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RX-THUOC BAN THEO BON

Methylprednisolon 16

Methylprednisolon 16 mg

Manufactured by:
KHAPHARCO PHARM. CO.

Cdng thic:

Methylprednisolon ..... 16 mg Bao quan: Dudi 30°C, noi khd mat,
Ta digc..c.oivisiiiniin 1 vién tranh dnh sing.

| Chi dinh = SDK/Reg.no:

| Chfmg chi di"h + | trong 1 hiudng

| Cich ding- Liéu ding : j @0 = dung DE XA TAM TAY TRE EM

| Thén trong POC k¥ HUGNG DAN SU DUNG TRUGC KHI DUNG

Tac dung khing mong :
muén
Tiéu chuan: DBVN IV

San xuat tai: _,
CONG TY CP DUQC PHAM KHANH HOA
Dung 2/4, P. Vinh Hoa, T.P Nha Trang, T. Khénh Hoa
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10 blisters x 10 tablets

RX-PRESCRIPTION DRUG

Methylprednisolon 16
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Methylprednisolon 16 mg
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Manufactured by:
KHAPHARCO PHARM. CO.
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Composition: Storage: Store in a dry place,

Adverse effects

Methylprednisolon ....... 16 mg below 30 ‘C. Protect from light

Excipients ......gs.......1 tablet Specifications: VP IV

Indications: : KEEP OUT OF REACH OF CHILDREN

Contraindications : | Please see READ CAREFULLY INSTRUCTIONS BEFORE USE
' endlosed

Dnsage = leaflet

Administrations Manufactured by: . .

Precautions Khanh Hoa Pharmaceutical Joint Stock Company

2/4 street, Vinh Hoa ward, Nha Trang city,
Khanh Hoa province, Viet Nam
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Methylprednisolon 16
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“WETHYLPREDNISOLON 16 W

THANH PHAN:
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Aerosil)
DANG TRINHBAY: Hép 10 vix 10 vignnén,
CHUY: -BOC KY HUONG DAN SU DUNG TRUGC KHI DUNG.

-NEU CANTHEM THONG TIN, XINHOI ¥ KIENBAC ST,

-THUSC NAY CHIDUNG THEOBON CUA THAY THUGSC.
DUGC LUCHOC:
- Methylprednisclon Ia mt glucocorticoid, din xu&t & - alpha - methyl clia prednisolon, cé tdc dy ng
chéng viém, chéng dj iing va Jc ch& mikn dich rd rét.
- Do methyl héa prednisoion, tde dyng corticoid chuyén héa musi d& duge logl trit, vi vay cb rét it
nguy cd gill Na+, va gay phi. Tdc dung chéng viém clia methylprednisolon ting 20% so véi ldc
dungebap lon; 4 mg p ©6 hidu lyc bling 20 mg hydrocortison.
- Cic glucocorticold tc ché hign tugng thoat mach va tham cla cac bach chu vao md (vi tri) bi
viemn. Céc glucocorticoid Uc ché cde hign twong nay. Glucocorticoid diing duing ton than lam
téng s6 igng cdc bach céu trung tinh va gidm st lugng cac 1§ bao lympho, bach cdu ua eosin.
bach céu dan nh&n trong méu ngoal bién. Bach céu trung tinh ting I do sy ting huy ddng céc
bach cAutrungtinh ti dy tril & thy xuong ra, do nlla 8di ciia ching trong mau luu thdng dugc kéo dai
vé do sy thodt mach va tham nhikm vito v tri viém bi gidm. Viéc gidm s6 lugng céc t& bao lympha,
céc bach chu ua eosin vd cdc bgch cu dan nhén trong mau luu théng 14 két qud cla sy van
chuyén clia chiing 1 mach mau vao mé dang lympho.
- Ngoaitdc dyng rén chiic ning cla bach clu, glucocorticold con téc ddng d&n phan Ung vidm
bing céch lam gidm 8ng hop prostaglandin do hoat héa phosp A2. Gl id 1am

- Nhikm khufin néing (trir s6c nhikm khufin va lao mang néo).

- Thudng tén da do virus, ném hodic lao.

- Bang diing vaccin virus sfng.

THAN TRONG:

- 5if dyng than trong & nhiing ngudi bénh loding xuong, nguii ma&i néi théng mach mau, réi logn
tamthén, loétda day, loét td trdng, ddithdo duding, ting huy&t ap, suy tim va tré dang lon,

- Do nguy ¢d cd nhilng tac dung khéng mong mudin, phai sU dyng thén trong corticosterold todn
than cho ngudi eao tudli, vai liéu thip nhEl va trong thdi gian ngin nhétcd thé dugc.

- Suy tuyén thudng than clp cd thé xdy ra khi ngling thufic A4t ngdt sau thdi gian dai didu tri hodc

khicé stress,

~Khidiing liéu cao, cd thé dnh hudng d&n tdc dyng ciia tigm chiing vacein.
- Tré em c6 thé nhay cdm hon vdi sy e ché tuy&n thugng than khi diéu trjthubc bdi,
TAC DUNG CUA THUGC KHILAIXE VA VAN HANH MAY MOC:

- O libu didutri, Methylprednisolon 16 khéngcé Anh hudng I&n kha néng I&i xe hay van hanh may

mic trong khi diéu trj bling duiing uling.

- Bénh nhin cén duge chi din ring néu ho cdm théy chéng mat, nhic ddu thi ho cén trdnh lam

nhilng viéc cd kha néng gy nguy hi€ém nhu l&i xe hodc van hdnh méy méc.

SU DYNG CHOPHY NU COTHAI VA CHO CON BU:

- Phy nil cé thai: Diing kéo dai Methylprednisolon cho ngudi me o6 thé din d&n gidm nhe thé trong
cia tré sd sinh. Viviy, sif dung Methyiprednisolon & ngudi mang thal da1 hdi phai cén nhic Igi ich
6 th& dat dugc so vdi nhiing rdi ro c6 thé xdy ra véi me va con

- Phy nil cho con bu, SU dyng duge ddi vdi nguadi cho con bu.

TUONG TAC THUGC:

- Methylprednisolon I chél gy cim (ng enzym cytochrom P450, v 1 oo chét ciia enzym P450

3A, do dé thulic nay tdc déng dén chuyén héa clia ciclosporin, erythromycin, phencbarbital,

heny rbamazepin, , rifampicin,

- Phenytoin, phencbarbital, rifampicin, va cdc thubc Igl tiu gidm kali huyét cd thé 1Am gidm higu
Weciia Methylprednisolon.

ting néng @4 mdt s8 phospholipid mang ¢ tdc dyng Uc ché sy tng hop prostaglandin.
Corticosteroid cling lam tang ndng A lipocortin, I& protein gay gidm tinh khd dung cia
phospholipid, cd chit cla phospholipase A2. Cudi cling, glucocorticoid 1&m gidm sy xuét hién
cycloaxygenase & nhilng 18 bao viém, do dd lam gidm lugng enzym d€ sdn sinh prostaglandin,

- Gilucocorticold 1Am gidm tinh th&m mao mach do dc ché hoat tinh cia kinin vA céc ndi d6c 16 vi
khudn va do iam gidm lugng histamin gidi phdng bdi bach cAu ua base

DUGC PONGHOC:

= Kha dung sinh hoe xép xi 80%,

- Néngdd huy&ttuong dat mictdida 1 - 2 gié sau khi diing thusic.

- Thifi gian tic dyng sinh hoc (dc ché tuyén yén) khodng 1% ngay, c6 thé colla tde dyng ngén.

- Methylprednisolon duge ehuyén héa trong gan, gifing nhu chuyén héa ciia hydrocortison, v cdc
chaitchuyén héa baitiél qua nudc tifu,

- Niaddixdp i3 gid.

CHIBINH:

- Vigm khdp dangthép, lupus ban @3 h& thSng, mot s& thé viem mach.

- Vigm déng mach théi dudng, viem quanh ddng mach nét, bénh sarcoid, hen phé quan, viém loét
@ai trang man, thi§u mautan mau, gidm bach cdu hat, dj ing néing gdm cé phin vé.

- Bénhleukemia cip, ulympha, ung thu v, ung thu tuyén tién ligt,

- Héichingthan hu nguyén phat.

LIEULUGNG VA CACHDUNG:

* Xdcdinh liéu Wgng theotitng cd nhin.

* Lidu bt 3u la: 6 - 40 mg methylprednisolon mai ngay. Ligu cén thist a8 duy tritde dy ng diu trf
mang mudn th&p han liu cén thigt A€ dattéc dyng ban ddu, va phai xac dinh lidu th&p nhét cé thé
dat tic dyng cén cd bing céch gidm liéu dén ting budc cho 18i khi thay cac d&u hisu hoae tisu
chiingbénhtanglén.

* Khi céin ditng nhifng liéu lon trong thai gian dai, &p dyng lidu phap ding thudic céch ngay sau khi
44 ki€m sodt dugctién trinh clia bénh, & R ADR hon vicd thai gian phuc héi gitta mBi liéu.

Trong ligu phdp edch ngy, dilng mét iéu duy nhét methylprednisalon cif 2 ngay mot in, vio budi
sdng theo nhip thai gian ti€t 1y nhién glucocorticoid.

- Diéutri can hen ndng déi véi ngudi bénh nditrd: D& tién, tism tink mach methylprednisolon 60
- 120 mghén, cd 6 gié liém mdt I8n; sau khi @2 khdi con hen cip tinh, ding li§u uling hang ngay 32 -
48 mg. Sau 46 gidm dén liéu vé co thé ngiing ding thuctrong véng 10 ngdy dén 2 tufin, ké 1 khi
bét ddu diéutri bAing corticosteroid.

- Can hen cép tinh: Methyiprednisolon 32 dén 48 mg méi ngay, trong 5 ngay, sau g6 ed thé didu trj
b& sung vdi liéu thép hon trong mét tudn. Khi khai can c&p tinh, methylprednisolon dugc gidm dén
nhanh,

- Nhiing b§nh thip néng: Luc ddu, thuting dung methylprednisclon 0,8 mg'kg/ngay chia thanh lifu
nhd, sau do difu trj clng cf ding mot liéw duy nhat hang ngay, tiép theo 1a gidm dén 181 iéu 15i
thigu c6 tac dung.

- Vidm khdp dang thép: Liéu bét ddu 14 4 d&n 6 mg methylprednisoion mBingdy. Trong dotc4ptinh,
dirngliéu cao hon: 16 dén 32 mg/ngdy, sau 34 gidm dén nhanh

- Viém khdp man tinh & tré em véi nhing bién ching de doa tinh mang: D&l khi diing
methylprednisolon trong liéu phép t&n ciing, vdi liéw 10 d&n 30 ma/kg/dot (thudng ding 3 1&n)

- Viém loat dai rang man tinh: B&nh nhe: thyt il (80 mg), dgt cdp tinh néng: wbng (8 dén 24
maingay).

- Hai ching than hu nguyén phat: B&t ddu, diing nhiing ¥y methylprednisolon hang ngay 0,8 d&n
1,6 mg/kgtrong 6 tudin, sau 6 gidm dén lifu trong 6 A&n B tudn,

- Thiéu méu tan mdu do mién dich: USng methylprednisolon mai ngay 84 mg, trong 3 ngay. Phai
dié utrj bling methyiprednisalon it nh&ttrong & - B tufin.

- Bénh sarcoid: Methylprednisolon 0,8 mg/kg/ngay, d€ Am thuyén gidm bénh. Ding lidu duy trl
thép, 8 mg/ngay.

-Holic theo chidin cla thiy thubc,

CHONG CHI BINH:

- Qrug m&n vdi Methylpredniselon.

- Methylp cé thé gAy thng glucose huyét, do 86 cin ding liéu insulin cao hon.

TAC DUNG KHONG MONG MUGN:

- Thuéing gép, ADR > 1/100;

+Thén kinh trung ugng: M&t ngd, thén kinh dk bj kich d8ng.

+ Tiéu héa: Téng ngon miéng, khd tidu,

+DaRam lbng

+Ngitiétva chuyén hda: Dl thdo duding.

+Thén kinh ca vé xudng: Bau khép,

+Mat: Bycthiytinhthé, glacdm,

+Hé hép: Chdy mdu cam,

- it g&p, 111000 < ADR < 1/100:

+Thén kinh trung uong: Chéng mét, cdn co giat, loan tAm thén, u gld & ndo, nhic ddu, thay dditam
trang, mé séng, o gidc, sing khodi.

+Tim mach: Phi, ting huy&tdp.

+Da: Tringc4, teo da, tham tim, ting sdc 18 ma.

+Nbiti€tva chuyén héa: Hai chiing Gushing, e ché truc tuyén yén - thugng than, cham idn, khéing
dung nap glucose, gidm kall huy&L, nhibm kiém, v kinh, gill natriva nudc, tng glucose huyét.
+Tiéu hda: Loét da day, bun nén, ndn, chudng bung, viém loét thyc guan, vigmtyy.

+ Thén kinh - co vé xudng: Y €u co, loAng xudng, gy xuang.

+Khdc: Phin ing qué mén.

*Hudngdén cach xiitri ADR:

= Trong nhiing chi dinh c&p, nén sit dung glucocorticoid véi iéu th&p nhét va trong théi gian ngén
nhét cd higu lyc lam sang.

- Sau diéu tri dai ngay vai glucocorticoid, néu tc ché tryc d6i - tuy8n yén - thugng than o6 kha nang
x&y ra, diéu c&p bach a phai gidim li8u glucocorticoid tifng budc mét, thay vingirng dét ngdt.

- Ap dung ch& dé diéu tri tranh tdc déng lién tuc ciia nhiing liéu thude cé tde dyng dugc 1. Ding
mbt liu duy nhét trong ngay gay it ADR hon nhiing liéu chia nhd, vA liéu phép céch ngay I4 bién
phap 16t 0 giém thiu sy e ché tuy&n thugng thén va nhitng ADR khéc. Trong lidu phép cach
ngay, ding mdt lifu duy nhél cif hai ngay mét idn, vae budising.

- Theo dbiva danh gi dinh ky nhiing théng s6 vé loing xudng, tac huy&t, dung nap glucase, nhirng
tdc dungtrén mét va huyt ép,

- Dy phang loet da day va t4 trang bing cdc thudc khang thy the H2 - histamin khi ding iéu cao
methylprednisolon toan than,

- Tét cd ngudi bénh diéu tr] d&i han véi glucocarticoid cdn diing b sung calci € dy phéng lodng
xudng.

- Nhiing ngudi c6 kha nang bj de ché mi&n dich do glucocorticoid cAn duge cinh bdo vé khd nang
d& bj nhiém khudn.

- Nhing ngudi bénh sip duge phu thuat o6 thé phai diing bé sung glucocorticoid vi d&p ding binh
thudng vdistress A& bi gidm sit do tc ché true 38i - tuy&n yan - thugng than.

Luuy: Théng bao cho bic s§ nhiing téc dyng khéng mong mudn gép phaikhisi dyng thudc.
QUA LIEUVA XU TRI:

- Nhifngtriéu ching qua liéu khi st dung glucocorticoid dai ngay, gdm: héi ching Cushing, yéu ca,
Ioang xuang, tAng néng va tuy&n thugng théin va dc ché tuyénthugng than cé thé xay ra,

- Trong nhitng trudng hop ndy cln cAn nhéc dé cd quys dinh ding dén lam ngiing hoic ngling

DE THUGC XATAM TAY TRE EM.
Han diing : 36 thang ké tir ngay san xust,
Tiguchudn: DBVN IV,

héin vigc ding glucocorticoid,
San xuit tai:

BAO QUAN - HAN DUNG:
CONG TY C6 PHAN DUQGC PHAM KHANH HOA

Baoqudn: Dudi30°C, noi kha mél, trdnh dnh sdng,
WHO — GMP Budng 2-4, P.Vinh Héa, TP Nha Trang, Khanh Héa

Nha Trang, ngay 10 than
CONG TY CP Dyc_jc PHAM K”,HANH HOA
2005, TONG GIAM PO
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