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RX- Thudc nay chi ding theo don thudc Dién nén

METHYLPREDNISOLON 4

DE THUOC XA TAM TAY TRE EM.
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
THUSC NAY CHI DUNG THEO BON BAC SY.
THONG BAO NGAY CHO BAC SY HOAC DUGQC SY
NHOUNG TAC DUNG KHONG MONG MUGN GAP PHAI KHI SU DUNG THUOC.
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SY

THANH PHAN CONG THUC: 1 vién

Thanh phan dugc chét: MethylpredniSolon............wwuumeusrissisnmserinisss s st 4mg

Thanh phan ta dugc gém: Tinh bdt mi, Lactose, Sodium Starch Glycolat (DST), Povidon, Magnesi
steardt Aerosill.......... BRI i ddiiciites 1 0- T (AR - SSRINCPRSATRRAREN ¢ 1, SR 1viénnén

DANG BAO CHE: vién nén

QUY CACH DONG GOI: Hop 10 vix 10 vién nén

Chai 100 vién, chai 200 vién, chai 500 vién, chai 1000 viénnén

CHIBINH:

-Viém khép dang thép, lupus ban dd hé théng, mét s6 thé viém mach.

-Viém dong mach thai duang, viém quanh déng mach n8t, bénh sarcoid, hen phé quén, viém loét
dai trang man, thiéu mau tan mau, giam bach cau hat, di Ung néng gdm ca phanvé.

-Bénh leukemia c&p, u lympho, ung thu vi, ung thw tuyén tién liét.

-Ho6i chiing than hw nguyén phat.

LIEU LUQNG VA CACH DUNG:

* Xac dinh liéu lugng theo tiing ca nhan.

* Lidu bét d4u Ia: 6 - 40 mg methylprednisolon m&i ngay. Liéu can thiét dé duy tri tac dung diéu tri

mong mudn thap hon lidu can thiét d€ dat tac dung ban d4u, va phai x4c dinh liéu thap nhét c6 thé

dat tac dung cln c6 biing cach gidm lidu dén tiing budc cho t6i khi thdy cac dau higu hodc trieu
ching bénh tang Ién.

* Khi cn duing nhiing liéu 16n trong théi gian dai, 4p dung liéu phap dung thube cach ngay sau khi da

kiém soat dudc tién trinh clia bénh, s& it ADR hon vi c6 thai gian phuc héi gitia mailiéu.

Trong liéu phap cach ngay, ding mét liéu duy nhat methylprednisolon cu 2 ngay mot Ian, vao budi

sang theo nhip thai gian tiét tu nhién glucocorticoid.

- Didu tri con hen néang déi v6i ngudi bénh ndi tru: DAu tién, tiém tinh mach methylprednisolon 60 -
120 mg/l&n, cu 6 gid tiém mot 1an; sau khi da khdi con hen cap tinh, dung liéu udng hang ngay 32 -

48 mg. Sau d6 giam dén liéu va c6 thé ngiing diing thudc trong vong 10 ngay dén 2 tudn, ké ti khi

bat d4u diéu tri bang corticosteroid.

- Con hen c4p tinh: Methylprednisolon 32 dén 48 mg m&i ngay, trong 5 ngay, sau dé cé thé diéu tri

b sung vdi liéu thdp hon trong mét tuén. Khi khoi con cép tinh, methylprednisolon dugc giam dén

nhanh.

- Nhiing bénh th&p nang: Lic d4u, thudng dung methylprednisolon 0,8 mg/kg/ngay chia thanh liéu

nhd, sau dé diéu tri cling ¢6 diing mét liéu duy nhat hang ngay, tiép theo la gidm dan t6i liéu t5i thiéu

co tacdung. :

- Viém khép dang th&p: Liéu bat d4u 12 4 dén 6 mg methylprednisolon mi ngay. Trong dat cép tinh,

diing liéu cao hon: 16 dén 32 mg/ngay, sau d6 gidm dén nhanh.

- Viém khép man tinh & trd em véi nhiing bién ching de doa tinh mang: Poi khi dung

methylprednisolon trong liéu phép tén céng, v6i liéu 10 d&n 30 mg/kg/dat (thuong dung 31an).

- Viém loét dai trang man tinh: B&nh nhe: thyt gitr (80 mg); dot cép tinh n&ng: uéng (8 dén 24

mg/ngay).

- Hoi chiing than hu nguyén phét: Bat ddu, dung nhiing liBu methylprednisolon hang ngay 0,8 dén

1,6 mg/kg trong 6 tuén, saudé gidm dén liéu trong 6 dén 8 tuan.

- Thi€u mau tan mau do mién dich: U8ng methylprednisolon méi ngay 64 mg, trong 3 ngay. Phai

diéu tri bang methylprednisolon it nhat trong 6 - 8 tuan.

- Bénh sarcoid: Methylprednisolon 0,8 mg/kg/ngay, dé lam thuyén gidm bénh. Dung liéu duy tri

th&p, 8 mg/ngay.

- Hoac theo chidén cia thay thudc.

Khoéng c6 yéu cAu dic biét vé xi Iy thudc sau khi st dung.

CHONG CHi DINH:

- Qué mén v&i Methylprednisolon.

- Nhi&m khun nang (trte sbc nhiém khuan va lac mang néo).

- Thwong tén da do virus, ndm hoéc lao.

-Dang diing vaccin virus séng.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

- Strdung than trong & nhing ngudi bénh loang xwong, Ngudi Mot n&\thdng mach mau, réiloan tam

than, loét da day, loét ta trang, d4i thao dudng, tang huy&t ap, suy tim va tré dang Ion.

- Do nguy cd ¢6 nhitng tdc dung khong mong mudn, phai st dung than trong corticosteroid toan than

cho ngudi cao tudi, véi liu th&p nihét va trong thdi gian ngan nhét c6 thé dugc.

- Suy tuyén thugng thén cdp c6 thé xay ra khi ngiing thudc dot ngot sau thdi gian dai diéu tri hoac khi

cé stress.

- Khi duing liéu cao, c6 thé anh hudng dén tac dung cliatiém ching vaccin.

- Tré em c6 thé nhay c&m hon véi sy tc ché tuyén thugng than khi diéu tri thudc bai.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

- G lidu diéu tri, Methylprednisolon 4 khéng c6 anh hudng Ién kha nang l4i xe hay van hanh may moc

trong khi diéu tri bang dudng udng.

- Bénh nhan can dugc chi d&n réng néu ho cam thdy chéng mét, nhc dau thi ho can tréanh lam

nhiing viéc c6 kha nang gay nguy hiém nhu I4i xe ho&evan hanh may mac.

SUDUNG CHO PHY NI CO THAI VA CHO CON BU:

-Phu nilf ¢6 thai: Diing kéo dai Methylprednisolon cho nguéi me ¢ thé dén dén giam nhe thé trong
clia tré so sinh. Vi vay, sif dung Methylprednisolon & ngudi mang thai doi héi phai can nhéc Igi ich
c6 thé dat dugc so vdinhiing rliro c6 thé xay ra véi me vacon.

-Phuy nii cho con bu: St dung dugc ddi véi ngudi cho con bu.

TUONG TAC, TUONG KY CUA THUOC:

-Methylprednisolon la ch&t gay c&m ung enzyme cytochrom P, va la co chét clia enzyme P, 3A,

do d6 thuBc nay tac déng dén chuyén héa cla ciclosporin, erythromycin, phenobarbital, phenytoin,

carbamazepin, ketoconazol, rifampicin.
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Methylprednisolon cé thé gay tang glucose huyét, do d6 can ding liéu insulin cao hon.

Do khéng cé cac nghién cliu vé tinh tuong ky cua thude, khong tron 1an th uoc nay vdi thuﬁc khac.

TAC DUNG KHONG MONG MUGN: | -

- Thuong gap, ADR > 1/100:

Théan kinh trung wong: M4t ng(, than kinh dé bj kich déng.

Tiéu héa: Tang ngon miéng, kho tiéu. |

Da: Ramléng

Noi tiét va chuyén héa: Dai thdo dudng

Than kinh co va xwong: dau khép

Mét: Buc thay tinh thé, glécom

Ho hap: Chay mau cam

- ltgap, 1/1000 < ADR < 1/100:

Than kinh trung vong: Chéng mat, con co giat, loan tam than, u gid & ndo, nhic déu thay déi tam
trang, mé sang, 4o giac, sang khoai.

Tim mach: Phu, tang huyét ap.

Da: Tring c4, teo da, tham tim, tang séc t6 mé.

Ni tiét va chuyén héa: Hoi ching Cushing, Gc ché truc tuyén yén - thugng than, cham Ién, khbng
| dung nap glucose, giam kali huyét, nhiém kiém, vé kinh, giit natri va nudc, tang glucose huyét.

Tiéu héa: Loét da day, buén nén, ndn, chuéng bung, viém loét thuc quan, viém tuy.

Théan kinh - co va xuong: Yéu co, lodng xuong, gay xuong.

Khéc: Phan ting qué méan.

* Hwéng dan cach xietri ADR:

Trong nhitng chidinh cép, nén sl dung glucocorticoid vdi liéu thﬁp nhét va trong thdi gian ngén nhét
c6 hiéu lyc lam sang.

Sau diéu tri dai ngay véi glucocorticoid, néu tc ché truc déi - tuyén yén - thuong than cé kha néng
xay ra, diéu c&p bach la phai gidm liéu glucocorticoid tiing budc mét, thay vingiing dét ngét.

Ap dung ché& do diéu tri trénh tac dong lién tuc cla nhiing liéu thudc ¢é tac dung dugc Iy. Dung mét
liéu duy nhat trong ngay gay it ADR hon nhiing liéu chia nhd, va liéu phap cach ngay 1a bién phap t6t
dé giam thi€u sy ¢ ché tuyén thugng than va nhiing ADR khac. Trong liéu phap cach ngay, ding
mét liéu duy nhat cithai ngay mét I1an, vao budi sang

Theo doi va danh gia dinh ky nhiing thong sé vé loang xuong, tao huyét dung nap glucose, nhung
tac dung trén mat va huyét 4p.

Du phong loét da day va td trang bang cde thudc khang thy thé H2 - histamin khi dung liéu cao
methylprednisolon toan than. .
T4t ca ngudi bénh diu tri dai han véi glucocorticoid cn diing b8 sung calci dé du phong loang xuong.
Nhiing ngudi c6 kha nang bi tic ché mién dich do glucocorticoid cdn dugc canh bao vé kha nang dé
binhiém khuén.

Nhiing ngudi bénh sdp dugc phau thuét cé thé phai ding b sung glucocorticoid vi dap ung binh
thudng véi stress da bj gidm sut do tic ché tryc doi - tuyén yén - thugng than.

*Théng bao ngay cho bac sy hodc dugc sy nhirng phan ting c6 hai gdp phai khi st dyung thuéc.
QUA LIEU VA XU TRI: .

Nhiing triéu chiing qua liéu khi st dung glucocorticoid dai ngay, gém: héi chitng Cushing, yéu co,
lodang xuong, ting nang vo tuyén thugng than va tic ché tuyén thugng than c6.thé xay ra.

Trong nhiing trudng hop nay cén can nhic dé cé quyét dinh dung din tam nging hoc ngiing han
viéc dung glucocorticoid.

DUQC LUC HOQC:

Ma ATC: HO2AB04

Methylprednisolon la moét glucocomcoud dén xuét 6 — alpha — methyl cia prednisolon, c6 tac dung
chéng viém, chéngdi Ging va tGic ché mién dich rd rét.

Do methyl héa prednisolon, tac dung corticoid chuy&n héa mudi da dugc loai trl, vivay ¢6 rét it nguy
co gill Na+, va gay phu. Tac dung chéng viém cia methylprednisolon tang 20% so vdi tdc dung cla
prednisolon; 4 mg methylprednisolon cé hiéuluc béng 20 mg hydrocortison.

Céc glucocorticoid tic ché hién tugng thoat mach va thdm clia cac bach cau vao mé (vi tri) bi viém.
Céc glucocorticoid Uc ché cac hién tugng nay. Glucocorticoid dung dwéng toan than l1am téng sé
lwgng cac bach cdu trung tinh va gidm s6 lrong céac té bao lympho, bach ¢&u wa eosin, bach céu
don nhan trong mau ngoai bién. Bach cau trung tinh ting la do sy tang huy déng céc bach céu trung
tinh tU du trir & thy xwong ra, do nifa ddi ca chung trong mau lwu théng dude kéo dai va do suf thoat
mach va tham nhiém vao vi tri viém bj gidm. Viéc gidm s8 lugng cac t& bao lympho, céc bach cu ua
eosin va céc bach cdu don nhan trong mau luu théng la k&t qua clia su van chuyén cﬁa_cht’mg tu
mach mau vao mé dang lympho.

Ngoai tac dung trén chic ning cta bach clu, glucocorticoid con tac dong dén phan Ung viém bang
céch lam giam téng hop prostaglandin do hoat héa phospholipase A,. Glucocorticoid lam tdng néng
dd mot s8 phospholipid mang cé tac dung Uc ché sy téng hop prostaglandin. Corticosteroid ciing
lam tdng néng dé lipocortin, la protein gay giam tinh kh& dyng clia phospholipid, co chét cia
phospholipase A,. Cuéi cling, glucocorticoid lam gidm su xudt hién cyclo-oxygenase & nhiing té bao
viém, do d6 lam gidm lwgng enzyme dé san sinh prostaglandin.

Glucocorticoid lam gidm tinh thAm mao mach do tc ché hoat tinh clia I<|n|n va cac ndi doc td vi  khudn
va do lam gidm lwgng histamin giai phéng bdibach cau wa base.

DUQC BONG HQC:

Kha dung sinh hoc x8p xi 80%.

N&ng dé huyét twong dat miic t6i da 1 -2 gid sau khi dung thuéc.

Thdi gian tac dung sinh hoc (tic ché tuy&n yén) khoéng 1% ngay, c6 thé coila tac dyng ngén.
Methylprednisolon dugc chuyén héa trong gan, giéng nhu chuyén héa clia hydrocortison, va céc
chét chuyé&n héa baitiét qua nudc tiéu. Nira ddi x&p xi 3 gid.

QUY CACH PONG GOI: Hop 3 vix 10 vién nén; Hop 10 vi x 10 vién nén; Chai 200; 500; 1000 vién nén.
BAO QUAN - HAN DUNG:

Bao quan: Duéi 30°C, ngi khd rao, trdnh anh sang.

Han dung : 36 thang ké tir ngay san xuét.

Tiéuchudn:DDVNIV.

San xuat tai: - >
CONG TY CO PHAN DUQC PHAM KHANH HOA
WHO-Gmp  Dudng 2-4, P.Vinh Hoa, TP. Nha Trang, T. Khanh Hoa




