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CANH BAO DACBIET:

Thuéc nay chi diing theo don clia bac s§.

Doc ky hudng dan sif dung trudic khi ding.

Néu cén thém thong tin xin héi y kién bacsy.

Théng bao cho bic s§ nhiig tac dung khang mong mudn gap phai khi st dung thudc.
Khang diing qua liéu da dugc chi dinh.

Khéng sit dung thudc 43 qua han diing.

Dé xa tam tay tré em.
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TEN THUGC

SOLU-MEDROL®

THANH PHAN DINH TINH VA DINH LUONG

Hoat chét: Methylprednisolon hemisuccinat (chuyén d6i thanh Methylprednisolon natri
succinat trong qud trinh san xudt) tuong duong véi 125 mg Methylprednisolon.

Methylprednisolon natri succinat dutc chi dinh tiém tinh mach hodc tiém bdp dudi dang:
Hé thdng Act-0-Vial (Lo liéu don):

125 mg/2 mL chida Methylprednisolon hemisuccinat (chuyén d6i thanh Methylprednisolon
natri succinat trong qua trinh sin xuat) tuong duang véi 125 mg methylprednisolon.

DANG BAO CHE
Bot vé khudn pha tiém va dung moi pha tiém.
DACTINH LAM SANG

. Chi dinh diéu tri:

Methylpredmsolon natri succinat dugc chi dinh trong cac trudng hop sau:

Rdi loan néi tiét:

+ Suy vé thuong than nquyén phat hodc thi phat (6 thé két hop véi mineralcorticoid
khi can thiét).

« Suy vé thugng than cap tinh (c6 thé cn phdi bd sung mineralcorticoid).

+ Séic thii phét do suy vo thugng than, hodc sc khdng dap tng vai liéu phap diéu tri quy
u6c & nhiing bénh nhan dang cd suy vo thugng than (khi hoat tinh mineralcorticoid
khéng tét nhu mong doi).

+ Diing trudc phau thudt, hodc khi cd chdn thuong nghiém trong hodc bénh nang, dbénh nhan
da biét c6 suy v thugng than hodc khi nghi ngt thiéu hut du tri hormon vd thugng than.

+ Tang san tuyén thugng than bam sinh.

+ Viém tuyén gidp khong sinh mu.

+ Téng calci mau lién quan dén ung thu.

Rdi loan thap khdp (diéu tri bd trg ngdn han dé kiém sodt giai doan cap tinh hodc dot

kich phat):

+ Viém xuong khdp sau chan thuong

+ Viém mang hoat dich trong viém xuong khdp

+ Viém khdp dang thap, ké cd viém khép dang thap & thiéu nién

+ Viém bao hoat dich cdp va bén cp

« Viém mom 16i cdu xuong

« Viém bao gan cap khong dac hiéu
« Viém khdp cap tinh do git

« Viém khdp vy nén

« Viém c6t song dinh khdp.

Bénh hé thang tao keo va bénh phiic hgp mién dich (trong dot kich phét hodc diéu

- tri duy tri trong cac trudng hap chon loc):

« Lupus ban do hé théng (va viém than lupus)
« Viém tim cap do thép
« Viém da co toan than (viém da co)

+ Viém da dong mach nit
« Hoi chitng Goodpasture.
Bénh vé da:
« Bénh Pemphigus (bénh bong nudc tu mién trén da va niém mac)
+ Hng ban da dang thé nang (hdi chiing Stevens-Johnson)
« Viém da tréc vay
+ Vay nén thé nang
+ Viém da bong nuc dang Herpes
+ Viém da tang tiét bé nhon thé nang
« Usui dang ndm.
Tinh trang di ing (ding dé kiém sodt cac tinh trang di g nang hodc kh chita khi da
that bai véi cac céch diéu tri thong thuong):
« Hen phé quan
+ Viém da tiép xiic
« Viém da di ing
+ Bénh huyét thanh
« Viém mili dj ung theo muia hoéc quanh nam
+ Cac phan ting qua mén véi thudc
« Phdn ting may day khi truyén thuéc
« Phi thanh quén cdp khdng nhiém khudn.
Cac bénh vé mat (cac qua trinh viém va dj ing man tinh va cSp tinh nghiém tiong amat):
« Nhiém tring gidc mac do Herpes zoster
+ Viém mdng mét, viém mong mét - thé mi
+ Viém mang mach - vong mac
+ Viém mang mach nho khuéch tan ph!a sau Vvaviém mang mach
« Viém thén kinh thj gic
+ Nhan viém giao cim
+ Viém tién phong oy bo L |
+ Viém két mac dj ing
+ Viém Ioétkétmacdodlmxg Wt i e
+ Viém gidc mac, 1o
Bénh tiéu hoa (gidp dua bénh nhan qua khéi con’ nguy kich cua bénh)
+ Viém loét dai trang
« Viém doan mbt non.
\Bénh hd hdp:
« Bénh sarcoid c6 tﬂéu ching, .
« Ngd doc berylii
+ Trong lao phdi lan tda hogc biing phat cp tinh (khi diing déng th v6ihda tr liéu
“khdnglaothichhgp)
+ Hoi chiing Loeffler khong thé kiém sodt dugc bang céc phuang phép khc
« Viém phoi hit
+ Viém phdi tirtrung binh tdi nghl!m trong do Pneumot}'xtlgj/mved abenh nhan Albs (ahu
diéu tr| b6 trg khi dung trong 72 it déu tién cdia liéu phap khoi ddu chdng Pneumocystis)
+ Cdc ot kich phdt cia bénh ph6l técnghén mén tinh ((OPD) .
i /

Réiloan vé mdu;, | i 0
+ Thi€u méu tan mau mic phil (ty mién)
 Xudt huyét gidm tiéu céu v0 cén & ngudf 16n (chl tiém tinh Mach, chiéng chi djnh tiém bép)
+ Gldm tiéu cdu thir phat & ngudi lon
+ Chiing gidm nguyn héng c4u (thiéu mu héng cdu)
+ Thiéu méu gidm sén bam sinh (dong héng cu). p
Cécbénh ung thu (diéu tri tam théi): | ’ ‘
+ Bénh bach cdu va u lymphd & nguéilén "
« Bénh bach cdu cip dtré em

I’

v ARy s wit naut

* Déciithign chat ugng s6ng cho bénh nhan ung this giai doan cudi.
mm
D€ gidp bai nigu hodc gidm protein niéu trong hdi chiing than hu ma khong kem theo
uré-huygt thudc typ tu phat hodc do lupus ban do.
M
* Phit ndo tir khéi u nguycn phét hodc di-can hodc do phau thuat hodc xa tri.
* Dot kich phat dp tinh cla bénh da xo cing.
S;in thuong tily song cap tinh. Can bt ddu diéu tri trong vong 8 gics tirkhi bét déu
n thitong.
Céc chi dinh khéc:
* Lao mang ndo c6 t4c nghén khoang dudi nhén hodc doa tdc khi diing déng théi hoa tri
liéu khang lao thich hap.
* Bénh giun xodn lién quan dén than kinh hodc co tim.
+ Gy ghép ngi tang,
* Ngn ngita budn non va nén khi diing hoa tr liéu chdng ung thu.
4.2. Liéu diing va phuong phap sif dung:
Methylprednisolon natri succinat ¢6 thé tiém hodc truyén tinh mach hoac tiém bép Phuang
Phap ducc wu tién Iia chon cho c3p cifu ban ddu 1a tiém tinh mach. Xem bang 1 vé cac liéu

Iitgng khuyén cdo. C6 thé gidm liéu cho tré s sinh va tré em, nhung c3n chon Iya dua vio
miic 46 nghiém trong cia bénh va dap ting cta bénh nhn hon [a dya vao tudi va thé trong
ciia bénh nhan, Liéu lugng cho tré e khdng nén thap han 0,5 mg/kg méi 24 gig.

Bang 1: Lidu khuy&n cdo @i véi methylprednisolon natri succinat

Chi dinh Liéu ding
Diéu i b6 trg cho céc truomg | Tiém tinh mach 30 mg/kg trong thai gian it nhdt 30 phiit.
hap de doa tinh mang €6 thé nhdc lai liéu nay 4-6 gio mdi ldn cho t61 48 gios.

jiroveci & bénh nhan AIDS

Réi loan thdp khdp khong
dap tng véi phac dé diéu tri
chudn (hodc trong giai doan
kich phét)

Tiém tinh mach trong it nhat 30 phit. C6 thé 13p lai ché do
liéu nay néu khéng €6 cdi thién sau 1 tudn diéu tri, hodc do
tinh trang cda bénh nhén yéu ciu:

19/ 1ngay, trong 1-4 ngay, hodc
19/1thdng, trong 6 thing

Lupus ban dd hé thong khang
dap ting vdi phéc d6 diéu tri
chudn (hodc trong giai doan
kich phat)

Tiém tinh mach 1g/1 ngay trong 3 ngay trong it nhét

30 phit. €6 thé I3p lai ché 0 liéu nay néu khng ¢6 i
thién sau 1 tudn diéu tri, hodc do tinh trang cia bénh nhan
yéu cdu.

Da xo ciing khdng dap ing vdi
phéc d6 diéu tri chudn (hodc
trong giai doan kich phat)

Tiém tinh mach 1g/1 ngay, trong 3 hodc 5 ngay trong
thi gian it nhat 30 phit. €6 thé 13p lai ché do liéu nay néu
khdng 6 cai thién sau 1 tudn diéu tri, hoac do tinh trang
cGia bénh nhan yéu cdu.

Trang thai phi nhu viém cdu
than hodc viém than do lupus
khdng dép ting véi phéc do
diéu trj chudn (hodc trong
giai doan kich phét)

Tiém tinh mach trong thdi gian it nhdt 30 phiit. C6 thé Ip
lai ché d6 liéu nay néu khdng ¢4 cdi thién sau 1 tudn diéu
tri, hodc do tinh trang cta bénh nhan yéu cau.

30 mg/kg cach nhat, diing trong 4 ngay hodc 1/ ngay
trong 3,5 hodc 7 ngay.

Ung thy giai doan cudi (dé c3i
thién chat lugng cudc song)

Tiém tinh mach 125 mg/ ngay trong tdi da 8 tudn.

Ngén ngia budn non va non
do héa tri liéu vé ung thu

Héa trj liéu gdy ndn nhe va trung binh:

Tiém tinh mach 250 mg trong it nhdt 5 phiit vao 1 gid truéc
héa tri liéu. Nhdc lai liéu methylprednisolon khi bét déu héa
tri liéu va vao liic nging ding héa tri liéu. Ciing cd thé phéi
hop vdi dan xudt clo cia phenothiazin khi diing liéu dau
tién ctia methylprednisolon dé tang hiéu luc chéng non.
Héa tri liéu gdy nén nghiém trong:

Tiém tinh mach 250 mg trong it nhat 5 phit, phdi hop véi
liéu thich hop metoclopramid hodc 1 butyrophenon 1 gits
trudc hoa tri liéu, sau 6 nhdc lai liéu methylprednisolon liic
khdi ddu hda tri liéu va vao ldc ngimg héa tri liéu.

Tén thutong tly séng cap tinh

Diéu trj nén bat dau trong vong 8 gid sau khi ton
thuong.

Vi bénh nhén bt ddu diéu tri trong vong 3 gidrsau khi tn
thuang: Tiém tinh mach 30 mg/kg trong thai gian 15 phit,
16i nghi 45 phit, sau 6 truyén tinh mach lién tuc vdi liéu
5,4 mg/kq/gid trong 23 gior.

Vi bénh nhan khdi ddu diéu tri trong vong 3-8 glo sau

khi tén thuung tiém tinh mach 30 mg/kg trong thoi gian
15 phiit réi nghi 45 phit, sau d6 truyén tinh mach lién tuc
vdiliéu 5,4 mg/kg/qid, trong 47 gio.

Cén danh riéng mét dung tinh mach dé bom truyén.

Viém phdi do Pneumocystis

Liéu trinh diéu tri nén bit dau trong vong 72 gits
trong diéu tri khdi diu chéng Preumocystis.

Mot ché d cd thé thuc hién Ia tiém tinh mach 40 mg,

6-12 gt mdi lan cho dén t6i da la 21 ngay hodc cho dén khi
két thiic qua trinh diéu tri Preumocystis.

Do ¢6 ting tdc dg hoat héa lai bénh lao & bénh nhan AIDS,
¢@n suy xét nén st dung cac thudc chding lao mdi khi diing
corticosteroid cho cdc ddi tugng cd nguy ca cao nay. Ciing
cdn theo doi bénh nhan vé kha nang mdc cac nhiém khuan |
tiém tang khac.

Céc dgt kich phét ctia bénh
phdi tdc nghén man tinh
((OPD)

o

a nghién cdtu 2 ché df liéu:

Tiém tinh mach 0,5 mg/ kg 6 gio mdi lan, dﬂng (rong
72id, hodc )
Tiém tinh mach 125 mg 6 gio mdi ln, dung trong 72 gid,
r6i chuyén sang dang corticosteroid udng va vdi liéu gidm
ddn, Tong thai gian diéu tri nén it nhat [a 2 tudn.

Diéu trj hé trg cho cdc chi
dinh khac

Liéu khdi ddu cd thé thay dai tir 10 mg tdi 500 mg tiém tinh
mach, tly thudc vao diéu kién lam sang. €6 thé cén dén

|iéu cao hon dé diéu tri ngdn ngay cc tinh trang cdp tinh va
nghiém trong. Cac Jiéu khdi ddu lén ti 250 mg cén tiém tinh
mach trong thai gian it nhat 5 phat, con néu dung liéu cao
hon thi tiém trong thai gian it nhdt 1a 30 phiit. Cac liéu tiép
theo c6 thé tiém bdp hodc tinh mach theo cac khoang cich
tiy theo ddp Ung cla bénh nhén va theo tinh trang lam sang,

Dé tranh cic van dé khi phéi hp thudc va bdo dam do 6n dlnh cla lhu6c, néntiém
methylprednisolon natri succinat 6nhu'ng vitri riéng bit vdi vi tri tiém cac thudc kg, |

néu duoc. €6 thé tiém theo

cac kiéu: bom thudc duong tinh mach qua budng tiém. .. *

(chamber) hoéc dung dung dich tiém tinh mach theo kj thut ‘piggy-back’ (Xem phén
6.6. Luu y dac biét khi st dung va cac thao tac khac), |

, Chdng chi dinh

w

4.

Chéng chi dinh methylprednisolon natri succinat trong nhiing truang hqp saus ok

— Bénh nhan 6 nhiém ndm toan thn,
— Bénh nhan qud man véi methylprednisolon natri succinat va céc thanh phdn khdc!

trong ché phim.
— Dung theo dudng ndi tdy.

~ Diing theo dudng ngoai mang cing. wwh




g::"qdfh' dinh dung vic-xin s6ng hodc vac-xin s8ng, gidm doc Iy & nhiing bénh nhan
9 dung cac liéu corticosteroid iic ché mién dich.
4, %"" bao va than trong dic bit khi sit dung
c 'lll,mg ic ché& mién dich/ ting nguy co nhiém khudn
E:m(ostermd 1) th§ 1am téng nguy ca nhiém khudn, che 14p mét s6 dau hiéu nhiém
Uan va mot s6 nhiém khudn méi c6 thé xdy ra khi dang dung corticosteroid. (6 thé
B hién tutgng gidm s dé khang va mat khd nang khu tri hiém khudn tai chd khi si
dung coticosteroid. Nhiém vi sinh vt gay bénh bao gom: nhiém virus, vi khusn, ndm,
don bao hoac giun sdn & bt ki vi tri nao cua co thé c6 thé lién quan tdi viéc st dung
(om(.osteroid diing riéng r& hodc phéi hop vai cc thudc tc ché mién dich khdc ma 8
tac dang t6i mién dich té bao hogc mién dich thé dich hodc ti chic nang cla bach éu
trung tinh. Nhiing nhiém khudn nay c6 thé nhe, nhung cing c6 thé nghiém trong v
<O khi gay tir vong. Khi tang liéu corticosteroid, 1y 16 mac cac bién ching nhiém khudn
cling tang lén,
Bénh nhan dang sir dung thudic tic ché mién dich dé bj nhiém khudn hon nhiing
ngui khde manh khac. Vi du & tré em hay nguti Idn chira c6 mién dich dang dung
corticosteroid khi mac thily déu va séi 6 thé bi nang hon va tham chi ti vong.

Chéng chi dinh diing véc-xin s8ng hodc vac-xin song da gidm doc luc & bénh nhén dang
duing cc liéu corticosteroid \ic ché mién dich, (6 (hg dung vac-xin chét hoac véc-xin bat
hoat cho bénh nhan dang diing liéu corticosteroid itc ché mién dich; tuy nhién, dap ung
cia bénh nhan véi cic loai vdc-xin nay ¢ thé giam di. C6 thé chi dinh tiém chiing cho
bénh nhan dang ding cac liéu corticosteroid khéng gay tc ché mién dich,

Si dung corticosteroid trong bénh lao hoat ddng cén gidi han chi trong céc truig hop
lag phdi lan téa hodc thé biing phét c&p tinh ma trong dé corticosteroid dugc ding dé
kiém sodt bénh phi hop véi phac d6 khang lao thich hop.

Néu (ongcosteroid dugc chi dinh & ngudi bénh fao tiém tang hoac phan (ing véi
tuberculin, cén theo doi chit ché vi bénh c6 thé tai phat. Néu diing corticosteroid dai
ngay, bénh nhan cén duoc diéu tri dy phong bang cac thudc khang lao.

U Saf(om Kaposi (Kaposi's sarcoma) da duac bdo céo & nhiing bénh nhan diéu tri bang
corticosteroid. Ngitng st dung corticosteroid co thé s thuyén giam triéu ching trén
lam sang.

Vai t'rb cﬁ‘a €c corticosteroid trong s6¢ nhigm khudn vén con dang duoc tranh ludn, cic
nghién aitu gén déy cho thay ¢ ca tac dung ¢ loi cang nhu cac anh huing bat loi. Gan
qay, vnec'dung corticosteroid bé sung da cho thay Ia c6 loi cho bénh nhan duoc xéc dinh
Ia‘ s6¢ nhiém khudn va ¢ suy gidm chiic nang tuyén thugng than. Tuy nhién, khang nén
st dung thuding xuyén liéu phap nay trong s6c nhiém khusn. Mot tong quan hé théng da
két luan réng.méu trf céc corticosteroid liéu cao trong thi gian ngdn khong mang lai tac
c!gng. Tuy nhién, céc phan tich gdp va mdt tong quan da cho théy st dung corticosteroid
liéu thap trong khoang ths gian dai hon (5 ~ 11 ngay) c6 thé lam giam ti |é tir vong,
nhét la & bénh nhan bi séc nhiém khudn phi ding thudc co mach.

Tacdung trén hé mién dich

('6th€ xdy ra cdc phin ting di ing. Vi mdt s6 hiém cac trudng hop di ing trén da va phan
Ung phan vé d xay ra & bénh nhan diing corticosteroid, nén cén ¢ nhiing bién phap
phong ngita thich hgp trudc khi duing corticosteroid, dac biét khi bénh nhan c6 tién si di
(ing vdi bat ky loai thudc nao.

Técdung trén ndi tiét

Bénh nhén dang sif dung corticosteroid ma phai chiu nhing céing thang bét thuéng,
cn chi dinh ding corticosteroid tac dung nhanh véi liéu cao hon trudc, trong va sau

khi bi stress.

Sirdung corticosteroid d liéu c6 tac dung duoc Iy trong thasi gian kéo dai c6 thé dan téi
(ic ché truc dudi ddi - tuyén yén - thuong than (HPA) (suy vé thugng than thif phat).
Muc d6 va thoi gian suy v thugng thén thit phét khac nhau gilia cac bénh nhan va

phu thudc vao liéu, tén sudt, thei diém ding thudc va khodng thai gian diéu tri bing
glucocorticoid. (6 thé gidm thiéu tac dung nay bang liéu phap diéu tri cach nhat.

Ngoai ra, suy vd thutgng than cap con dan dén tir vong néu ding glucocorticoid dot ngt.
Do d6, c6 thé gidm thiéu nguy co suy vé thugng than thi phat do thudc bang céch gidm
liéutir tir. Kiéu suy vé thugng than nay c6 thé ton tai nhiéu théng sau khi nglng diéu tri,
do d6 trong thai gian nay, néu xy ra bat ky truang hop stress nao, nén bét du si dung
lai liéu phdp hormon.

“Hoi chiing cai thudc” steroid, khéng lién quan dén tinh trang suy vé thugng than, c
thé gdp sau khi ngimg dot ngot glucocorticoid. Hoi chiing nay gom céc trigu chiing nhu:
chén &n, budn ndn, ndn, hon mé, dau dau, sdt, dau khdp, bong da, dau co, gidm can
va/hodc ha huyét ap. Nhitng anh huéng nay duoc cho 12 do thay ddi dot ngét néng do
glucocorticoid han Ia do néng b corticosteroid thap.

Vi glucocorticoid cd thé géy ra hoac lam nang thém hoi ching Cushing, nén tranh sir
dung glucocorticoid trén nhing bénh nhén Cushing.

Téc dung clia corticosteroid tang én trén nhitng bénh nhan thiéu néng tuyén gidp.

Téc dung trén chuyén héa va dinh dudng .

C4c corticosteroid, bao gdm methylprednisolon, ¢6 thé lam tang dudng huyét, lam nang
hon tinh trang tiéu dudng san ¢, va cd thé dan dén tiéu duong trén nhing ddi tugng st
dung corticosteroid kéo dai. '

Técdung trén tam than

Cac xdo tron vé tam than c6 thé xudt hién khi diing corticosteroid, tir sing khodi, mat
ngu, thay déi tam trang, tinh khi thét thutng va trdm cdm nang cho dén nhiing biéu
hién tam thén thuc s, Ngoai ra, sy bat 6n cdm xdc hodc khuynh hudng tam thén c6 thé
nang hon do corticosteroid. )
Kha nang gap céc tac dung khong mong mudn nghiém trong vé tam than c6 thé xéy ra khi dung

steroid theo duing toan than. Céctriéu chiing thubing xust hién trong mot vai ngay hoc vai tuin

tirkhi bat ddu diéu tri. Hiu hét cac triéu ching mét i sau khi gidm hodc dimg corticosteroid,
mac di 8 thé cin phai diéu trj dc bit, Céc tac dung vé tam than da dugc bio cdo khi ngimng
corticosteroid, tuy nhién chua biét rd tén sudt. Bénh nhan/ ngusi cham séc nén luu § néu céc triéu
ching tam thn tién trién & bénh nhan, déc biét néu nghi ngebénh nhén bi trém cam hay cd y
dinh ty tit. Bénh nhan/ ngudi cham so¢ nén duge cdnh bdo vé nhiing r6i loan tam thin o thé
xudt hién trong khi diéu tr{ hogc ngay sau khi giam liéu/ pgiing ding seroid toan than.

Téc dung trén hé than kinh

Nén thén trong khi diing corticosteroid trén nhitng bénh nhén ddng kinh.

Nén than trong khi diing corticosteroid trén nhiing bénh nhan nhugc ca néng (Xem
thém vé bénh cotrong phén 4.4. Cinh béo va than trong déc biét khi sit dung, Téc
muenngaxm). " e 1

Mac dis cac thi righiém [am sang 6 d6i ching d cho thay corticosteroid c6 téc dung
giam nhanh mc 9 trém trong cép tinh trong dgt cép ctia bénh da xo ciing, nhung
nhimng thir nghiém dd'khong chiing td dugc rhng corticosteroid ¢ dnh hudng dén két
qua diéu trj cudi cing hojc dién bién ty nhién cla bénh, Céc nghién ciu cho thay rang
c4n diing liéu corticosteroid tuong d6i cao mdi 6 tac dung déng ké. A

-Céc bién c8 y khoa néing da ditgc bo cdo fa c6 lién quan dén dung diing ndi tly /ngoai

mang cling (xem phan 4.0.“.rtt‘dyng khéng mong mudhn). ’

eAf s ‘§

DA ¢6 cdc bdo co vé hign tugng tich ma ngoai mang cing d nhiing bénh nhan dung
“corticosterold, dién hinh 1a khi sir dyng liéu caokéodai, . .
T‘C‘\IM"‘B mét .. ' oyt

C4n diing than trong corticosteroid &bénh nhan ifiém Herpes simplex & mét vl c6 thé
gy thilng gidc mac. b 18" :
Diing corticosterold kéo dai 8 thé lam dyc thily tinh thé dudi bao sau va duc thiy tinh
thé & trung tam (dc biét & tré em), 161 mét hogc tang dp Iyc ndi nhan, c6 thé dan dén
bénh tang nhan ap di kem tén thuang thén kinh thi giéc. C6 thé ting nguy co nhiém
ndm va virus thif phat trén mét & bénh nhén st dung glucocorticoid.

SR SR
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Liéu phap corticosteroid d3 tig dugc xac dinh ¢6 lién quan dén bénh hdc ving mac
trung tam thanh dich, mgt chig bénh c6 thé dan dén bong véng mac.
Téc dung trén tim

Tac dung khang mong mudn cla glucocorticoid trén hé tim mach, nhu r6i loan lipid m4u
vatang huyét dp, ¢ thé khién cic bénh nhan da c6 s&n nguy ca vé tim mach phai chiy
thém céc anh hung tim mach khéc, néu diing liéu cao va kéo dai. Vi vay, corticosteroid
nén duoc diing than trong & nhiing bénh nhan nay, cén theo dai sy thay ddi cta cdc yéu ts
Nguy cava theo dai chic nang tim thém néu can thiét, Cac bién chiing trong diéu tr bing
Corticosteroid ¢6 thé idm khi sir dung liéu phép diéu tri céch nhat va ding liéu thdp.

Sclau Khitiém nhanh cic iéu cao methylprednisolon natrisuccinat (hon 0,5 gam trong thii
tq|an duti 10 phiit), 63 c6 bio céo vé r6i loan nhip tim ya/hodc truy mach va/hodc ngimg
m. Chgm nhip tim da duoc bao cso trong hodc sau khi ding liéu cao methylprednisolon
Natri succinat va c6 thé khong lién quan té toc d6 va this gian tiém truyén.

Nén than trong khi diing cac corticosteroid toan than, va chi diing khi thyc su cén thiét,
trong triting hop sty tim sung huyt, »

Tacdung trén mach

Huygt khai, bao gdm thuyén téc huyét khéi tinh mach, da duoc béo cio xdy ra khi ding
Corticosteroid. Do d6, corticosteroid cdn duge sir dung than trong & bénh nhan dang bj
hodc c thé c6 nguy ca bi cdc réi loan vé huyét khi. !
Can dung than trong corticosteroid & nhiing bénh nhan cao huyét ap.

Técdung lén dng tiéu héa

Khéng 4 quan diém thong nht nao vé viéc chinh corticoteroid gay nén tinh trang loét
duong tiéu héa trong qué trinh diéu tri hay khong, tuy nhién, diing glucocorticoid c6 thé
che lap nhiing triéu chiing cta loét dutng tiéu hoa, gdy nén tinh trang thiing hoac xust
huyét tiéu héa ma khang kém dau ddn rd rét. Nguy ca bi loét duémg tiéu héa ting Ién
khi két hop véi cac thudc chdng viém khang steroid (NSAID).

Than trong khi dung corticosteroid trong viém loét dai trang khong déc hiéu néu c6 doa
thing, dp-xe hay nhiém khudn sinh md khdc; viém tdi thifa, 6 ch ndi rudt non mdi,
dang bi hay c6 tién it bi loét dutng tiéu héa.

Técdung Ién gan mat

Liéu cao corticosteroid 6 thé gay viém tuy cdp.

Tén thuong gan do thudc, nhu viém gan cdp tinh, ¢6 thé xdy ra do truyén
methylprednisolon qua duting tinh mach theo chu ky (thung véi liéu 1g/ngay). Thasi
gian phat bénh viém gan cp tinh ¢ thé Ia nhiéu tudn hoac lau han. Da quan sét thiy
cdc bién 6 nay bién mat sau khi ngung diéu tri.

Técdung trén hé co xuong

D3 ¢6 béo cdo vé bénh ca cdp tinh khi st dung corticosteroid liéu cao, thuting xay ra&
bénh nhén bi cdc réi loan dén truyén than kinh co (vi du nhuoc cd nang) hay trén bénh
nhan dang dung cac thudc khang cholinergic nhu thudc e ché than kinh ca (vi du
pancuronium). Bénh ca cip tinh nay lan rong, <6 thé lién quan dén cac co mat, cohd hép
va c6 thé dan tdi liét chi. Tinh trang ting creatinin kinase cd thé xay ra. Dé c6 tién trién
vémat 1am sang hay héi phuc, cdn dimg thudc trong vong vai tudn dén vai nam.

Loang xuong la tac dung khong mong mudn phé bién, nhung it dugc phat hién khi diing
glucocorticoid liéu cao va kéo dai.

Rdi loan than va tiét niéu:

Nén than trong khi diing corticosteroid trén nhitng bénh nhén suy than.

Nghién ciu

Liéu trung binh hodc cao clia hydrocortison hoac cortison ¢6 thé gay tang huyét ap, gid
mudi va nudc va tang thii trir kali. Nhiing téc dung nay it gap hon véi cic ddn xudt tong
hap trir khi ding liéu cao. Ché dd an han ché mudi va b sung kali c6 thé can thiét. Tat cd
cdc corticosteroid déu Iam tang thai trir calci.

Chéan thuong, ngd doc va cic bién chimg phau thuat

Corticosteroid dung toan than khong duoc chi dinh, va do d6 khong nén dung dé diéu

tri chdn thuong so ndo. Mot nghién ciu da trung tam cho thdy tang ti Ié ti vong tai thai
diém 2 tudn va 6 thang sau chdn thuong & nhing bénh nhan diing methylprednisolon
natri succinat so véi nhing bénh nhah duing gia duac. MGi quan hé nhan qud vdi viéc
diéu tri bang methylprednisolon natri succinat chua dugc thiét 1ap.

Canh béo khac

Do cdc bién chiing khi duing glucocorticoid phu thudc vao liéu Iugng va thoi gian diéu tri,
¢n can nhdclgi ich/ nguy ca trén tig bénh nhan vé liéu luong va thoi gian diéu trj theo
liéu hang ngay hay dung cach nhat.

Nén dung liéu thap nhat cd hiéu qua cila corticosteroid dé kiém sodt tinh hinh diéu tri va
khi c6 thé gidm liéu, nén gidm tir tir,

Cén than trong khi sit dung aspirin va céc thudc chong viém khéng steroid phi hgp vdi
corticosteroid.

Bénh u té bao ua crom ¢ thé gay tirvong da dudc béo cdo sau khi sif dung corticosteroid
toan than. Vdi bénh nhan nghi nge hodc da xac dinh 1a mdc bénh u té bao va crom, chi
nén sif dung corticosteroid sau khi da tién hanh danh gid loi ich/nguy co phit hop.

Ding & tré em

Cén theo dai chat ché sy tang trudng va phat trién cla tré so'sinh va tré em st dung
corticosteroid kéo dai.

Cham tang trudng c6 thé gap trén tré em sif dung glucocorticoid kéo dai, hang ngay, vdi
liéu chia nhé va viéc st dung liéu phdp nay nén han ché, chi nén ding véi cac chi dinh
khan cdp nhét. Liéu phap glucocorticoid dung céch nhdt ¢6 thé tranh va gidm thiéu tic
dung khong mong mudn nay.

Tré sosinh va tré em sif dung corticosteroid kéo dai cd nquy co dac bigt vé tang ap lyc
niso.

Liéu cao corticosteroid c6 thé gay viém tuy & tré em.

. Tuong tac véi cdc thudc khic va cic dang tuong tac khac

Methylprednisolon Ia o cht cia enzym cytochrom P450 (CYP) va chil yéu dudc chuyén
ha bai enzym CYP3A4. CYP3A4 1 enzym chinh cta hdu hét cac phan ho CYP trong gan
clia ngudi trudng thanh, No xuc tc cho qud trinh 68 - hydroxyl héa steroid, giai doan

| thiét yéu trong qud trinh chuyén hoa cho ¢ corticosteroid ndi sinh va téng hap. Ciing
¢6 rét nhiéu chdt khdc cing la co chat cia CYP3A4, mét s6 chdt nay (cdng nhu cac thudc
khéc) 1am thay ddi sif chuyén héa glucocorticoid bang céch gdy cam tng (diéu hoa ting)
hodc tic ché enzym CYP3A4. *

(dc chit uc ché CYP3A4 — Nhiing thudc Uc ché hoat tinh CYP3A4 nhin chung lam
giam do thanh thdi cla gan va tang néng d6 cia cac thudc I3 ca chdt cia CYP3A4 nhy
methylprednisolon trong huyét tuong. Néu ¢ céc chit e ché CYP3A4, nén chudn liéu
methylprednisolon dé trénh bj ngd ddc steroid. . (

(de chdt cdm ung CYP3A4 ~ Nhiing thudc gay cm ting CYP3A4 ﬂh]n’d\ung I ting 49
thanh thai cUa gan, dan t61 lam glidm néng o cac thudc 1a co chdt ca CYP3A4, C6 thé
én phdi tang liéu methylprednisolon khi diing cung cac thus nay dé dat duc két qua
diéu tri nhymong mudn. ‘ s

Cdc chdtla cochdt cda CYP3A4 — Khi c6 mat mdt o chdt khac cdia CYP3A4 quitioh
thanh théi qua gan cda methylprednisolon cd thé bj anh hubng, do a6 cin diéu chinh
tuong g liéu dung cia methylprednisolon. C6 thé céc tc dyng khdng mong mugn khi
dung riéng mdi thudc sé dé xdy ra han khi diing ddng thasi cac thugc ves nha,

Nhing thudc khong <6 higu ting qua trung gian CYP3A4 = Cic tygn,

khac xdy ra véi methylprednisolon dug trinh bay trong bang 2. 9 tac va dnh hudng
Bang 2 bao gdm phiing tuong tac thudc pha bién hogc quan ong vé mat lam

véi methylprednisolon. N ) o mitlam Sé.ng'
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thuéc hoac hoat chdt véi Mat vai corticosteroid qua duac hang rao nhau thai. Mét nghién ciu dang héi ci : ®
umz:mmwmmwmd"d‘ : thay 6 tang ty & tré sasinh thiéu can sinh ra tit nhing n;ﬂa m‘-,.,q'('ﬂnko;";‘,ﬁ 5.2. Céc dic tinh dugc gng hoc vy
methylprednisolon. 150 hnh huténg Tré 50 sinh cia nhiing ba me da diing liéu corticosteroid ddng ké trong qua trinh mang Dactinh dugc dng hoc clia methylprednisolon tiyén tinh, Khong phy thudc vao
e Tuong tha phl g the doi v Banh i cinthin vé chc d i suy g chi nang tyén s g
hoat chat e e thutgng than, mdc di hiém g3p cac tnséng hop suy vd thugng thn & tré s sinh bj phat Hap thu:
R i ra, methylprednisolon nhiém véi corticosteroid trong ti
Khang sinh hit e ché CYP3AG. Ngodi 2 ya 4 thanh thai oste 9t ang. Sau khi tiém bdp 40 mg methylprednisolon natri succinat cho 14 ngué tinh nguyén nam
' SOMAZD ) k:'d n;.;:;d ting téc d9 acetyl hda va 89 thanl Chua biét téc dung cila corticosteroid v qua trinh chuyén da va sinh con. trudng thanh khoe manh, néng do dinh trung binh I3 454 namgar?vmtaatzgu«'sau
qia isoniazid. Buc thily tinh thé duoc quan st thiy & nhing tré 5o sinh ma me it 1i0.Dén it thi 12, thiy ndng d6 methylprednisolon tron tuang giém xudng
Xhing sinh, Thugckhanglao | (it ém iing CYP3A kéo dai trong qud trinh mang thai. ’ Sy o 31,9 nanogam/mL. Sau khi tiém 18 gig, khang con tim W‘Yg'ﬂmpﬂd"w""- Dya vao
- RIFAMPIN e Thsi ki cho con bi g?" tk?hdﬁum %um:ong (AUC), bidu hién cia tdng luong thude duoc hp thu, thitiém
) C methylpredn i i i
Thdk ching oy g o ;ng&n; c'o"t“h?m%.ﬁy truimg h?wm:bg nhiéz Corticosteroid bai tiét duoic qua siia me. m:mq ker:;ma mo': :;:\r::ﬁ;:ua:? . d::m: f we:tg lléu“r:m o Tﬁ?
bdo céo vé viéc tang cing nhu gidm tac dung cda thudc Corticosteroid bai tiét qua sfa me 6 thé i ché sy tang truéng va dnh hudng 0én sén methylprednisolon duoc chuyén d6i nhama rr':nh t;gnh :ure':hﬁvnv:dc:\nh‘:lon 6 hoat
chéng ddng khi dung chung véi corticosteroid. Chinh xudt glucocorticoid ndi sinh & tré sasinh b me. Do chua c6 nghién ciu ddy di trén tinh sau khi diing theo moi duéing diing. Mdc 8 hap thu cia methylprednisolon ty
vivdy, phai kiém tra cdc chi 8 dong mdu dé duy tr tac ngud,chi nén diing corticosterold cho ngut me dang nudi con bii khilgi ich mang lai dosau khi tiém tinh mach va tiém bép 1a tuang duomg va ldn hon  rét so véi miic 8
dyng chéng dong mong mudn. ;ho me vuat trdi so véi nguy co 6 thé gap d6i véi con. hap thu sau khi udng methylprednisolon dang dung dich va dang vién nén. Vi luang
— » A4 (v la co chdt) 4.7. Anh hudng lén kha nang I4i xe va vin hanh méy méc: methylprednisolon duoc hap thu sau khi tiém bp va tiém tinh mach 13 tuong duong di
Thudc chéng co gidt Chét cém g CYP3 : y i ! 9
: Chua dénh gié duoc " ! » ¢6 lwang 16n hon ciia ester hemisuccinat vao duoc tudn hoan chung sau khi tiém tinh
(ARBAMAIEP!N' v ‘g’a - h;r:m céch ¢6 hé thdng vé dnh hudng cila cic corticosteroid téi kha mach, 6 thé cho ring ester 43 duac chuyén hoa trong mé sau khi tiém bdp va sau d6
Thubc chéng co gist Chét cdm ding CYP3A4 9 an hanh mdy méc. Cac téc dung khang mong mudn, nhu hoa mét, chéng duoc hdp thu dudi dang methylprednisolon tu do
-PHENOBARBITAL mat, rdi loan thi gidc, va mét mdi c6 thé gap sau khi diéu trj bing corticosteroid, Néu bi i lang methylprednisolon tu do.
 PHENYTOIN anh huég, bénh nhan nén dimg 4l xe hoac van hanh may méc. Phan bg:
- = Methylprednisolon dugc phan bé rong rai vao cc md, qua hang rdo méu ndo, va bai tiét
Thuc khéng cholinergic Géc corticosteroid cd thé lam anh hutng dén téc dung 4.8. Tac dung khdng mong muén y b i T '
- CHEN THAN KINH CO cla i thudc Khang cholinergic Cictic dung Khing mong mutin i 83y 3 duac bdo co v ci dubng ding bl chéng o LA M e BNy 1 I g g
1.3 ¢ bio o vé bénh ca i tioh Khi st dung iy <hidinh sau: N tdy mac/Ngodi mang cing: Vém mang nhén, d loan chi ing phier by dnpaR ™
o ciccorticosteroid d6ng thei 'ﬁh‘:‘;ﬁ‘;’k khing dug tiéu héa/réi loan chic nang bang quang, dau déu, viém mang nio, liét nhe hai Chuyén héa:
cholinergic nhufa céc thuc chen thén kinh co) (Xem chi dudiliét hai chan, co giat, i loan cam gidc. Khdng rd tan sust xust hién cia cic tic (1 ngus, methylprednisolon duoc chuyén héa & gan thanh cic chit chuyén
m&rt( (mg b'::a t;@n m&%‘mm::m) dung khdng mong mudn nay. hda khdng hoat tinh: hu hét thanh 20a-hydroxymethylprednisolon va
2.3 ¢6 bdo cdo vé tinh d6i khang tréntdcdungucché |  B4ng 3. Bang cic téc dung khéng mong muén ol hydroxymethylp.f S -
than kinh co cia pancuronium va vecuronium trén bénh loai theo hé co quan’|” 01 Chuyén hg'a'dqan ch y{u théng qua CYP3A4 (BE biét danh sach céc tuong téc thudc dya
nhan diing corticosteroid. Tuong tac nay c6 thé xy ra jedDRA - Medical. . . |’ - ng ":';:"z héa tmn&q(w; CVP3A4, xem phén 4.5, Tuomg tic vé cc thudc khic
Vi tit i cac chit chen thén kinh co co tinh canh tranh. onary for Regu | g ¥ :A .l e:’::’”’ reesmes SRR SUILRL.,% SO SR
Thudc khang cholinesterase Cacsteroid c6 thé lam gidm tac dung clia céc thude j elyrpredIscion; g YN piwal (i Cie st $n3d et
khang choli dung trong diéu tri bénh nhuoc co. zhlh&:" triing va nhiém ky | Nhiém tring co hdi; Nhiém tring ',’;°,§;';},’,f§ gﬁﬂ;‘;‘,o’:’;{mgi“,%."gﬂf,ﬂﬁﬂf -
Thudc diéu tri tiéu duting Vi corticosteroid c6 thé lam téng ndng dd glucose mau nh trung Lies
. oy N T Thai trir:
nén ¢ thé phai diéu chinh liéu dung cla thudc diéu tri ! Tang ba o
tiéu dl@&ﬁ I X ' ;fy‘:tmm Gt ki Ths gian ban thai trung binh cia methylprednisolon tf 1,8 dén 5,2 gio. 96 thanh thdi
Thudc chng nén Chat dc ché CYP3A® (va a co chat) Réilogn hémiéndich | Phan ing qua mn vdi thudc (bao gom phan ting phan vé g e "&’:"“”"g‘
s :PREP"EAPN’:ANT va phan (ing dang phan vé). 53. Cacdi liéu an toan tién lam s}:g . B
- FOSAPREPI e i Chit ; P Dua trén céc nghién ciu quy udc vé tinh an toan duoc Iy va dac tinh ca liéu Iap lai,
Thudc khang ném Chat tic ché CYP3A4 (va la co chat) st ;{g‘,( ag&ﬁ;ﬂgﬁm{z’;z;’:& suy gdm chicnang tuyén khang nhan thdy c6 tac dung khong mong mudn ngoai du dodn nao, Déc tinh quan sét
-[TRACONAZOL Réiloan drayén hoava O“;" .t‘h Gl it Gl 0 G e Chvea i dugc trong cé(qghlén{lhlliéu 13p lai phit hop véi két qud du tinh do phai nhiém lién tuc
- KETOCONAZOL dinh d«lzilg do haqkallci m".;u" RGi ;:):n mé r:::( éiém":iu:'lgm napuqylurlose' e igRial v g .
Thudc khng virus Chit dc ché (YP3A4 (va la co chét) Tang nhu cdu sifdung insulin (hodc cic thudc ha g E Khd ndng gdy ung thu:
- Gic thude dc ché HIV 1) Gac chit tc ché protease nhuf Indinavir va ritonavir < huyét dang uding & bénh nhan tiéu duing); Can bang nito Céc nghién ciiu dai han trén dong vat chiia dugc thuc hién dé danh gid kha néng gy
- protease thé lam tang néng 8 corticosteroid trong huyét tuong. am (do di hoa dam); Tang uré mau; Tang cdm gidc thém an ung thu tiém tang.
2 (onkt:s:;(mid (c:{ d:‘e’wdm ing qdug tr:;h ch;yéngm (c6 thé dan dén tang cin) ndng dét bién gen: .
G cac el Cit WY protesse 6B 0 gdmnog Réi logn tdm thin R loan cim xic (bao gom éng co bang chi ié ! i nghi
¢ 2 g6m tam trang trém udt, tam trang Khdng co bang ching vé dot bién gen va nhiém sdc thé tiém tang khi duoc thir nghiém
: 09 o cic thubc ndy trong huyét tiong. : phan khich, cim xic khang dn dinh, phu thudc thudc, y trong mot s3 it cac nghién ciu thui hién trén té bao vi khudn va déng vat co vi.
Thubc ic ché Aromatase Aminoglutethimid gay tc ché tuyén thuong than ¢6 thé dinh ty td); RGi loan hanh vi (bao gdm hung cdm, hoang Dic tinh trén hé sinh sdn:
- AMINOGLUTETHIMID lam trdm trong thém cic thay doi vé nbi tiét do dung tung hé théng, do gidc, tam than phan liét); Réi loan tam = . . o
I icoid kéo dai than; Thay i tinh cich; Trang thdi i 13n; Lo au; Thay d6i Corticosteroid da duoc quan sét thdy lam gidm khd nang sinh san khi diing trén chudt cing.
Thudc chen kénh Calci Chét tc ché CYP3A4 (va la co chat) Em g"h that thutng; Hanh vi bt thutmg, Mt ngil; Dé Da ¢6 quan sat cho thdy cac corticosteroid gay quai thai & nhiéu loai khi diing liéu tuong
- DILTIAZEM ch dong duong vdi liéu & nqudi. Trong cac nghién cltu vé sinh sdn & ddng vat, cic glucocorticoid
Thudc tranh thai (dang udng) | Chat iic ché CYP3AM (va la co chét) Rdi logn hé thin kinh Chiing tich ma ngoai mang ciing; Tang ap Iuc ndi so (kem nhi methylprednisolon da cho thdy gy di tit (h ham éch, di tét xuang) va lam bao thai
- ETHINYLESTRADIOL/ g phis gai thi [tang dp luc ndi so lanh tinh]); Co giat, Mat tri cham phit trién trong ti cung.
NORETHINDRON nhd; Réi loan nhan thiic; Chong mat; Dau ddu 6. CACDACTINH DUGC HOC
Nudc é0 budi Chat tc ché CYP3A4 Réi loan mdt Bénh hdc vong mac trung tam thanh dich; Bénh duc thiy 6.1. Danh muc ta dugc
ik b Cht i ché CYP3A4 (va a cochat) £ R g T gl it basic natr phosphat khan, Dibasic natriphosphat khan, dung dich Natr hydroxid
- CYCLOSPORIN 1/ Khi diing dng thas cyclosporin v Réilogn taivataitrong | Chong mat 10%, nudc cit pha tiém.
Eethﬂpre%nizo‘lzg g\i x;ét hi¢6r:| sua I;( ;hé d;uyfél; :loé Réi loan tim Suy tim sung huyét (& bénh nhan nhay cam); Ri loan 6.2. Tuong ky
n nhau, va ¢ m tang ndng dd trong huyét tuong nhip tim Siftdona hoo va B4 o .
- ; : g hap va 46 6n dinh khi tiém tinh mach dung dich methylprednisolon
;:;;gm:m?ngz :nh::n( L‘ﬁ u‘: :r‘.::m.ﬁmﬁﬁggq Réi loan mach mdu Huyét khéi; Tang huyét p; Ha huyét 4p natri succinat va khi tron I&n véi cac dung dich tiém tinh mach khac phu thudc vao
déxdy ra hon khi dung déng thoi Réi loan hé hdp, Iéng ngutc | Tdc mach phéi; Néc cut pH cia dung dich trdn 1&n, ndng do, thai gian, nhiét dovakhanang hoatancia
UNtébtddovéhiéntumq(o.glét Khi ding déng va trung that methylprednisolon. Nhu vay, dé tranh m_vSndémgkxv)@mtﬁ:nh,n&lm
e thal methylprednisolon va ydosporin Réi logn tiéu héa Loét dubng iéu hod (<6 the thing do oét dudng tié ho 3;“:;:‘{,:‘:&‘5‘?(‘::&"ﬂm‘y}mﬁm‘;ﬁz‘m’w‘w -
ik i e a3 va xuit huyét do loét duéng téu hod); Thing rut; Xust Khic débidtthém thong i), .
|- CYCLOPHOSPHAMID J huyét da day; Viém tuy; Viém mang bung; Viém thuc quan '
_TACROLIMUS gﬁg Io:::éViém t[l;u; qu:n; Trudng bung; Dau bung; Tiéu 63. Thoi han sit dung
> - = s ; Khé tiéu; Buén non 36 thang ké tir ngay san xuat.
Thudc khang sinh ho macrolid | Chét tic ché CYP3A4 (vala co chét) s o
- CLARITHROMYCIN i Réi loan gan mdt Viém gant 6.4. Nhimg luu y déc biét khi bao quan
'~ ERYTHROMYCIN Rdi loan da va mé duéi da :I;b mach; Phit ngoai vi; Ching ram l6ng; D6m xudt huyét; Bdo qudn sin phim mmphadlﬂnh@(dom(db‘mwﬂﬁ”“-m
i i du; Teo da; Sung huyét; Tang tiét mé hoi; ; ich da iét 46 pho i G i
BT Jons o GG | ke
NSAID thudc chang viém khang | 1/1T§ Ié xudt huyét va loét uong tiéw héa co thé tang Rdilognhé coxsongvd | Yéu co; Dau c; Bénh o, Teo co; Loang wuang; Hoal t 6.5. Quy cich déng g6i
i I P W&%ﬁ‘;ﬂﬁﬁ;‘ﬂ?{:} ‘b}"“gﬁ""“:;g:’:; NSAID. i ::‘;;.%,,“j;,’;‘;";,:‘;},‘,’,’;" W D M o thln gl Do Hop 25 lo Act-0-Vial 2mL (b3t v khusin @ Khoang dudiva dung mdi & khoang trén).
\ m ting AL " "
' liéu o sh:l clﬁ';:spirin liéu cao, cd thé dén dén gldm néng Rdiloan hésinhsdnva | Kinh nguyét khong déu 6. thwsimb@' “‘;‘:‘W"“‘W“‘M
6 salicylat trong huyét thanh. Dimg diéu trj bang ™ tuyén vii udn bi cac dung dic
methylprednisolon ¢ thé dan dén tang lugng salicylat : i : Phan ting tai D& chudn bi dung dich tiém tinh mach, trudc hét pha ché ai dung dich
trong huy pA thanh, Bundy b thé dn 84 g gy g;nﬁ m d'u'z"’ vatinh %m vét thuang; Mét méi; Kho chiu; Phan ting tai me(hylp«ednisonlgon et eriaiog ol 1 m‘ N[, a0 tié m bing m
<angd doc salicylat. "~ T hutdng S cdextt | Tina cld e Ha Kall mav; Gam e tinh mach Methylprednisolon natri succinat trong thei gian it nht 5 phut (v du v6i cic
Cac thudc lam tang thaikali | Khi dung cortcosteroid clng VA1 cic thudc Jam tang ok oty Ang cal bu; Hy kall més:; Gldm dung iyp arbohydret fiu lén 61 250 mg) cho i it hdt 30 phit v du v cic liéu 250 mg hodc cao han). Cac
A thal Kal (v thudc g ), nén theo doi chat ché. nghiém Tang nhan dp; Tang enzym Ahmnlamlnotransfuase; Tang 1iéu iép theo c6 thé duoc Iy va ding tuang ty. Khi thdy cin, c6 thé pha loang 6& ding
i g h ol b nan, Vi dong chung s S D L bang cich ton Iin vi ci dung mi nhu dextrose 5% trong nuéc, NaCl 0.9 %, dextrose
S conticoseroid vl amphateriin B, ic xanthen haythudc e ———— E:u. %\mz c:‘: t :9 :nm; da 5% trong NaCl 0,45 % hodc 0,9%. Dung dich sau khi pha s& 6n dinh vé héa hoc va i hoc
o o' s | chenbeta 2cing lam ting nguy coha kali méu. 1 ¥ NG £ 509 da che cpi uh g trong 48 gio.
e T bién chiing do thi thugt Hudng din si dung o At-0-Vial- Lo 2 khoang

m 4;¢ i 2
DE trénh.vén € khi phi hp thudc va bio dam tinh 6n dinh cia thudc, :, , i
methylprednisolon natri succinat dugc khuyén cdo nén diing dutng tinh mach riéng ré
¥6i cic thubc hojc céc chat khdc dung tinh mach. Cac thusc khang tuong hop vé mat
vitly véi methylprednisolon natri succinat trong dung dich bao gém nhung khong gidi
han 6: allopurinol natri, doxapram hydradlorid, tigecyclin, diltiazem hydroclorid, calci
gluconat, vecironium bromid, rocuronium bromid, cisatracurium besylat, glycopyrrolat,
propofol, (Xem phdn 6.2, Tuong ky dé biét thém thong tin). -~/
6. Ank hung trén kha ning sinh sén, phy ni 6 thaiva cho conbi
Khdningsinhsdn ' N ’ o
Cacnghién ciu trén 8dng vat da cho théy a corticosteroid lam suy gidm kha ndng inh
*‘WMSJ-NMuuNnMYnIhM)A ; o5 not “‘Tg
Nakién cdu trén 84ng vat cho thdy corticosteroid khl ding idu cao cho me c6 thé gdy d
?:9 chathal, Tuy nhién, corticosteroid c6 vé nhu Wﬂ;quy ditat bim o ki d%:yg !
MW 0 ¢ thal.Mc di cd cac két qud nhu vay, nhung vi nhing nghién ciu trén:
tiog Ioaitris kha naing rdi ro, nén chi diing methylprednisolon natrl succinat
thai ki hi that sy cén thiet.
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* Khong phai la mot Thudt ngr vu tién (PT) cla MedDRA

193 cd bdo cdo bj viém gan khi truyén thudc qua duding tinh mach (xem phdn 4.4, Canh bdo
va than trong dic biét khi si dung)

4.9..Qué liéu:

| Chua gdp céc hol chiing lam sang vé qua liéu cdp tinh vdi corticosteroid. Bdo cdo vé ddc

| “tinh cp va/hodc tirvong sau khi qud liéu corticosteroid rét hiém. Trong trudng hgp

! qud liéu, khdng c6 thudc giai doc dac hiéu ma chi diéu tri hd trg va diéu tr triéu ching.

i Methylprednisolon c6 thé thim tach duoc.

5. CACDACTINH DUQCLY

5.1, Gic d3c tinh dugc luc hoc
i Methylprednisolon 12 steroid chéng viém c6 hiéu luc chéng viém Ion hon prednisolon va
 cling it gdy gii nudc va natri hon prednisolon.
Methylprednisolon natri succinat ¢ ciing tac dung chuyén hda va chdng viém nhu
_ methylprednisolon. Khi diing duéing tiém va v6i lugng ddng mol, thi ca 2 chdt nay déu
tuong duong vé hoat tinh sinh hoc. Tiém lyc tuang ddi khi so sinh methylprednisolon
natr] succinat vf hydrocortison natri succinat vé tac dyng lam gidm luong bach céu &
toan sau khi cing tiém tinh mach, la it nhit 4/1. Diéu nay cing triing khdp véi tiém Iy
twong d6i khi so sanh hai ché phdm nay theo duting ung.

1. 86 ndp bdo vé ra, vin quanh 1/4 nit pit tong va dn dé ddy dung mdi vao
khoang dudi.

2. Ldcnhe dé o dung dich. Si dung dung dich trong vong 48 gid.

3. Tiétkhudn ndp cta nit pittdng bing chdt tiét khudn thich hop.

4. Dam kim tiém vao gida nit pittdng cho dén khi tréng thdy déu kim. Déc nguge lo
thudc va it hét thudc.

Cic thudc tiém cdn duoc kiém tra bing mét thuang mdi khi c6 thé dé xem cd vt la hodc
6 ddi mau trudc khi tiém hay khong.

Tiéu chudn: Nha san xudt.

Nha sdn xudt:

Pharmacia & Upjohn Company, 7000 Portage Road, Kalamazoo, Mi 49001, My
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