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M Methylpredmsolon 4 mgI

THANH PHAN CAU TAO CUA THUGC:

Methylprednisolon o .4mg
Té dugc viia dir .1 vién
(Lactose, avicel M101, aerosil (colloidal silicon dioxyd), sod\um starch
glycolat, magnesi stearat, PVP K30)

DANG BAO CHE: Vien nén.

DUGC LUC HOC:

Ma ATC: HO2AB04

Methylprednisolon [a mot glucocorticoid, co tic dyng ching viém,
chdng dj g va Gc ch& mién dich rd rét. Do methyl héa prednisolon, téc
dung corticoid trén chuyén héa mudi da dugc loai trif nén it c6 nguy cd
gay gid mudi, nuoc vi gay phi. TAc dung chéng viém clia

methylprednisolon tang 20% so vdi tde dyng clia prednisolon, 4 mg|

methylprednisolon c6 higu luc bdng 20 mg hydrocortison.
DUGC BONG HOQC: Sinh khd dung khoang 80%, ndng do huyst tuong
dat mifc toi da 1 - 2 git) sau khi diing thudc. Thai gian ban théi khoang 3

gio. Methylprednisolon dugc chuy&n héa qua gan, cdc chit chuyén hoa.

duge bai tiét qua nudc tiu.

QUY CACH DONG GOI: Hop 10 vi x 10 vién. Hop 1 chai x 100 vian.

CHI BINH: Chdng viem va giam mién dich trang: viem khdp dang thap,
lupus ban do, viem mach, hen ph& qudn, viém loét dai trang man tinh,
thigu méu tan huy&t, giam bach cdu hat, di ing ndng bao gom cA stc
phéan vé.

Didutrj ung thu: ulympho, ung thir vii, ung th tuy@n tién ligt. Thuc con
o chi dinh trong didu trj hdi ching than hi nguyén phat

LIEU DUNG VA CACH DUNG:

Xéc dinh lidu lugng theo tiing ¢4 nhan. Liéu c4n thist dé duy tri tac dung |
diéu tri mong muGh thap hon-8u cdn thiét d8 dat tac dyng ban d4u, va,

phaéi xac dinh liéu thdp nh4t c6 thé dat tac dung cdn c6 bling cach giam
liéu dén tiing budc cho t6i khi thay cdc ddu higu hodc trigu ching bénh
tang Ién.

Khi cdn ding nhiig liu 16n trong thoi gian dai, &p dung ligu phép ding |

thuc cdch ngay sau khi da kiém soat duge tiéh trinh clia bénh, sé it cdc
téc dung khdng mong mudn han vi ¢ thdi gian phyc héi gitia mdi liéu,
Trong ligu phdp cach ngay, ding mot lidu duy nhat methylprednisolon
clf 2 ngay mot [dn, vao budi sang theo nhip thai gian tigt ty nhign
glucocorticoid.

Con hen cép tinh: 32 - 48 mg (8 -12 vién)/ ngay trong 5 ngay.

Viém khdp dang thap: 4 - 6 mg/ ngay. Dot cdp tinh 16 - 32 mg (4 - 8
Vvién)/ ngay.

Dot cap tinh viém loét dai trang man tinh: & - 24 mg (2 - 6 vién)/ ngay.
Thiéu méu tén huyét do mién dich: 64 mg/ ngay, it nhat 6 - & tuin
CHONG CHi BINH: Qué mén véi prednisolon

Nhi&m khudn nang, trii s6c nhim khun va lao mang nio.

Tén thudng da do virus, ndm hoéc lao.

Bang dung vaccin virus sang.

THAN TRONG:

Sif dung than trong & nhiing nguti bénh lodng xudng, ngudi mdi néi
thong mach méu, rdi loan tam than, loét da day, loét ta trang, dai thao
duting, tang huy8t 4p, suy tim va tré dang lon.

Do nguy co c6 nhiing tac dyng khong mong mudr
trong corticosteroid toan than cho ngudi cao tudi
trong thdi gian ngdn nhat c6 thé dugc

Suy tuyén thugng than cdp c6 th xdy ra khi ngiing thudc dot ngdt sau
thdi gian dai diéu tri hodc khi c6 stress. Khi ding liéu cao, ¢6 thé anh
huting d&n téc dung clia tiem chiing vacein.

Phy nif cd thai va cho con bii: Ding kéo dai corticosteroid toan than
cho ngudi me 6 thé dan dén giam nhe thé trong ciia tré so sinh. Sir
dung corticosteroid & ngudi mang thai cdn can nhic lai ich c6 thé dat
dugc 50 vai nhiing rli ro ¢4 thé xay ra véi me va con. Khdng chéng chi
dinh corticosteroid ddi véi ngudi cho con bi.

Anh huting ciia thust d6i véi cong vige: Than trong khi sit dung thufc
vi thude ¢ thé gay cac tc dung khong mong mudin anh hubng dén kha
nang I&i xe, van hanh may moc, nguoi lam vige trén cao va cdc trudng
hdp khéc.

TUONG TAC THUOC:

Methylprednisolon a chat gdy cém (g enzym cytochrom P450 va Ia ca
chat clia enzym P450 3A, do d6 thudc nay tac dong dén chuy&n héa clia
ciclosporin, erythromycin, phenobarbital, phenytoin, carbamazepin,
ketoconazol, rifampicin. Phenytoin, phenobarbital, rifampin va cdc
thube g lléu gidm kali huyét co thé lam gidm hiéu e cla
meth! D Meth o6 thé gdy ting glucose huyét,
do d6 cdn diing liéuinsulin cao hon.

TAC DUNG KHONG MONG MUGN:

Nhting téc dung khdng mong mudn thubing xay ra nhiéu nhat khi diing
methylprednisolon liéu cao va dai ngay. Methylprednisolon tc che tdng
hdp prostaglandin va nhu vy lam mdt téc dung clia prostaglandin trén
duting tiéu hoa, gom Gc ché tigt acid da day va bdo v niém mac da diy
Thuting gap: mat ngil, than kinh dé bi kich dong; ting ngon miéng, kho
tieu; ram long; ddi thdo dubing; dau khap; duc thiy tinh thé, glécom;
chay maucam.

[t gap: chng mat, co giat, loan tam thdn, u gia & ndo, nhiic d4u, thay d6i
tam trang, mé sang, &o gidc, sing khoai; phti, ting huy8t p; tring ca,
teo da, tham tim, tang séc 18 md; hdi ching Cushing, (ic ché truc tuyén
yén - thuong than, cham Idn, khdng dung nap glucose, gidm kali huyét,
nhidm kiém, v Kinh, gilf natri va nué, tang glucose huydt; logt da day,
budn non, non, chuéng bung, viem loét thyc quén, viem tyy; yéu co,
lo@ng xudng, gy xudng; phan (ing qua mén.

QUA LIEU VA CACH XU Tr:

Trigu chiing qué ligu khi sit dung dai ngay gém Hgi chiing Cushing, yéu
¢d, lodng xuong, e ché tuyén thugng than. Can xem xét vidc tam diing
hogc diing hn vige ding thudc.

Boe ky hudng dén si dung trude khi ding.

NEu cdn thém théng tin, xin héi j kién cda bée sT.

Thute nay chi ding theo don etia bac ST,

DIEU KIEN BAO QUAN:

Noi kho, nhiét do khong qué 30°C, trénh anh séng.

HAN DUNG: 36 thang K8 tir ngay sin xudt. 0
NGAY XEM XET SUA D1, CAP NHAT LAI NOI DUNG HUGNG DAN S{f
DYNG THUBC: Ngay 16 thang 4 nim 2018

phdi st dung than
i liéu thap nhat va

NOI DUNG HUGNG DAN SU DUNG THUGC CHO NGUGI BENH

edlon

Methylprednisolon 4 mg

Boc ky hudng dan si dyng trude khi ding.

Dé xa tam tay tré em.

Thong bdo ngay cho bde s7 hodc dugc sTnhiing tac dung khéng mong
muon gip phdi khi st dung thude.

Thude nay chi ding theo don cua béc st

THANH PHAN, HAM LUGNG COA THUGC:

Methylprednisolon 4mg
Ta dugc vita @ . 1 vién

duiding tigu hoa, gbm tic ché tit acid da day va bao vé niém mac da day
Thuging gap: mét ngd, thén kinh d& bj kich ddng; ting ngon miéng, ki
tigu; ram 16ng; déi thdo duing; dau khdp; duc thily tinh thé, glocon
chdy mau cam.

[t gép: chong mat, co giat, loan tam thdn, ugia & no, nhic dau, thay d
tam trang, mé sang, 4o giac, sang khodi; phu, tang huyét 4p; tring ¢
teo da, tham tim, ting sdc t6 mo; hoi chiing Gushing, tic ché truc tuyé
yén - thuigng thén, chém 16, khéng dung nap glucose, gidm kali huyé
nhi&m kigm, vo kinh, gilf natri va nudc, tang glucose huyét:; loét da da
budn nan, ndn, chuang bung, vigm loét thye quan, viem tuy; véu ¢
loding xuong, gAy xuong; phan Ung qua mén.

Thdng béo cho béc sT nhiing tac dung khong mong mudn gap phai k
slf dung thufc. 3

NEN TRANH DUNG NHONG THUGT HOAC THUC PHAM G KHI DAN
S0 DUNG THUOC NAY: Methylprednisolon 4 chét gdy cém (ing enzy!
cytochrom P450 va 12 ca chét clia enzym P450 3A, do d6 thudc nay t:
dong dén chuydn héa clia ciclosporin, erythromycin, phenobarbitz

(Lactose, avicel M101, aerosil (colloidal silicon dioxyd), sodium starch
glycolat, magnes stearat, PVP K30):

MO TA SAN PHAM: Vién nén mautring hodc trdng nga, hinh bdu duc,
mot mat tron, mot mét c6 vach ngang, canh va thanh vién lanh Ian.
QUY CAGH DONG GOI: Hop 10 vi x 10 vién. Hop 1 chai x 100 vién.
THUOC DUNG CHO BENH GI:

Chdng viem va giam mién dich trong: viem khép dang thép, lupus ban
dd, viem mach, hen ph& quén, viém loét dai trang man tinh, thigu mau
tan huy@t, gidm bach cdu hat, di ting nang bao gém ca soc phan va.
Bigutriung thu: ulympho, ung thu v, ung thir tuyén tién lit. Thudc con
co chidinh trung diutri hoi chitng than hu nguyén phat.

NEN DUNG THUGC NAY NHU THE NAD VA LIEU LUGNG:

Xac dinh liéu lugng theo ting ¢d nhan. Lidu cén thiét dé duy tr tic dung
diéu trj mong mudn thdp hon liu can thigt dé dat tac dung ban ddu, va
phi xdc dinh liéu thap nhdt ¢ thé dat téc dung can c6 biing cach giam
liBu ddn titng bude cho t6i khi thdy cac ddu higu hodc trigu chimg bénh
tdng 1&n 1

Khi cdn diing nhimg liéu I6n trong thei gian dai, &p dung lidu phép ding
thudc cach ngay sau khi da kiém sodt duge tign trinh clia bénh, sé it cdc
téc dung khong mong mudn hon vi cb thai gian phuc héi gitia mai liéu.
Trong ligu phap céch ngay, ding mot fidu duy nhat methylprednisolon
cif 2 ngay mot Idn, vao budi séng theo nhip thoi gian tigt ty nhién
glucocorticoid

Con hen cép tinh: 32 - 48 mq (8 -12 vién)/ ngay trong 5 ngay.

Viém khop dang thdp: 4 - 6 ma/ ngay. Dot cép tinh 16 - 32 mg (4 - 8
Vvién)/ ngay.

Dot cép tinh viém loét dai trang man tinh: 8 - 24 mg (2 - 6 vién)/ ngay.
Thitu méu tan huyét do mién dich: 64 mg/ ngay, it nhat 6 - 8 tudn.

Ho#ic theo chi dén ciia Théy thudc.

KHINAO KHONG NEN DUNG THUBE NAY:

Quéa man véi prednisolon.

Nhifm khudn ndng, trir s6c nhidm khudn va lao mang ndo.

Tén thuang da do virus, ndm hodc lao.

Bang ding vaccin virus s6ng.

TAC DUNG KHONG MONG MUGN:

Nhiing tdc dung khng mong mudn thudng xay ra nhigu nhét khi ding
methylprednisolon liéu cao v dai ngay. Methylprednisolon tc ché tSng
hop prostaglandin va nhu vay lam mat tac dyng clia prostaglandin trén

ytoin, carbamazepin, ketoconazol, rifampicin. Phenytoi
phenobarbital, rifampin va cdc thudc Igi tiu gidm kali huyét c6 thé la
gidm higu lic cila methylprednisolon. Methylprednisolon c6 thé g2
tdng glucose huyét, do ﬁd\m’in dung liéu insulin cao hon.
CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUGC:
Ung liéu tiép theo nhu hugng dan. Khng sit dung thém thudc dé b |
lidu da quén dé tranh qua lidu.
CAN BAO QUAN THUGC NAY NHU THE NAG:
Mai kho, nhigt do khdng qua 30°C, tranh dnh sang.
NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:
Trigu chiing qud liu khi sif dung dai ngay gém HGi ching Cushing, yi
cd, lo@ng xuong, (ic ché tuyén thuong than
CAN PHAI LAM Gi KHI DUNG THUGC QUA LIEU KHUYEN CAo:
Cdn xem xetwsc tam diing hodic ditng hén vigc dung thudc.
NHONG DIEU GAN THAN TRONG KHI DUNG THUGC NAY:
Sif dung thén trong & nhing ngudi bénh lodng xudng, ngudi méi n
thong mach mau, rdi loan tam thén, loét da day, loét té trang, dai tha
duding, tang huyet ap, suy tim va tré dang lan.
Do nguy ca co nhiing tac dung khong mong mudhn, phai sif dung tha
trong corticosteroid toan than cho ngudi cao tudi, véi liéu thap nhat v
trang thdii gian ngin nhat cd thé dugc
Suy tuyén thugng thn cdp c6 thé xay ra khi ngting thudc dot ngdt sa
thei gian dai didu tri hodc khi cd stress. Khi ding lidu cao, ¢6 thé an
hubng dén téc dung ciia tigm chiing vaccin.
Phu ni c6 thai va cho con bi: Dung kéo dai corticosteroid toan tha
cho ngudi me co thé dan dén gidm nhe thé trong clia tré sa sinh. S
dung corticosteroid 4 ngudi mang thai cdn cén nhic lgi fch o thé d:
duge so vai nhiig rli ro ¢6 thé xéy ra vi me va con. Khang chong cf
dinh corticosteroid ddi véi ngudi cho con bi.
Anh huéng ciia thusc 67 vdi cng vigc: Than trong khi sir dung thud
vithud c6 thé gay cdc tac dung khong mong mudn anh huéng dén kh
ndng lai xe, van hanh mdy moéc, ngudi 1am vigc trén cao va cac trudn
hop khac.
KHI NAO CAN THAM VAN BAC ST, DUGC ST:
Nucan thém thdng tin, xin hdi ki€n béc sT hodc dugc sT.
HAN DUNG COA THU(]G 36 théng k€ tif ngdy sin xuat.
NGAY XEM XET SUA DDI CAP NHAT LAI NOI DUNG HUGNG DAN §
DUNG THUGC: Ngay 16 thang 4 ndm 2018

San xudt tai:

CONG TY CO PHAN DUQC HAU GIANG - Chi nhanh nha may dugc phdm DHG tai Hiu Giang
L6 B2 - B3, Khu cbng nghigp Tan Phit Thanh - giai doan 1, xé@ Tan Phi Thanh, huy@n Chau Thanh A, tinh Hau Giang

BT: (0293) 3953454 e Fax: (0293) 3953555

1oi thilc méc v san phim,
e
@ozsz 3899000
E-mail: dhgpharma@dhgpharma com.vn
www.dhgpharma.com.vn [o1]

Sén xudt tai:

CONG TY CO PHAN DUGC HAU GIANG - Chi nhanh nha may dugc phdm DHG tai Hau Giang
L6 B2 - B3, Khu cdng nghip Tan Phis Thanh - giai doan 1, xi Tdn Pht Thanh, huyén Chau Thanh A, tinh Hau Giang

BT: (0293) 3953454 e  Fax: (0293) 3953555

Mo 1 i ub 3 g,
S
@)0292.3899000

E-mail: dhgpharma@dhgpharma.com.vn
www.dhgpharma.com.vn @



