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Rx Thuac nay chiding theo don thuéc

DEFLACOR

Vién nén Deflazacort 6 mg, 18 mg, 36 mg

*

D . !I‘;lH U0 &EQM@ g truoc khi dimg

Dé Xg _

Thong de sV hodc duwoc sTnhimg tdac dung khong mong muon gip phai khi sir dung thuoc

Sur dung 1T dang bio ché v ham hrong thich hop véi liéu dwoe chi dinh

THANH PHAN VA HAM LUQNG
Moi vién nén c¢o chira:

Hoat chiit:

Vién nén Deflazacort 6 mg: DeflaZaeort . vessmsssms 6 mg.

Vien nén Deflazacort 18 mg:  Deflazacort..................... 18 mg.

Vien nén Deflazacort 36 mg:  Deflazacort..................... 36 mg.

Td dwoe: Cellulose vi tinh thé 102, lactose monohydrat 100, crospovidon XL, magnesi
stearat.

DANG BAO CHE v

Vien nén Deflazacort 6 mg: Vién nén mau trang, hinh tron. hai mit phing, mot mit duge
dap chim chir “H”, mot mat ¢6 vach ngang, canh va thanh vién lanh lan.

Vién nén Deflazacort 18 mg: Vién nén mau trang, hinh tron, hai mat phiang, mot mat dugc
dép chim chir "HERA™, mt mat c¢6 vach ngang, canh va thanh vién lanh lin.

Vién nén Deflazacort 36 mg: Vién nén mau tring, hinh tron, hai mat phang, mot mat duge
dap chim chir "HERA™, mét mdt ¢6 vach ngang, canh va thanh vién lanh lan.

CHI PINH

Deflazacort duoc chi dinh dé diéu tri loan dudng co Duchenne (DMD) ¢ nhirng bénh nhan
2 tudi trar 1én.

LIEU DUNG VA CACH DUNG

Ddnh gid trudc khi dung liéu deflazacort diu tién:

Thuc hién tat ca cac mui tiém phong theo hudng dan tiém phong trudce khi bat dau dung
deflazacort. Str dung vic xin sdng giam doc luc hodc vic xin séng it nhat 4 dén 6 tuin
trude khi bat dau dung deflazacort.

Liéu diing:

Liéu khuyén cdo khoang 0.9 mg/kg x 1 lan/ngay.

Diéu chinh liéu néu dimg chung véi cdc chit icc ché va cdc chit cam iing CYP3A4:
Cdc chat irc ché CYP3A44

Dung 1/3 liéu khuyén cdo khi phéi hop deflazacort véi cac chit tre ché CYP3A4 trung binh
hoac manh.

Cdc chdt cam itng CYP344

Tranh dung deflazacort véi cac chit cam tng CYP3A4 trung binh hodic manh.

Déi trong diic biét:

Tre em

Tinh an toan va hi¢u qua cua deflazacort trong diéu tri DMD da dugc thiét 1ap & tré em 2
tudi tror 1én. Chura thiét 1ap tinh an toan va hiéu qua & tré em dudi 2 tudi.

Ngutoi cao tudi

DMD la mot bénh ph6 bién & tré em va nguoi tré tudi; do do, khong co kinh nghiém dung
deflazacort & ngudi cao tudi.

Bénh nhan suy thdn

Trang 1/9



https://trungtamthuoc.com/

Khong can diéu chinh liéu & nhitng bénh nhan suy than nhe, vira hodc ning.

Bénh nhdn suy gan

Khong can diéu chinh liéu ¢ nhimg bénh nhan suy gan nhe hodc vira. Khong cé kinh

nghié¢m trén 1dm sang & nhitng bénh nhan suy gan ning va khong thé dua ra liéu dung

khuyén cdo cho nhitng bénh nhén suy gan ning.

Cich ding: '

Thude dung theo duong udng, ¢o thé udng cung hodc khong cung va&i thire an.

Khong dung deflazacort voi nude ép budi.

C6 thé ubng nguyén vién hodc nghién nat va udng ngay sau khi tron véi sdt téo.

Ngung diéu tri:

Phai giam liéu tir tir néu di dung thude trong mot vai ngay.

CHONG CHI PINH

Chéng chi dinh deflazacort & nhitng bénh nhan qua man véi deflazacort hay bt ky cac ta

dugc nao cua thude. Céc trudng hop qua man, bao gdm phan vé, da xay ra & nhirng bénh

nhan dang diéu tri corticosteroid.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Thay dbi chire ning nji tiét

Cic corticosteroid nhur deflazacort ¢6 thé gay ra nhimg thay doi chirc ning néi tiét nghiém

trong va de doa tinh mang, dic biét néu sir dung kéo dai. Céan theo ddi bénh nhan vé hoi

chimg Cushing. ting dudng huyét va suy tuyén thuong than sau khi ngung deflazacort.

Ngoai ra, nhitng bénh nhan bj suy tuyén yén, suy tuyén thuong thén nguyén phat hodc ting

san thuong than bam sinh, chire nang ‘tuyén giap thay do6i hodc u tiry thuong than co thé

tang nguy co gip nhing bién ¢ noi tiét bt loi.

Nguy co suy tuyén thuong than sau khi ngung dung corticosteroid

Cac corticosteroid gay e Chc thuan nghich truc dudi ddi - tuyén yén - tuyén thuong thin

(HPA), ¢ kha nang tién trién thanh suy tuyén thugng than thir phat sau khi ngung diéu tri

bang corticosteroid. Suy tuyen thuong than cép co thé xay ra néu ngung dung céc

corticosteroid dot ngdt va co thé din dén tir vong. Mirc do va thorl gian tién trién suy vo

thugng thin khac nhau gitra cac b¢nh nhan va phy thude vao liéu, tan suét va thoi gian dleu

trl corticosteroid. Giam nguy co bing céch giam (r tr lidu corticosteroid khi ngung diéu
Tuy nhién. tinh trang suy giam nay co thé ton tai sau khi ngung qua trinh diéu tri

cortlcostermd dai ngay trong nhiéu thang, do dé nén bit dau lai liéu phép corticosteroid

khi xay ra bat ky trang thai cing thing nao trong thoi gian ngung thude. Co thé cin ting

liéu & nhirng bénh nhén da sir dung corticosteroid trong thoi gian cing thing.

“Hoi chirng cai” steroid, dudng nhu khong lién quan dén suy vo thugng thén, ciing ¢6 thé

xay ra sau khi ngung sir dung cac corticosteroid dot ngot. Hoi chimg niy bao gdm céc triéu

chimg nhu chan an. budn nén, nén, hén mé. dau dau, sét. dau khép. bong vay. dau co

va’hodac giam can. Nhitng triéu ching nay duoc cho la do thay doi dot ngdt nong do

corticosteroid hon 1a do nong dé corticosteroid thap.

Hoi ching Cushing

Hoi chung Cushing (con goi la hypercortisolism) xay ra khi tiép xuc dai ngay véi

corticosteroid ngoai sinh, bao Qom deflazacort. Céc tri¢u ching bao g0m ting huyet ap,

thén hinh béo phi va chan tay gay g0, cac van da d6 tim, mit tron. mit ung do. yéu co, da

mong va dc bam tim, tich tu m& sau gy, thiéu xwong, mun trimg ca, mét kinh, ram long

va nhirng rdi loan tim than.

Tang duong huyét

Céc corticosteroid c6 thé lam tang glucose méu, lam tram trong thém bénh dai thao dudng

da mic trude d6, dan dén kéo dai liéu phap dai thao duong va cé thé 1am giam téc dung
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ctia cac thude diéu tri dai thao dudng. Theo doi duong huyet dinh ky. V&i nhirng bénh nhén
bi tang duong huyét, nén dung liéu khoi dau hogic diéu chinh liéu thude diéu tri dai théo
duong phu hop.

Cén nhic st dung cho nhitng bénh nhin ¢6 chire ning tuyén giap thay doi

Do thanh thai chuyén hoa ctia cic corticosteroid giam ¢ nhitg bénh nhan suy gidp va ting
0 nhimg bénh nhén cuong giap. Nhitng thay doi vé tinh trang tuyén giap cua bénh nhén cé
thé can diéu chinh liéu corticosteroid. Khi cén ph01 hop cac corticosteroid va
levothyroxine. nén dung corticosteroid trude khi bit dau diéu trj bang levothyroxin dé giam
nguy co suy tuyén thuong than cap.

U tuy thuong than cip

DPa co bao cao vé'u tiry thuong than cip co thé gy tir vong sau khi ding corticosteroid
duong toan than. O nhitng bénh nhan nghi ngo hodic xdc dinh u tuy thugng than, nén xem
X€t nguy co cua u tuy thuong thin cap trude khi dung céc corticosteroid.

Uc ché hé mién dich va ting nguy co nhiém tring

Cic corticosteroid, bao gom deflazacort, {rc ché h¢ thong mién dich va ting nguy co nhiém
bat ky mam bénh nao. bao gdm virus, vi khuan, nim, cac dong vat nguyén sinh hogc giun
san. Cic corticosteroid lam giam dé khang véi nhitg nhiém tring mdi, tram trong thém
cic nlnem trung hi¢n ¢o, tang nguy co cac nhlem trung lan toa, tang nguy co tai phat hodc
lam tram trong thém céc nhiém tring tiém 4n va che ddu mot sé ddu higu ctia nhiém tring.
Nhiing nhiém tring nay cé thé nghiém trong va doi khi gy tr vong. Mirc do tuong quan
gitra liéu dung, dudng dung va thoi gian dung corticosteroid voi cac nguy co nhiém tring
cu thé khong dugc mo ta rd; tuy nhién, ty 1¢ xudt hién cac bién chirg nhiém triing ting 1én
khi tang licu cac corticosteroid.

Theo doi sur tién trlen ciia nhiém tring va cin nhic ngung dung hodc giam liéu céac
corticosteroid khi can thiét.

Céc nhiém trung do virus thiy déu-zona (Varicella Zoster) va virus soi

Bénh thuy dau do virus Varicella Zoster va bénh sdi ¢o thé ¢o chiéu hudng nghiém trong
hodc tham chi giy tr vong ¢ tré em khong c6 kha nang mién dich hoic nguoi lon dung cac
corticosteroid. bao gom deflazacort. O tré em hoic nguoi 16n chua méc nhimg bénh nay,
can dic biét chu y dé tranh tiép xuc. Néu ‘bénh nhén tiép xtc voi bénh thuy dau, ¢o thé chi
dinh diéu tri du phong bing globulin mién dich Varicella Zoster (VZIG). Néu bénh nhén
tiép xiic voi bénh sdi. co thé chi dinh diéu tri dy phong bang globulin mién dich (IG). Néu
bénh thay dau phit trién, c¢6 thé can nhic diéu tri bing thudc khang virus.

Su téi hoat dong cua virus viém gan B

Su tai hoat dong cua virus viém gan B ¢c6 thé xay ra ¢ nhitng bénh nhan mang virus viém
gan B dang diéu tri bfnnc thube e ché mién dich bao g61n cac corticosteroid. Su tai hoat
dong cting co thé xay ra ¢ nhitng bénh nhan dugc cho la da diéu tri khoi viém gan B.
Nhiém nim ,

Corticosteroid ¢6 thé lam tram trong thém tinh trang nhiém nim toan than va do d6 khong
nén dung khi dang c6 cdc bénh nhiém trung nhu vdy. V&i nhimg bénh nhén dang diéu tri
corticosteroid bj nhiém nam toan than, nén ngung diéu tri hodc giam lidu cic corticosteroid.
Bénh ly amip

Corticosteroid ¢6 thé kich hoat bénh Iy amip tiém an. Do do. khuyén cao loai trir bénh Iy
amip tiém 4n hodc bénh ly amip hoat dong trude khi khoi dau diéu tri bing corticosteroid
& bat ky bénh nhén nao ting séng & ving nhiét di hodc bat ky bénh nhan nao bi tiéu chay
khong ré nguyén nhan.

Nhiém giun luon
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O nhirng bénh nhan da biét hay nghi ngd nhiém giun lwon (glun kim), su irc ché mién dich
do corticosteroid ¢6 thé dan dén bdi nhiém va lan truyén giun luon cung véi su di cu lan
rong cia au tr ung, thuong di kém véi viém rudt ndng va nhiém tring mau do vi khuan
gram am co thé gay tir vong. Vi nhig bénh nhéan da biét hodic nghi ngo nhiém giun luon
(giun kim) dang diéu tri corticosteroid, nén ngung diéu tri hoic giam lidu céc
corticosteroid.

Sw thay déi trong chire ndng tim mach/thin

Cic corticosteroid, bao gdm deflazacort, ¢6 thé gay tang huyét ap, gitr mudi va nude, dong
thoi ting bai tiét kali va canxi. Theo doi huyét ap va danh gia cac dau hiéu va triéu chimg
clia qua tai thé tich. Theo dai nong do kali huyét thanh. C6 thé cin han ché mudi trong ché
do an va bo sung kali. Nén sur dung deflazacort than trong ¢ nhitng bénh nhén suy tim sung
huyét, ting huy(.l ap hodc suy than.

Cic tai liéu bdo cdo cho thdy mdi lién quan gitra sir dung corticosteroid va va thanh tu do
thét trdi sau nhdi mau co tim: do dé. nén hét strc than trong khi dung deflazacort & nhirng
bénh nhan nay.

Thiing dwong tiéu héa

Nguy co thung duong ti€u hoa tang lén khi dung corticosteroid ¢ nhirng bénh nhan mac
mot sd rdi loan duong tiéu hoa nhu loét duong tiéu hoa giai doan hoat dong hodc tiém an,
viém tai thira, vira mai ndi rudt va viém loét dai trang khong déc hi¢u. Cac dau hiéu thung
duong tiéu hoa nhu kich tmg phic mac co thé bi che ddu ¢ nhitng bénh nhin dung céac
corticosteroid.

Tranh dung cac corticosteroid néu c6 kha nang xay ra thung, dp xe hodc cac nhiém tring
sinh mu khac. viém tui thira, vira mai ndi rudt hogc loét duamg tiéu hoa giai doan hoat dong
hodc tiém an.

Réi loan hanh vi va tim I

Céc tac dung khéng mong mudn nghiém trong Ién tam than c6 thé xay ra khi dung cac
corticosteroid duong toan than, bao gom deflazacort. Cac triéu ching dién hinh xut hién
trong vai ngay hodc vai tun sau khi bat dau diéu trj va c6 thé lién quan dcn liéu dung.
Nhing phan tng nay ¢o6 thé cai thién sau khi giam liéu hoac ngung dung thude, méc di o
thé cn diéu tri bing thude. Cac phan ing bat loi 1én tdm than thuong lién quan dén cac
triéu chimg hung cam nhe hay vui budn that thuong (hung phan mat ngu, thay ddi tim
trang nhanh chong) trong qua trinh diéu tri va cac giai doan tram cam sau khi ngung diéu
tri. Thong bdo cho bénh nhan hodc nguoi chdm soc vé kha nang thay d01 hanh vi. tam trang
va khuvcn khich ho dén cac co so y té néu cic triéu chirng tam than tién trién, dic biét néu
tdm trang chan nan hoac nghi ngo ¢6 y dinh tw tur.

Anh hwong trén xwong

Giam mat do xuong

Ciéc corticosteroid. bao gdm deflazacort, lam giam qué trinh tao xwong va ting qua trinh
huy xuong thong qua tac dung lén sy diéu hoa calci (giam hap thu va ting bai tlet) va uc
ché chirc ning nguyén bao xwong. Diéu nay cung voi sy giam thir phat chét nén protein
cua xuong dé ting di hoa protein va giam san Xudt hormone gidi tinh ¢6 thé lam trc ché
phat trién xuong 0 tr¢ em va gay mat xuong ¢ moi lira tudi. Mat xuong co thé khién bénh
nhan bi gay dot sono va xuong dai. Can nhic nguy co lodng xuong cua bénh nhan trudc
khi khai dau liéu phap corticosteroid. Theo ddi mat dé khodng ctia xwong & nhitng bénh
nhan dang diéu trj dai ngay véi deflazacort.

Hoai tir v mach

Céc corticosteroid, bao gdm deflazacort, ¢6 thé gay ra hoai tir v mach.

Anh hwong trén mit
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Sir dung cdc corticosteroid. bao gom deflazacort, ¢6 thé giy duc thuy tinh thé dudi bao sau.

Céc corticosteroid ciing ¢6 thé gdy ra bénh tdng nhan dp v6i kha nang lam ton thuong cac
day than kinh thi gidc va ¢6 thé ting nguy co nhiém tring mat thir phat do vi khuan, nim
hodc virus. Khong khuyén cio ding cac corticosteroid cho nhitng bénh nhén bi viém két
mac do virus herpes simplex hoat dong.

Nhan ap co thé tang 1én & mot s6 bénh nhan ding corticosteroid. Theo ddi nhan ap néu
diéu tri lién tuc bing deflazacort trong hon 6 tudn.

Tiém phong

Thue hién tit ca cac mi tiém phong theo hudng dan tiém phong trude khi bat dau dung
deflazacort. Str dung vic xin song giam doc Iuc hodc vic xin song it nhit 4 dén 6 tun
truge khi dung deflazacort. Bénh nhin dung deflazacort ¢6 thé tiém phong dong thoi, ngoai
trir viic xin séng giam doc lue hodc vic xin sdng.

Phdt ban da nghiém trong

Di ¢6 bio cao hoai tir biéu bi nhiém doc do sir dung deflazacort véi cac triéu chimg bit
dau trong vong 8 tudn tir khi bit diu diéu tri. Ngung thuoc ngay khi ¢6 déu hiéu phat ban
dau tién. trir khi phét ban ro rang khong lién quan dén thude.

Anh huwéng trén suw ting truéng va phdt trién _

Sur dung corticosteroid dai ngay, bao g6m deflazacort, ¢o thé anh huong tiéu cuc dén su
ting truong va phat trién & tré em.

Bénh co

Bénh nhén ding cic corticosteroid, bao gém deflazacort, ph01 hop voi cac thude tre ché
than kinh co (nhu pancuronium) hodc bénh nhan bi roi loan dan truyen lhan kinh co (nhu
bénh nhugce co) ¢o thé tdng nguy co xudt hién bénh co cép tinh. Bénh co cap tinh nay mang
tinh chit tong quat. co thé lién quan dén co mat va co hd hap va co thé dan dén liét ttr chi.

Téang creatine kinase c6 thé xay ra. Co thé can vai tuan dén vai nam dé cai thién hoic phuc
hoi trén lam sang sau khi ngung cic corticosteroid.

Ung thuw Kaposi

Ung thu Kaposi da dugc bao cdo xay ra ¢ nhimg bénh nhan dang diéu tri bang
corticosteroid. hau hét thuong 1a cac truomg hop man tinh. Ngung céc corticosteroid ¢6 thé
dan dén cai thién trén lam sang.

Nguy co huyét khoi

Quan sat cac nghién ctru cho thay nguy co thuyén tic huyet khoi tang (bao g g6m thuyén tic
huyét khoi tinh mach), dac biét voi lidu tich lity corticosteroid cao hon. Khong rd nguy co
¢6 khac nhau theo liéu hang ngay hoic thoi gian sur dung hay khong. St dung deflazacort
thin trong & nhitng bénh nhan dang hodc c¢6 thé mic céc roi loan huyét khoi.

Soc phin vé

Céc truong hop soc phan vé hiém gip da xay ra & nhitng bénh nhin dang diéu tri bing
corticosteroid, bao gom deflazacort.

Ta dwoc

San pham nay c¢6 chira lactose, do d6 khong nén dung cho bénh nhan c6 van dé di truyén
hiém gdp khong dung nap galactose, thiéu hut Lapp lactase hodc kém hip thu glucose-
galactose.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phuy niv ¢o thai:

Chi nén sur dung cdc corticosteroid trong thai ky néu loi ich tiém ning vuot troi hon nguy
cotiém dl] ddi voi thai nhi. Nén theo di ¢in than cac dau hiéu cia giam nang tuyén thuong
thdn & tré so sinh dugce sinh ra tir nhitng ngudi me da dung liéu corticosteroid dang ké trong
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thai ky. Khong cé nghién ciru day du va kiém soat tot vé dung deflazacort & phu nit ¢6 thai
dé cung cap thong tin cac nguy co lién quan dén thudc.

Ciéc corticosteroid, bao gdm deflazacort, dé dang qua nhau thai. Nhirng phat trién bét l¢i,
bao génn hé ham éch (st moi, ¢6 hodc khong ¢6 khe hd vom miéng), han ché su ting
truong trong tir cung va giam khdi luvgng so sinh da duge bao cdo khi ngudi me sir dung
cdc corticosteroid, bao gom deflazacort, trong thai ky. M6t sé nghién ctru dich t€ bao cdo
nguy co ho ham éch tang tir khoang 1/1000 1€n 3-5/1000 tré so sinh; tuy nhién, chua quan
sat thay nguy co hé ham éch trong tit ca cac nghién ciru. Han ché tang trudng trong tir
cung va giam khoi lugng so sinh duong nhu lién quan dén liéu dung; tuy nhién, tinh trang
co ban cua ngudi me cting ¢o thé gép phan vao nhiing nguy co nay. Chua rd udce tinh rui
ro nén cla cic khuyét tat bam sinh nghi€m trong va say thai ¢ cac quan thé da néu. Trong
tong dan s6 Hoa Ky, udc tinh rii ro nén ciia cic khuyét tit bam sinh nghiém trong va siy
thai duoc ghi nhan trén 1am sang lan luot 1a 2-4% va 15-20%.

Chua thuc hién cac nghién ctru vé sinh san trén dong vat voi deflazacort. Cac nghién ciru
vé sinh san trén dong vat thuc hién véi cac corticosteroid khac & chudt nhét, chudt cong,
chudt dong va tho dang mang thai sir dung liéu pht hop trén 1am sang da cho thiy ty 1é ho
vom mi¢ng ting. Da quan sat thy tang chét phoi thai, cham phat trién trong tir cung va co
thit ¢ one dong mach ¢ mat s6 loai dong vit.

Phu nit cho con bu

Cac corticosteroid dung duong toan than xuét hién trong sira me va c6 thé kim ham su phat
trién, can tré san xuat corticosteroid ndi sinh hodc gdy ra cac tac dung khong mong mudn
khac. (,dn can nhic nhimng lgi ich vé phat trién va sirc khoe ctia tré khi cho tré bu me vai
nhu cdu 1am sang cuia nguoi me voi deflazacort va bat ky tac dung khong mong muén tiém
an nao ddi voi tré bu me. Khong co dir ligu vé anh huong cua thude dén tao sira.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua ¢6 béo cdo vé anh huéng cua thube t6i kha nang 1ai xe va van hanh may mdc.
TUONG TAC THUOC

Cac clu“;t ire ché va cim iing CYP3A4

Céc chét ¢ lrc ché CYP3A4 trung binh hodc manh

Chat chuyén héa cé hoat tinh cua deflazacort, 21-desDFZ, 1a co chit cua CYP3A4. Dung
dong thoi deflazacort véi clarithromycin, chét rc ché CYP3A4 manh, 1am ting téng nong
do cua 21-desDFZ khoang 3 lan. Do do, dung 1/3 liéu khuyén céo ctia deflazacort khi ding
dong thoi deflazacort v&i cdc chit e ché CYP3A4 trung binh hodc manh (vi du
clarithromycin. fluconazole, diltiazem, verapamil, nudc €p budi).

Céc chat cam Gmg CYP3A4 trung binh hodc manh

Dung dong thoi deflazacort véi rifampin, mot chat cam tmg CYP3A4 manh, lam giam
dang ké nong do ciia 21-desDFZ. Tranh sir dung phéi hop deflazacort véi cac chat cam
trng CYP3A4 manh (nhu efavirenz) hay trung binh (nhu carbamazepine, phenytoin).

Cic chiit irc ché than kinh co

0] nhirng bénh nhén ding céc corticosteroid. bao gom deflazacort, ph01 hop vai cac thude
tre ché thin kinh co (nhu pancuronium) ¢6 thé ting nguy co tién trién bénh co cip tinh.
TAC DUNG KHONG MONG MUON

Céc tac dung khong mong mudn nghiém trong dudi ddy tham khao thém & phan canh bao
va thén trong:

- Thay doi chire ning noi tiét.

- Uk ché hé mién dich va ting nguy co nhiém triing.

- Thay doi chure nang tim mach/thén.

- Thung duong tiéu hoa.
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Réi loan hanh vi va tam 1.

Anh huéng trén xuong.

Anh huong trén mit.

Tiém phong.

Phat ban da nghiém trong.

Anh huong dén sur tang trudng va phat trién.
Bénh co.

Ung thu Kaposi.

Nguy co huyét khoi.

Soc phan vé.

Nghién ciru lim sang: Thir nghiém trén liéu deflazacort 0,9 mg/kg/ngay trong 12 tudn.
Thuong gap (ADR > 5%)

Ti€u hoa: Tang cam giac thém dn, kho chiu ¢ bung.

Da va m6 mém: Ban do.

R&i loan toan than va tai chd: Ngoai hinh cua hoi chimg Cushing, ting can, béo phi trung
tam, ram 1ong.

Tam than: De bi kich thich.

Than va tiét niéu: Tiéu rit.

Ho hap. 1ong nguc va trung that: Nhiém trung dudng ho hép trén, ho, viém miii hong,
chay miui.

It gap (ADR 2 %)

Mit: Tang tiét nude mat.

Tiéu hoa: Khé tiéu, budn nén, rdi loan tiéu hoa.

Toan than va tai chd: Khat.

Nhiém trung: Bénh leo. chdc 16, cum, viém tai ngoai, viém hong, ap xe ring, nhiém
tring duong tiét niéu, nhiém virus.

Céc bién chimg ctia bi thuong, nhiém doc va phau thuit: Chan thuong lung, bim tim,
chén thuong mit. gdy xuong mac, gy xuong canh tuoi, kiét stre do nhiét.

Xét nghiém: Glucose niéu, nhip tim khong déu.

Co xuwong khép va mé lién két: Pau lung, co cing co, dau co, khdi viing ¢d, dau ¢d, dau
tu chi.

Thén kinh: Chéng mit. ting hoat hoa tim than van dong.

Tam than: Cam xtc khong 6n dinh, hung hing, tram cam, r01 loan cam xuc, mat ngi
nura dém. thay d6i tm trang, tim trang dao dong, ri loan gidc ngu.

Than va tiét niéu: Sic niéu, kho tiéu, ting truong luc bang quang.

Sinh san va tuyén vii: Pau tinh hoan.

Ho hép. 16ng ngue va trung that: Giam thong khi, chay miii.

Da va mo dudi da: Mun, rung toc, viém da dang mun.

Mach mau: Nong burng.

Sau khi th ubc Iwu hanh trén thi truong:
Chira 16 tan sudt

Maiu va hé bach huyét: Tang bach cau.

Tim: Suy tim.

Mit: Bénh mang mach - vdng mac, giac mac hodc cung mac mong.

Tiéu hoa: Viém tuy cap (ddc biét & tré em), xuat huyét, loét da day ta trang, thung 6 loét
da day.

Toan than va tai chd: Phu, giam kha niang lanh vét thuong.

Hé mién dich: Qua mén bao gdm phan vé.
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- Chuyén héa va dinh dudng: Giam dung nap carbohydrate ctng véi tang nhu cau diéu trj
dai théo duong, cin biang protein va calci 4m tinh, mét kali va nhiém kiém ha kali mau
khi dung dong thoi voi thude déng van beta 2 va cac xanthine.

- Co xuong khép va mo lién két: Hoai tir vo mach, tiéu co, can bing nito 4m tinh, viém
gan va dut gan khi ph01 hop véi céc quinolone, giy dot song va xuong dai.

- Hé than kmh. Lam tram trong thém bénh dong kinh, ting ap lyc ndi s¢ cung véi phu gai
thi ¢ tré¢ em (u ndo gia) thuong xuét hién sau khi ngung diéu tri, chéng mit.

- Tam than: Lo au, suy giam nhan thire bao gom 10 1an va mat tri nhé, ao tudng, 4o giac,
hung cam. ¢y dinh tu ttr.

- Da va md duéi da: Hoai tir biéu bi nhiém doc.

- Mach mau: Nghén mach huyét khdi, diic biét & nhirng bénh nhan c¢6 bénh 1y nén véi xu
hudng ting huyct khoi, tang huyet ap ndi so lanh tinh.

QUA LIEU VA CACH XU TRI

Diéu tri qua licu cap tinh bing cach rira da day hodc giy non ngay lap tire, sau d6 dung ligu

phép hd tro va diéu tri triéu ching. Ddi voi qua liéu man tinh khi ddi mat véi bénh nang

doi hoi liéu phap steroid lién tuc, c6 thé giam liéu deflazacort tam thoi hodc diéu tri cach
ngay.

DUQC LUC HQC

Nhom diroe Iy Corticosteroid dung duong toan than, Glucocorticoids.

Ma ATC: HO2ABI13

Co ché tic dung:

Deflazacort 1a mot tién chit ctia corticosteroid, chat chuyén hoa cé hoat tinh la 2l-de§DFZ,

hoat dong thong qua thu thé glucocorticoid gay ra céc tic dung chéng viém va trc ché mién

dich. Chua o co ché chinh xac deflazacort phat huy tac dung diéu tri & nhirng bénh nhan

DMD.

DUQC DONG HQC

Hip thu:

Sau khi udng & tinh trang déi, Tmax trung binh ctia deflazacort khoang 1 gir (dao dong tir

0,25 dén 2 gio).

Sir dung dong thoi deflazacort voi bita dn giau chat béo lam giam Crax khoang 30% va lam

ch@m Tmax khoang 1 gi0, so véi ding thudc & tinh trang nhin in, nhung khong dnh huéng

dén tong hap thu toan than biéu thi bang AUC. St dung deflazacort cung vdi thire an hodc
nghién vai st tdo khong anh hudng dén su hap thu va sinh kha dung cua deflazacort.

Phdn bé:

Chét chuyén héa c6 hoat tinh cua deflazacort lién két véi protein huyét trong khoang 40%.

Chuyén héa:

Deflazacort chuyén hoa nhanh chong thanh chat chuyen héa c6 hoat tinh 21-desDFZ bang

su ester hoa sau khi udng. 21-desDFZ dugc chuyén hoa tiép boi CYP3A4 thanh cac chit

chuyén hoa khéng c6 hoat tinh, bao gom 6f-hydroxy-21-desacetyl deflazacort.

Thai trir:

Bai tiét qua nude tiéu 1a con dudng dao thai deflazacort chi yéu (khoing 68% liéu ding)

va sir dao thai gan nhu hoan toan trong vong 24 git sau khi dung 1 liéu. 21-desDFZ chiém

18% thude dao thai trong nude tiéu.

Dbi nrong diic biét:

Tre em

Céc gia tri Cinax (trung binh hinh hoc, %CV) cua 21-desDFZ ¢ tré em (4-11 tudi, N = 16)

va thanh thiéu nién (12-16 tu01 N = 8) lan luot 1a 206 ng/mL (95,6%) va 381 ng/mL

(37.7%) vao ngay 1 sau khi uong deflazacort liéu 0,9 mg/kg. AUCinr (trung binh hinh hoc,
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%CV) ctia 21-desDFZ & tré em (4-11 tudi, N = 16) va thanh thiéu nién (12-16 tudi, N = 8)
ldn luot 1a 400 ng.h/mL (87.5%) va 655 ng.h/mL (58,1%) vao ngay 1 sau khi udng
deflazacort liéu 0,9 mg/kg.

Nam gidi va nir gioi

Khong ¢6 su khac biét vé duge dong hoc cua 21-desDFZ giira nam gidi va nir gidi.

Nhom chung toc hodc dan téc

Khong c6 su khac biét vé duge dong hoc cua 21-desDFZ giitra nhirng nguoi da tréng va
nhitng nguoi da mau.

Suy than

Trong mot nghién ctru (N = 16) so sanh cac doi tuong mac bénh than giai doan cudi (do
thanh thai creatinin dudi 15 mL/phat) véi nhém déi chiang phit hgp khée manh, ndng do
cua 21-desDFZ twong tu gilra cac nhoém.

Suy gan

Trong mot nghién ctru (N = 16) so sanh céic d6i tuong bi suy gan vira (nhom B theo bang
phan loai Child-Pugh) véi nhém déi chirmg pht hop khoe manh, ndng do cta 21-desDFZ
tuong ty gitra cac nhom. Khong ¢6 nghién ctru trén bénh nhén suy gan nang.
QUY CACH PONG GOI:

Hop 03 vix 10 vién.

BAO QUAN

Bao quan trong bao bi kin, noi kho réo, nhiét do dudi 30°C.

TIEU CHUAN CHAT LUQNG

Nha san xuét.

HAN DUNG

36 thang ké tlr ngay san Xudt.

Sé 16 san xudt (Batch No.), ngay san xudat (Mfg. date), han dimg (Exp. date): xin xem trén
bao bi. y

San xudt tai:

Céng ty TNHH Sinh duwoc phim HERA

Lo A17 Khu cong nghiép Tir Ha, phwong Tir Ha, thi xa Huong Tra, tinh Thira Thién Hué,
Viet Nam.
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