio bQnh c6 kh6 ning t'ii phrit hay kh6ng khi
li€u dung dudng toi,n thAn duo. c giim. Can c6 tl6nh gi6 lim sang vA tinh tt-.r.rg bQnh trong qu6 trinh
ngtmg thu6c. N6u bQnh kh6ng c6 kha nlnC uii ph6t khi ngimg sri dgng corticosteroid tludng tohn

tlr,an nhmg chua chic chin vE sg r?c ch6 truc vung duoi adi-tuyi5n y6n-tuy6n thuqng than (HPA),
lidu tlidu tri corticosteroid beng dung dudng tod,n than co th6 giem nhanh so voi li6u sinh lf.. Khi
mQt t6u hang ngiy tuong tluong voi deflazacort 9mg duo. c dtng, ndn giam fidu ch{m l4i dii t4rc

HPA tlugc phqc h6i.

Vigc ngrmg itidu tri corticosteroid beng duong dtng toan th6n keo ddi l6n di5n 3 tuan la pht hqp, niiu

*"- ,Et they bQnh kh6ng c6 khi nnng uii phdt. Trong da sti cdc bQnh nh6n, ngung deflazacort dQt

ng6t voi liiiu dtrng hang ngiy len toi 48 mg, hoac tuong duong 3 tu.in kh6ng thd dan tl6n ric ch€ truc

HPA. Nhiing nh6m bQnh n}in sau ddy, ngtmg tli6u tri corticosteroid b6ng duong ding toan thAn dAn

dan nCn duo. c xem x6t khi de diAu tri kdo diri 3 trran hoqc it hon:

- Nhirng Enh nhan, da didu tri 14p l4i corticosteroid bAng duong ding toan thdn, d{c biet n6u diCu

tri nhi€u hon 3 tu6n.

- Khi phai.dieu tri ngin h4n trong vdng I nim, vd <td kh6ng ti6p tUc di6u tri dni han (nhieu thrLng

ho4c nhi€u ndm).

- Nhiing bC.nh nhan bi suy v6 thuong th{n, ktr6ng do didu tri bang corticosteroid.

- BCnh nhAn dung li6u corticosteroid toan thin hang nghy l6n hon 48 mg deflazacort (hoic tuong
tluong).

- BCnh nh6n li&r tqc dirng lidu vho bu6i t6i.

CHONGcEiDINH
- Nhi6m ktruin toan than trt khi d5 tung duqc di6u tri ch6ng nhi6m khuin cu th6.

- Qu6 m5n voi deflazas6rt he4s bAt ct thanh ptrin nio cta thu6c.

- B-enh nhdn duqc ti&n ching virus s6ng.

cAmr nAo vA rIrAN TRQNG IcrI DUNG TIruOc
Td drqc lactose monohydraL: Snn phAm niy co chria lactose monohydrat, bQnh nhan cO v6n ad ai
truydn hitim g4p vE kh6ng dung nap galactose, thii5u Lapp lactose ho6c kdm h6p thu glucose-

galactose kh6ng n6n dtng thu6c n?ry.
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T6c dung kh6ng mong, mutin c6 th6 <tu.<r. c giAm bdng c6ch,sri dung licu thAp nhdt c6 hiqu qua trong
khoang thoi gian it nhat va u6ng mQt li6u duy nh6t vio bu6i sring m6i ngiry. CAn thudng xuy€n theo
d6i b€nh nhen d6 didu chinh liAu uri qan thiiit.
Oc cn5 tuy6n thugng th$n: Teo v6 thugng thin ph6t trii5n trong qu6 trinh tli6u tri k6o dAi vn co th6
k6o dii trong nhidu nEm sau khi ngrmg tti6u tri. Do tl6, ngimg corticosteroid sau khi iliAu tri k6o dii
n6n gi6m [du hr tu d6 trAnh suy tuytin thuqng th{n c6p c6 thii gdy tt vong, va giam din trong vii
tuen hgac vii thr{ng theo li6u lugng vi thoi gian_tlidu td. Trolg thoi gian tli€u tri k6o dAi, mi c6c
benh bat ky t6i ph6g hay.co ch6n thuong ho{c phdu thu{t co th€ sE t?ing li6u tam thoi; n6u <16 ngimg
corticosteroid sau khi di€u tri k6o dii, co th6 phai dung lai tAm thoi.

Tic dgng ch5ng vi6m /ri'c ch5 mi6n dich vir nhiSm khuin: Uc ch6 phan img vi€m vir chirc ndng

mi6n dich lim tiinC tlnh nhry cnm voi nhi6m klruAn vi mric d$ nghi€rn trqng cta nhi6m hhuin. ei6u
hiQn lAm sang co thiS li nhiSm mruan thOng ditin hinh vd nghi€rn trgng nhu nhi6m khuAn mriu vd
b€nh lao, c6c triQu chimg thuong 6m thim vi sE <lat <l6n giai do4n ph6t tritin bQnh.

Thiry dfu phii duo. c quan tam d{c biet vi bQnh niy c6 thti g6y tu vong d bQnh nhAn bi ric ch6 mi6n
dlch. BQnh nh6n (ho4c nguoi chim s6c bOnh nhdn) kh6ng c6 tidn sri bpnh thty tlfu cen tnffi titip
xric gin gii voi @nh thriy tlau ho4c herpes zoster vi ni5u ti5p xtc, h9 cAn phii duo. c chdm s6c y t6
thin cip. Mi6n dich thu itQng voi vic-xin vaicella zoster immunoglobulin (YZIG) li cdn thitlt cho

nhiing bQnh nhdn kh6ng c6 mi6n dich ti6p xirc v<ri thriy d6u mir st dpng corticosteroid toiur thAn

ho{c st dgng trong vdng 3 thring tru6c d6; n&r ti6m trong vdng 10 ngiry sau khi ti€p xtic voi bqnh
thrl.y tl$r. N6u chAn ttortur x6c tlinh thty ddu, b€nh nhAn phdi duo. c chim s6c chuyCn khoa vi didu tri
kh6n cip. Kh6ng nOn ngimg sri dung corticosteroid vir li6u dtng c6 th6 tnng l6n.

Benh nhen c,an trri'nfr ti6p xtc vcri bQnh soi vi c.in tu vdn cria b6c si ngay lip tuc n6u xiy ra phoi
nhi6m. Didu tri dU phdng beng immunoglobulin ti6m b6p ln can thiiit.
Kh6ng n6n ti€m vic-xin s6ng cho benh nhan bi suy giim mi6n dich. Erip tmg khring thi5 v<ri cdc loai
vdc-xin khdc c6 th6 b! giam.

R5i top thi gidc: R5i loan thi gi6c tlugc brio c6o khi sft dgng corticosteroid toin then vi tai ch5. Niiu
benh nhan c6 cdc tri€u chung nhu md mit hoac r6i loan thi gi6c khdc thi c6n duo. c. chuy6n d6n bic
si nhdn khoa d,! ddnh gi6 bao gdm chJc thty tinh th6, tang nhdn dp ho{c c6c bQnh hi6m gap nhu bQnh

hic vdng m4c trung t6m thanh dlch (CSCR).

Dirng c6c glucocorticoid keo ddi gdy <tgc thriy tinh thA duoi bao.sau, tiing nhen 6p g1y t6n thuong
cac aay ttrd" t<intr th! gi6c vd tiing culng sU hinh thanh nhi6m khuin mit thri ph6t do n6m ho{c virus.

Dtng thu5c khi bQnh nhAn ttang mic lao th6 ho4t ilQng oan han chli. d6i. voi trudng hsp bQ*
bung ph6t vi lny lan, khi d6 deflazacort duo. c sir dqng ctng voi mQt phric d6 ch6ng lao thich hqp. N€u
glucocorticoid du-o. c chi dinh d benh nhAn mIc bQnh lao ti6m in ho4c dirng vdc-xin ch6ng lao,.thi
&n phei theo ddi chet che vi vi€c Lii kich hoat bqnh c6 thd xAy ra. Trong thoi gian dieu tri blng
glucocorticoid k6o dni, nhfrng b€nh nh6n niy s6 <lugc tli6u tri dq phdng.

ViCm gAn vi ttrfrt gin li Lic dung phg duo. c bi6t d5n cria glucocorticoid. Nguy co cta c6c phan rmg
niy co thrl tiing l€n khi sri dr,rng ddng thoi voi cdc quinolone.

U t6 bio ua crdm, c6 th6 gdy tu vong, dE duo. c biio crio khi dtng corticosteroid toem

thin. Corticosteroid chi n6n dtng cho nhiing bQnh nhAn nghi ngd ho{c xric <linh u t6 bdo ua cr6m
sau khi cilinh gi6 

"i" 
tnan nguy co /lgi ich.

Clc thin trgng ilic biQfi C6c tri6u chimg ldm sdng sau ddy can aac Uiet tnan trqng vi theo d5i Enh
nh6n thudng xuy6n:

- BQnh tim-ho4c suy tim sung huy6r (ngo4i tru bQnh thdp tim), tdng huyilt 6p, ri5i loan nghEn mach
truy6t ttr6i. Glucocorticoid co thti gAy git mu6i, nu6c vir tEng itdo thii kali. CAn h4n chi! mu6i
trong ch,5 dQ nn ui5ng vir bi5 sung kali n can *ri6t.

- ViCm da ddy hoic vi&n thuc quAn, vi€rn tui thta vi€m lodt dai trary ni:u c6 khd ndng blthung,
6p xe ho{c nhiSm trung sinh mt, khiu nili ruQt non, lodt d4 diy t6 trang ho4t tlQng hopc tidm An.

- Drii th6o tlutrng ho{c gia ilinh co tidn st tl6i thrio dudng, lodng xuong, nhuo. c co, suy th6n,.

- B6t 6n vd cdm xric ho{c co khuynh hu6ng lo4n tim than, tl6ng kinh.

- BQnh co tru6c khi dtng corticosteroid.
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- Suy gan.

- Suy gi6p vi xo gan, c6 thii hm tang uic dung crla glucocorticoid.

- Herpes simplex d mit vi co th6 thring gi6c m4c.

Benh nhan vi/tro{c nguoi chdm s6c n6n duo. c cd,nh brio vA c6c t6c dUng phu nghi&n ngng vE tAm

tfrin tY aung stgroid ioan thAn. C6c triQu chimg thuong xuit hiQn.trong vdng mQt-vii ngiy ho{c v}ri

tu,an t6 tu tt i Uit diu di6u tri. Nguy co c6 th6 cao hon khi dung liAu cao /phoi nhi6m toan thdn, m{9
dt mtc liAu kh6ng dU do6nldoiph6t, lo4i, muc tlQ nghi&n trgng hoqc thoi gian qhan rrinq. ttlau hft
c6c t6c dung phg sE phpc h6i sau khi giim li6u ho{c ngimg thu6c, co th6 di6u tri dac biQt n€u c6n

thi6t. BCnh nhan /nguoi chlm s6c cin duo. c tu v6n cria b6c si n6u nghi ngd c6c triQu chrmg t6m lf
ph6t triiin, d4c biQt ln khi co tdm r.ang chrin nin hofc c6 i dinh tU tu.

CAn c6 sU cham s6c d{c biet khi dtrng corticosteroid toin th6n d bQnh nhdn c6 tidn sr? hoic hi€n tai

bi riii loan cdm xtc ning, bao gdm bQnh trem cdm vi r6i lo4n t6m th6n do steroid tru6c d6.

C6c glucocorticoid g6y r6i lo4n kinh nguyQt vi tilng bach ciu, cAn thdn trqng khi dtng deflazacort.

TrG em: Corticosteroid gdy cham phrit triiSn li6n quan d6n li6u 6 thai nhi, tr6 em vh thi6u ni&r kh6ng

ttr,i trOi ptr,rc.

BQnh co tim phi dqi dE duq c b6o c6o sau khi dr)ng glucocorticosteroid bang duong toan than i, trd
dd non. O trd so sinh <luo. c sri dqng glucocorticosti.oia auong toan thdn, c6n tlinh ki si€u im tim d6

theo d6i c6u tnic vd chtc nf,ng cta co tim.

Ngutri cao tu6i: Cec t6c dgng kh6ng mong mu6n thudng g{p cta corticosteroid toiur than co thi,

li6"n quan d6n nhtng hflu qua nghiem trqng hon d tu6i-gi4 d?c biQt l?r lodng xuong, cao huy6t ap, h4

kali mdu, <kii th6o <ludng, nh4y cam voi,c6c b€nh nhiEm trtng vi m6ng da. N6n theo d6i l6m sang

chit chc aC tdmtr cdc phdur img de doa d6n tffi m4ng.

Vi c6c bitin chimg cua diAu tri glucocorticoid phu thuQc viro lidu luqng vir thdi gian tlidu tri, n€n phdi

dimg licu th6p nh-5t vi phii carinhic gitra nguy co flqi ich vd viQc c6 n6n srl dgng diau tri c6ch ngiy
hay kh6ng.

sI] DUNG THU6c cuo PIrU NtI c6 TIrAI vA cuo coN B[]
Phu ntr mane thai:

I(hA ndng corticosteroid qua nhau thai cria ciic thu6c kh6c nhau, tuy nhi6n deflazacort c6 qua duo. c

nhau thai.

Dirng corticosteroid d clQng vQt mang thai c6 thd gay ra nhtng bdt thudng cho sg ph6t tri6n cta thai

nhi b-ao g6m trO nam ecir, 
-ttrai 

nfri ctram phdt tri6n trong tt cung vir anh huong dtin s\! tting trudng

vi phrlt tri6n cria nao. Kh6ng co bang chimg corticosteroid teng fi lQ di 6t bam sinh, chang h?n nhu

hd vdm miQng /m6i d nguoi. Tuy nhi€n, kti dung rrong thoi gian dii ho4c lap <li l4p lai trong thai

kj, corticosteroid c6 thdtang ngry 
"o "t 

A. pnat tt6n it ai.nhi trong tu cung. Tr6n lf thuyit, thiCu

ndng thugng thfn x6y ra d trd tru6c khi sinh, sau khi bh bdu dtng corticosteroid nhrmg thudng t.u

kh6i sau k11i sinh vn hi6m khi c6 trudng hqp nghi€m trgng. Nhu t6t cd c6c thu6c, corticosteroid chi

n6n duo. c kC don khi lqi ich cho mq vetn i6n-hon c6c rui ro. Tuy nhi&r, ttri can *ritit, nhiing bQnh

nh6n mang thai binh thudng c6 th6 tluo. c didu tri nhu dang trong tinh tr4ng chua mang thai.

Thoi

r
.l
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con bt:
Corticosteroid duo. c biri ti6t qua sta m9, m[c dir chua co dt li€u vA deflazacort. Li6u deflazacort t6i

da 50 mg/ngiry kh6ng c6 khi n6ng g6.y ra tac dgng toiut than d tre so sinh. T16 so sinh co m9 ding
riEu *o"n"n'tic, na/co ttrA tlc cnZ tv6n thuqng rhan nhrmg lqi ich cria viQc cho con bri c6 thd l6n

hon bAt k! nguy co l! thuyilt niro.

Khi ndng sinh san:

Kh6ng co dtr liQu c6 s8n cho deflazacort vir anh hudng cua n6 <tiin khi ning sinh san.

Axnnuoxc ctarnu6c ltx xxAttAxc LAI xEvAvAN nAxsMAv IvI6c
Antr truong cria corticosteroid l€n kfi6 nAng kii. xe ho{c vin hanh mriy m6c chua duo. c ddnh gi6 mQt

c6ch hQ th6ng. Ch6ng m{t co th6 xdy ra khi didu tri beng deflazacort. N6u bi anh hudmg, benh nhan

kh6ng ndn l6i xe hoic vdn hanh m6y m6c.

Tr.-IoNG TAc, TtIoNG KY ctlA THUOC
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Deflazacort duo. c chuyi5n h6a d gan. Khuytin crio tAng li6u duy tri deflazacort n6u dtng d6ng thoi
voi thui5c gdy cim img enzym gan nhu rifampicin, rifabutin, carbamazepin, phenobarbiton,
phenytoin, f.i-ldon vir aminoglutethimid. D6i vcri c6c thuiic ric ch6 enzym gan, nhu ketoconazol,

c6 th6 giam lidu duy tri deflazacort.

O bQnh nhan dung estrogen, c6 th6 giAm lii:u corticosteroid.

C6c tic dgng mong mu6n crla c6c thu6c h4 tludng huy6t fti6 ci insulin), thu6c ch6ng tdng huyilt 6p

vn thuiic lqi ti6u du-o. c t ung hda boi corticosteroid vi tic dpng ha kali miu cta acetazolamid, thu6c

lqi ti6u quai, lqi ti6u thiazid, beta 2-agonist, xanthin vd carbenoxolon dugc tiing cudng.

HiQu qud cta thu6c chiing tl6ng miiu coumarin c6 th6 duo. c ting l6n,khi dtng ctdng thrvi voi
corticosteroid vi c6n theo ddi chit chE INR ho{c thoi gian prothrombin d6 trinh chay mdu tU ph6t.

O nhtng benh nhan cluqc didu tri bing corticosteroid dudng toan thdn, dtng thu6c giSn co kh6ng
kht cUc c6 th6 gay gran co k6o ddi ra benh co cAp tinh. C6c y6u ttl nguy co niy bao gdm diAu tr!
blng corticosterola leo aai vA li,5u cao, vA thoi gian li€t co k6o dii. Sg tuong t6c niy c6 nhi6u klrn

ndng xdy ra sau khi lgc m6u k6o ddi.

DO thanh thAi salicylat d th{n duoc tdng l6n c6 th6 gAy ngQ dQc salicylat khi ngimg di6u tri voi
corticosteroid vd steroid.

C6c glucocorticoid c6 th'3 ric ch6 c6c phan ung binh thuong cria co thiS dC vi khuAn t'in c6ng, diAu

quan trgng ld clAm bAo bdt kj, c6c tli6u tri ch6ng nhi6m trung phni hiQu qud vd bOnh nhdn phii duo. c

theo d6i chdt ch6.

Dtng d6ng thoi glucocorticoid voi c6c thu6c trrinh thai dudng u6ng n6n ttuoc theo d6i chAt chc vi
ndng dQ glucocorticoid trong huy5t tu<mg c6 th€ tang lOn. Cric tric dqng nhy c6 thii do sg thay d6i
trong chuyiSn h6a ho{c li6n kiSt voi protein huy6t tuong.

Thu6c khang acid c6 th6 lem gtam sinh khd dung; dtng deflazacort c6ch xa c6c thu5c khring acid it
.l ^ ..

nnat I gro.

Ei6u tri ph6i hqp voi cdc thu5c ric ch6 CYP3A, nhu c6c sdn phAm c6 chria cobicistat, dg dorin sE

ldm tang nguy co t6c dgng kh6ng mong mu6n toin thAn. N€n trrffi ph6i hqp tru khi lqiich vuqt trQi

hcrn nguy c<r t6c dpng php cta corticosteroid dirng tludng toim thAn, khi d6 benh n}ran cdn duo. c theo

d6i t5c dung phg cta corticosteroid todn thdn.

Tuong ky: Do kh6ng c6 nghiCn cr?u, kh6ng trQn lan thuisc niry voi c6c thu6c khdc.

TAC DUNG KHONG MONG MUON CUA THU6C
Crlc t6c dung kh6.rg mong mu6, c6 th6 du do6n trudc nhu rlc chti virng du6i d6i - tuy6n y6n - tuy6n
thuqng thAn li6n quan d6n t6c dung cua thui5c, fi6u luqng, thcri gian tti6u tri.

Tih xu6t theo CIOMS tlugc phdn lo4i nhu sau: R6t hay gap Q1/10); hay gap Q1/100 dtin <1/10); it
gap (>1/1000 diin <l/100); hiiSm gap (>1/10 000 diin <1/1000); r'5t ni6m gap (<1/10 000), kh6ng 16

(kh6ng thii udc tinh tir dt liQu c6 sin).
n6i logn nQi ti5t
it g4p: ric ch6 tryc ving duoi ddi-tuyln y6n-tuyiin thugng thin, v6 kinh, m4t dqng cushing.

Kh6ng 16: tc ch6 srr tiing trudng d thai nhi, hC nh6 vd thanh thi6u ni6n.

ndi lo4n chuy6n h6a vir dinh duong
Hay g{p: t6ng c6n.

it g{p: khn nlng dung. n4p carbohydrat elam.khi tnng nhg cAu di6u tri ch6ng drii th6o ducmg, git
nubC vi natri trong didu tri teng huyiit ap, m6t tai vd nhi6m kidm ha kali mriu khi dung ttdng thoi
voi c6c thui5c chri v{n beta-2 vd c6c xanthine.

Kh6ng r5: cdn b[ng calci vd protein dm tinh, ting sg thdm dn. Cdc trudng hqp hQi chrmg ly giai kh6i
u da duqc bAo crio li6n quan di5n deflazacort khi dung d cdc bQnh nh6n c6 kh6i u iic tinh vA tt,rytit

hec.

NhiSm khuAn vh nhiSm kj sinh trirng
it g[p: tiing tinh nh4y cdm_vA mric tlQ nghiCm trqng cua nhi6m khuAn voi sg ric ch6 c6c tri6u chimg
ldm sang vir drAu hiQu, nhi6m khuan co hQi, b6nh lao ti6m dn tii ph6t.

Kh6ng r5: rliErl. nfun candida.
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n5i hp co xuong vl m6 litn k6t
it gp: loing xuong, gEy xuong s6ng vA xuong dAi.

Hi6m g{p: giAm co b6p.

Kh6ng 16: ho4i tu xuong v6m4ch, vi€m g6n vi ttut gdn khi dung ddng thdi voi c6c quinolone, bQnh
co (b6. nh cAp tinh d co c6 th6 do sg tich lty cua c6c thuiic giEn co kh6ng khrt cgc), cAn bing nito 6m
tinh.
n5i to4n hQ th5ng sinh siln vl tuy6n vrfl

Kh6ng 16: kinh nguyQt kt6ng ddu.

Rdi togn tirn
Kh6ng 16: suy tim, @nh co tim phi d4i d tre dE non.

n5i bp hQ thAn kinh
it g6p: nhric <inu, ch6ng m{t.
Kh6ng 16: btin chtin, pht gai th! d he em gay tAng 6p luc nQi sq (gii u ndo) thudng sau khi ngrmg
di6u tri, dOng kinh n4ng.

R5i toSn tim thin
Cdc ptuim ilmg tdm thdn bao gim cdc rdi logn cdm x c nhr:
it g{p: chrin nan, tam trang kh6ng 6n dinh.
Kh6ng 16: c6u kinh hung ph6n, co f nghi t1r trl.

Cdc r6i logn tdm tfuin bao gim:
Kh6ng 16: hmg cim, do tudng, io gi6c, lim n{ng them benh ttim than phan [Qt.

Cdc r6i togn khdc bao gim:
it glp: r6i loqn hanh vi.
Kh6ng 15: lo #ng, r5i lo4n gi6c ngri vir ri5i loqn chirc ndng nh{n thr?c bao gdm nham lAn ve m6t tri
nhd.

Cdc nii loan li ph6 bi6n vi xiy ra d ci ngudi l6n vA tr6 em. d nguoi l<5m, tan s*it phan ulg n{ng
tluqc uoc tinh li 5-6%. Anh huong tAm lf <td <luo. c b6o c6o khi ngtmg corticosteroid; tin xuit khOng
16.

R5i to4n miit
Kh6ng 16: nhin mq t2ing 6p lgc n$i nhan, Uing nhnn 6p, pht gai thi, tlgc thty tinh th6 duoi bao sau
d{c biet le d tre em, b,€nh mach mac-v5ng mec, vi€m gi6c m4c hofc cring m4c.

R6i togn ti6u h6a
Ift6ng ph6 bi6n: kh6 ti6u, lo€t da diy, xuit huy6t, butin n6n.

IG6ng bi6t: thung lodt da diy, vi€m tuy c6p (ilic biQt d tre em), nhi6m ndm candida.

R6i to4n da vl m6 dufi da
it gap: rA- l6ng, 4n da, mgn trimg c6.

Hitim g+p: bimUm.
Kh6ng 16: teo da, gidn mao mpch.

n6i bqn toin thin
it g4p: phtr.

Kh6ng 16: l6u ldnh v6t thuong.
n6i bgn hQ mi6n dich
ii g4p: qu6 m6n bao g6m s6c phdn vQ.

R5i lo4n mrtu vl b4ch huy6t
Kh6ng 16: tnng b4ch cAu.

R6i logn mgch miu
Kh6ng 16: thuy€n tic huy6t ttr6i C& biet xay ra d nhtng b€nh nhAn c6 tinh trang co ban k6t hgp v6i
c6 xu hu6ng t?ing huy6t kh6i, hi6m khi xAy ra ting huy6t 6p nQi s9 lanh tlnh.

r\
'lt
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Cic triQu chri,ng vir d6u hiQu cria ngring itiAu tri
Kh6ng r5: viQc gidm liiiu corticosteroid qud nhanh sau khi di6u tri kdo dei co ttri! ain a6n suy thugng
th{n cdp, ha huy6t rip vi tu vong.

"HQi chr?ng cai thu6c" c6 th6 xiy ra bao g6m si5t, dau co, dau khop, vi€m mti, vi6rn kait m4c, n6t
L

s6n dau ngia vi gidrn cin. Tri€u chimg niy c6 th6 xiy ra ngay cA khi kh6ng c6 dliu hiQu cria suy
thuqng thAn.

Tic dgng theo nh5m thu5c

U t6 beo ua cr6m di duo. c b6o ciio voi c6c corticosteroid dung tluong uiing kh6c vi tld duo. c biiit li
co "tric drmg theo nh6m thu6c".

euALEUvAcAcu xt1 rni
Qu6 HAu c6p tinh kh6ng nh6t thiiit phai didu tr!. O d$ng vflt thi nghiQm dung fidu u6ng LDso l6n hon
4000 mg/kg.

DAC TiNH DI'qC LI/C HQC
Nh6m duqc l!,: Clucocorticoid dtng dudng todn thin; Md ATC: H02ABI3
Deflazacort lir mQt glucocorticoid. T6c dgng ch6ng vi€m vd tic chi5 miSn dlch cta deflazacort du<v. c
dtng trong tli6u tri c6c bQnh th6c nhau v?r co th6 so sffi voi crlc thui5c ch6ng vi6m steroid kh6c. Cric
nghi€n ctu l6m sang cho thAy ti le trung binh cua deflazacort so voi prednisolon lir 0,69-0,89.

D+C TiNH DTIqC DQNG HQC
Hiip thu: deflazacort dtng qua dudng u6ng, tluo. c h6p thu t6t.

Phdn bii: Ctlit chuyrin h6a ho4t ttQng D 21-OH d4t dugc ndng d6 dinh trong huy6t tuong trong 1,5

dtin 2 gid. N6 li6n k6t 40% voi protein vi kh6ng c6 6i lUc voi corticosteroid-globulin (transcortin).

Chuyln h6a: Deflazacort dung tluong uting ngay lip trlc duo. c bitin d6i bcri enzym esterase trong
huy6t tuong thdnh ch6t chuy6n h6a c6 ho4t tinh du-o. c lj (D 21-OH). Chuy6n h6a cria D 21-OH iit
rQng. ChlSt chuydn h6a cua D 2l -OH li deflazacort 6-beta-OH.

Thdi trtt: Thoi gian brin thd,i trong huyi5t tuong cria deflazacort ld 1 ,l d6n I ,9 gid. Sg thii trn diSn ra

cht yiiu qua than;70% lilu dtng dugc bii ti6t qua nudc ti6u.307o cdn l4i duo. c loqi b6 qua
phan. Chuy6n h6a crla D 2l-OH i5t rQng; chi.c6 18% bai ti6t nu6c ti6u h D 2l-OH. ChAt chuyi5n

h6a cta D 2l-OH, deflazacort 6-beta-OH, chiCm mQt phan ba trong nudc ti€u.

TItu CHUAN cHAr LUQNG: Ti€u chuin nhn san xu5t.

nAO QUAX: Bio qui,n noi kh6 16o, duoi 30"C.

Qtry cAcH D6nc c6I: HQp 2 vi x 10 vi6n.
g,fN DtrNG: 36 th6ng kA tu ngdy san xu6t.

TtN, DIA cHi ctJA co sd sAN xuAr rHUOc:
Medinfar Manufacturi ng, S.A.

Dia chi: Parque lndustrial Armando Martins Tavares, Rua Outeiro Da Armada No 5, Condeixa-A-
Nova,3150-194 Sebal, Portugal (86 pao ].fha).

l'i*
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