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RX-THUOC BAN THEO BON

Methylprednisolon 16

Methylprednisolon 16 mg

Manufactured by:
KHAPHARCO PHARM. CO.

Cing thic:

Methylprednisolon ..... 16 mg Bao quan: Dudi 30°C, nai kho mit,
Ta dugc.......vd.......... 1 vién tranh dnh sdng.

Chi dinh — SDK/Reg.no:

Chfmg chi d!“h | trong v hudng

Cich diing- Liéu ding : ) 4in s dung DE XA TAM TAY TRE EM

Thén trong POC K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG

Tac dung khing mong:)  §3n xust tai:

mutn CONG TY CP DUGC PHAM KHANH HOA
Tiéu chuan: DDVN IV pygng 2/, P. Vinh Hod, T.P Nha Trang, T. Khénh Hoa
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10 blisters x 10 tablets

RX-PRESCRIPTION DRUG

Methylprednisolon 16

Manufactured by:
KHAPHARCO PHARM. CO.

Composition:
Methylprednisolon ....... 16 mg
Excipients ......gs.......] tablet

Storage: Store in a dry place,
below 30 "C. Protect from light
Specifications: VP IV

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY INSTRUCTIONS BEFORE USE

Indications:
Contraindications : | Please see

endlosed
DDSilgE = leafled
Administrations " Manufactured by:
Precautions Khanh Hoa Pharmaceutical Joint Stock Company

2/4 street, Vinh Hoa ward, Nha Trang city,
Khanh Hoa province, Viet Nam

Adverse effects
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hitps://vnrad.deahudegesn s dung thudc:

“METHYLPREDNISOLON 16

idm rém
THANH PHAN: 1 vien
R, 16mg
Ta dudc A b s A 1 vignnén

T4 duge pbm: Tinh bt ml, Lactose, Sodium Starch Glycolat (DST), Povidon, Magnesi stearat,
Aerosil)
DANG TRINHBAY: Hop 10 vix 10 vignnén,

CHUY: -DPOC KY HUONG DAN SU DUNG TRUGC KHI DUNG.
-NEU CANTHEM THONG TIN, XINHOI ¥ KIEN BAC ST,
-THUGC NAY CHIDUNG THEOBON CUA THAY THUGC.
DUGIC LYC HOC:
-M & mot gl ticoid, diin xust 6 - alpha - methyl clia prednisolon, cé tdc dyng

ch&ng viém, chéng dj ing vé Uc ché mién dich rd rét.

- Do methyl héa p tac dyng id chuyén héa mudi & dugc loal trl, vivay cb rét it
nguy ca gid Na+, va gay phi. Téc dung ch&ng viém cilia methyiprednisolon ting 20% so v6i lic
lon; 4 mg Ip &6 higu lye bAng 20 mg hydrocortison.

- Cic glucocorticold tc ch& hién tugng thoat mach va tham cla cic bach clu vao md (vi tri) bi
viem. Céc glucocorticoid dc ché cde hién tugng nay. Glucocorticold ding duding todn than lam
téing s6 lugng céc bach chu trung tinh v& gidm s6 lugng céc 1€ bao lympho. bach cdu us eosin.
bach cdu dan nhan trong méw ngoai bién. Bach cdu trung tinh ting 14 do sy ting huy ddng cdc
bach ciutrungtinh tir dy trll & thy xueng ra, do nlia d8i clia ching trong méu luu thang dugc kéo dai
vé do sif thodt mach va tham nhidm vito vi tri viém bi gidm. Viéc gidm s& lugng céc t& bao lympha,
céc bach cu ua eosin va cac bach cdu dan nhén trong mau luu théng 1 két qud cla sy vén
chuyén clia chiing 1 mach mau vao mé dang lympho.

- Mgoditdc dyng trén chic ning cla bach céu, glucocorticold con tic dyng d&n phan Ung vigm
béing cach lam gidm 1ng hop prostaglandin do hoat héa phospholipase A2, icoid lam
téng néng d% mgt s8 phospholipid mang cé tdc dung Uc ché sy ng hop prostaglandin.
Carticosteroid cling lam ting néng a3 lipocortin, I protein gay gidm tinh khd dung cia
phospholipid, cd ehdt cia phosphalipase A2. Cubi ciing, glucocorticoid 1&m gidm sy xust hidn
cycloaxygenase & nhilng 1& bao viém, do dé lam gidm lugng enzym o€ sin sinh prostaglandin,

- Glucocorticold 1am gidm tinh thdm mao mach do de ché hoat tinh cda kinin vA cdc ndi déc 18 vi
khuén va do lam gidm lugng histamin gi&i phdng béi bach cu ua base

DUGC BONGHOC:

- Kha dyngsinh hoe x&p xi B0%.

- Néngd$ huy&ttuong dat mictéida 1 - 2 gi¢ sau khi ding thusic.

- Thdli gian téc dyng sinh hoc (Uc ché tuyén yén) khodng 1% ngay, co thé col I tie dyng ngén.

- Methylprednisolon duge chuyén héa trong gan, giting nhu chuyén héa ciia hydrocortison, va cdc
chatchuyén héa bai ti€l qua nudc tifu,

- Niia ddix8p i3 gids.

CHIBINH:

- Viém khép dangthép, lupus ban d hé théng, mat s& thé viem mach.

- Viém dgng mach théi dudng, viém quanh ddng mach nét, bénh sarcoid, hen phé qudn, viém loét
@al rang man, thi€u mautan méu, gidm bach edu hat, di ing néing gém cé phin vé.

- Bénhleukemia cép, ulympho, ung thu v, ung thu tuy&n tién ligt,

- Héichingthan hu nguyén phét.

LIEULUGNG VA CACH DUNG:

* Xdcdinh liéu Wgng theotitng cé nhén,

* Liu bt afu 1&: 6 - 40 mg methylprednisolon m3i ngay. Ligu cén thist a8 duy tritédc dung diéu trj
mong mun thip han ligu cén thiét 0 dattéc dyng ban dAu, va phai xéc dinh libu thép nhat cé thé
dat tic dung cén cé biing cach gidm liku dén tifng budc cho tdi khi thaly cac d&u higu hode trigu
chingbénhtanglén.

* Khi cén diing nhilng liéu In trong thai gian dai, 4p dyng lidu phap di ng thudc cdch ngay sau khi
g3 ki€m sodt dugc tién trinh clabénh, s& R ADR han vicd thai gian phye héi gitta mBi liéu.

Trong ligu phép céch ngay, ding mét iéu duy nh&t methylprednisolon cir 2 ngay mot in, vao budi
sdng theo nhip thai gian tigt W nhién glucocorticoid.

- Didu trj con hen nang 861 véi ngutii bénh ndi trd - BAu tién, tism tinh mach methylprednisolon 60
- 120 mghén, cd 6 gié tiém moLIdn; sau khi da khdi can hen cép tinh, ding liu uSng hang ngay 32 -
48 mg. Sau dé gidm dén iy va cd thd ngiing ding thutic trong véng 10 ngay dén 2 tufin, ké 1 khi
bét ddu difutri bing corticosteroid.

- Con hen cép tinh: Methylprednisolon 32 dén 48 mg mbi ngay, trong 5 ngdy, sau 86 c6 thé digu trj
b& sung vai liéu thép hon trong mdt tuln, Khi khdi con c&p tink, methylprednisoion dudc gidm ddn
nhanh,

- Nhilng bénh thip néng: Lic ddu, thuding ding methylpr 0,8 mg/kg/ngéy chia thanh lifu
nhd, sau dé diéu trj cling cd diing mot liéu duy nh&t hang ngay, tiép theo 1 gidm dén tdi kéu 16i
thidu c6 tac dung.

- Viém khop dang thép: Liéu bdt du 14 4 48n 6 mg methylprednisolon mdingay. Trong dot c&ptinh,
ditnglidu cao hon: 16 dén 32 mg/ngdy, sau a4 gidm dén nhanh

- Vigm khép man tinh & tré em véi nhiing bign ching de doa tinh mang: B6i khi diing
methylprednisolon trong liéu phép tn cbng, vdi i€ 10 aén 30 mglkg/dgt (thudng ding 3 18n)

= Viém loat dai trang man tinh: Bénh nhe: thyt @ill (80 mg); dgt cép tinh néng. uong (8 dén 24
mg/ngay).

- Hai chiing thén hu nguyén phat: Bt ddu, diing nhiing liéu methylprednisolon hiing ngay 0,8 dén
1,6 mg/kgtrong 6tusin, sau dé gidm dén lifu trong & d&n Btudn.

- Thigu méu tan méu do miZn dich: Usng methylprednisolon méi ngdy 64 mg, trong 3 ngay. Phai
diéu trj bling methyiprednisolon it nh&ttrong & - 8 tufin.

- Bénh sarcoid: Methylprednisolon 0,8 mg/kg/ngay, a8 Iam thuyén gidm bénh. Ding lidu duy tri
thép, B mgingay.

- Hofic theo chi din cla thiy thufic,

CHONG CHI BINH:

- Qrug mEn vai Methylprednisclon.

dunaed
dyng

- Nhikm khugin néing (trir s6c nhilm khuéin va lao mang néo).

-Thuong t8n da do virus, ném hodic lao.

- Bang diing vaccin virus s6ng.

THAN TRONG:

- St dyng than trong & nhilng ngudi bénh loéing xuong, ngudll mai ndi théng mach mau, r8i logn
tamthén, loétda ddy, loét 14 trdng, d4ithdo dudng, tAng huyé&t ap, suy tim vé tré dang dn,

- Do nguy cd cd nhilng tdc dung khéng mong mudn, phai s dyng thin trong corticosteroid toan
than cho ngudi cao tulli, véi li§u th&p nhil va trong thisi gian ngén nhét cé thé dugc.

- Suy tuyén thugng thién clp cé thé xdy ra khi ngiting thulic A4t ngdt sau thai gian dai diéu tri hodc

khicd stress,

- Khiding liéu cao, ¢ thé dnh hudng dén téc dung clia tiém chiing vacein.

- Tré em cé thé nhay cdm hon vdi sy (ic ché tuyén thugng than khi diéu trj thusic bdi,

TAC DUNG CUA THUGC KHILAI XE VA VAN HANH MAY MOC:

-0 libu didutri, Methylprednisolon 16 khéng cé dnh hudng I&n kha nang I4i xe hay van hanh may

maéc trong khi diéu trj biing duging uling.

- Bé&nh nhan cén duge chi din riing néu ho cim thiy chéng mit, nhic ddu thl ho cén trdnh lam

nhilng viéc cd khi ndng gy nguy hiém nhu ldi xe hodc van hdnh méy méc.

SU DYNG CHOPHUY NI CO THAI VA CHO CON BU:

- Phy nii cé thai: Diing kéo dai Methylprednisolon cho ngudii me o6 thé diin dén gidm nhe thé trong
cla tré sd sinh. Viviy, si dung Methylprednisolon & ngudi mang thal déi héi phdi can nhic Igi ich
6 thé dal duge so wdi nhiing rliro cé thé xdy ra véi me va con

- Phy nil cho con b, Su dyng duge déi vdi ngudi cho con bu.

TUONG TAC THUGC:

- Methylprednisolon I chél gy cim dng enzym cylochrom P450, v 14 co chét cla enzym P450

3A, do d6 thuSic nay tdc dbng dén chuyn héa clia ciclosporin, erythromycin, phenobarbital,

v cée thubic gl tifu gidm kali huyét cé thé lam gidm higu

e ct‘u; Methylprednisclon.
« Methylprednisolon cé thé gay ting gl huyét, do a6 cén ding iéu insulin cao hon.
TAC DUNG KHONG MONG MUGN:

+Thuéing gép, ADR > 1/100;

+ Thin kinh trung uong: M&t ngd, thén kinh ok bi kich déng.

+ Tiéu héa: Téng ngon miéng, khé tiduy,

+Da:Ram lbng

+Ngitist va chuyén héa: Dl thao duding.

+Thén kinh co v xudng: Bau khdp.

+Mat: Bycthiytinhthé, gléctm.

+Hé hép. Chay mau cam.

-t g&p, 11000 < ADR < 1/100:

+Thén kinh trung udng: Chéng mit, con co giat, loan tam thén, u gid & ndo, nhuc du, thay dditam
trang, mé sdng, Ao gidc, sing khodi.

+Tim mach: Phi, tAng huy&tdp.

+Da: Tringcd, teo da, tham tim, ting s&c 16 md.

+Nbiti€tva chuyén hée: Hoi chiing Cushing, ic ché truc tuyén yén - thugngthén, cham kin, khéng
dung nap glucose, gidm kall huyét, nhilm kiém, v kinh, gill natriva nudc, tng glucose huy&t.
+Tikuhda: Loét da day, bun nén, nén, chudng bung, vigm loét thyc quan, viem tyy.

+Thén kinh - co va xuong: ¥ €u co, lodng xudng, gly xuong,

+Khdc: Phén ing qué mén.

*Hudng dan cach xi/tri ADR:

= Trong nhiing chi dinh cp, nén st dung glucocorticoid véi li4u th&p nhét va trong théi gian ngén
nhé&t cé higu lyc lam sang.

- Saudiéu tri dai ngay vdi glucocorticoid, néu e ché tryc déi - tuy&n yén - thugng thén cb kha néng
x&y ra, diéu cAp béch I phai gidim li8u glucocorticoid titng busc mét, thay vingiing dét ngdt.

- Ap dung ch& a6 diéu tri trénh tac ddng lién tyc ciia nhilng ligu thusc cb tae dy ng dugc ly. Ding
mbt liéu duy nhiit trong ngay gdy t ADR han nhiing liéu chia nhé, va liéu phép céch ngay la bién
phép 15t d€ gidm thifu su iic ché tuyén thugng th&n va nhitng ADR khéc. Trong lidu phép cdch
ngay, ding mét liéu duy nhél cif hai ngay mét 4n, vao bufising.

- Theaddiva danh gid dinh k nhiing théng s6 vé loBng xuang, tac huy&t, dung nap glucose, nhiing
tdcdungtrén métva huyt ép,

- Du phang loét da day va t4 trang bang cdc thudc khang thy thé H2 - histamin khi ding iéu cao
methylprednisolon toan than,

- Tét c& ngudi bénh diéu trf d&i han véi glucocarticoid cdn diing bé sung caici 0 dy phang lodng
xudng.

- Nhifng ngudi co kha nang bj te ché mién dich do glucocorticoid c4n dugc cinh béo vé khé ning
dé bi nhiém khuin.

- Nhiing ngusi bénh sip dugc phiu thudt cé thé phéi diing bé sung glucacorticaid vi d&p dng binh
thudng vdi stress A& bi gidm sit do de ché ryc d8i - tuyén y&n - thugng than.

Luuy: Théng bao cho béc s nhiing tée dung khéng mong mudn gép phai khi st dung thudc.
QUA LIEUVA XUTRI:

- Nhifng triéu chung qué liéu khi s dyng glucocorticoid dai ngay, gém: hi chuing Cushing, yéu ca,
In&ing xudng, tAng nang vd tuyén thugng thén v tic ché tuyén thugng thén cé thé xdy ra.

- Trong nhitng trudng hop ndy cdn cdn nhic dé co quyEt dinh dung din tam ngiing hodc nging

BE THUGC XATAM TAY TRE EM.
Handing : 36 thang k& ti ngay s&n xusit.
Tiduchudn: DDVNIV,

héin vige diing glucocorticoid,
San xuit tai:

BAO QUAN - HAN DUNG:
CONG TY CO PHAN DUGC PHAM KHANH HOA

Baoquan: Dudi30°C, noi khd mét, trénh dnh sdng.
WHO - GMP Budng 2-4, P.Vinh Héa, TP Nha Trang, Khdnh Héa

Nha Trang, ngay 10 than

01 ndm 2014.




