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Maguette quing cdo sdn phdm Stadasone 4
Hinh thic: Tai liéu théng tin cho cén b6 y t& Kich thudc A4 (21x29.7cm) (4 mat) Trang 1
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Tel: 028, 3718 1164 - 3718 2141  Fax: 028, 3718 2140  Website: www.stada.comvn [ 1
Phéin phdl: Céng ty TNHH Dugc Phdm Khuang Duy S"IAD A
NN1 - NN1A Bach Ma, Phudng 15, Quan 10, TP. H6 Chi Minh
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~ Tai ligu g6m 4 trang. Thong tin chi tigt xem phan thdng tin sén phdm xem trang 2 va a NQAy / Lo i tai ligu.
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Kich thwée ban in = 85% kich thwéc that
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Maquette quing cdo sdn phdm Stadasone 4
" Hinh thdc: Tai liéu théng tin cho can b6 y t&

Kich thudc A4 (21x29.7cm) (4 mét)

Methylprednisolon 4 mg

THANH PHAN

M&i vién nén Stadasone 4 chifa;

Methylprednisolon ...........covvvrmeriinivinsisinnnn 4mg

M@/ vién nén Stadasone 16 chifa:

Methylprednisolon ...........cccevevevvsvcririnnnn, 16 mg

TAAUIC VI AU ..o 1 vién
MO TA

Stadasone 4: Vién nén dai, mau trdng, hai canh khic vach, hai mat
khum, mot mat khic s6 “4”, mot mét tron.

Stadasone 16: Vién nén hinh oval, mau tring, hai mat khum, mot
mat khdc vach chir thap, mot mat khdc “16”.

DUGC LYC HOC

- Methylprednisolon 1& mot glucocorticoid t6ng hgp, dén xuat 6-alpha-
methyl clia prednisolon. Thubc chl y&u dugc diing dé chéng viém,
hodc (c ché mién dich. Thudc thudng dugc diing du6i dang este hoa
hogc khong este hoa dé diéu tri nhitng bénh ma corticosteroid c6 chi
dinh.

- Do methy! héa prednisolon, thudc methylprednisolon chi ¢6 téc dung
mineralocorticoid tGi thiéu (chuyén h6a mudi rét it), khong phis hgp
dé diéu trj don doc suy tuydn thugng than. N&u ding
methylprednisolon trong trudng hgp nay, phdi diung thém mot
mineralocorticoid.

- Methylprednisolon c6 tdc dung chdng viém, (fc ché min dich va
chdng t&€ bao ting sinh. Tac dung chéng viém 1a do
methylprednisolon lam giam san xu4t, gidi phong va hoat tinh clia
cac chdt trung gian chdng viém (nhu histamin, prostaglandin,
leucotrien...), do d6 1am gidm c4c biéu hién ban ddu cla qua trinh
viém,

- Methylprednisolon (fc ché céc bach cdu dé&n bam dinh vao céc
thanh mach bj t6n thuong va di tri & cac viing bj tén thuong, 1am
giam tinh thdm & viing d6, nhu vay 1am cac t& bao bach cdu dén
viing it bj t6n thuong. TAc dung ndy Iam gidm thoat mach, sung,
phu, dau.

- D4c tinh (c ché mién dich 1am gidm dép (ing d6i v6i céc phan (ing
cham va tic thi (typ 111 va typ IV). Diéu nay 1a do (¢ ché tic dung
doc clia phic hgp khang nguyén - khang thé gay viém mach dj (ing
@ da. Bang (fc ché tac dung clia lymphokin, t& bao dich va dai thyc
bao, corticosteroid da lam gidm céc phéan (ing viém da tiép xdc do di
(ing. Ngoai ra, corticosteroid con ngan can cac lympho bao T va cac
dai thyc bao nhay cam tdi cac t& bao dich. Tac dung chdng t& bao
tang sinh Iam gidm ma tang san déc trung clia bénh vay nén.

DUGC BONG HOC
Sinh kha dung xap xi 80%. Tac dung t6i da 1 - 2 gid sau khi uéng
thuGc. Methylprednisolon dugc chuyén héa qua gan, giéng nhu
chuyén héa clia hydrocortison, va cdc chdt chuyén hoa dugc bai tiét
qua nuéc tiu. Thoi gian bén thai xdp xi 3 gid, giam ddi vai ngudi béo
phi.

CHi DINH
Methylprednisolon chii y&u dugc dung 1am thuGc chéng viém hodc
ifc ch& mién dich dé diéu tri mot s6 bénh bao gém nguyén nhan do
huy8t hoc, dj (tng, viém, ung thu va ty mién.

Stadasone 4

LIEU LUGNG VA CACH DUNG

Céach ding
Stadasone dugc ding dudng udng.
Liéu lugng
Liéu dung d6i véi tré so sinh va tré em phai dya vao m(c do ning
clia bénh va dap (ng clia bénh nhan hon 12 dya vao liéu chi dinh
theo tufi, can néng hoac dién tich bé mat da. Sau khi dat dugc liéu
thich hgp, phai gidm ddn liéu xubng t6i mdc thdp nhat duy tr duge
dép (ng Iam sang. Khi duing lidu phdp methylprednisolon udng lau
dai, phai can nhdc diing phac dé uéng céch ngay. Sau ligu phép diéu
tr 1au dai, phdi ngiing methylprednisolon tif tir.

Ngudi Ion: Liéu ban ddu 2-60 mg/ngay, phy thubc vao bénh, thubding

chia lam 4 1an.

- Bénh dj ting (viém da tiép xuc): Liéu ban d4u (dung vién 4 mg): 24
mg (6 vién) ngay ddu, sau do gidm d4n mdi ngay 4 mg cho t6i 21
vién trong 6 ngay.

- Hen;

+ 0 tr s sinh va tré nho hon 4 tudi (trén 3 dgt hen ndng/nm) va
tré 5-11 tui bj hen (c6 it nh&t 2 dgt bénh nang/ndm) diing liéu 1-2
mg/kg/ngay (t6i da 60 mg/ngay). C6 thé thém vao ligu phap dang
dung diéu trj hen.

+ Ngudi I6n va thi€u nién (c6 it nhat 2 dgt hen nang/ndm) diing liéu
40-60 mg/ngay uBng 1 I&n hodc chia 1am 2 I14n. C6 thé thém vao
liéu duy tri corticosteroid khi dung hodc thudc gian phé& quan chii
van beta, tc dung kéo dai. Mdt ligu trinh corticosteroid udng ngén
(3-10 ngay) c6 thé tiép tuc cho t6i khi ngudi bénh dat luu lugng thd
ra toi da (PEF) 80% thd ra 16n nhét clia ngudi bénh va cho t6i khi
hét cac triéu chitng. Mot khi hen da dugc kiém soat t6t, cAn giam
liBu udng corticosteroid.

CHONG CHI BINH

- Nhi&m khu&n néng, tris s6c nhiém khudn va lao mang ndo.

- Qua mn voi bét ky thanh phdn nao trong cong thic.

- Thuong t6n da do virus, ndm hozc lao.

- Dang dung vAc-xin virus séng.

THAN TRONG

- Sif dung than trong & nhiing bénh nhan lodng xuong, ngudi méi ni
thdng mach mdu, r6i loan tdm thén, loét da day, loét ta trang, dai
théo dudng, tang huyét dp, suy tim va tré dang I6n. Suy gan, suy
than, glocdm, bénh tuy&n giap, duc thiy tinh thé.

- Do nguy cd ¢ nhiing téc dung khdng mong mudn, phai sif dung
than trong methylprednisolon toan than cho ngudi cao tudi, véi lidu
thdp nhat va trong thdi gian ngén nhat cd thé dugc.

- Suy tuy&n thugng than cp co thé xay ra khi nging thuc dot ngot
sau thdi gian dai diéu tri hodic khi c6 stress.

- Khi diing lidu cao, c6 thé &nh huBng dén tac dung clia tiém chiing
vaccine.

TUONG TAC THUGC

- Methylprednisolon la chat gdy cam (ing enzym cytochrom P,, va Ia
cd chét clia enzym P, 3A, do d6 thudc tac dong dén chuyén hoa clia
ciclosporin, erythromycin, phenobarbital, phenytoin, carbamazepin,

ketoconazol, rifampicin.

Trang 2

Kich thwéc ban in = 85% kich thwéc that
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Methylprednisolon 4 mg

- Phenytoin, phenobarbital, rifampin va céc thuc Igi tiéu gidm kali
huy&t c6 thé 1am gi&m higu lifc clia methylprednisolon.

- Methylprednisolon c6 thé gay téng glucose huy8t tudn hoan, do dé
c4n dung liéu insulin cao han.

PHY NU CO THAI VA CHO CON BU
Phu nif ¢6 thai
Diing kéo dai methylprednisolon toan than cho ngudi me c6 thé din
dén gidm nhe thé trong clia tré so sinh. N6i chung, sif dung
methylprednisolon & ngoai mang thai doi hdi phéi can nhéc lgi ich
¢ thé dat duigc so véi nhiing rii ro ¢6 thé xay ra véi me va con.

Phu nif cho con bii
Thu6c vao dugc sifa me nén ding thudc rat c4n than.

ANH HUGNG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Anh hubing clia corticosteroid trén kha ndng I4i xe hay si dung méay
moc chua duge danh gid. Khong co bing ching cho thdy dung
methylprednisolon c6 dnh huting d&n kha ning l4i xe va sit dung
may madc. Co thé khong c6 tac dung c6 hai clia corticosteroid trén
kha nang l4i xe hodc van hanh may mdc.

TAC DUNG KHONG MONG MUON
Nhiing tac dung khdng mong mudn (ADR) thuing xy ra nhiu nhét
khi diing methylprednisolon liéu cao va dai ngay.

Methylprednisolon (fc ch& t6ng hop prostaglandin va nhu vay Jam
mét tac dung clia prostaglandin trén duting tidu hoa, gbém (¢ ché tiét
acid da day va bao vé niém mac da day. Nhidu tac dung khong
mong mudn c6 lién quan dén tac dung nay clia glucocorticoid.
Thudng gap, ADR > 1/100

- Thén kinh trung uong: M&t ngd, th&n kinh d& bj kich dong.

- Tiéu hda: Tang ngon miéng, kho tiéu.

- Da; Ram I6ng.

- Ngi ti6t va chuyén hda: Dai théo dudng.

- Thén kinh - ¢o va xuong: Dau khop.

- MAt: Dyc thily tinh thé, glocom.

- H6 hdp: Chdy mau cam.
itgap, 1/1000 < ADR < 1/100

- Thén kinh trung vong: Chéng mét, con co giat, loan tdm thén, u gia
& ndo, nhrc d4u, thay di tam trang, mé séng, 4o gidc, sang khoai.

- Tim mach: Phi, ting huyét 4p.

- Da: Myn tr(ing c4, teo da, tham tim, ting s&c t6 mo.

- Ngi tiét va chuyén hda: Hoi chiing Cushing, (ic ché tryc tuyén yén -
thugng than, chdm I6n, khong dung nap glucose, gidm kali huy8t,
nhi&m kiém, v0 kinh, gif natri va nutc, ting glucose huyét,

- Tiéu hda: Loét da day, bubn nbn, ndn, chudng bung, viém loét thyc
quan, viém tyy.

- Thén kinh - co va xuang: Y&u cd, lodng xudng, gay xuong.

- Khdc: Phan (ing qua mén,

HUGNG DAN CACH XU TRi TAC DYNG KHONG MONG MUGN (ADR)

- Trong nhiing chi dinh c4p, nén sif dyng methylprednisolon véi liéu
thdp nhat va trong thdi gian ngdn nhat ¢é hiéu litc IAm sang.

- Sau diéu trj dai ngay v6i methylprednisolon, néu (ic ché truc ddi -

tuy&n yén - thugng than c6 kha nang xay ra, diéu cdp bach 1a phai

giam lidu methylprednisolon tling budc mt, thay vi ngting dot ng6t.

Stadasone 4

Dung mot liéu duy nhét trong ngay gay it ADR hon nhiing liéu chia

nhd, va ligu phép cach ngay 1a nhitng bién phép t6t d& giam thiéu sy

(tc ché tuy&n thugng than va nhiing ADR khac. Trong liéu phap céch
ngay, dung mot liéu duy nhét c(r hai ngay mot I4n, vao budi séang.

- Theo ddi va dénh gié dinh ky nhiing thong s8 vé lodng xuong, tao
huyét, dung nap glucose, nhiing tic dung trén mat va huyét 4p.

- Dy phong loét da day va té trang bing céc thudc khéng thy thé H,-
histamin khi diing liéu cao methylprednisolon toan than.

- T4t ca nguti bénh diéu trj dai han v6i methylprednisolon cdn diing
b sung calci dé dy phong lodng xudng.

- Nhiing ngudi ¢6 kha ndng bj tic ché mién dich do methylprednisolon
c4n dugc canh béo vé kha nang dé bi nhidm khudn.

- Nhitng ngudi bénh sp dugc phiu thut c6 thé phai diing bd sung
methylprednisolon vi dép (ing binh thubing vdi stress da bj giam st
do (c ché tryc ddi - tuy&n yén - thugng than.

QUA LIEU VA XU TRI
Triéu chirng
Biéu hién hoi chiing Cushing (todn than), y&u co (toan than) va
loang xudng (toan than), t4t ca chi xay ra khi sir dung glucocorticoid
dai ngay.

Khi sit dung liéu qua cao trong thdi gian dai, ting ning vé tuyén
thugng than va dc ché tuy&n thugng than c6 thé xay ra.

Xir tri

Trong nhiing truting hop nay cdn cdn nhdc tam ngimg hoc ngimg
han viéc diing glucocorticoid.

BAO QUAN:

Trong bao bi kin, nai kho. Nhiét do khong qué 30°C.

HAN DUNG:

24 thang ke tif ngay sén xudt,
DONG GOI:

Stadasone 4:

Vi10 vién. Hop 3 vi.

Vi10 vién. Hop 5 vi.

Vi10 vién. Hop 10 vi.

Chai 100 vién. Hop 1 chai.

Stadasone 16:

Vi10 vién. Hop 3 vi.

Chai 50 vién. Hop 1 chai.
TIEU CHUAN AP DYNG: Dugc Dién My - USP 35.

THUGC NAY CHI DUNG THEO DON CUA BAC ST
D0C KY HUGNG DAN SU DUNG TRUGC KHI DUNG

%

Trang 3

Kich thwéc ban in = 85% kich thwéc that
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Tai liéu thong tin thude

Kich thwéc ban in = 85% kich thwéc that







