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Huwéng dan st dyng thudc

LYO-DROL

Methylprednisolone 40 mg
Methylprednisclone 125 mg
(dwdi dang Methylprednisolone hydrogen succinate)
Boét dong khé va dung méi pha dung dich tiém

Doc ki hudng dén st dung trrée khi dung
Dé xa tam tay tré em
ﬂréngbéongaydmbécsj'hoagdupcsf .
nhimg téc dung khéng mong mubn gap phai khi str dung thude
Thuéc nay chi ding theo don thudc

THANH PHAN
Lo bét ddng khé 40 mg va éng nirére pha tiém 1ml
= M3i lo bét dong khd chira:
Thénh phén hoat chét: Methylprednisolone hydrogen succinate
50,7 mg (twong Gwong 40 mg Methylprednisolone).
Thdnh phén t4 duoc: Sodium phosphate monobasic
monchydrate, sodium phosphate dibasic dried, sodium
hydroxide, trehalose dihydrate.
= Ong nuwée pha tiém vira 60 1 ml

Lo bét déng khd 125 mg va éng nuéc pha tiém 2ml

= Méi lo bét déng khé chira:
Thanh phén hoat chat: Methylprednisolone hydrogen succinate
158,5 mg (twong dwong 125 mg Methylprednisolone).
Thanh phan 4 duope. Sodium  phosphate monobasic
monohydrate, sodium phosphate dibasic dried, sodium
hydroxide.

= Ong nwérc pha tiém vira §d 2 ml

DANG BAO CHE CUA THUGC: Bét déng khd va dung mdi pha
dung dich tiém
Mé& ta:

Bot dong khd mau tring.

Ong nwére pha tiém 1 ml: dung dich trong sudt, khéng mau.

Ong nwéc pha tiém 2 mi: dung dich treng suét, khéng mau,

CHIi BINH DIEU TRI

Lyo-Drol dugre chi dinh trong cac truding hop sau:

Réi loan néi tiét:

- Suy v thwong than nguyén phat hodc thir phat (cé thé két hop
v&i mineralcorticoid khi cén thiét) — Chi dinh nay chi dp dung cho
Lyo-Drel 40 mg.

- Suy vd thwong than cdp tinh (cé thé cin phdi bé sung
mineralcorticoid).

- 8éc thir phét do suy vé thugng than, hodic séc khdng dp (ng
véi liéu phap diéu trj quy wéce & nhirng bénh nhan dang cé suy
vo thweng than (khi hoat tinh mineralcorticoid khong 16t nhw
mong dei).

- Dung tredc phdu thuat, hodc khi cé chén thuong nghiém trong
hodc bénh nang, & bénh nhan @3 biét c6 suy vo thwong than
ho#c khi nghi ngé thiéu hut dip trir hormon vé thweng than.

- Tang san tuyén thugng than bdm sinh.

- Viém tuyén giap khong sinh ma.

- Tang calci mau lién quan dén ung thu,

Réi loan thip khép (didu tri bd tro nadn han @& kiém soat giai

doan cdp tinh hodc dot kich phat):

- Viém xwong khép sau chan thuong

- Viém mang hoat dich trong viém xwong khop

- Viém khop dang thap, ké 3 viém khép dang thap & thiéu nién

- Viém bao heat dich ¢cip va ban cép

- Viém mom 18 cau xwong

- Viém bao gan cip khéng d3c hiéu

- Viém khép cap tinh do gt

- Viém khop vay nén

- Viém cot séng dinh khép.
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Bénh hé théng tao keo va bénh phire hop mién dich (trong dot
kich phat hodic Giéu trj duy tri trong céc trwéng hop chon loc)

- Lupus ban @& hé théng (va viém than lupus)

- Viém tim cép do thap

- Viém da ce toan than (viém da co)

- Viém da ddng mach ndt

- Hai chirng Goodpasture.

Bénh vé da:

- Bénh Pemphigus (bénh bong nwéc tw mién trén da va niém
mac)

- Héng ban da dang thé néng (hdi chirng Stevens-Johnson)

- Viém da tréc viy

- Vay nén thé ning

- Viém da bong nwéc dang Herpes

- Viém da tdng tiét b3 nhén thé ning

- U suidang nam,

Tinh trang di (rng (diing @& kiém soat cac tinh trang dj trng nang
hoac khé chira khi G2 that bai véi cac cach didu trj théng thudng):

- Hen phé quan

- Viém da tiép xuc

- Viém da di &ng

- Bénh huyét thanh

- Viém mii dj (rng theo mua hodc quanh nam

- Céc phan (rng qua man véi thude

- Phan (rng may Gay khi truyén thudc

- Phu thanh quan cip khéng nhiém khudn.

Cac bénh vé mit (cac qua trinh viém va dj tng man tinh va cép
tinh nghiém trong & mét):

- Nhiém trung gi&c mac do Herpes zoster

- Viém méng mét, viém méng mét — thé mi

- Viém mang mach- véng mac

- Viém mang mach nho khuéch tén phia sau va viém mang mach
- Viém thén kinh thj gidc

- Nhan viém giao cam

- Viém tién phong

- Viém két mac di tng

- Viém loét két mac do dj tng

- Viém giac mac.
Bénh tidu hda (gilip dwa bénh nhan qua khoi con nguy kich cla
bénh) .

- Viém loét dai trang

- Viém doan rudt non.

Bénh hé hé'g:

- Bénh sarcoid ¢6 triéu chirng

- Ngb dgc berylii

- Trong lac phdi lan téa hodc bung phat cép tinh (khi ding déng
th&i hoa trj lidu khang lao thich hop)

- Héi chirng Loeffler khéng thé kiém soat dugc bang cic phuong
phap khac

- Viém phdi hit

- Viém phéi tir trung binh t&i nghiém trong do Pneumocystis
jiroveci & bénh nhan AIDS (nhw Giéu tri b tror khi dling trong 72
gi&r Gau tién cla liéu phéap khiri dau chéng Pneumocystis)

- CéAc ot kich phat ciia bénh phéi tdc nghén man tinh (COPD).

Réi loan vé mAu:

- Thiéu méu tan mau méc phai (tw mién)

- Xuét huyét giam tiéu ciu vé cin & ngwdi Ién (chi tiém tinh mach,
chéng chi dinh tiém bip)

- Giam tiéu ciu thir phat & ngudi lém

- Chieng giam nguyén héng cau (thiéu mau héng chu)

- Thiéu mau gidm san bim sinh (déng héng ciu).
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Cac bénh ung thw (didu tri tam thev):

- Bénh bach cAu va u lymphd & ngudi 16m

- Bénh bach cdu cép & tré em

- D& cdi thién cht long séng cho bénh nhan ung thuw giai doan cudi.

Bé gitip bai nigu hodc gidm protein niéu trong héi chirng than hw ma

khéng kém theo uré-huyét thudc typ ty phét hodc do lupus ban go.

Hé than kinh:

- Phu n3o tir khéi u nguyén phat hodc di cin, hodc do phau thuat
hodc xa trj.

- Dot kich phét cép tinh clia bénh da xo cirng.

- Chén thwong tiy séng cip tinh. Cin bét du diéu trj trong vang 8
gi¢r tir khi bét dAu tdn throng.

Cac chi dinh khac:

- Lao mang n3o ¢4 tic nghén khoang dwdi nhén hodc doa tic khi
dung dong thoi héa tri liéu khang lao thich hep.

- Bénh giun xodn lién quan @én than kinh hedc co tim.

- Céy ghép ndi tang.

- Ng&n ngira bubn ndn va ndn khi ding héa tr liéu chéng ung thr.

LIEU DUNG VA CACH DUNG

Lidu ding

Lyo-Drol ¢6 thé Gugc tiém hodc truyén tinh mach hodc tiém bép.
Phwong phap dwoc wu tién lya chon cho clp ciru ban dAu 13 tiém
tinh mach. Xem bang 1 v& cac liéu lweng khuyén cdo. Cé thé giam
lidu cho tré so sinh va tré em, nhung cin chon lya dya vao mie 9
nghiém trong cia bénh va dap (*ng cua bénh nhan hon la dwa vao
tudi va thé trong clia bénh nhén. Lidu legng cho tré em khéng nén
thap hen 0,5 mg/kg mbi 24 gidr.

Béng 1: Liéu khuyén cac @i véi Methylprednisolone hydrogen
succinate

Chi dinh Liéu lwong

Biéu tri bd tro' cho cac
trwéng hop de doa
tinh mang

Tiém tinh mach 30 mg/kg trong thai gian it
nhét 30 phut. C6 thé nhic lai lidu nay 4-6 giyy
mdi 1an cho t&i 48 gidy.

R&i loan thap khép
khong dap Ung voi
phac @b diéu trj chun
(hodc trong giai doan

Tiém finh mach trong it nhat 30 phit. C6 thé
Iap lai ché &6 litu nay néu khéng 6 cdi thién
sau 1 tudn didu tr, hoac do tinh trang cla
bé&nh nhén yéu cau:

kich phat) 1 g/ngay, trong 1-4 ngay, hodc
1 githéng, trong 6 thang
Lupus ban dd hé théng [Tiém tinh mach 1 g/ngdy trong 3 ngdy trong it

khéng dap Ung véi
iphac db diéu tri chun
(hod@c trong giai doan
kich phat)

néu khéng co cai thién sau 1 tudn gidu tr,
ho4c do tinh trang clia bénh nhan yéu ciu.

nhét 30 phit. C6 thé 1dp lai ché @b lidu nay |

BPa xo cing khong dap
|tng véi phéc @6 diéu
|t chuin (hodc trong
giai doan kjch phat)

|Tiém tinh mach 1g/ngay, trong 3 hodc 5 ngay
trong th&i gian it nhat 30 phat. Cé thé I3p lai
ché 86 liéu nay néu khéng cé cai thién sau 1
tuan didu tr, hosc do tinh trang clia bénh
nhan yéu cu.

Trang thai phd nhw
viem clu than hodc
viém than do lupus
khéng dap Ung voi

Tiém ftinh mach trong th&i gian it nhat 30
phit, Cé thé I3p lai ché g8 liéu nay néu khéng
6 cai thién sau 1 tuln diéu tri, hodc do tinh
Mg e v trang clia bénh nhan yéu ciu

phic igu tri chun : 4 h
(hokc trong giai doan 30 mg/kg cach nhat, ding trong 4 ngay hoac

kich phat) 11 g/ngay trong 3.5 hodc 7 ngay.

Ung thw giai doan cuoi
(@& cai thién chét
Irerng cude s6ng)

tuén

[Tiém tinh mach 125 ma/ngay trong tbi da 8

Ngin ngira buén nén
va nén do hoda tri liéu
vé ung thu

Hda tri liéu gay ndn nhe va trung binh:

Tiém finh mach 250 mg trong it nhét 5 phit
vao 1 gi& trwéc héa tr ligu. Nhdc lai liéu
methylprednisolone khi bt d3u héa tri liéu va
vao lic ngirng ding héa trj liéu. Cing ¢ thé
phéi hop véi din xuét clo cia phenothiazin

dé ting hidu lyc chéng nén.

khi diing liu @4u tién cia methylprednisolone |
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|Héa tri ligu gay nén nghiém trong:

Tiém tinh mach 250 mg trong it nhat 5 phut,
phéi hop véi lidu thich hep metoclopramid
hedc 1 butyrophenon 1 gitr trwére héa trj lidu,
sau dé nhac lai lidu methylpradnisolone Iic
kh&i dau héa trj lieu va vao ltc ngirng héa tri
liéu,

Ton thuong tiy song

Diéu tri nén bat dau trong vong 8 gie sau
cap tinh

khi tén throng

\V&i bénh nhan bét dau Gidu tr trong vong 3
\giér sau khi tén thurong: Tiém tinh mach 30
mg/kg trong thdi gian 15 phit réi nghi 45
phit, sau @6 truyén finh mach fién tyc vai lidu
5,4 mg/kg/gicr trong 23 gid.

V&i bénh nhan khéi dAu didu trj trong véng 3-
8 gitr sau khi ton thwong: tiém tinh mach 30
mg/kg trong th&i gian 15 phdt rdi nghi 45
phot, sau d6 truyén tinh mach lign tyc véi lidu
5,4 mglka/gir, trong 47 gidr.

Cén danh riéng mét dwomg tinh mach &
|bom truyén.

Viém phai do
:Pneumocysrfs Jiroveci
iEr bénh nhan AIDS

Liéu trinh @iéu tri nén bat diu trong vdng
72 gio trong diéu tri khoi dau chong
Pneumocystis.

MGt ché d co thé thie hién Ia tiém tinh mach
40 mg, 6-12 gi®r méi lan cho &én téi da 1a 21
Ingay hodic cho @én khi két thiic qua trinh didu
trj Preumocyslis.

Do ¢6 téng téc 4O hoat héa lai bénh lao &
bénh nhan AIDS, c2n suy xét nén slr dyng
ciac thubc chéng lao méi khi dung
corticosteroid cho cac déi twong ¢ nguy cor
cao nay. Clng can theo ddi bénh nhan vé
kha nang méc cac nhiém khuin tiém tang
khac,

Cac dot kich phat cla P4 nghién clru 2 ché @8 lidu:

bgnh phdi tic nghén ram gnh m R
: ach 0,5 mg/kg 6 gio mdi lan,
man tinh (COPD) !dt‘:ng trong 72 gid, hodic
Tiém tinh mach 125 mg 6 gi& m&i iAn, ding
tong 72 gi¢, rdi chuyén sang dang
| corticosteroid udng va v&i lidu giam dan.
| Téng thévi gian didu trj nén it nhat 12 2 tuln,

|

;Ta_i?u tr hé tro' cho cac |Lidu khdi dau co thé thay déi tr 10 mg t&i

chi dinh khac 1500 mg tiém finh mach, tiry thuge vao didu
kién 1am sang, C&'thé can Gén lidu cao hon
@é diéu tri ngdn ngay cac finh trang cép tinh
va nghiém trong. C4c liéu khéi dau I1€n 161
250 mg can tiém tinh mach trong thei gian it
nhat 5 phut, con néu ding lidu cao hon thi
tiem trong th&i gian it nhat 1a 30 phat. Cac

| iliéu tiép theo cb thé tiém bip hodc tinh mach
{theo cac khoang cach tly theo @ép (mg cla

| |b&nh nhan va theo tinh trang lam sang.

DEé tranh cac van dé khi phdi hop thudc va bao dim &) én dinh cla
thube, nén tiém Methylprednisclone hydrogen succinate & nhing vi
tri riéng biét v v tri tiém cdc thude khac néu duge. Co thé tiém theo
cac kiéu: bom thudc dudng finh mach, qua bubng tiém (chamber)
ho#c diung dung djch tiém finh mach theo k¥ thuat 'piggy-back’.

Cach ding

Hwéng dan pha thuéde

Trwére khi tiém finh mach (hodc tiém bép), sdn pham cin dwoc hoan
nguyén theo dung huwéng din. Khang khuyén khich sir dung cac
dung méi khac khang phai 2 dung méi &i kém.

Str dyng dung dich d& hoan nguyén véi nuéc cét pha tiém ngay lap
tlrc va loai bd dung dich thube con du chua sl dung,

Khi cén thiét, tly theo phac b diéu trj cé thé thye hién pha loing
bang céch trén 13n dung dich da hoan nguyén véi cac dung méi nhu
dextrose 5% trong nwéc, NaCl 0,9% hodc dung dich dextrose 5%
trong NaCl 0,45% hodc 0,9%.

Dung dich tiém cn dwere kiém tra bing mét thwdng 68 phat hién cé
tiéu phan la ho3c su bién 64i mau séc trwde khi st dung hay khéng.
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Hwoéng dén thao téc

1. St dung kim 21 G hodic ¢6 dudng kinh nhé hon. Rt dung mébi
béng éng tiém va bom vao lp bét.

2. Lac nhe dé pha dung dich.

3. Dam kim vao lo cho @én khi trdng théy ddu kim. Déc nguec o va
rit hét thubc bang bng tiém.

CHONG CHi DINH
Lyo-Drol chéng chi dinh trong céc trwéng hop sau:
s Bénh nhan bj nhiém nam toan than trir khi dang duoc ding céc
thubc didu trj d3c hiéu va trong trvdng hep phi ndo do sét rét.
« Bénh nhan c6 tién sl gua man véi methylprednisolone hodic
véi bAt ky thanh phan nao khéc trong ché pham.
Chéng chi dinh tiém vic-xin sdng hodc vaccin séng, giam ddc lve
& bénh nhan ding corticosteroid lidu e ché mién dich.

CANH BAC VA THAN TRONG DAC BIET KHI DUNG THUOC

T4c dung (¢ ché mién dich/ ting nguy co nhiém khudn
Corticosteraid ¢ thé lam tang nguy co nhiém khuin, che lap mét sé
déu hiéu nhidm khuin va mét s6 nhidm khudn méi cé thé xay ra khi
dang dung corticosteroid. C6 thé cé hién twong gidm sire dé khang
vd mét kha nang khu tra nhiém khudn tai chd khi st dung
corticosteroid. Nhi&m vi sinh vat gay bénh bao gém: nhiém virus, vi
khuén, nAm, don bao ho3c giun san & bat ki vi tri nao cla co thé ¢é
thé lién quan i viéc sir dung corticosteroid dung riéng ré hodc phéi
hop véi cac thube trc ché mién dich khdc ma cé tac déng 67 mién
dich t& bao hoc mién dich thé dich hodc toi chire néng cua bach
cAu trung tinh. Nhirng nhim khuln nay cé thé nhe, nhung ciling o
thé nghidm trong va cé khi gay tir vong. Khi ting liu corticosteroid,
ty 1& mic cac bién chirng nhidm khudn cing tang 1én.

Bénh nhan dang st dung thubc rc ché mién dich d& bi nhiém
khuan hon nhitng ngudi khée manh khac. Vi dy & tré em hay
ngudi 16n chwa co mién dich dang diing corticosteroid, khi méc
thily d4u va sé&i cé thé bj niing hon va tham chi ti vong. B&nh nhan
chua ¢b tidn str méc bénh thiy Gau nén tranh tiép xic gan voi
ngudi méc bénh thily G3u hogc bénh zona. Néu da bj phoi nhiém,
cin can thiép y té ngay lap trc. Nén tiém ching thy dong bang
immunoglobin thily dau/zoster (VZIG) cho nhirng bénh nhan chua
¢6 mién dich tiép xuc, dang ding corticosteroid toan than hode da
st dung corticosteroid trong véng 3 théang trwéc d6; nén tiém trong
véng 10 ngay sau khi tiép xtic v&i bénh thly d3u. Néu duge chén
doan méc bénh thiy dau, bénh nhan can duoe chidm séc chuyén
khoa va didu tri khan cip. Khong nén ngirng st dyng corticosteroid
va c6 thé cén phai tang liéu.

Chéng chi dinh ding vic-xin séng hoic vic-xin séng da giam dgc
lyc & bénh nhan dang ding cac lidu corticosteroid (e ché mién
dich. Cé thé dung véc-xin chét hodc vicxin bat hoat cho bénh
nhan dang ding liéu corticosteroid e ché mién dich; tuy nhién, dap
{rng clia bénh nhan voi cac loai véc-xin nay cé thé giam di. C6 thé
chi dinh tiém ching chc bénh nhin dang ding cac liéu
corticosteroid khéng gy e ché mién dich.

S dyng corticosteroid trong bénh lao heat ddng can gidi han chi
trong cac treéng hep lao phéi lan tda hodc thé bung phat cip tinh
ma trong @6 corticosteroid dwgc ding 68 kiém soat bénh phdi hep
véi phac @b khang lao thich hop.

Néu corticosteroid dwoe chi d@inh & nguwdi bénh lao tiém tang hoic
phan rng v&i tuberculin, cin theo ddi chit ché vi bénh cb thé tai
phat. Néu diing corticosteroid dai ngay, bénh nhan can dwoc didu
tri dw phong béng cac thubc khang lzo.

U Sarcom Kaposi (Kaposi's sarcoma) 84 duge bao céo & nhirng
bénh nhan diéu tri bidng corticosteroid. Ngirng s duyng
corticosteroid cé thé sé thuyén giam triéu chirng trén 1am sang.

Vai trd clia cac corticosteroid trong séc nhiém khuén van cén dang
dwoe tranh luan, cic nghién clru gin day cho thly cé ca tac dung
¢6 loi ciing nhw cic dnh hudng bit Igi. Gan day, viéc ding
corticosteroid bd sung da cho thdy 12 ¢6 lgi cho bénh nhan duoc
xac dinh 12 séc nhiém khudn va co suy gidm chirc ning tuyén
thweng than, Tuy nhién, khéng nén st dyng thwdng xuyén lidu
phap nay trong séc nhiém khudn. Mét tdng quan hé thong da két
luan ring @idu tri céc corticosteroid liéu cao trong thoi gian ngan
khéng mang lai téc dung. Tuy nhién, cac phan tich gép va mét tong
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quan da cho thdy sir dung corticosteroid liéu thip trong khodng thoi
gian dai hon (5 — 11 ngay) cé thd 1am gidm 1 1é tir vong, nhat I3 &
bénh nhan bj séc nhiém khudn phai ding thude co mach,
Corticosteroid ¢ thé lam trdm trong thém tinh trang nhidm nadm
toan than, do d& khéng nén sl dung corticosteroid khi xuat hién
nhiém nam. Da c¢b béo cdo vé cie tredng hop sng tim va suy tim
sung huyét khi siv dyng @6ng thei thude khang nam amphotericin B
va hydrocortisone.

Corticosteroid cé thé kich hoat bénh amip tiém &n. Do d6, nén loai
trir khi ning nhiém amip tidm 4n hodc amip dang hoat déng &
bénh nhan bj tiéu chiy khéng r& nguyén nhan trueéc khi bt dau
diéu tri bang corticosteroid.

Tac dung trén hé mién dich

Cé thé xay ra c4e phan (g di (rng. Vi mot s6 hiém cac trudng hop
di &ng trén da va phan (g phan vé& d3 xay ra & bgnh nhan dung
corticosteroid, nén can cé nhirng bién phdp phong ngira thich hep
trivée khi ditng corticostercid, ddc biét khi b&nh nhan cé tign st dj
{rng véi bat ky loai thude nao.

Téc dung trén noi tiét ;

Bénh nhan dang sir dung corticosteroid ma phai chiu nhirng cing
thang bat thwérng, cin chi dinh ding corticosteroid téc dyng nhanh
v&i lidu cao hon tredre, trong va sau khi bj stress.

Str dyng corticosteroid & lidu cé téc dyng dugc Iy trong théi gian
kéo dai c6 thé din téi trc ché truc dudi dbi - tuyén yén - thueng
than (HPA) (suy vé throng than thi phat). Mdc 6§ va thdi gian suy
vo thwrgng than thir phat khac nhau gitra céac bénh nhan va phy
thudc vao lidu, tn sudt, thei didm ding thudce va khodng théi gian
didu tri bing glucocorticoid. C6 thé giam thiéu téc dyng ndy bing
liéu phap Gidu trj cach nhat.

Ngoai ra, suy vé thuong than cip con dn dén tlr vong néu dirng
glucocorticoid dot ngét.

Do @6, cb thé giam thidu nguy cor suy vo thweng than thir phat do
thubc bang cach gidm lidu tir tir. Kiéu suy v thiong than nay cé
thé tdn tai nhidu thang sau khi ngirng didu tri, do @6 trong théi gian
nay, néu xay ra bit ky treéing hop stress nao, nén bt dau sl dung
lai ligu phap hormen,

“Hai ching cai thudc” steroid, khdng lién quan &n tinh trang suy
vé thuong than, cé thé gip sau khi ngirng a8t ngdt glucocorticoid.
H8i chirng nay gbm céc triéu chirng nhuw: chan &n, budn nén, nén,
hén me, dau diu, sét, dau khdp, beng da, dau co, giam can
va/hoac ha huyét p. Nhirng dnh hudng ndy duec cho la do thay
abi ddt ngdt ndng dd glucocorticoid hon 1a do ndng d§
corticosteroid thap.

Vi glucocorticoid co thé gay ra hodc lam néng thém héi chizng Cushing,
nén tranh st dung glucocorticoid trén nhing bénh nhan Cushing.

Téc dung clia corticosteroid ting Ién trén nhirng bénh nhan thiéu
nédng tuyén giap.

Tac dung trén chuyén héa va dinh dudng

Cc corticosteroid, bao gdm methylprednisolone, co thé [am ting dudmg
huyét, lam n&ng hon tinh trang tidu Guémg sin €6, va cb thé dan dén
tidu dudmg trén nhizng dbi twomg sl dung corticosteroid kéo dai.

Tac dung trén tam thin

Cac xao trén vé tam than cé thé xuit hién khi dung corticosteroid,
tir sang khodi, mat ngli, thay d@bi tam trang, tinh khi that thudng va
trAm cam ndng cho dén nhing biéu hién tam thin thue sy, Ngoai
ra, sy bat &n cam xtc hodc khuynh hudng tam thdn cé thé ning
hon do corticosteroid.

Khad nang g3p cdc tac dyng khéng mong mudn nghiém trong vé
tam than c6 thé xay ra khi dung steroid theo dwéng toan than, Cac
triéu chirng thudng xudt hién trong mét vai ngay hodic vai tudn tiv
khi bat dAu Gidu tri. Hau hét cac triéu chirng mét &i sau khi gidm
hode dung corticosteroid, mac du c6 thé cin phai diéu trj déc biét.
Cic tdc dung vé tam thdn d& dugc bdc cao khi nging
corticosteroid, tuy nhién chwa biét r§ thn sudt. Bénh nhan/ ngudi
cham s6c nén lwu ¥ néu cée triéu chirng tam than tién trién & bénh
nhan, dac biét néu nghi ngd bénh nhan bj trAm cam hay co y dinh
tw ttr. Bénh nhan/ ngwdi cham séc nén duee canh bac vé nhirng
réi loan tam than 6 thé xudt hién trong khi didu tri hodc ngay sau
khi gidm liéu/ ngirng ding stercid toan than.
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Téc dung trén hé thin kinh

Nén than trong khi dung corticostersid trén nhirng bénh nhan déng
kinh.

Nén thé&n trong khi ding corticostercid trén nhirng bé&nh nhan
nhwoc co ndng (Xem thém vé bénh co trong Tac dung trén hé co
xwong).

Mac di céc thir nghiém lam sang c6 &bi chirng da cho thay
corticosteroid cé tic dung giam nhanh murc 88 trdm trong cip tinh
trong dot cAp clia bénh da xo cimg, nhung nhing thir nghiém &6
khéng chirng t6 duee ring corticosteroid cé anh hirdng dén két
qud diéu tri cudi cung hodc dién bién ty nhién cla bénh. Cac
nghién ctru cho thdy ring cin ding liéu corticostercid trong dbi
cao mdi cd tac dung dang ké.

Cac bién cé y khoa nang d3 dugc bao cdo la cd lién quan dén
dwdmng ding ndi tdy /ngoai mang clirng (xem muc Tac dung khéng
mong muén),

3 c6 cac bdo cdo vé hién tuong tich md ngoai mang ciing &
nhirng bénh nhan diing corticosteroid, dién hinh |2 khi s& dung liéu
cao keo dai.

Tac dung trén méat

Cén dung than trong corticosteroid & b&nh nhan nhidm Herpes
simplex & mét vi co thé gay thing gidc mac.

Dung corticosteroid kéo dai cé thé lam dyc thiy tinh thé dudi bao
sau va dyc thiy tinh thé & trung tam (d3c biét & tré em), I6i mat
ho3c ting 4p lwc ndi nhan, cé thé din G&n bénh tang nhan 4p di
kém tdn thuong than kinh thi gidc. C6 thé ting nguy co nhiém ném
va virus thir phat trén mét & bénh nhan s dyung glucocorticoid,

Lidu phap corticosteroid d3 tirng duee xac dinh ¢6 lién quan dén
bénh hic véng mac trung tam thanh dich, mét ching bénh co thé
dén dén bong véng mac.

Tac dung trén tim

Téc dung khéng mong mudn cla glucocorticoid trén hé tim mach,
nhw réi loan lipid mau va tang huyét ép, cé thé khién céc bénh
nhan 3 cd sin nguy co v& tim mach phai chju thém cac anh
hwéng tim mach khac, néu ding lidu caoc va kéo dai. Vi vay,
corticosteroid nén dugc dung than trong & nhirng bénh nhéan nay,
¢in theo d&i sy thay dbi cla cac yéu té nguy co va theo doi chic
n3ng tim thém néu cin thiét. Cac bién chirng trong diéu tri béng
corticosteroid ¢é thé gidm khi st dung liéu phap didu tri cich nhat
va ding liéu thép.

Sau khi tiém nhanh céc liéu cao methylprednisolone (hon 0,5 gam
trong thei gian dwoi 10 phat), 93 co bdo cao vé rdi loan nhip tim va/
hodc tryy mach va/hodc ngirng tim. Cham nhip tim d& dwec bdo
cdo trong hodic sau khi diung liéu cao methylprednisolone, va cé thé
khong lién quan t&i the a6 va thi gian tiém truyén.

Nén than trong khi dung cdc corticostereid toan than, va chi ding
khi thye sy can thiét, trong trrdmg hep suy tim sung huyét,

Da ¢ béo céo cho théy méi twong quan rd rang gifra viée sir dung
corticosteroid va v& thanh tw do thét trai do tri hodn qua trinh hinh
thanh seo co tim trong giai doan sau nhédi mau co tim. Vi vay, cén hét
sirc than trong khi sir dung corticosteroid & nhirng bénh nhan nay,

Tac dung trén mach

Huyét kndi, bao gém thuyen téc huyét khdi tinh mach, da dwoe béo
cdo xay ra khi dung corticosteroid. Do g6, corticosteroid can dugc
str dyng than trong & bénh nhan dang bj hodic ¢d thé ¢ nguy co' bj
cac réi loan vé huyét khéi.

Cin than trong khi diing corticosteroid & nhirng b&nh nhan cao
huyét ap.

Téc dung lén éng tiéu héa

Liéu cao corticosteroid cé thé gay viém tuy cap.

Khéng c6 quan diém théng nhat ndao v& viéc co phai chinh
corticotercid gay nén tinh trang loét dwéng tiéu hda trong qua trinh
didu tri hay khéng, tuy nhién, ding glucocorticoid c6 thé che Ip
nhing triéu ching cla loét duéng tiéu hoa, gay nén tinh trang
thiing ho#c xuét huyét tieu héa ma khéng kém dau dén 16 rét. Nguy
cor bi loét dwdng tiéu hda ting 1&n khi két hop véi cac thube chéng
viém khang steroid (NSAID).
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Tri liéu béng glucccorticoid c6 thé che gidu tinh trang viém phic
mac hoic c4c dau hiéu hay triéu chirng khac lién quan dén rbi loan
4ng tiéu héa nhw thiing, tac rudt hodc viem tyy.

Thén trong khi dung corticosteroid trong viém loét dai trang khéng
@iac higu néu cb doa thiing, dp-xe hay nhiém khuén sinh md khéac;
viém tui thira, ¢ chd ndi ruét non mdi, dang bj hay cé tién st bj
loét duéng tiéu héa.

Tac dung lén gan mat

Tén thwong gan do thude, nhw viém gan cép tinh, ¢6 thé xay ra do
truyén methylprednisolone gua duwéng tinh mach theo chu ky
(thwong véi liéu 1g/ngay). Théi gian phat bénh viém gan cip tinh
¢6 thé 1a nhidu tudn hodc l2u hon. D3 quan s&t thdy céc bién cb
nay bién mat sau khi ngung didu tri.

Tac dung trén hé co xwong

D& cb béo cdo vé bénh co cdp tinh khi s dung corticosteroid liéu
cao, thudng xdy ra & bénh nhan bj cac réi loan dan truyén than
kinh co (vi dy nhugc co ndng) hay trén bénh nhan dang ding céc
thudc khéng cholinergic nhw thuoc e ché than kinh co (vi dy
pancuronium). Bénh co cp tinh nay lan rdng, cé thé lién quan @én
cac co mét, co hé hap va cé thé din t&i liét chi. Tinh trang ting
creatinin kinase cé thé xdy ra. D& cd tién trign v& mat 1am sang hay
hoi phuc, can dirng thude trong véng vai tudn @én vai nam,

Lodng xwong la tic dung khéng mong muén phé bién, nhung it
duwore phat hién khi diing glucocorticoid lidu cao va kéo dai.

Réi loan than va tiét nidu

Nén thén trong khi diing corticosteroid trén nhirng bénh nhan suy than.

Nghién clru 2
Liéu trung binh hodc cao clia hydrocortisone ho#c cortisone ¢ thé '
gay tang huyét ap, gitr mubi va nwée va ting thai trir kali, Nhirng
tic dung nay it gdp hon véi cac din xuét tng hop trir khi ding liéu

cao. Ghé @6 &n han ché mudi va bd sung kali co thé can thiét, Tat / 2

ca cac corticosteroid déu lam tang thai tri calci.

Chén thwrong, ngd déc va cac bién ching phiu thuat
Corticosteroid diing toan than khéng dwec chi dinh, va do 46 khéng
nén ding dé diéu tri chan thwong s¢ ndo. Mot nghién clu da trung
tam cho thay tang fi 1& t&r vong tai thei diém 2 tuin va 6 thang sau
chén throng & nhirng bénh nhan diung Methylprednisolone
hydrogen succinate so vé&i nhitng bénh nhan ding gid duwoc. Mbi
guan hé nhan qud véi viéc didu tri béng Methylprednisolone
hydrogen succinate chuwa dwere thiét 1ap.

Canh bao khac

Do céc bién chirng khi dung glucocorticoid phy thudc vao lidu
Iwerng v thivi gian didu tri, cAn can nhic lgi ich/ nguy cor trén tirng
bénh nhan vé& lidu lrong va thoi gian didu tri theo liéu hang ngay
hay dung cach nhat.

Nén ding liéu thdp nhat ¢ hiéu qud cla corticosteroid dé kiém
soat tinh hinh diéu trj va khi c6 thé giam lidu, nén gidm tir ti.

Can than trong khi sl» dung aspirin va cac thudc chéng viem khéng
steroid phéi hop voi corticosteroid.

Bénh u té bao wa crém co thé gay tr vong d3 duwge bao cdo sau khi
str dung corticosteroid toan than, V&i bénh nhan nghi ngé hogc ga
xac dinh 12 mic bénh u té bao wa crém, chi nén sl dyng
corticosteroid sau khi 43 tién hanh danh gia loi ich/ nguy co phi hop.
Trong mét sé trrérng hop hiém hoi, viéc gidm hodc ngirng s dyng
corticosteroid duréng ubng cé thé tiét 15 cac bénh nén lién quan dén
ting bach cdu &i toan (vi dy: héi chirng Churg Strauss) & bénh
nhan hen suyén.

Dlng & tré em

Cén theo d&i chat ché sy ting trudng va phét trién cua tré so sinh
va tré em sir dung corticosteroid kéo dai.

Cham ting trdéng c6 thé g3p trén tré em sir dyng glucocorticoid
kéo dai, hang ngay, véi liéu chia nhé va viéc str dung liéu phép nay
nén han ché, chi nén dung véi cac chi dinh khan cép nhét. Ligu
phép glucocorticoid ding cach nhat cé thé tranh va gidm thiéu tac
dung khéng mong muén nay.

Tré so sinh va tré em sir dyng corticosteraid kéo dai cé nguy cor
Géc bidt vé ting ap Iy ndi 59,

Liéu cao corticosteroid cé thé gy viém tuy & tré em,
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Nguwi gia

Than trong khi diing corticosteroid kéo dai cho ngwéi cao tudi vi cé
thé lam tang nguy co lodng xwong va téng nguy co giir nude dan
dén tang huyét 4ap.

Canh béo dic biét vé ta dwoc

Thube nay cé chiva dudi 1 mmol (23 mg) natri trong méi lg, vé co
ban dwoe xem nhw 'khong chira natri',

S DUNG THUOC CHO PHU NIF CO THAI VA CHO CON BU

Kha ning sinh san

Corticosteroid @3 duwoe ching minh l1am gidm kha ndng sinh san
trong céc nghign clru vé kha ning sinh san trén dng vat (xem
phén Di¥ liéu an toan tién lam sang).

Théi ky mang thai

Nghién civu trén déng vat cho thay corticostereid khi dung liéu cao
cho me 6 thé gy dj dang cho thai. Tuy nhién, corticosteroid cé vé
nhy khéng gay di tat bdm sinh khi ding cho phy ni¥ ¢é thai. De
nhirng nghién clru vé sinh san & ngudi chua duec tién hanh day
Al véi Methylprednisolone hydrogen succinate, thudc nay chi nén
dwoc ding trong théi ky mang thai sau khi 4 cén nhéc than trong
vé mét loi ich-nguy co cho me va thai nhi.

Mt vai corticosteroid qua dwgc hang rao nhau thai. Mgt nghién
ciru dang héi ciru che thay cb sy gia tang ty 1é tré so sinh thiéu can
sinh ra tir nhirng ngudi me ding corticosteroid. & ngudi, nguy co
tré sinh ra bj nhe can dwéng nhu lién quan dén liéu dung va c6 thé
duwoc gidm thidu bang cich ding liéu corticosteroid thap hon. Tré
so sinh tlr nhitng ngudi me &3 ding lidu corticosteroid dang ké
trong qua trinh mang thai cdn duec thee ddi va danh gia can than
vé céc dau higu suy giam chirc ndng tuyén thwong than, méc du
tré so sinh tiép xic véi corticosteroid trong tl cung dwéng nhu
khéng thwdng xuyén bj suy vo thugng than.

Cac trwéng hop duc thiy tinh thé 83 Swec quan sat thay & tré so
sinh cé me a3 didu trj corticosteroid lau dai trong thai ky.

Chua ¢o anh hudng nao duoc biét clia corticosteroid trong sudt
thai ky va tai thei diém sinh con.

Théi ky cho con bt

Corticoid dwoc bai tiét qua sira me. Corticosteroid phan bé trong
sia me cé thé ngin cin sy ting trwdng va can trd sy sdn xudt
glucocorticoid ndi sinh & tré bu me.

San pham nay chi nén dwoe ding trong thai ky cho con bl sau khi
@3 danh gi4 can than v& loi ich-nguy cor cho nguwéi me va tré so
sinh.

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

Anh hwéng clia corticosteroid Ién khd ndng lai xe hoic st dung
may méc chwa duge danh gia mot cach hé théng. Co thé cé cac
téc dung khéng mong muén nhw hoa mét, chéng mat, réi loan thj
gi4dc va mét méi sau khi Gidu tri b3ng corticosteroid. Néu bj dnh
hwéng, bénh nhan khéng nén 14 xe hodc van hanh may méc.

TUONG TAC VO CAC THUOC KHAC VA CAC DANG TUONG
TAC KHAC

Methylprednisolone 12 ¢o chét clia enzym cytochrom P450 (CYP)
va chi yéu duoc chuyén héa béi enzym CYP3A4. CYP3A4 12
enzym chinh clia hdu hét cic phan hg CYP trong gan cla ngwdi
trwdng thanh, N6 xic téc cho qua trinh 86 hydroxyl héa steroid,
giai doan | thiét yéu trong qué trinh chuyén héa cho c&
corticosteroid néi sinh va tdng hep. Clng cé rat nhidu chat khac
ciing 2 co chat clia CYP3A4, mdt s& chét nay (cling nhw céc thudc
khac) 1am thay ddi sy chuyén héa glucocorticoid bing cach gay
¢dm (rng (diéu hoa téng) hodc te ché enzym CYP3A4,

Céc chét e ché CYP3A4 — Nhirng thudc tre ché hoat tinh CYP3A4
nhin chung lam gidm &8 thanh thai cla gan va tang ndng §6 cla
cdc thude 12 co chét clia CYP3A4 nhu methylprednisolone trong
huyét twong. Néu c6 cac chit oc ché CYP3A4, ligu
methylprednisolone cn Guee Gidu chinh tir tir G tranh bi ngd doc
steroid.

C3c chét cdm dmng CYP3A4 — Nhivng thudc gay cdm (rng CYP3A4
nhin chung lam ting d6 thanh thai cla gan, dan t&i lam gidm nong

88 cac thube la co chit clia CYP3A4. Co thé cin ting lidu
methylprednisolone khi ding cling cac thubc nay dé dat droc két
qua diéu tri nhw meng mudn.

Cdc chét 14 co chét cla CYP3A4 — Khi cd mit mét cor chét khac
clia CYP3A4, qua trinh thanh thai qua gan clia methylprednisolone
€6 thé bi anh hwéng, do @6 can diéu chinh liéu ding twong tng
clia methylprednisclone. Cé thé cac tac dung khang mong mudn
khi dung rieng mdi thudc s& dé xay ra hon khi dung dong thoi cac
thudc véi nhau.

Nhing thubc khéng cé hiéu (ng qua trung gian CYP3A4 — Céc
twong tac va anh hwong khac xay ra véi methylprednisolone dugc

trinh bay trong bang 2.

Béng 2 bao gém nhing twong tac thude phd bién hodc quan trong
vé mat 1am sang véi methylprednisolone.

Bang 2: Nhirng twong tac/ anh hwéng quan trong cia cac
thudc hodc hoat chét véi methylprednisolone.

Phan loai thubc - thuéc

Twong tac / Anh huéng

hoac hoat chat

Khang sinh Chét c ché CYP3A4. Ngoadi ra,

- |ISONIAZID methylprednisolone cd kha nang tang
tdc @6 acetyl hda va d6 thanh thai cla
isoniazid.

Khang sinh, Thudc | Chétcam tng CYP3A4

khang lao

- RIFAMPIN

Thuéc chéng déng | Téc dyng clia methylprednisolone trén

(Gwérng udng)

thubc chdng déng dwéng ubng cé thé
thay @i tuy trwéng hep. Da cd nhiéu
bao cdo vé viéc tang clng nhw giam
téc dung clia thudc chéng ddng khi
diung chung véi corticosteroid. Chinh
vi vay, phai kiém tra cac chi sé déng
méu G& duy tri tdc dung chéng déng
mong muén.

Thube chéng co git
- CARBAMAZEPIN

Chét cadm (ng CYP3A4 (va 13 co
chét)

Thude chdng co giat
- PHENOBARBITAL
- PHENYTQIN

Chét cam (rng CYP3A4

Thuéc khang cholinergic
- THUOC CHEN TH
KINH CO'

Céc corticosteroid c6 thé 1am anh
heong dén tac dyng cla cac thudc
khang cholinergic

1. DA cb bio cdo vé bénh co cp tinh
khi sir dung lidu cao cac corticosteroid
déng thei voi céc thubc khang
cholinergic, nhw 1a cic thuéc chen
than kinh co' (Xem phan Canh bao va
than trong dac biét khi dung thubde
— Tac dung trén hé co xwong, & cé
thém thong tin).

2. Da co bao céo vé tinh dbi khang
trén tac dyng (e ché thin kinh co clia
pancuronium va vecuronium trén bénh
nhan dung corticosteroid. Tweng tac
nay cd thé xay ra v&i tht ca cdc chét
chen than Kinh ¢o ¢6 tinh canh tranh.

Thuée khang
cholinesterase

Céc steroid ¢6 thé 1am gidm tac dyng
clia cac thude khang cholinesterase
ding trong diéu trj bénh nhuoc co,

Thude didu trj dai thao
dudng

Vi corticosteroid ¢é thé 1am ting néng
@9 glucose trong mau, nén cé thé cin
dibu chinh lidu ding cla cac thudc tri
dai thao duwéng.

Thube chéng nén

Chét (rc ché CYP3A4 (va 1a co chit)

- APREPITANT

- FOSAPREPITANT

Thuéc khang nim Chét (rc ché CYP3A4 (va la co chét)

- ITRACONAZOL

- KETOCONAZOL

Thube khang virus Chét e ché CYP3A4 (va Ia co chat)

-Cac thubc c ché |[1) Cac chdt ¢ ché protease nhw
HIV-protease Indinavir v& ritonavir ¢ thé lam tan

néng @5 corticostercid trong huyét
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trong.
2) Corticosteroid ¢é thé cam (rng qua
trinh chuyén héa clia cac thudc e
ché HIV protease din @én gidm néng
dé cla cac thuéc ndy trong huyét
twrong.

Thuée tc ché men
Aromatase
- AMINOGLUTETHIMID

Aminoglutethimid gay trc ché tuyén
thugng than, co thé lam trdm trong
thém cdc thay dbi vé ndi tiét do ding
glucocorticoid kéo dai,

Thudc chen kénh Calci
- DILTIAZEM

Chét e ché CYP3A4 (va la cor chét)

Thube tranh

(Gworng uéng)

- ETHINYLESTRADIOL/
NORETHINDRON

thai

Chat rc ché CYP3A4 (va 12 co chat)

Nuwée ép budi Chét trc ché CYP3A4

Thubc Gc ché mién | Chatrc ché CYP3A4 (va la co chét)
dich 1/ Khi dung déng th&i cyclosporin véi
- CYCLOSPORIN methylprednisolone thi xuat hién sy

rc ché chuyén hod I3n nhau, va ¢
thé 1am ting ndng @& trong huyét
twong cla 1 trong 2 thude hodc ca 2
thubc; vi vy, cac tdc dyng khéng
mong mudn khi diing riéng mdi thude
c6 thé sé dé xay ra hon khi dung dong
théi.

2/ Da c6 bao céo vé hién twong co
giat khi ding dbng  thoi
methylprednisolone va cyclosporin.

Thubc (¢ ché mién
dich

- CYCLOPHOSPHAMID
- TACROLIMUS

Co chét clia CYP3A4

Thudc khang sinh hg
macrolid

- CLARITHROMYCIN

- ERYTHROMYCIN

Chét trc ché CYP3A4 (va I2 co chét)

Thuéc khang sinh he

Chét (rc ché CYP3A4

macrolid
- TROLEANDOMYCIN

NSAID (thudc chéng | 1/ Ty I& xuét huyét va loét duéng tiéu

viém khéng steroid) héa cé thé +t3ng khi ding
- ASPIRIN  (acid | methylprednisolone cling w&i cac
acetylsalicylic) liéu cao | thudc NSAID,

2/ Methylprednisclone cé thé lam tang
@6 thanh thai cla aspirin lidu cao, ¢o
thé din dén giam néng d6 salicylat
trong huyét thanh, Dirng diéu tri bang
methylprednisolone ¢ thé dan dén
tdng lwgng salicylat trong huyet thanh,
diéu nay co thé din dén tang nguy co
ngd déc salicylat.

Cac thudc [am tang thai
kali

Khi ding corticosteroid clng véi cac
thuéde lam ting thai kali (vi du thude
Igi tiéu), nén theo d&i chat ché hién
tirong ha kali mau & bénh nhan, Viée
dung chung corticosteroid  voi
amphotericin B, cac xanthin hay thudc
chen beta 2 cling lam tang nguy co ha
kali mau.

Tuong ky: D& trénh vén d& khi phdi hop thude va bdo dam tinh én
ginh cia thubc, Lyo-Drol duge khuyén cdo nén dung dwéng tinh
mach riéng ré v&i cic thubc hodc cac chét khac dung dwéng tinh
mach. Cac thubc khéng twong hgp v& mat vat Iy véi
Methylprednisclone hydrogen succinate trong dung dich bao gom,
nhwng khéng gi¢i han o allopurinol natri, doxapram hydroclorid,
tigecyclin, diltiazem hydroclorid, calci glucenat, vecuronium bromid,
rocuronium bromid, cisatracurium besylat, glycopyrrolat, propofol.
(Xem phan Twong ky, d& biét thém théng tin).

Trong tiém tinh mach, tinh twong thich va & on dinh cta hén hop
Methylprednisolone hydrogen succinate véi cac thubc khac phy
thude vao pH cla hén hop, néng @b, thei gian, nhiét 8 va kha
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ning hoa tan cla methylprednisclone. Bé tranh cac vin dé vé
tvong ky va @& én dinh cla cic thudc khdc, methylprednisclone
nén dugc sir dung riéng biét khi cé thé,

Céc tuong tic khéc: Hiéu qua cla glucocorticosteroid bi trc ché bdi
ephedrin. Tac dyng gay leét clia ching dwoc ting cuéng béi rugu.

TAC DUNG KHONG MONG MUON (ADR)

Céc tac dyng khong mong mudn sau day 63 duge béo cdo véi cac
dwéng ding bi chdng chi dinh sau: Noi tly /Ngeai mang cirng: Viém
mang nhén, rbi loan chive ndng duwdng tiéu héa/rdi loan chive nang
bang quang, dau dau, viém mang ndo, ligt nhe hai chi dudifliét hai
chan, @éng kinh va réi loan cam gidc. Khéng rd tan suét xut hién
clia cac tac dung khdng mong mudn nay.

Trong trweng hep binh thudng, methylprednisolone dugc coi la liéu
phap ngan han. Tuy nhién, can nhan biét khd nang gap phai céc tic
dyng khéng mong mudn khi sir dyng corticostercid, d4c biét 12 & lidu cao.
Bang 3 - Bang cac tac dung khéng mong muédn va tin sudt
duoc liét ké theo méi hé cor quan

Phan loai theo
hé co quan
MedDRA

Tac dung khéng mong mudn Tén suét

Nhiém tring (bao gdm ting kha
nang méc bénh va mic 4o nghiém
trong clia bénh nhiém tring kém
theo viée e ché c4c friéu chirng va
dau hiéu 1am sang); Nhiém tring co'

Nhiém tring v&
nhiem ky sinh
tring

Khéng 15

héi; Tai phat bénh lao tiém &n;
Viém phic mac*

Khoi u lanh tinh,
dc tinh va khéng

ac  dinh  (bac
goém ca u nang
va polyp)

Bénh u Kaposi dugc bae cédo la xay
ra & nhirng bénh nhan dang diéu tri
béng corticosteroid. Viéc ngirng
ding corticosteroid cb thé gilp
thuyén giam trén |am sang.

Khéng rd

RO loan mau va
hé bach huyét

T#ng bach ciu

Khéng ré

20001
ONG

TNHE
DU(,'JE
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R6i  loan hé
mién dich

Qua man vdi thude (Phan (rng phan
vé: Phdn (ng Kidu phan vé)

Khéng rb

H&i chirng Cushing; Suy tuyén yén;

Khéng rd

R6i loan ndi tiét
H&i chitng cai thudc steroid (gém
s6t, dau cor, Gau khédp, viém mii,
viém két mac, cac nét san ngra dau
trén da va sut can)

Nhiém toan chuyén héa; U natri; U’
dich; Giam dung nap glucose; Giam
kiém chuyén héa do haz kali mau;
Réi loan m& mau; Tang nhu ciu
insulin (hodc cdc thudc ha dwéng
huyét dudng ubng & bénh nhan &si
thao dwing); Bénh u m&; Tang cam
giac thém &n (co thé dan dén tang
cén); U m& ngoai mang ctng.

ROi loan chuyén Khéng ré
héa wva dinh

duéng

Roi
than

ROi loan cam xuc (bao gom tam
trang cau kinh, hung phan, chan
nan, ¢dm xic khong &n dinh, phy
thuge thude, va cd ¥ dinh t tir).

Réi loan tam than (bac gdm hung
cam, hoang twdng, a0 giac va tdm
thdn phan liét): R&i loan hanh vi;
Tinh khi thét thudng, céu kinh, lo
au; Mat ngl; Réi loan gidc ngl va
réi loan chirc ndng nhan thic bao
gdm G 1En va mét tri nhé da duge
bdo cdo @b v&i tht ca cac loai
corticosteroid.

Phan (rng ¢6 thé xdy ra & ¢ ngudi
I&n va tré em. O ngwdi 16, tan sudt
xay ra phan rng nghiém trong wéc
tinh 14 5%-6%. C4c tdc d&ng vé& mit
tAm Iy 43 duoe bao cdo khi ngirng

loan  tam Khéng rd

str dung corticosteroid.
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Roi loan hé than | Tang 4p lwe néi so kém phi gai thi | Khéng ré
kinh [Tang ap le ndi so lanh tinh]; Bong
kinh; Chirng hay quén;
Roi loan nhan thirc; Chéng mét;
Pau diu
Réi loan mat Nhin mer Hiém gap
Blyc thay tinh the dwéi bao sau: | Khong rd
Tang nhan ap; L&i mét; Phi gai thi
cé thé gay tén thwong than kinh thj
gidc: Mong gidc mac hodc clng
mac; Lam trdm trong thém cic bénh
vé miét do virus hodic nam; Bénh Iy
véng mac.
Roi loan tai va| Chdng mat Khéng ré
tién dinh
Réi loan tim Suy tim sung huyét (& bénh nhan | Khéng ré
nhay cam); Loan nhip tim
R6i Joan mach | Huyét khoi; T&ng huyét ap; Ha | Khéng ré
méu huyét ap; D6 birng mét,
R6i loan hé hap, | Nghén mach phoi; Nac cut Khéng ré
Iéng va
trung that
Réi logn tiéu| Loét Gudng tidu hoa (cé thé thing | Khdng rd
héa dwdng tidu hoa va xuit huyét do
loét dwdng tiéu hoa); Xuét huyét da
day; Thing rudt; Viém tuy; Viém loét
thire quén; Viém thiee quén; Bénh
nam Candida thyc gqudn; Chuwéng
bung; Pau bung; Tiéu chay; Khé
tiéu; Budn nén; Nén; Bing miéng
R6i loan gan| Viém gan*; Tdng men gan (vi dy | Khéng r3
mat ting alanin aminotransferase (ALT,
SGPT), téang aspartate
aminotransferase (AST, SGOT)).
ROi loan da va| Xuat huyét dwdi da; Teo da (da | Khéng rd
cdc mé dwdi da | mong va dé tdn thwong); Myn trirng
cé; Phi mach; Dém xuéat huyét; Ran
da; Gian mach; Gidm hoc ting séc
td da; Chitng ram 16ng; Phét ban;
Ban d6; Nglra; Mé day; Tang tiét mo
héi.
R6i loan co'| Cham téng trwdng: Lodng xwong; | Khéng rd
xwong va cdc| Yéu co; Hoai tir xrong; Gay xuwong
mé lién két bénh Iy: Teo co: Banh co: Tiéu co
van; Bénh Iy than kinh khép; Pau
khép; Dau nhirc co.
Ré&i loan hf sinh | Kinh nguyét khtng déu; V6 kinh Khéng r&
san va tuyen v
ROI loan toan| Vét thuong lau lanh, Phi ngoai | Khéng rd
than va tai ch | pién; Mét méi; Khé chiu; Phan (ng
tiém tai chd tiém; Triéu chirng cai thubc:
gidm liéu corticosteroid qua nhanh
sau thei gian didu tri kéo dai co thé
dan @&én suy thuong thin cdp, ha
huyét @p va tir vong. Tuy nhién,
diéu nay 4p dung nhidu hon d&i véi
corticosteroid ¢6 chi dinh diéu tri lién
tyc.
Cdc chi s6 xét| Ting nhin ap; Giam dung nap | Khéng
nghiém/kiém tra | carbohydrat: Gidm kali mau: Ting
canxi nwéc tiéu; Tang alanin
aminotransferase; Tang aspartat
aminotransferase; Tang phosphatase
kitm mau, T3ng uré mau; Gidam
phan rng v&i cac xét nghiém trén
da“'
Cac bién chirng | Gay xwong cét song do chén ép: | Khéng
do thd thudt, | Dot gan (G4c biét 12 gan Achilles). | 18

chan thwong va
ngé déc
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+ Thuéng g3p (1/100 s ADR <1/10); t gdip (1/1.000 < ADR < 1/100);
Hiém gép (1/10.000 < ADR <1/1.000); Khéng rd (khong thé ude tinh
tan suat tlr d@ liéu sdn co).

* Viém phtic mac c6 thé Ia d4u hiéu hodc triéu chibng chinh cia réi
loan dwdong tieéu héa nhw thdng rut, tac rudt hodc viem tuy (Xem
muc Canh bao va than trong dic biét khi ding thuéc).

= Viém gan da dugc béo cdo khi ding duwéng tinh mach (Xem myc
Canh bao va than trong dac biét khi dung thuéc).

** Khéng phai la mét Thudt nglr wu tién (PT) clia MedDRA.

Béo cao cac phan rng bét lgi nghi ng& do thude

Béo cao cac phan Gng bat loi nghi ngé sau khi thude dwoc clp
phép 14 rit quan trong. Didu nay che phép tiép tyc theo dai sy can
béng lgri ich/nguy co cia thudce. Cén bd v té droc ydu chu bdo cao
moi phan (ng bt loi nghi ngd qua hé théng bao céo quéc gia:
canhgiacduoc.org. vn/CanhGiacDuoc/ADROnline.aspx

Thong bao cho bdc sy hodc dweoc sy nhimng tdc dung khéng
mong mudn gdp phai khi st dung thuée.

TUONG KY
Sy twong hop va @& dn dinh khi tiém tinh mach dung dich
Methylprednisolone hydrogen succinate va khi trén lan véi céc
dung dich tiém tinh mach khac phy thude vao pH cta dung dich
trén 13n, néng d@d, théi gian, nhigt @9 va kha ning héa tan cla
methylprednisolene. Nhw vay, @& tranh céc vén dé twong ky va do
én dinh, néu cé thé duec thi nén tiém dung dich
Methylprednisolone hydrogen succinate riéng ré, khéng trén 1&n
véi cac thube khac (xem phan Twong tac véi cac thube khac va
cac dang twong tac khac dé biét thém théng tin).

QUA LIEU VA CACH XU TRi

Chwa g3p cac hdi chirng 18m sang vé qua lidu cdp tinh véi
corticosteroid.

Céac bao cao vé ngd doc cap tinh varhodc tlr vong sau khi ding qua
liBu corticosteroid Ia rat hiém.

Trong trwdng hop qué lidu, khéng cé thudc gidi ddc cy thé. Bidu tr
ho tror va diéu tri triéu chimg.

Methylprednisolone dugec loai bd bing thdm tach mau. Sau khi
dung qué lidu man tinh, khd nang (rc ché tuyén thweng than nén
duoc @& phdng bing cich gidm din muc lidu trong mét khodng
thévi gian.

CAC DAC TiNH DUQC LY

Bac tinh dwoc Iwe hoc

Nhém diéu tri: Thude glucocorticeid téng hep.
M3 ATC: HO2AB04

Methylprednisolone 1a steroid chéng viém cb hidu lwe chéng viem
manh hon prednisolone. Dang thei, it gay gi¥ nwdc va natr hon
prednisclon.

Methylprednisolone hydrogen succinate cd cling tac dung chuyén
hoa va chéng viém nhw methylprednisolone. Khi diing dwéng tiém
va véi lweng ddng mol, thi ca 2 chat nay déu tuvong durong vé hoat
tinh sinh hoc. Tiém lye tweong déi khi so sanh Methylprednisolone
sodium succinate v&i hydrocortisone sodium succinate vé tac dung
lam gidm Iweng bach cu i toan sau khi cing tiém tinh mach, 1a it
nhit 4/1. Biéu nay cling tring khép véi tiém lyc tuong @i khi so
sanh hai ché phdm nay theo duwéng ubng.

Bdac tinh dweoe déng hoc

Déc tinh dugre ddng hoc cla methylprednisolone tuyén tinh, khéng
phy thuge vao duéng dung.

Hap thu

Sau khi tiém bdp 40 mg methylprednisolone cho 14 nguwéi tinh
nguyén nam trudng thanh khée manh, néng & &inh trung binh 12
454 nanogam/ml dat dworc sau 1 gié. Bén gitr thr 12, thdy néng db
methylprednisolone trong huyét tuong gidm xuéng 31,9
nanogem/ml. Sau khi tiém 18 gio, khéng con tim thay
methylprednisolone. Dya vao dién tich dwdi dwdng cong (AUC),
bidu hién cla tbng lrong thubc duwoc hip thu, thi tiém bip
Methylprednisolone hydrogen succinate tweng dueng véi clng liéu
tiém tinh mach.

Nhing két qua clia mot nghién ciru d& chieng minh ring ester natri
succinat clia methylprednisclone duwgc chuyén @i nhanh va manh
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thanh methylprednisclone cé hoat tinh sau khi ding theo mgi
duérng ding. Mirc 68 hap thu clia methylprednisolone tiy do sau khi
tiém tinh mach va tiém bdp |a teeng dwong va Ién hon rd rét so voi
mirc G§ hép thu sau khi udng methylprednisolone dang dung dich
va dang vién nén, Vi lwong methylprednisolone dwoe hap thu sau
khi tiem bip va tiém finh mach 1a twong dwong, di 63 cé lweng Ién
hon cla ester hydre succinat vao duwec tudn hoan chung sau khi
tiém tinh mach, c6 thé cho ring ester @3 dwgc chuyén héa trong
mé sau khi tiém bip vd sau &6 duoc hdp thu dwéi dang
methylprednisolone tir do.

Phéan bé

Methylprednisolone dwegc phan bd rdng rai vao cac md, gua hang
rao mau ndo, va bai tiét qua stva me. Thé tich phan bé bidu kién
cia thubc 1a khoang 1,4 Lkg. Khi ning gin véi protein huyét
twong & nguéi 12 xdp X 77%.

Chuyén héa

Methylprednisolone lién két chat ché véi protein huyét trong, chl
yéu la véi globulin v& it hon v&i albumin. Chi c6 corticosteroid
khoéng lién két m&i co tac dung duere ly hodic duge chuyén héa.

& nguéi, methylprednisolone duwge chuyén héa & gan thanh cac
chit chuyén hoa khéng hoat tinh: hdu hét thanh 20a-
hydroxymethylprednisolone va 20B-hydroxymethylprednisolone va
& mirc 66 thap hon & than,

Chuyén héa & gan chd yéu thong qua CYP3A4 (94 biét danh séch cac
twong tac thuéc dya trén chuyén héa trung gian qua CYP3A4, xem
muc Twong tic véi cic thude khic va cac dang trong tac khic).
Methylprednisolone, cling nhu nhidu co chit clia CYP3A4, cling ¢

hoat trac @i chat hay khang & Salmonella typhimurium tir 250 Gén
2.000 pg/dia, hodc trong thir nghiém dét bién gen té bao dong vat
6 vi st dung té bac budng trng chudt déng Trung Quéc tir 2.000
dén 10.000 pg/ml. Methylprednisolone suleptanat khéng gdy téng
heop ADN 66t xuat trong té bao gan chudt céng du tién tir 5 dén
1.000 pg/mi. Hon nira, xem xét dir liéu da cong bb cho thay
prednisolonefarnesylat (PNF), c6 céu fric twong ty nhu
methylprednisolone, khdng gay d8t bién gen bit ké& cé dwoc kich
hoat trao dbi chat hay khéng & cac ching Saimonella typhimurium
va Escherichia coli tir 312 Gén 5.000 pg/dia. Trong mot dong té bao
nguyén bao soi clia chudt @dng Trung Quéc, PNF |am tang nhe vé
ty I& sai hinh nhim sic thé cAu tric véi kich hoat trao @di chit &
ndng dd cao nhit duoc thiy nghiém 12 1.500 pg/ml.

Déce tinh trén hé sinh san

Methylprednisclone chuwa dugc danh gia v& dbc tinh sinh san trén
dgng vat. Tuy nhién, corticosteroid d& dwgre chlng minh lam giam
kh& nang sinh san & chudt céng. Chubt téng dyc Swoc cho ding
corticosterone véi cac lidu 0, 10, va 25 mg/kg/ngay qua duéng tiém
dwoi da 1 lan/ngay trong 6 tudn va giao phdi v&i con céi khéng
dung thudc, Lidu cao dugc gidm xuéng 20 mg/kg/ingay sau ngay
thir 15. Quan sét thdy gidm sé nlt giao céu, tinh trang nay c6 thé 1a
do gidm trong Ieo'ng va nhirng thay dbi vi mé & tuyén tidn liét va tai
tinh. S& diém trirng lam td va s6 bao thai sbng cting gidm.

Anh hwéng cla corticosterone Ién kha nang sinh sén & chudt dyc
c6 thé dwee phuc hdi, nhivng tac ddng nay khéng con khi giao phédi
vao cudi théi gian phyc héi.

Corticosteroid ciing gay qudi thai & nhiéu loai khi diing liéu twong
dwong veéi lidu diéu tri bang dwéng uéng & ngudi. Trong cac

thé 1a mét co chét clia protein van chuyén p-glycoprotein gin ATP
(ATP-binding cassette, ABG), anh hudng @én sy phan bé trang mé
va twong tac véi cac thude khac.

Thai trie

Céc chét chuyén héa duc bai tiét qua nwdc tiédu,

nghién ctru vé sinh san & déng vat, cdc glucocorticoid nhur W\

methylprednisolone @4 cho thay 1am tang ti 18 dj tat (hé ham éch, dj ;\\1‘1
tat xwong), chét phoi thai (vi du tiéu thai), va [am bao thai cham = |
phat trién trong t& cung. ] = |

Théi gian bén thai trung binh clia methylprednisolone tir 1,8 §én 5,2
gi¢r. ©6 thanh thai toan phan xa&p xi 5-6 miiphit/kg. Thoi gian ban thai
trung binh dao @éng tir 2,4 Gén 3,5 gi& & ngwdi Ion khoe manh binh
thwding va cé vé nhu khéng phy thudc vao dwéng ding thuée.

D6 thanh thai toan co thé sau khi tiém methylprednisolone tinh
mach hodc tiém bép cho nhirng nguwdi tinh nguyén trwdng thanh
khée manh 12 khoang 15-16 L/gie. Néng 46 methylprednisolone
d@inh trong huyét twong 1a 33,67 microgam/100 ml dat dwoc sau 2
gi¢r sau khi tiém bap 40 mg liéu duy nhét cho 22 tinh nguyén vién
nam trud'ng thanh.

Dir liéu an tean tién l1am sang

Dwa trén cic nghién ctru quy wéc vé tinh an toan duge Iy va ddc
tinh cia liéu 13p lai, khéng nhan thiy cé tdc dung khéng meng
muén ngoai di dodn nao. Bdc tinh quan sat dugc trong céc nghién
ciru idu 13p lai phil hop voi két qud dy tinh do phoi nhiém lién tuc
v@i steroid vo thugng than ngoai sinh.

Kha nang gy ung thw

Methylprednisolone chwa dwgc danh gi@ chinh thic trong cac
nghién ¢y v& kha ning gay ung thi & loai g&m nhém. Tuy nhién,
da thu Gwoc nhiéu két qua khéac nhau khi thir nghiém kha n3ng gay
ung thw & chudt nhit va chudt cong v&i céc glucocorticoid khéc.
Dir litu A& cong bd cho thiy mét sb glucocorticoid lién quan bao
gbm budesonide, prednisolone va triamcinclone acetonide co thé
lam tang ty 1& méc u tuyén va ung thw bidu mb té bao gan sau khi
cho thudc vao nwére udng cia chudt cdng dipe. Céc tac dyng hinh
thanh khéi u nay gap & liéu thap hon lidu 1am sang thwdng ding
tinh theo ma/m®. Tinh lién quan v& mat ldm sang cla nhirng phat
hién nay van chwa duoe bidt rd.

Céac nghién ciru dai han trén dgng vat chwa dwoc thiec hién gé
danh gia kha nang gay ung thw tiém tang.

Kha nang gay a6t bién

Methylprednisolone chwa dugc danh gia chinh thirc vé& ddc tinh di
truyén. Tuy nhign, cac nghién ctru st dung cac chat ¢é cdu tric
tuong ty methylprednisolone khéng cho thdy bing chirng vé ot
bién gen va nhiém séc thé tiém tang khi dwgc thir nghiém trén té
bao vi khuin va déng vat cé vi.

Methylprednisolone  sulfonat, ¢é chu tric twong tr nhw
methylprednisclone, khéng gay dot bién gen bét ké ¢é dwoce kich
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|
Tang ty 1& khuyét tat tim mach va giam trong lwgng d& dugc quan ;f
s4t thdy & con clia nhirng chudt me mang thai dwgc cho ding
methylprednisolone v&i liéu lbgng tvong ty nhw lidu ding duéng
uéng & ngudi nhung gay déc che me. Nguec lgi, khéng co tac
dung gay quéi thai nao dwge ghi nhan & chudt véi lidu legng <1-18
1an lidu lwong thwéng ding @& gidu tri bing dwéng udng & nguwdi
trong mét nghién ciru khac. Ty 1& chét thai cao va nhiéu di tat trén
hé than kinh trung vong va xwong d2 dwgc béo céo & con cla thd
me mang thai dwec cho diing methylprednisolone vé&i lidu lwgng
thap hon lidu ding & ngudr.
Tuy nhién, sy lién quan cla nhirng phat hién nay véi nguy co dij tat
& tré so sinh cd me dwgc diéu tri bing methylprednisclone trong
thei ky mang thai vin chira duge biét r8. Hién vin chea cé bio
cédo vé bién do an toan cla cac tc dung gay quai thai.

QUY CACH DONG GOI:
Hop 1 lo bat d8ng khé 40 mg va 1 éng nwée pha tiem 1 ml
Hop 1 lo bat déng khé 125 mg va 1 éng nude pha tiém 2 ml

DIEU KIEN BAO QUAN:
Bdo quan & nhiét dd khéng qué 30°C, trong bao bi gbe.

Dung dich d3 pha tir lo bat 40 mg v&i 1 ml nwéc cat pha tiém
(40mgflo) hosc 125 mg v&i 2ml nwée cit pha tiém (125 mg/lg) cén
duoc sl dung ngay.

HAN DUNG: 36 thang ké tir ngay sén xuét.
TIEU CHUAN CHAT LUPOING: TCCS

CO SO SAN XUAT:
s Co s&rsan xudt: Vianex S.A.- Pl
Bia chi: 16" km Marathonos Ave,
e Co sir dong géi va xuét 18; Viane
Pia chi: 12 km National Road
Attiki, 14451, Hy Lap.




