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CECORTE 6

CECORTE 18

CECORTE 30

CECORTE 36

Thu6c niry chi ding theo ilcrn thu6c

D6 xa tflm tay tr6 em

Dqc W hutfng dfin sfr dgng tru6,c khi dtng

THANH PHAN

Thdnh phdn hoat chdt;

U6i vien ndn CECORTE 6 c6 chfa:

Defla2acort................ ............6 mg

M5i vien n6n CECORTE 18 co chua:

Defla2acort................. ........, 18 mg

tr,l5i vi6n n6n CECORTE 30 c6 cht'a:
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Defla2acort................

U5i vi6n ndn CECORTE 36 c6 ch['a:

.30 mg

Deflazacorl ........36 mg

Thtmh phdn td cfuo'c:Cellulose vi tinh th6, lactose monohydrat, natri starch glycolat, magnesi.

stearat, colloidal silicon dioxyd.

DA,NG BAO CHE

Vi0n ndn.

MO ttt san phdm;
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CECORTE 6: Vi0n ndn hinh tron, mdu tring, hai mdt phing, mQt m4t khdc"6",m6t m{t trcrn.

CECORTE 18: Vi€n ndn hinh trdn, mdu tring, hai mAt phing, mOt mat khdc "18", mQt mflt

tron.

CECORTE 30: Vi6n ndn hinh trdn, miiu tr6ng. hai mat phing. mQt m4t khic "30", mQt m[t

tron.

CECORTE 36: Vi6n ndn hinh trdn, miru tring, hai m{t phdng, mQt mflt l<hdc "36", mQt m{t

tron.

CHi DINH

CECORTE duoc chi dinh d0 di0u tri chirng loan dudng co Duchenne (DMD) o bQnh nh6n ttr 2

tuOi tro'10n.

CECORTE cfrng dugc chi dinh trong nhidu trudng hcr-p md c6 thd cdn di€u trf bdng

glucocorticoicl, bao g6m:

- Phf,n v6, hen suy6n, phin f'ng qu6 m6n nghiOm trong f

- Vi6m khdp dang thAp, vi€m kh6p man tinh o trd em, dau co d4ng thAp

- BQnh lupus ban do he th6ng, viOm da co, b0nh mO li6n k6t h5n hqp (tru xo cung tohn
, ;..

the), vienl n[rt da d6ng mach, b0nh sarcoid

- Pemphigus, pemphigoid bqng nuoc, vi6m da mu hoai thu

- Hgi chtlng th4n hu thay d6i t5i thi6u, vi0m thAn kE cAp tinh

- Bqnh tim do th6p

- Vi6m 1o6t d4i trdng, b0nh Crohn 
:. :

- Vi6m mdng bd dao, vi6m dAy thAn kinh thi gi6c

- Thi6u m6u tan m6u tu mi6n. ban xuAt huy6t giim ti6u cAu v6 cdn

- BQnh b4ch cAu tdng lympho bdo c6p tinh, u lympho 6c tinh, da u tuy

- IJc chti miSn dich trong gh6p t4ng

LIEU DUNG, CACH DUNG

Deflazacort ld mQt glucocorlicoid co nguon g6c tu prednisolon vd 6 mg deflazacorl c6 hiQu lgc

kh6ng vi6m tuong duong v6'i 5 mg prednisolon hodc prednison.

L
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Li6u dung r6t kh6c nhau o c6c b6nh kh6c nhau vd c6c b6nh nhAn kh6c nhau. Trong c6c tinh trang

nghiOm trgng hon vd de doa tinh mAng. co thti cAn phAi dung li€u deflazacort cao hcrn. Khi dung

d,eflazacort lAu ddi trong c6c bOnh man tinh tuong A6i tann tinh, nOn gifi liAu duy tri th6p nh6t c6

the. C6 th6 cAn phAi tang li6u trong thd'i kj, c[ng thing hoac khi bQnh n4ng th6m.

Lidu luong nOn duoc c6 th0 hoa tuy theo chAn do6n, mirc dQ nghi0m trong cira bQnh, mric d6p

fng vh dung nap cua bOnh nhAn. NCn su dung 1i0u thAp nhAt c6 hi6u qui chAp nhQn duoc (xem

phdn Ctmh biio vii Thiin trong khi ditng thu(ic).

Lidu dtne

* Eiiu trt chftns loqn (lu'dng co Duchenne (DMD):

h'gtroi lon vd tre ant Z 2 ttrci;

Li6u khuy6n c6o ld O,9mg/kg, u6ng ngdy m6t lAn, ldm trdn t6i li6u gAn nhAt co th6 dat dugc tu sg
,4,
kdt hop cdc vi6n co hdm lur:ng kh6c nhau ctra thuOc ndy.

* Cric tru'd'ns ho'p khdc cin chi atinh slucocorticoid: f
Ngaiti l6n

pOi vOi c6c b6nh c6p tinh, 1i0u khoi dAu c6 the l6n d6n 120 mgingdy. Li0u duy tri trong hAu h6t

c6c truong hop trong khoAng 3 - l8 mg/ngdy. C6c chi d1n sau dAy chi mang tinh ch6t tham khdo:

- ViAm khop clqng thdp: Li€u dLry tri thu<rng trong khoang 3 - l8 mg/ngdy. Li6u thdp nh6t

co hiQu qud n6n duoc str dtrng vd tdng l€n ntiu cin thitit.

- Hen phA qudn: Trong di0u tri con cAp, c6 th6 cAn dirng lidu cao 48-72 mg/ngdy tuy theo

mirc d6 nghi0m trong vd gi6m dAn khi da ki6m so6t duoc ccrn. LiAu duy tri trong hen man

tinh n€n dr-rcrc di6u chinh dOn li6u thAp nhAt co th6 ki6m so6t c6c triQu chring.

- Cdc tru'itng hctp khdc: Li6u cira deflazacort php thuQc vdo d6p irng l6m sdng vd cAn dug6

di6u chinh d6n li0u th6p nhAt c6 hi6u qu6 duy tri. Li0u khoi dAu c6 th6 duoc u6c tinh tren

co sd ti lQ 5 mg prednison hodc prednisolon tuong ducrng v6i 6 mg deflazacoft

Suy gan

O benh nhAn suy gan, n6ng d6 deflazacort trong m6u c6 thO tang l6n. Do do, lidu cua deflazacort

n6n duoc theo d6i cAn th4n vd diAu chinh d6n liAu tOi tni0u c6 hiQu qui.

Suy thqn

O nhtng bOnh nhin suy thAn. kh6ng cAn co biQn ph6p phdng ngua ddc biQt ndo ngodi nhirng biQn

ph6p thucrng duoc 6p clung cr nhfrng b6nh nhAn dang di6u tri bing glucocorticoid.

i,
tl
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l'{guoi l6n tu6i

O nhirng b6nh nhin I6n tu6i" kh6ng cAn c6 biQn ph6p ph'dng ngtra d4c biQt ndo ngodi nhtng bi0n

ph6p thuong ducrc 6p dung o nhirng b6nh nhdn dang di6u tri bing glucocorlicoid. C6c t6c dung

kh6ng mong mu6n thuong gflp cua corticosteroid dung to]rn th6n c6 th6 gdy ra nhimg hflu quA

nghiCm trong hcrn cr ngtroi lon tu6i (xem phAn Cdnh bdo vd Thiin trgng khi ditng thulic).

Tre em

C6 it kinh nghiCm oe clung thu6c cho tr6 em trong c6c nghiCn ciru 16m sdng (trtr trudng hcr-p loan

dudng co Duchenne d6 n0u o tr0n).

O trd em, chi dinh glucocorticoid cfrng gi6ng nhu nguoi lcrn, nhung didu quan trong ld phii su

dr.rng hAu th6p nhAt c6 hiQu qun. Ch6 d0 lieu c6ch ngdy c6 thd thich hcr,p hcrn (xem phdn Cdnh

bdo vd Thiin trong khi ditng thtt6c).

Li0u deflazacort thudng trong khodng 0,25 - 1,5 mg/kg/ngdy. C6c goi y sau cung c6p hucrng d5n

chung:
'.*

- ViAnt kho'p man tinh d tri em: Li6u duy tri thdng thuong tu 0,25 - 1,0 mg/kg lngity. '
- HOi chti'ng thdn hu': Li6u khoi dAu thuong la 1,5 mg/kg/ngdy, sau do di6u chinh gi6m

,{.
xuong tuy theo y€u c0u lArn sdng.

- Hen phA quan: TrCn co so ti 16 hi0u h-tc, li6u khoi dAu n6n tt 0,25 - 1,0 mg/kg deflazacort

dung c6ch ngdy.

* Ng44l thtroc;

O nhirng bQnh nhAn d5 dung nhi€u h<yn li€u sinh ly cta corlicosteroid tohn thdn (kho6ng 9 mg
x'

m6i ngdy hodc tuong dr,rong) trong hcrn 3 tudn, kh6ng n6n ngirng thu6c dQt ngQt. ViQc giim li0u

nOn duoc thqc hign nhu th6 ndo phu thudc phAn l6n vdo vi6c bQnh co khA n[ng taiphatkhi gi6ar '

lidu corticosteroid todn thAn hay kh6ng. D6nh gi6 16m sdng vC tinh tr4ng bQnh c6 th6 cAn thitit

trong thoi gian ngring thu6c. N6u b6nh kh6ng co khi ndng t5i ph6t khi ngrmg di6u tr! bing

corlicosteroid todn thdn nhung kh6ng chic chin v0 viQc irc ch6 HPA, thi li6u corticosteroid todn'

thAn c6 th0 duqc giam nhanh xu6ng lidu sinh lli. Sau khi dat dtin li6u hdng ngdy tucrng duong v6i

9 mg deflazacorl, n6n giam 1i6u ch4m hon dC phgc h6i truc HPA.

Vi0c ngirng di6u tri corticosteroid todn thAn, kdo ddi d5n 3 tuAn ld thich hcr-p n6u x6t thSy bQqh

khdng c6 khi n[ng t6i phdt" Vi6c ngirng dQt ngQt cdc li0u 16n d6n 48 mg m6i ngdy cua

deflazacort, hodc tuong duong trong 3 tuAn kh6ng c6 khi n[ng d6n d6n ric ch6 truc HPA trOn
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l6m sdng o da s6 bOnh nhAn. A cdc nh6m bdnh nhdn sau, n6n cAn nhic vi0c ngung dAn dAn liQu

ph6p corticosteroid todn th6n ngay ca sau c6c liOu trinh 1i6o ddi 3 tuAn hodc it hcrn:

- Nhtng b€nh nhdn dd dung l3p lai nhi0u do,t di6u tri corticosteroid dudng todn th6n, ddc

biQt n6u dung trong hcrn 3 tuAn.

- Khi mQt liQu trinh ngin han di duoc chi dinh trong vong m6t nam k6 ttr khi ngrmg m6t

li6u trinh di6u tri ddi han (vdi th6ng hoac vdi nim).

- Nhirng bOnh nhAn co th6 co ly do kh6c gdy suy vo thuong thAn. ngodi 1i6u ph6p

corticosteroid ngoai sinh.

- B0nh nhdn dung 1i6u corticosteroid todn thdn tr€n 48 mg m6i ngdy cua d,eflazacort (hoac

tuong duong).

- Benh nhAn dung nhiOu lAn vdo luOi t6i.

Crich dtne

Dung duong u6ng.

CHONG CHi DINH f

Nhi6m trirng todn thAn tru'khi 6p dung 1i6u ph6p ch6ng nhiSm trung cp thr5.

Qu6 mAn vdi hoat chAt deflazacort hodc U6t t<y t6 cluoc ndo cira thu6c.

B€nh nhAn duoc chhng ngira virus s5ng.

cAxs sAo va rHAN TRoNG KHr DUNG THUOc

Cac lac dung kh6ng mong mu6n c6 th6 duoc gi6m thi6u bing c6ch su dung li6u th6p nh6t c6

hi6u quA trong thoi gian t6i thi6u, vd bdng c6ch su dung 1i6u cAn hdng ngiy nhu mQt 1i6u duy

nhAt vdo mdi bu6i s6ng hodc nhu mdt li0u duy nhAt vdo c6c bu6i sdng c6ch ngdy bAt cri khi :

ndo c6 th6. CAn phAi xem xdt benh nhdn thuong xuy6n Ae aieu chinh 1i0u pht hqp v6i tinh

trang cira b0nh (xern phdn Liitr ctitng, Cdch ctimg).

U'c ch6 tuy6n thu'o'ng thfln

Teo v6 thuong thAn ph6t tri6n trong thoi gian di6u tri k6o ddi vd c6 th6 t6n tai trong nhi6u

ndm sau khi ngung di6u tri. Do d6, vi6c ngung su dung corticosteroid sau khi di6u tri k6o ddi

phii lu6n tt'tu de trdnh suy thuong thAn c6p co th0 gAy tu vong, gidm d6n sau nhiAu tuAn hodc
, .l

nhiCtr th6ng ttr1, theo li6u luong vd thoi gian di6u tri. Trong thrri gian di6u tri kdo ddi, UAt t<y

b0nh tat, chAn thuong ho4c thu thudt phAu thudt nio cfrng s0 y6u cAu tdng lii:u t4m thoi. N6u

dd ngirng si'dung corticosteroid sau khi diOu tri kdo dhi, c6 th6 cAn dung 1ai t4m thoi.
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Tfc dgng ch6ng vi6m / ri'c ch6 miSn dich vi nhi6m trtng

Vi6c fc ch6 phan t'ng vi6m vd chtlc ndng miSn dich lam tdng tinh nh4y cdm vdi cdc benh '

, 'inhiem trung vir muc d6 nghiCm trong cua chirng. Bi6u hi6n l6.m sdng thuong kh6ng di6n hinh

vd c6c bQnh nhi6m trung nghiOm trong nhu nhiSm trung huy6t va b€nh lao c6 the bi che l6p vd
, ,;, ;'

co th€ chuy6n sang giai doan ndng truryc khi duoc nh6n bi6t.

B0nh thuy dAu ducrc quan tdm dqc bi6t vi cf,n bQnh binh thuong ndy co th6 gdy tir vong d

nhirng bqnh nhdn ttc ch6 mi6n dich. B6nh nhdn (hopc cha me cira trd em) kh6ng c6 ti6n su 16

rdng vd b6nh thuy diu n6n cluoc khuydn tr6nh ti6p xtic gAn v6i ngudi mac bQnh thuy ddu ho4c
:.

herpes zoster vh neu ti6p xirc. ho n6n di kh6m bOnh ngay. Nhtng bQnh nhdn kh6ng co miSn

dich dang dtng corticosteroid todn thdn hoic nhfr'ng nguoi d6 su dung corticoid trong vong 3

th6ng tru6c d6 cAn dtroc chung ngira thtr d6ng v6i varicella zoster immunoglobulin (VZIG);

thu6c niy n6n dtrcvc ti0m trong vdng 10 ngdy kC tir ngdy ti6p xuc v6i b6nh thuy dpu. Ntlu chAn

do6n b€nh thtry dAu duoc x6c nhAn. b6nh nhdn cAn duoc cham s6c chuy6n khoa vd di6u tri

ngay. Kh6ng n6n ngung corticosteroid vd c6 th6 phai tang li6u.
f

B6nh nhin n6n duoc khuy6n c6o ddc bi6t cAn thdn d€ tr6nh ti6p xric v6i bQnh soi vd tim d6n

b6c si ngay ldp tirc n6u bi phoi nhi6m. C6 the cAn du phong bing immunoglobulin ti6m bAp.

Kh6ng n6n ti6m v[c xin s6ng cho nhtng nguoi bi suy giim khd n[ng d6p tlng. Phtn img cua

kh6ng th€ d6i v6i c6c loai vic xin kh6c c6 th6 bi giArn di.

Riii to4n thi giic

R5i loan thi gi6c c6 th€ duoc b6o c6o khi sir dung corticosteroid todn thAn vd tai ch6. Ntiu

b€nh nhAn c6 ofc tri€u chfng nhu nhin m<y hodc cdc r6i loan thi gi6c kh6c, b€nh nhdn n6n

dtro-c xem xet chuyOn d6n bdc si nhf,n khoa d0 ddnh gi6 c6c nguy6n nhAn c6 th6 x6y ra, bao

g6m duc thuy tinh th6, tdng nhdn 6p hodc c6c b6nh hi6m gap nhu bdnh hac v6ng mac trung

tAm thanh dich (CSCR) dd tirng cluoc b6o c6o sau khi sir dung corticosteroid todn thdn vd t4i

ch6.

Su dqng glucocorticoid k6o ddi c6 th€ gAy dgc thrJry tinh th6 duoi bao tai cuc sau, b6nh tdng

nhdn 6p v6i khi ndng gAy t6n thuong cdc dAy thAn kinh thi gi6c vd c6 th6 tdng nhiSm trung'

mat thri'ph6t do n6rn hodc vi rtt.

Vi6c su dung thu6c trong b6nh lao hoat ddng n6n duoc han cn0 e6i vdi nhirng trucrng hqp

b6nh lao giai doan cu6i ve lao lan t6a, trong d6 deflazacofi duoc su dung AC AiCu tri v6i ph6c

d6 ch6ng lao thich hcrp. N€u glucocofiicoid ducyc chi dinh cr nhirng b6nh nh6n mic b6nh lao
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tiAm An ho{c ph6n ung lao t6, cdn phii theo ddi ch[t ch6 vi bQnh c6 th6 t6i ph6t. Trong thdi

gian di6u tri glucocorticoicl k6o ddi, nhfrng b0nh nhAn ndy n6n duoc sir dung thu6c dq phdng.

Vi6m gAn vd dut gfln ld t6c dung phu da bi6t cua nh6m glucocorticoid" Nguy co xAy ta cdc

phin ring nhu v6y co th6 tdng 10n khi dung d6ng thoi c6c quinolon (xem phdn Tdc d4ng kh6ng

mong mtbn\-

U tuy thuong than kich ph6t, c6 th€ gdy ttr vong, c16 ducvc b6o c6o sau khi dtng corlicosteroid

todn thdn" Chi nfln su dung corlicosteroid cho nhirng bQnh nhdn nghi ngo hoflc dd x6c dinh

dtroc b6nh r-r tuy thuong thAn sau khi di d6nh gi6 nguy co/loi ich (xem ph6,n Tdc dttng kh1ng

mong mtr6n).

D[c biQt thfin trong

CAc tinh trang 1Em sdng sau diy doi hoi su thAn trong dac biqt vd cAn theo d6i bQnh nhAn

t1'ruong xuy0n:

- Bqnh tim ho[c suy tim sung huydt (ngo4i trtr trudng hqp bQnh tim do thAp), tSng huy6t

6p, huytit khoi tac mach. Glr.rcocorticoid c6 th6 g6y giir mu6i vd nu6c vdr tdng bdi titit kali. f

C6 thC cdn han cne mu6i trong ch5 c16 5n u6ng vd bd sung kali.

- Vi€m da cldy hodc vi6rn thuc quAn. vi€m ru6t thira. vi6m lodt c14i trdng n6u c6 khi ndng

x6y ra thung, 6p xe ho[c nhi6m trung sinh mu, m6i n6i ru6t, 1o6t da dity td trdng ho?t

dQng hoflc ti6m An.

- DAi th6o duong ho4c ti6n su gia dinh mic d6i th6o duong.

- Lodng xuo'ng, nhuoc co, suY thAn.

- cim xirc kh6ng 6n dinh ho6c co khuynh hr.rong loan than, dQng kinh.

- TiAn su benh ccv do corticosteroid.

- Suy gan.

- Suy gi6p vd xo gan co th6 ldm tdng dnh hucrng cua glucocorticoid.

- Herpes sirnplex o mit vi c6 th6 bi thtrng gi6c mac.

B6nh nhAn vd / hodc ngugi chdm s6c nOn dugc canh b6o rir-tg co th0 xdy ra circ phin img c6

hai vO tAm thAn nghi€m trong v6i steroid todn thAn (xem phAn Tdc dqng kh6ng mong mu6n).

C6c tri6u chrllg thuong xuAt hi0n trong vdi ngdy ho[c vdri tuAn sau khi bat dAu di6u trf . Nguy

co c6 th6 cao hiyn khi dung lidu cao/todn thAn (xem thdm phAn Ttrong tirc thu6c,1dm tdng

nguy co t6c dung phU) m4c du mirc li6u khdng cho phdp dg do6n ,6 sg khcri ph6t, 1o4i, mric

dQ nghi6m trong ho[c thoi gian cua phdn irng. HAu hOt c6c phin ring h6i phpc sau khi gi6m

li6u hoqrc ngung thu6c, m{c dir co th6 cAn phii di0u tri dac biqt. Bqnh nh6n/nguoi chdm s6c
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n$n ducyc khuy6n khich di khim n6u ph6t tri6n c6c tri6u chimg tdm l;f 1o l6ng, d4c biQt n6u

tdm trang ch6n nan holc nghi ngo co y dinh tp tu'. BQnh nhin/nguoi chdm s6e cfrng n6n cAnh

, A., , 1

gi6c voi cdc roi loan tAm thAn co th6 x6y ra trong hodc ngay sau khi giim liCu/ngtrng str dpng

steroid toirn thdn, mdc dir c6c phan r.lng nhu v6y dd duoc b6o c6o kh6ng thucrng xuy6n.

CAn phdi dac biqt thin trong khi xem xdt vi0c su' dr-1ng corticosteroid todn thdn o nhirng bQnh

nhAn md bdn thdn ho hoflc nguoi thAn truc h0 cira ho dang bi ho4c co tiOn su mic bqnh r5i

loan cirm xirc n6ng. bao g6m benh trAm cdm hodc r6i loan ludng cgc vd chri'ng r6i lopn t6m

thAn do steroid tru6'c dci.

Glucocorticoid duoc bi0t ld g6y kinh nguy€t khdng dOu vd tdng bach cAr, cAn thQn trgng khi

diing deflazacorl.

T16 em

Corlicosteroid gAy ra st1 chAm ph6t tri0n c6 li6n quan d6n li6u luqng 0 tre so sinh, tr6 nho vd

thanh thi6u ni6n vd co thd kh6ng hdi phgc.

f
B0nh co tim phi dai da duo'c b6o ciio sau khi dung glucocorticosteroid tohn thAn <v tr6 sinh

non. O tre so sinh dung glucocorticosteroid todn thAn, si6u flm tim nOn duoc thuc hiqn dC theo

d6i c6u trirc vir chilc ndng co tim (xem phAn Tdc dtrng kh1ng mong mutin).

Ngud'i ld,'n tu6i

C6c tdc dung ngoai y thtrong gap cua cofiicosteroid todn thdn co th6 ti6n quan d6n h4u qui

nghiOm trong hon o nguoi l6n tu6i, d4c bi€t ld loing xuong, tdng huytit 6p, ha kali m6u, ti6u

dudng, aE Ui ntiiSm trung vh mong da. CAn gi6m sdt 16m shng ch{t ch6 de tranh c6c phdn img

nguy hi6m d6n tinh mang.

Vi c6c bi6n chirng cua 1i6u ph6p glucocorticoid php thuQc vdo li6u lugng vd thoi gian diAu tri,

n6n dtng li6u thAp nh6t co th€ vd d6nh gi6 vd nguy co / loi ich vC vi6c c6 nOn sir dr,rng liQu

:-
ph6p ngat qudng hal khong.

Theo kinh nghiQm sau luu hdnh, h6i chung ly giAi kh6i u (TLS) dd duoc b6o c6o o nhirng .

bQnh nhAn cO kh6i u 6c tinh ,e huyet hoc sau khi str dung deflazacort mdt minh hoac k6t hqp

v6i c6c thu6c h6a tri li6u kh6c. Nhfr'ng b6nh nhin c6 nguy co TLS cao, chdng h4n nhu nhirng

b0nh nhin c6 ti lQ t[ng sinh cao, kich thudc kh6i u lcvn vd nhay cim cao voi ctrc ttrc nhdn gty

dQc t6 biro, cAn ducyc theo d6i chflt che vd thr,rc hi6n c6c bi6n ph6p phong ngtra thich hcr,p (xem

ph\nTdc ct4ng kh6ng mong muOn).

L
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CECORTE c6 chua iactose. BCnh nhdn co vAn d0 di truy6n hi6m gip ve dung nap galacrose,

thi6u hut lactase todn phAn hodc k6m hAp thu glucose - galactose kh6ng n6n dirng thu6c niry.

StI UUNC THUOC CHO PHU NU CO THAI VA CHO CON BU

Phg nir c6 thai

M6i loai corticosteroid co kha ndng qua duoc nhau thai kh6c nhau, tuy nhi€n, d,eflazacort co

qua nhar-l thai.

Str dung corticosteroid cho d6ng vqrt mang thai co th0 gAy ra cdc bAt thucrng vC ph6t tri6n cua

bdo thai bao g6m ho'hdm 6ch, chAm ph6t tri6n trong tu cung vd 6nh hucrng d6n sq t[ng trucrng
.,1

va ph6t trien cira n5o. I(h6ng c6 bdng chung cho thAy corticosteroid ldm tdng ti 16 mic cac b6t

thuong bAm sinh. ching han nhu ho hdm 6ch / mdi o nguoi. Tuy nhi6n, khi dung trong thoi

gian ddi hodc nhi6u lAn trong thdi kj,mang thai, corticosteroid c6 th6 ldm tdng nguy co ch4m
, .i

phAt trien trong tir cr-rng. Theo ly thuy6t, suy tuy6n thuong thdn co th6 xdy ra 0 tr6 so sinh sau

khi ti0p xric v6i corticosteroid tru6c khi sinh nhrmg thucrng tr,r khoi sau khi sinh vd hi6m khi
qtlan trong v6 mat lAm sdng. Nhuvoi tdt ca cdc loai thu6c. cor-ticosteroid chf n6n duoc kC donf
khi lqi ich cho me vd con l6n hon nguy co. Tuy nhi6n, khi corticosteroid ld cAn thi6t, b6nh

nhAn c6 thai binh thuong co th€ duo-c di€u tri nhu th€ ho dang cr trang th6i kh6ng mang thai.

Phg nfi'cho con bri

Corticosteroid duoc bdi ti0t qua sira me, mdc du khdng c6 sin dti'liQu vd deflazacorl. Li6u l€n
,i :.
den 50 mg moi ngdy cua deflazacort kh6ng c6 khd ndng g6y ra cdc t6c dung todn thdn <y tr6 scy

sinh. Trd so sinh cLra nhimg bd rne dung liOu cao hon mirc ndy c6 th6 bi ric ch6 tuytin thucrng

thAn nhmg loi ich cua vi6c nu6i con bing sira me c6 th6 vucrt tr6i hon U6t t<y nguy co ly
.. i
iltuyet nao.

Khfr nlng sinh srin

K1i6ng co dir li6u v0 dr-rh huo'ng c[ra deflazacort l0n kh6 nang sinh s6n.

AXU HUONG CUE THUOC TTX TTTA NANG LAI XE, VAN HANH VTAY MOC

Anh huong cua corticosteroid 16n khd nang l6i xe vd vAn hdnh m6y m6c chua duoc d6nh gi6 ,

m6t c6ch hC th6ng. Chong mflt ld rndt t6c dung kh6ng mong mu6n c6 th6 xiry rasau khi di6u

tri bing deflazacort. Neu bi Anh huong. b6nh nhAn kh6ng n6n 16i xe hodc vQn hinh m6y m6c.

TTJONG rAc ruuoc
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CAn thUc hi6n c6c biqn ph6p phong ngua tuong tu nhu d6i v6i c6c glucocorticoid kh6c.

Deflazacorl duoc chuyen hoa o gan. KhLry6n c6o tirig li0u duy tri cua deflazacort n6u dtrng

d6ng thoi c6c thu6c gAy cam ftng men gan, vi du: rifampicin, rifabutin, carbamazepin,

phenobarbiton, phenytoin, primidon vh aminoglutethimid. D6i vdi c6c loai thu6c ric ch6 men

gan, vi du: ketocon azol co the giam li6u du1' tri cira deflazacort'

O nhirng b€nh nhdn dung estrogen. li€u corticosteroid co the gidm.

T6c dung mong mu6n cua thu6c ha duong huyOt Ge ca insulin). thu6c ch6ng tang huyOt 6p vd

thu6c lqi tieu bi doi kh6ng boi corticosteroicl vd tdc clpng h4 kali huy6t cba acetazolamid,

thu6c loi ti6u quai. thu6c lqi tieu thiazid. thu6c chu v0n beta2, xanthin vd carbenoxolon duoc

tdng cudng.

HiQu qufl cta thudc ch6ng ddng coumarin c6 th6 dugc ndng cao khi di6u tri d6ng thdi v6i

corticosteroicl vd cAn theo d6i chat che NR hoic thoi gian prothrombin d6 trAnh chdy m6u tu

ph6t.

O nhirng bQnh nhAn duoc didu tri bang corticosteroid todn thAn, str dqng thu6c giSn co kh6ngf

khu cuc co th6 dfin d€n gian co keo ddi vd bQnh co cAp tinh. C6c y6u tO nguy co cua didu ndy

bao g6m di6u tri corticosteroicl 1i0u cao vd k6o ddi, vd thcvi gian liQt co k6o ddi. Tucrng t6c nhy

c6 nhieu kha n[ng xdy ra sau khi tho m6y k6o dii (ching han nhu trong phdng di0u tri tfch

cqc ITU).

SU thanh thdi cua salicylat cr th4n tdng 10n khi dung cotlicosteroid vd vi6c ngimg su dpng

steroid c6 th6 d6n d6n nhiSm d6c salicylat.

Vi glucocorticoid c6 thO ngan chan c6c phdn img binh thucrng cta co th6 trudc su tAn c6ng

cua c6c vi sinh vdt, didu quan trong ld ph6i dim bao rang b6t kj'liQu ph6p ch5ng nhiSm trtng '

ndo cfing co hiQu qud vd n$n theo d6i b6nh nhAn chat ch6. CAn theo d6i chAt ch6 viQc su dqng

d6ng thoi glucocorticoid vd thu5c tr6nh thai duong udng vi n6ng dQ glucocorticoid trong

huy6t ttrcrng co th6 tang l€n. Tac dung ndy co th6 do thay ddi chuy6n hoa hodc 1i6n k6t v6i

protein huytit thanh. Thu6c kh6ng acid c6 thti ldm giam sinh khi dirng; n6n ding deflazacort .

vd thu6c kh6ng acicl c6ch nhau it nh6t 2 gio.

DiAu trl d6ng thoi voi c6c chAt irc ch0 Cyp:A, bao gdrn cd citc sdn phAm co chira cobicistat,

dugc cho la sE ldm tdng nguy ccr xay ra ctrct6c dt-rng phu toirn thAn. N6n tr6nh ph6i hqp thu6c

tru khi lqi ich mang lai cao hon nguv co tdng t6c dung phu corlicosteroid todn thAn, trong

trydng hqp ndy benh nhAn cAn ducyc theo ci6i ue tac dpng php cia corlicosteroid todn thAn.
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TAC DUNG KHONG MONG MUON

Ti le c6c tfc dung khdng mong mr5n co th0 dg do6n truoc. bao gOm irc ch6 vung duoi ddi-

,{^
tuyen yen-tnuong th6n tuo-ng quan v6i hiqu IUc tuong d6i cua thu6c, 1i6u lugng; thdi gian

dung thu6c va rhdi gian di6u tri (xem phin Canh bao vtt thtin trong khi cti,rng thu6c).

TAn suAt cua tirc dring khong rnong muon duoc quy uoc sau ddy: RAt thucrng gap (> 1/10),

Thuong gap (Z 1/100 d6n < 1/10); it gap (Z 1/1.000 d6n < 1/100); hiOm gap (> 1/10.000 dOn <

1/1.000); r6t hi6m g+p (< 1/10.000); khOng 16 (kh6ng th€ u6c lugng tir s6 liQu hiQn c6)'

HQ ccr quan T6n sudt Tric dung kh6ng mong mu5n

n6i lo4n nOi ti6t i eap IJc ch6 truc du6i d6i{uy6n yOn-thuong thin, vd

kinh, hQi chung Cushing

Kh6ng rO ChAm ph6t tri0n o tr6 so sinh, trd em vir thanh

thi6u niOn

ROi loan chuy6n

hoa vh dinh dudng

Thuong gflp Tang cAn

it gap Suy giim khd nang dung nap carbohydrat v6i tdng

nhu cAu didiu tri ch6ng d6i th6o dudng, giir natri vd

nuoc kdm theo tdng huy6t 6p, mdt kali vd nhi6m

kiOm ha kali m6u khi dung d6ng thoi v6i thu6c

chu vdn beta2 vd xanthin.

Khdng rd Cdn bing protein vi calci Am, tdng cAm gi6c thdm

dn. C6c trudng hqp hQi chirng ly gi6i kh6i u da

clr-roc b6o c6o 1i6n quan d6n defl.azacort khi su

dung cho bQnh nhAn c6 kh6i u 6c tinh ,C frr',yt5t

hoc (xem phdn Canh bdo vir thdn trong khi dilng

thudc).

NhiSm vd nhi6m

trtrng

it eap Tdng tinh nhay c6m vd mric dQ nghiOm trgng cira

nhi6m trung v6i su che dAu c6c tri6u chring vd d5u

hiQu lim sdng, nhi6m trtng co hQi, tAi phdt bQnh

lao khdng ho4t dQng (xem phAn Canh bdo vd thdn
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treng khi dilng

Nhi6rn candidaKh6ng 16

Lodng xucrng, gay xuong d6t s6ng vir xucrng ddi'
sapit

Suy mdn ccr.Hi6rn gflp

Hoai tu xuong do thiOu m6u, viOm gAn vd dtrt gAn

khi dung d6ng thoi vcri quinolon (xem ph6'n Cdnh

bdo vd thQn trong khi ditng thu6), bQnh co (bQnh

co cAp tinh co th€ do thu6c gi6n co khdng khu cgc

- xem ph|,n Tmtng t(rc thu(ic), cAn bing nito 6m'

Kh6ng rd

R6i loan hq ccr

xLlong vd m0 li6n
. i.
Ket

I(inh nguyQt khOng dOuKhdng 16R5i loan nguc vd

hQ sinh sf,n

Suy tim. bdnh ccv tim phi d4i o tre sinh nonKh6ng rdROi loan tim

Dau ddu, chong mdtit eap

Bdn chdn, tdng 6p lgc n6i sQ v6i phu gai thi 6 tre

em, thudng sau khi ngung di6u tri, ldm trAm trong

th6rn benh dQng kinh'

Kh6ng 16

R6i loan hC thAn

kinh
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M6t loat ciic ph6n fng t6m thAn bao g6m c6c r6i
loan cdm xric nhu:

it g4p: tAm trang ch6n n6n vd kh6ng 6n dinh.

Kh6ng r5: c6u kinh, hung phdn, c6 y dinh tg tir.

Cdc phan ung loan th6n bao g6m:

Kh6ng 16: hung cdm, 6o tucrng, ito giitc, trdm
trong th0m bQnh t6m thAn ph6n li6t

C6c phin fng kh6c bao g6m:

it gdp: r6i loan hdnh vi.

Kh6ng 16: 1o l6ng, r6i loan gi6c ngu vd r6i loan

chric nang nhAn thric bao g6m hi l6n vd chimg hay

qu6n dd duoc b6o c6o.

Phin irng pn6 Uien vd co th6 x6y ra o c6 nguoi l6n
vd tr6 em. O nguoi lcrn, tAn suat c6c phin img

nghi€m trong duoc u6c tinh ltl 5-6%. C6c t6c dQng

tdm ly dd duoc b6o cdo khi nglmg su dung

corticosteroid; tAn s5 kh6ng x6c dinh.

R6i loan mit Kh6ng rO Nhin mo (xem phAn Cdnh hdo vd thQn trong khi

dilng thu(ic), tf,ng 6p luc n6i nhdn, tdng nhdn 6p,

pirir gai thi, duc rhiry tinh thC du6i bao tai cqc sau

dac biQt o trd em, hic vdng mac (xem phdn Cdnh

bdo vd than trong khi rti,tng thuric), m6ng hodc xo
cung gi6c mac, dcrt c6p cta c6c bOnh do virus ho6c

nAm o rlit.

it eip Kh6 ti6u, lo6t da ddy, xuAt huy6t, bu6n n6n
R6i loan hC ti6u

h6a

Kh6ng rd Thtng da ddy t6 trdng, vi6m tuy c6p (dac bi€t o tr6

em), nhi6m Candida.

R6i loan da vd m6 it gap RAm l6ng. ran da, mun

R6i loan tdm thAn
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du6i da Hi6m gap BAm tim

Kh6ng rO Teo da, gidn mao mach

Rdi loan todn thin

vd tinh trans tai noi
.:

dung thuoc

it eap Phu n0

Kh6ng rO VCt thuong 16u ldnh

^.{. ^ .:t(ol loan he lnlen

dich

it gap Qu6 m6n cAm bao gdm phAn vQ dd duoc b6o c6o

ROi loan m6u vd h0

bach huv6t

Kh6ng rd Tdng bach cAu

ROi lo4n mach mdu Kh6ng rd Thuy6n tic huy6t t<nOi Cac biCt 0 nhfrng b0nh nh6n

c6 c6c b6nh l;f n6n li6n quan d6n xu hucrng tdng

huy€t t<tr6i, niem g[p t[ng hr-ry6t 6p nQi so ldnh

tinh.

C6c d6u hiQu vdr

triOu chfng cai

', i
tnuoc

Kh6ng 16 Vi6c giim lidu corticosteroid qu6 nhanh sau thdi

gian di6u tri keo ddi co th6 dAn toi suy thugng

thAn cAp tinh, ha huyOt 6p vd tu vong (xem phAn

Cdnh bdo vd than trQng khi dirng thuOc).

"H6i chirng cai thu6c" c6 th6 xity ru, bao g6m s6t,

dau co, dau kh6p, vi€m mfri, viOm k6t m4c, cdc

n6t rnAn d6 trdn da vd sut cdn. DiAu ndy c6 thd xdy

ra d nhfr'ng b6nh nh6n ngay cA khi kh6ng c6 bdng.
.i

chfrng cia suy tuydn thuqng thAn.

PhAn ilng nh6m

thu6c

U tuy thuong thdn kich phdt dd duryc b6o c6o v6i

c6c corticoid todn thAn kh6c vd duoc bitit ld phdn
,:

ung crra nnom tnrroc.

QUA LIEU vA CACH xU,TRi

Kh6ng cAn phAi di6u tri trong tru'drg hs'p qLr6 li6Lr cAp tfnh. LD56 cho li6u u6ng ld l6'n ho'n

4000 mg / kg 6 d6ng vdt thf nghi6m.
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Dac riNH Duqc tuc HQC

Nh6m dugc ly: Corticoid todn thAn; Glucocorticoid

Tr[c dgng dugc l;i:

L

Deflazacort ld mOt glucocorticoid. T6c dung chdng vi6m vd irc chti miSn dich ctra n6 dugc sir

dung trong dieu tri nhi6u loai bqnh vd c6 th€ so s6nh v6i c6c steroid ch6ng vi6m kh6c. C6c

nghi6n cilu 16m sdng d6 chi ra ring ti 16 hiqu lgc trung binh cua deflazacorl so v6i prednisolon

ld 0,69-0,89.

E+C riNH Dtrqc DQNC HQC

HAp thu

Deflazacort dung duong u6ng duoc hAp thu t6t.

Phffn b6 
f

ChAt chuy$n h6a c6 hoat tinh D 21-OH dat duoc n6ng dQ dinh trong huy6t tuong trong 1,5

d€n 2 gio. Ti lq 1i0n kOt voi protein ld 40% vd thudc khdng co 6i luc v6i globulin gan

corticosteroid (transcortin).

Chuy6n h6a

Deflazacort dung duong u6ng duoc chuy6n h6a ngay l4p tirc bcvi c6c esterase huy6t tucrng

rhdnh chAt chuyOn hoa c6 hoat tinh cluoc li (D 21-OH). ChAt chuy6n hoa ndy sau d6 duoc

chuy6n hoa gAn nhr-r hoirn todn thdnh deflazacort 6-beta-OH'

Thfri trit

Thoi gian b6n thii trong huy6t tuong l.i 1,1 dOn 1,9 giir. Qu6 trinh ddo thii diSn ra chti ytlu

qua thAn; 70% lidu dirng duoc thAi trir qua nu6c ti€u. 30% con lai dugc thii trir qua phdn. Sy

chuy6n h6a cua D 21-OH diSn ra rdng rdi; chi c6 18% D 21-OH hiQn diqn trong nu6c ti6u. ,

Ch6t chuy6n h6a cira D 2l-OH, deflazacort 6-beta-OH, dai diqn cho m6t phAn ba lugng thu6c .

.l
thar tru qua nu0c ileu.

QUY CACU DONG GOI

Vi bAm nhdm - lh$m. HOp 3 vi hodc 5 r,i hoSc 6 vi ho[c 10 vi x 10 vi6n kdm theo to hudng d6n
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Chai nhua HDPE. Chai 30 hoac 50 vien hodc 60 vien hoac 100 vien kdm theo td hucrng dan su

dung"

EIEU KIEN BAO QUAN

Noi kh6. nhiet dO kh6ng qu6 30"C, tr6nh 6nh s6ng'

HAN DUNG

36 thdng kC tu nga.v sAn xudt.

TIEU CHUAN CHAT LU'qNG

Ti6u chuAn c0 scy.

rEx, EIA CHi CUA Co So SAN xuAr rHU6c

COXC TY C6 PHAN D{IO. C PHUC VINH

Dia chi: LO CN4-6.2 KCN Th4ch fhAt - Qu6c Oai, x6 Phirng X6, hu

Tp. Hd NOi

DiQn tho4i : 024 3559 6583

NGAy xEM xEr SUA uOI, cdr NHAT NQI DUNG HTIONG DAN stJ uUNc THUSC

Hd Ndi, ngiry 23 thdng l2 ndm 2021

TONG GIAM DOC

DAO DiNH NANC
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