SOLI — MEDON 40

Thudc nay chi ding theo don thuéc

Dé xa tdm tay tré em

Doc ki hwémg din sir dung triéee khi ding

Khéng str dyng thudc nay trén bénh nhén dj (mg véi protein sira bo

1. Thanh phén céng thirc thubc:

*Cho 1 lg thubic tiém dong khd:

-Thanh phén hoat chét:

Methylprednisolon (dur¢i dang Methylprednisolon natri succinat) 40 mg

-Thanh phnta dugc:

Lactose monohydrat, Alcol benzylic, Dinatri hydrophosphat.12H,0, Natri

dihydrophosphat.2H,0, Nuére cét pha tiém.

* Ong dung méi: Nuwdre cht pha tidm 1 mi

2.Dang baoché:

2.1, Dang bao ché: Thubctiém dong khd

2.2. Mb ta dang bao ché: Bdt dong khd mau tréing, dong trong Io thiy tinh, A2y kin bing nat
cao su, va chup b&n ngoai bang nit nhdm.

3. Chi djnh: Soli-Medon 40 dwcc chidinh trong céc tredng hop sau:

n tiet:
- Su’&vé thirgng than nguyén phét hodc thir phét (oo thé két hop véi mineralcorticoid khi cAn
thiét). g

- Suyvéthugng than cptinh (cothé chn phai bd sung mineralcorticoid).

- Séc thir phatdo suy vd thugng than, hodc sbe khdng dap (rng véi liéu phép didu tri quy wérc &
nhirng bé&nh nhan dang co suy va thwreng than (khi hogt tinh mineralcorticoid khong tét nhu
mong dri).

- Dung trwére phiu thudt, hodic khi cé chin thuong nghiém trong hodic bénh nang, & bénh nhan
d4 biét cé suy vé thurgng than hodc khi nghi ngé thiéu hyt dy trir hormon vé thugng than.

- Tang sdn tuyén thugng than bAm sinh.

- Viém tuyén giap khong sinh ma.

- Tang calci mau lién quan dé&n ung thu.

Réi loan thép khép (didu trj bd tror ngén han d kiém soat giai doan cAp tinh hodc dot kich
phat):

- Viém xwong khép sau chén thong.

- Viém mang hoat djch trong viém xwong khép.

- Viém khépdang thap, ké ca viem khop dang thip & thidu nién.

- Vi&m bao hoatdich cApvaban cp.

Viém mém i cAu xwrong.

- Viém bao gan cp khéng dic hiéu.

- Viém khérp chp tinh do gut.

- Viémkhépvay nén.

- Vigm cdt sdng dinh khép.

i h phirc hop mién dich (frong dot kich phét hodc didu trj duy
tri trong cac trwdmg herp chon lgc):

Lupus ban dé h& thong (va viém than lupus).

Viém tim c4p do thép.

Viém da co toan than (viém daco).

Viém da dgng mach nut.

Hdi chirng Goodpasture.

- Bénh Pemphigus (b&nh bong nurére by midn trén da va niém mac).
- Hédng ban dadang thd nang (hgi chieng Stevens-Johnson).
- Viém datroc vay.
- Vlynénthé nang.
- Viém da bong nuérc dang Herpes.
- Viémda 1an%tié‘lb§ nhén thé nang.
- Usdidangnam,
DMMLE%(W ng d& kidm sodt c4c tinh trang dj irng n2ing hodic khé chira khi da thAt
bai vé&ri cac cach diéu tri thdng thirdng):
- Henphéquan.
- Viémdatiépxic.
- Viémdadjlng.
- Bé&nh huyet thanh.
= Viém mii dj ’ng theo mia hodc quanh nam,
- Céacphan ing qua min véi thube.
- Phan (rng may day khitruyén thubc.
- Phtthanh quan cap khéng nhidm khudn,
(céc qua trinh viém va dj img man tinh va cp tinh nghiém trong & mét):
Nhiém triing gidc mac do Herpes zoster.

- Viém méng mét, viém méng mét - thé mi.
- Viém mang mach — v@ng mac.
- Viém mang mach nho khuéch tAn phia sau va viém mang mach.
- Vigm thén kinh thj giéc.
- Nhan viém giao cam,
- Viémtién phong.
- Viemkétmac dj img.
- Viém loét k&t mac do djirng.
- Viém giac mac.
Bénh tiéu hoba (gilp dva bénh nhan qua khéi con nguy kich clia bgnh):
= Viém loét dai trang.
- Viémdoanrudtnon.

- Bénh sarcoid cé trigu chirng.

- Ng ddcberylii.

- Trong lao phdi lan tda hodc blng phat cAp tinh (khi dung ddng théi hoa tr liéu khang lao thich
hop).

- Hai ctmgLoefﬂafkhbngihé kidm sodt dwge bing cAc phuang phap khac.

- Viém phi hit,

- Viém phdi tir trung binh téi nghiém trong do Pneumocystis jiroveci & bénh nhan AIDS (nhw
didu tri bd tror khi dung trong 72 giéy dAu tién clia lidu phap khéi dAu chéng Pneumocystis).

- Cécdgtkjch phét clia b&nh phéitdc ngh&n man tinh (COPD).

- Thibu mautan méau méc phai (ty mién).
- Xuét huyétgidm tiéu cAu vo can & ngurdi I6m (chi tiém tinh mach, chéng chidinh tiém bap).
- Gidm tiéu cau thir phét & ngudi lém.
- Chirng gidm nguyén hdng chu (thiéu mau hbng chu).
- Thibuméu gidm san bAm sinh (dong héng clu).

Q&Nﬂ%ﬁm(ﬂé&mmm theri):
- Bénhbach cauva ulymphd d& nguedrilém.,
. nhbach cdu clp &tréem.
- Dé cdithién chit lugng séng cho bénh nhan ung thu giai doan cubi.

% :

- gg iUp bai nidéu hodc gidm protein nidu trong hi chieng than hur ma khang kém theo uré-,

huyet thudc tuyp ty phét hodc do lupus ban as.

- Phunao tir khéi u nguysn phat hodc di can, hoac do phu thut hoac xatri.

- Dertkich phét chp tinh cla bénh da xo cing.

- Chhan thurong tiy séng cép tinh. Cin bét dAu didu trj trong vong B gir tir khi bat dAu tén
thuong.
Cac chidjnh khac:

- Lao mang nio cé tAc nghén khoang dwéi nhén hoac doa téc khi diing dbng théi hoa tri ligu

khang lao thich hgrp.

Bg:n giun xoén lién quan d&n thin kinh hodic co tim.

|

|

- Cayghépnditang.
- Ngé&n ngira budn ndn va ndn khiding hba tri liu chéng ung thur.
4. I.'Igu diing va cach ding:
4.1, Lidu ding:
Methylpednisolon natri succinat cé thé tiém truydin tinh mach hodc tiém bép. Phuong
phép duroc Lu tién kra chon cho cip ciru ban d3u k tiém tinh mach. Xem bang 1 vé céc lidu
Iwgng khuyén céo. Cé thé gidm lidu cho tré so sinh va tré em, nhurng cin chon lya dxa vio
mirc 39 nghiém trong ciia bénh va dap (rng clia b&nh nhan hon Ia dya vao tudi va thé trong
cla bénh nhan. Lrbzu lwgrng cho tré em khong nén thdp hon 0,5 mg/kg méi 24 gidr.
Bang 1: Lidu khuyén c.todfl vé&i methylprednisolon natri succinat
Chi djnh Lidu ding
Didu trj bd trg cho cac|Tiém tinh mach 30 mg/kg trong théri g"ian it nhét 30 phat. C6 thé
treéng hop de doa tinh| nhéclailidu nay 4 -6 giey mdi lAn cho t&i 48 gicr. |
mang
Réi loan thip khép g| Tiém tinh mach trong it nhét 30 phit. Co thé | i ché dd lidu
dép (rng véi phac 48 5'33" tri| nay néu khﬁ:g c.océ?thien sau 1 5 n didu tri, h?o_%? doti nh?rang
chuén (hogc trong giai doan| ciia bénh nhan yéu cAu: 1g/1 ngay, trong 1 -4 ngay, hodc 1g/1
kich phat) thang, trong 6 thang. : '

Lupus ban d& hé théng
khdng dap (rng vdi phac
@b diéu trj chuén (hodc trong
giai doan kich phat)

Pa xo c&n%khbng dép trng

Tigm finh mach 1g/1 ngay trong 3 ngay trong it nhét 30 phat. C6
tri, hodc do tinh trang cOa b@nh nhan yéu cAu.

Tiém tinh mach 1g/1 ngay, trong 3 hodic 5 ngay trong théi gian it

thé 1ap lai ché 40 lidu nay néu khdng cd cai thign sau 1tulin didu |

voi phac db didu tri chuln| nhét 30 phat. C6 thé 14p lai dd lidu ndy néu kh cb cai
(ho&c trong giai doan kich l:x'en sau 1 tuéin didu trj, hodc do tinh trang cla bé&nh nhan yéu
phét) u.




Trang théi phi nhw viém ci
than hodc viém than d
lupus khéng dap (mg vai
phéac g0 didu trj chudn (
trong giai doan kich phat)

Tiém tinh mach trong thevi gian it nhét 30 phat. Co thé 1ap lai
ché d0 lidu nay néu khéing cé cai thidn sau 1 tulin didu trj, hodc
do tinh trang clia b&nh nhan yéu cAu: 30 mg/kg cach nhat,
ding trong 4 ngay hodc 1g/ngay trong 3,5 hodc 7 ngay.

Ung thu giai doan cubi (a&{
cai thién chit lwgng cudc
séng)

Tiém finh mach 125 mg/ngay trong tdi da 8 tun

Ngan ngira budn ndn va ndn| Héa trj 1iu gdy nén nhe va trung binh:
do hoa tr liéu vé ung thu Tiémtinh rnaa 250 mg trong it nhét 5 phat vmt:égia frwére hba
trj liéu. Nhac lai lidu methylprednisolon khi bat ddu héa tr

lidu va vao lic ngirng dung héa trj liéu. Clng cb thé phbi
véri dn xult clo clia_phenothiazin khi dung lidu d4u tign cda
ﬁ.hyi s nisolon gétang E:uluc chéng nén.

u nén nghi : Tiém tinh mach 250
trong it nhat mm. p-h&?hl;rp véi i;gu thich hgp meiodl:\ﬁta:::g
ho#c 1 butyrophenon 1 gi¢r trie@c héa trj lidu, sau do nhéc lai
lidu methylprednisolon lic khéi dau héa trj lidu va vao lic
ngirng hoa tri lidu.

Tén thuong tly sbng clp
tinh

Bidu trj nén b&ldiuma véng 8 gi¢r sau khi tén thirong.
V6i bénh nhan bat ddu didu El'mng vang 3 giér sau khi 1?&
thwong: Tiém tinh mach 30 trong théri gian 15 phat réi
ngn! 45 pht, sau 00 truyén tinh mach fién tuc VoI i 5.4
gi ey,
Vé&ibgnh nhan hbigdéu didu trj trong vdng 3 —8 gity sau khi tn
thu'crr?: Tiém tinh mach 30 mg/kg trong theri gian 15 phat rdi
nghi 45 phit, sau d6 truyén finh mach lién tuc véi lidu
5,4 malkglgie, trong 47 gidy
CAn danh néng mdt duréng tinh mach d& borm truyén,

Vigm phéi do Pneumocystis
jiroveci & b&nh nhan AIDS

Liﬁ'tﬁn didu tri ndn bit du trong vong 72 gidr trong didu
tri khév ddu ch Pneumocystis.

Mot ché 36 c6 thé th h}énlaueml‘l'nhmachwmggt-—n
gi& mi 1An cho dén t8i da 14 21 ngay hoac cho dé&n khi két thic
qué trinh didu trj Pneumocystis.

Do cé tang téc 48 hoat héa lai begg lao & bé&nh nhan AIDS, cAn

Cag dgrt kich phéat cia bénh
phi :p:_}é:’c ngh&n man tinh

su nén sir d cac thu laoc mdi khi du
uorlicosteruid cho wdbi twﬂicﬁ ngr:.lgy co cao nay. anng
can theo ddi b&nh nhan vé khd nang mic cic nhiém
khudn tiém tang khac.

D4 nghién clru 2 ché da lidu:

Tigm tinh mach 0,5 mg/kg 6 giér mBi IAn, ding trong 72 gid,

hodic

Tiém tinh mach 125 mg 6 gi¢ m&i 14n, diing trong 72 gid, rbi
chuydn sang dang corticosteroid u&n? va véni lidu gidm
dén. Téng theri gian didu tri nén itnhét1a 2 tudn.

Didu tri hd tro cho cac chl
dinh khac

Libu kh&i dAu cé thé thay d8i tir 10 mg 161 500 mg tiém
finh mach, tiy thubc vao diéu kién 1am sang. C6 th& cAn
dén lidu cao hon dé didu tri ngén ngaly cac tinh trang cip tinh
va rghiém trong. Céc lidu khdi d4u 1€n 1¢i 250 mg cin tiém tinh
mach trong théi gian it nhat 5 phut, con néu diing lidu cao hon
thi tidm trong thai gian it nhét 14 30 phut. Céc liéu tiép theo cé
thé tism ho#ic tinh mech 8o céc khodng cach tiy theo
dap (rng cda bénh nhan va theo tinh trang 1am sang.

4.2. Cachding:

P& trdnh cac vAn d& khi phdi hgp thubc va bdo dam db &n djnh cla thubc, nén tiém
methylprenisolon natri succinat & nhirng vj tri riéng biét vai vj tri tiém cac thubc khac néu

dwrgre. Ca thé tigm theo céc kidu: bom thude dwéng tinh mach, qua bubng tiém (chamber)

hodc ding dung dich tidm tinh mach theo k¥ thuét “piggy-back".
Luru § dic biét khi sir dung va céc thao tic khic:

-Chulin bj cac dung djch:

+ D& chudn bj dung djch tiém tinh mach, truére hét pha ché lai dung dj
béing céch hoan nguyén trong éng dung moi kém theo. Co thé bét dau didu trj bang tiém tinh
mach methylprednison natri succinat trong théi gian it nhét 5 phit (vi dy véi cc lidu I8n t6i 250
mg) cho téi It nhét 30 phut (vi dy véi cac li&u 250 mg hodc cao hon). Céc lidu tidp theo cé thé

ﬂwclézvﬁdbm trrong tir.
+Khith

mau truedre khitiém hay khong.
“Chuy

y cAn, cé thé pha loang d& diing bing cach tron 13n voi cac dung mbi nhu dextrose 5%
trong nuére, NaCl 0,9%, dextrose 5% trong
+ Céc thubc tidm cAn dwrge kidm tra biing mét thurémg mdi khi co thd g8 xem cé vat la hodc 6 dbi

NaCl 0,45% hoac 0,8%.

- Dung dich thubc sau khi pha dwgre bao quan nhidt 83 15 - 30°C va sir dung trong vang 48 gidr.

- Soli-medon 40 c6 chira alcol benzylic (xem myc Canh bao va thin trong khi ding thubc:

Diing & tré em).
5.Chéngchidinh:

Soli ~ Medon 40 trong céc trurdrng ho'p sau:

methylprednison natri

Bé&nhnhan cé nhidm n&m toan than.

Bénh nhan qua man vé&i methylprednisolon natri succinat va céc thanh phan khéc trong ché
phdm. Ché& phAm methylprednisolon natri succinat 40 mg cé chira lactose monnohydrat
durgre san xuéit tir stra bd. Vi vy, chéng chl dinh diing & bénh nhan da biét hoic nghi ngér quéa
mn véi sira bd hodc cac thanh phin trong stra bd hodc cac sén phdm nay cb thé chira
Iwgng nhd cac thanh phan t stra,

Dung theo dwdmg nditiy.

Dung theo dwrdrng ngodi mang cing.

Chéng chi dinh diing vac-xin séng hodc véc-xin séng d3 gidm dbc Iyc & nhirng bénh nhan dang
diing céc liu corticosteroid ircché midn djch.
6. Canh béo va thin trong khidlng th

Té

¢ dyng irc ché midn dich/ting nguy cor nhidm khuén:

Corticosteroid 6 thé 1am tang nguy co nhidm khudn, che 14p mdt s8 ddu hidu nhilm khuln
va mdt sé nhidm khudn méi cé thé xay ra khi dang diing corticosteroid. Cé th& cé hién tugng
gidm sirc dé khang va mét kha néng khu tri nhiém khudn tai chd khi sir dyng corticosteroid.
Nhi&m vi sinh vat gdy bénh bao gdm: nhidm virus, vi khun, ndm, don bao ho#c giun san &
bt ki vi tri ndo cla co thé cb thé lign quan t&i vige sir dung corticosteroid dung riéng ré hosic
phéi hop véi cac thubc trc ché midn dich khac ma cb tac ddng téi miln dich té bao hodc midn
dich thé dich hodic t&i chirc nang cua bach cAu trung tinh. Nhirng nhidm khudn nay c6 th
nhe, nhung cling cé thé nghiém trong va cé khi gay tir vong. Khi tang lidu corticasteroid, ty 1&
méc cac bién chirng nhidm khuén ciing tang 1én.

Bénh nhén dang sir dyng thudc (rc ché midn dich dé bj nhidm khuén hon nhimg ngudi khae
manh khac. Vi dy & tré em hay ngui ion chura b mién dich dang diing corticosteroid khi
mic thiy d8u va séi co thé bj nding hon va tham chi tir vong.

- Chdngchidinh dung véc-xin sﬁnihoac véc-xin sbng a4 gidm ddc lwc & bénh nhan dang diing
cacli i

u corticosteraid (rc ché mién dich. Cé thé diing vac-xin chét hodc véc-xin bét hoat cho
bénh nhan dang diing lidu corticosteroid trc ché min dich; tuy nhién, dap (mg cuia bénh
nhan véi cac logi vac-xin ndy c6 thé gidm di. C6 thd chi djnh tiém chiing cho banh nhan dang
diing céc lidu corticosteraid khdng gay (rc ché min dich.

Str dung corticosteroid trong bénh lao hoat ddng can gidi han chi trong cac trrding hop lao
phdi lan téa hodc thé bung phét cip tinh ma trong d6 corticosteroid dwgc ding dé kidm soét
bénh phdi hgp véri phac d4 khéng lao thich hep.

- Néu corticosteroid dugc chl dinh & nguri bénh lao tiém tang hodc phan dng véi tuberculin,

A theo ddi chat ché vi bénh o6 thé tai phat. Néu ding corticosteroid dai ngay, bénh nhan
cin dugc dibutr dir phang bang céc thube khéng lac.

U Sarcom Kaposi (Kaposi's sarcoma) da dugre bdo cdo & nhirng bénh nhan didu trj bing
corticosteroid. Ngirng sir dyng corticosteroid cd thé sé& thuyén gidm trigu chimg trén 1am
sang. '

Vai trd clia céc corticosterdid trong séc nhidm khudn vn con dang dwgc tranh luan, cac
nghién ciru gin day cho thiy cb c tac dung c6 ler cling nhur cdc dnh hudéng bét loi. GAn day,
viéc diing corticosteroid béd sung da cho 14 co lgi cho bé&nh nhan duwgre xéc dinh 13
nhiém khuéin va co suy gidm chirc niing tuyén thugng thin. Tuy nhién, khéng nén sir dyng
thurérng xuyén ligu phap nay trong sbc nhi#m khuln. Mattdng quan hé thdng da kétiuan ring
didu trj cAc corticosteroid lidu cao trong théi gian ngén khdng mang lai tac dung. Tuy nhién,
cac phén tich gdp va mdt tdng quan da cho thy sir dyng corticosteroid lidu thip trong
khodng théi gian dai hon (5 - 11 ngay) c6 thé 1am gidm 1 18 tir vong, nhét I & bénh nhan bj
sécnhiém khuén phai diing thubc co mach.

Ticdung!ﬂah} dich:
- C6thé xdy ra cac phan (g dj img. Vi mdt s8 hiém cac treémg hop di rng trén da va phan

Ta

(rng phan v& da xay ra & bénh nhan ding corticosteroid, nén chnco nhirng bién phap phon,
ngira thich hgrp trudre khi ding corticosteroid, d&c bigt khi b&nh nhan c6 tidn sir dj (ing véi bt
g]oai thudcnao.
céc bénh nhan ding ché phim methylprednisolon natri succinat 40 mg trong qué trinh

diéu trj c&c tinh trang dj irng cAp tinh va trong trurémg hop cac triéu chirg nay trér nang hon
hafic phat sinh bét ky triéu chimg dj rng mdi néo, nén xem xét kha néng bj phan (g quéa
mén véi cac thanh phin trong sra bd (xem myc 5. Chéng chi dinh). Néu phit hgrp, nén ngirng
cho diing methylprednisolon natri succinat, va didu trj thich hop cho tinh trang cia b&nh
nhén. Céc bién phap didu tri thay thé, bao gdm viéc diing cac ché phlm corticosteroid khéng
chira cac thanh phin tir st-a bd, nén duge xem xét d& kiém soét dj ieng cAp tinh, trong treéng
herp thich hgrp.
c dyng trén ndi tiét:

Bé&nh nhan dang sir dyng corticosteroid ma phai chju nhirng cang thdng bét thwémng, cAn chi
dinh diing corticosteroid tic dung nhanh véi lidu cao hon treére, trong va sau khi bj stress.

Sir dyng corticosteroid & lidu cd tac dyng dugc Iy trong thei gian kéo dai oo thé din téi e
ché truc duedi dbi - tuyén yén - thwong than (HPA) (suy vé thirong than thir phat). Mirc 48 va
thévi gian suy v thurgng than thir phat khac nhau gitra cée bénh nhan va phy thude vao lidu,
tAn sufit, ther didm ding thudc va khodng théri gian didu tri bang glucocorticoid. C6 thé gidm
thidu tac dung ndy béing ligu phép didu trj céch nhat.

Ngoai ra, suy vé thurgng than con din dén tir vong néu dirng glucocorticoid dgt ngdt.

Do db, cé thé gidm thidu nguy co suy vé thirgng than thir phat do thubc béng cach giam lidu
tir tir. Kidu suy vd thurgng than nay c6 th tén tai nhidu thang sau khi ngirng didu tri, do d6



trong thevi gian nay, ndu xay ra b4t ky truerng hep stress nao, nén bt ddu st dyng liéu phap
hormon,

“Hoi chirng cai thudc” steraid, khang lién quan dén tinh trang suy v thurgng thén, co thé gap
sau khi ngirng ddt ngdt glucocorticoid. Hgi chizng nay gbm c4c triéu chirng nhw: chan an,
budn nén, ndn, hén mé, dau dAu, sdt, dau khép, bong da, dau co, gidm cAn va/hoac ha huyét
4p. Nhirng Anh hurdmg nay durere cho la do thay ddi ddt ngdt ndng d9 glucocorticaid hon & do

ng 49 corticosteroid thap.

- Vi glucocorticoid c6 thé gay ra hodc lam ndng thém hdi chirng Cushing, nén tranh sir dung

glucocorticoid trén nhimg bénh nhan Cushing.
Téc dyng clia corticosteroid tang I8n trén nhirng bénh nhan thidu nang tuyén gidp.

Téc dyng trén chuyén héa va dinh dwéng:

Céc corticosteroid, bac gdm methylprednisolon, cé thé Jam tang durémg huyét, Iam néing hon
tinh trgng tidu dwéng san co, va cb thé din dén tidu dwéng trén nhimg ddi tugng sir dung
corticosteroid kéo dai.

Tée dyng trén tim thin:

Céc xdo trén v tam thin cb thd xubt hién khi ding corticosteroid, tlr sdng khodi, mat ngil,
thay a6i tam trang, tinh khi thét thuémg va trim cam néng cho dén nhirng bidu hién tam than
thyrc sir. Ngoai ra, sy bt dn cam xtic hodc khuynh huwémg tam thlin c6 thé ndng hom do
corticosteroid.

Kha nang gép cac tac dung khdng mong mubn nghiém trong v& tam thin co thé xay ra khi
diing steroid theo duwrérng toan than. CAc trigu chirng thiréng xut hién trong mdt vai ngay
ho#c vai tulin tir khi bt dAu dibu tri. HAu hét cac tridu chirng mét di sau khi gidm hodc dimg
corticosteroid, méc di o6 thé cAn phai didu tri dc biét. Cac tac dung vé tAm thin da duwoc
bdo cdo khi ngirng corticosteroid, tuy nhign chura biét ré tAn suét. Bénh nhan/ ngudi cham
s6c nén iy § néu cAc trigu chimg tam thén tién trién & bénh nhén, dac biét néu nghi nger
bé&nh nhén bj trdm cdm hay co ¥ tir tir. B&nh nhé&n/ ngwdi chdm séc nén dege canh bao
vé nhirng réi loan tam thin cb thé xult hién trong khi diu tri hosic ngay sau khi gidm lidu/
nglrmg dung steroid toan thén.

4c dyng trén hé than kinh:
Nén than trong khi ding corticosteroid trén nhirng b&nh nhan ddng kinh.
Nén than trong khi diing corticosteroid trén nhirng bénh nhan nhurgc oo ndng (Xem thém vé
bénh co trong phin Tée dyng trén hi co xwong).

Mic dii cac thir nghidm trén |am sang c6 d8i chirng d& cho thdy corticosteroid ¢4 tac dung
giam nhanh mirc 64 trAm trong cAp tinh trong do-lmap clia bénh da xo cirng, nhung nhirng
thir nghiém d6 khong chieng té duge ring corticosteroid co anh huéng dén két qua didu trj
cudi ciing hodc dién bién ty nhién cua bénh. Céc nghién ciru cha thdy rdng cAn ding lidu
corticosteroid turong ddi cao méi co tac dung déng ké.

Céc bién cd y khoa néing 43 dugc bo céo 1 cb lién quan dén dwdng ding ndi tly /ngoai
mang cirng (Xem phin 10.Tac dyng khéng mong mudn).

Pa cb cac béo cdo va hién tweng tich m& ngoai mang cing & nhirng bénh nhan dung
corticosteroid, dién hinh 1a khi sir dyng lidu cao kéo dai.

4c dyng trén mét:

C4n dung thén trong corticosteroid & bénh nhan nhiém Herpes simplex & mét vi co thé gay
thing gidc mac.

Diing corticosteroid kéo dai cé thé 1am dyc thiy tinh thd duéi bao sau va dyc thiy tinh thé &
trung tAm (dac biét & tré em), 15i mat hodc tang 4p lyc ndi nhan, co thé din dén bénh tang
nhan ap di kém tbn theong thAn kinh thi gidc. Co thé tang nguy co nhidm ndm va virus thi
phét trén mét & bénh nhén st dyng glucocorticoid.

Liéu phap corticosteroid da tirng dugre xac dinh cé lién quan dén bénh héc ving mac trung
tam thanh dich, mdt chirng b&nh c6 thé din dén bong vng mac.

Tac dyng trén tim:

- Nén than trong khi diing cac

Téc dyng khdng mong mudn ctia glucocorticoid trén hé tim mach, nhu réi loan lipid mau va
tang huyét &p, c6 thé khién cac b&nh nhan da cé sin nguy co vé tim mach phai chiu thém céc
&nh huéng tim mach khac, néu ding lidu cao va kéa dai. Vi vy, corticosteroid nén duge
diing than trong & nhirng bénh nhan nay, cAn theo dbi sy thay déi cla céc yéu té nguy corva
theo ddi chirc nang tim thém néu cAn thidt. Cac bién chirng trong didu tri bing corticosteroid
c6thé gidm khi sir dyung liéu phép didu trj céch nhét va ding lidu thép.

Sau khitiém nhanh céc liqu cao methylprednisolon natri succinat (hon 0,5 gam trong thévi gian
durcri 10 phat), a3 cb bao cao vé réi loan nhip tim v&/ hodc tryy mach va/hodc ngirng tim.
Cham nhip tim da dwge béo céo trong hodc sau khi ding lidu cao methylprednisolon natri
succinat, va ¢4 thé kh&ng lidn quan téi the 38 va thévi gian tiém truydn,

corticosteroid toan than, va chi ding khi thyc sir cAn thiét, trong
trurémg herp suy tim sung huyét.

Tac dyng trén mach:

Huyét khéi, bao gbm thuyén tic huyét khéi tinh mach, da dugc béo céo xdy ra khi ding
corticosteroid. Do 49, corticosteroid cin dk;.:gc slr dyng than trong & b&nh nhan dang bj hodc
c6thé ob nguy co bi cac riloan vé huyét khéi,

Cén diing than trong corticosteroid & nhirng bénh nhan cao huyétap.

Téc dyng I&n dng tiéu héa:

Lidu cao coﬂieustmidcﬁmég:&vm cép.

Khdng c6 quan diém thdng nhat ndo vé viéc chinh corticosteroid gay nén tinh h’ang loét
durdmg tidu héa trong qud trinh didu tri hay khong, tuy nhién, ding corticosteroid c6 thé che
I4p nhirng trigu chimg cla loét dwdng tidu hda, gdy nédn tinh trang thing hodc xuét huyét

tiéu hoa ma khdng kém dau dém rd rét. Nguy co b loét duréng tiéu hoa tang 1&n khi két hop véi
céc thubc chéng viém khéng steroid (NSAID).

- Théan trong khi diing corticosteroid trong viém loét dai trang khong déc hiéu néu cd dea thing,

ag-xe hay nhi&m khu&n sinh ma khac; viém tdi thira, c6 chd ndi rudt non mai, dang bj hay co
tién sir b loét dwdrng tidu hba.

Tri liéu béng glucocorticoid c6 thé che dAu viém phic mac hodc cac diu hiéu hay triéu chirng
khac lien quan dén rbiloan 8ng tigu hoa nhur thiing, tic rudt hodic viem tyy.

Tacdyng lén gan mét:

Tén thurong gan do thube, nhw viém gan cAp tinh, co thé xay ra do truyén methylprednisolon
qua duwdmg finh mach theo chu ki (thwéng véi lidu 1g/ngay). Thari gian phét bénh viém gan
céptinh cs&lhé 1& nhidu tuln hosic lu hon. DA quan satthdy cac bién cb nay bién mét sau khi
ngung didu trj.

Téac dyng trén h§ co xwong:

Rdi logn thén va tiét

D3 co bao céo vé bénh co cip tinh khi sir dyng corticosteroid lidu cao, thudmng xay ra & bénh
nhan bi c4c réi loan din truyén thAn kinh co (vi dy nhirge co nang) hay trén bénh nhan dang
diing céc thubc khéng cholinergic nhur thudce rc ché thén kinh cor g\fl dy pancuronium). Bénh
co cAp tinh nay lan rding, c6 thé fién quan dén cac co méat, co hd hap va co thd dn ti ligt chi.
Tinh trang tang creatinin kinase 4 thé xay ra. D& c6 tién trién v& m&t 1am sang hay hai phyc,
cén dirng thubc trong vong vai tuéin dén vai nam.

Loang xwong 13 tac dyng khdng mong mudn phé bién, nhung it dwec phat hién khi ding
glucocorticoid lidu cao va kéo dai.

nidu:

MN&n than trong khi ding corticogteroid trén nhirng bénh nhén suy than.

Nghién clru:
- Lidu trung binh hoc cao cia hydrocortison hodc cortison cé thé gay ting huyét ap, git mubi

va nurdre va tng théi trir kali, NhGng tac dyng nay it g&p hon vai cac dfin xult tdng hep trir khi
ding fidu cao. Ché 4 &n han ché mubi va bd sung kali c6 thé cln thiét. Tt ca cac
corticosteroid d&u lam tang thai trir calcl.

Chén thiromg, ngd ddc va céc bién chirng phdu thut:

Corticosteroid ding toan than khéng dugrc chi dinh, va do d6 khong nén dung G& didu tri chan
thurong so ndio. M8t nghién ciru da trung tam cho thiy tng 118 tir vong tai theri didm 2 tulin va
6 thang sau chén thuong & nhing bénh nhan diing methylprednisolon natri succinat so véi
nhirng bénh nhan dung gid dugc. MAi quan hé nhan qua véi viéc didu trj bang
methylprednisolon natri succinat chura dugc thiét 1ap.

Canh béo khéc:

Do céc bién chirng khi diing glutocorticoid phy thude vao libu lomg va thév gian didu trj, cAn
cn nhéc lgt ich/nguy co trén mT.g bénh nhan va lidu legng va theri gian didu trj theo lidu hang
ngay hay dung cach nhét.

- Nén ding lidu thdp nhét ¢ hidu qué cla corticosteroid aé kiém soat tinh hinh didu tr va khi

c6 thé gidm lidu, nén giam tir tir.

CAn than trong khi sir dung aspirin va céc thude chéng viém khong steroid phéi hop vori
corticosteroid.

Bé&nh u té bao wa crom cé thé gay tir vong 83 dirge béo céo sau khi sir dyng corticosteroid
toan than. Véi bénh nhan nghi ngér hodc da xéc dinh 1& méc u té bao va crom, chi nén sir
dyng corticosteroid sau khi d& tién hanh d4nh gia lgi ich/nguy co phi hap.

Ding & tréd am:

7.

Alcol benzylic diing 88 bao quan thubc o6 lién quan i céc tae dung khdng mong mubn
nghiém trong, bao gdm “hdi chirng thér gAp" va tlr vong & bénh nhén nhi. Méic di lidu didu tri
binh thuéng cua san phdm nay thung chira legng alcol benzylic thap hon déng ké so véri
lidu bao c4o cb lién quan t&i * hdi ching thér gép”, nhung lwrgng alcol benzylic téi thidu gy
ddc cing chira duge biét. Nguy co ngd ddc aleol benzylic phu thude vao lidu ding va kha
négnkh& ddc chét nay cia gan va than. Tré sinh non va sinh nhe can cé nhidu kha néng bj
nhigm ddc hon.
Chn theo doi chat ché sy tAng trrdng va phét trién cha tré so sinh va tré em sir dyng
corticosteraid kéo dai.
Cham tang trrérng c6 thé gép trén tré em st dyng glucocorticoid kéo dai, hang ngay, vai lidu
chia nhé va viéc st dyng lidu phap nay nén han ché, chi nén ding véi cac chi dinh khan cip
nhét. Ligu phap glucocorticoid diing cAch nhat cé thé trénh va gidm thidu tac dung khdng
mong mudn nay.
Tré so sinh va tré em sir dungémﬁiooatemid kéo dai ot nguy co d3cbigt vé tang ap Iy ndisg.
Liku cao corticosteroid o6 thé gy viem tyy & tré em.
Sir dyng thubc cho phy nir cé thai va cho con b

7.1. Sir dyng thubc cho phy nir cd thai:

Nghién ciru trén ddng vat cho thiy corticosteroid khi ding lidu cao cho me ¢4 thé gay dj dang
cho thai. Tuy nhién, corticosteroid c6 vé nhir khong gay dj tat bdm sinh khi diing cho phy nir
c6 thai. Do nhiing nghién ciru v& sinh san trén ngudi chua dugc tién hanh ddy di vai
methylprednisolon natri succinat, nén thube nay chi nén duge dung trong khi mang thai sau
khi 34 cAn nhic than trong v& mit lgi ich/ nguy co cho me va thai nhi.

M@t vai corticosteroid qua dwgc hang rao nhau thai. M3t nghién clru dang hdi ciru cho thiy e6
tang ty 1 tré so sinh thidu can sinh ra tir nhl:rngangubi me diing corticosteroid. O ngudi, nguy
co tr@ sinh ra bj nhe ¢an dwdmg/nhi lién quan aén fidu ding va c6 thé dwgc gidm thidu bgng
cach ding lidu corticosteroid thdp hon. Tré so sinh cla nhirng ba me da dung lidu



corticosteroid dang k& trong qua trinh mang thai phai duoc theo dai va dénh gia cdn than vé
céc dAu hiéu suy gidm chirc nang tuyén thireng than, mac du hiém gap cac truéng herp suy
vé thurgng thén & tré sor sinh bj phoi nhidm véi corticosteroid trong tr cung.

- Chua biét tac dung clia corticosteroid véi qué trinh chuyén da va sinh con.

- Ducthiiy tinh thé dugre quan sat thiy & nhirng tré so sinh ma me str dyng corticosteroid kéo
dai trong qua trinh mang thai.

- ATntgc benzylic o6 thé di qua nhau thai (xem ph#n 6.Canh bao va thdn trong khi ding
thuéc).

7.2.Thévi ky cho con bu:

- Corticosteroid bai tiét dugre qua sirame.,

- Corticosteroid bai tiét qua sira me c6 thé (rc ché sir ting trrdng va dnh hurdng dén sdn xudt
glucocorticoid ndi sinh & tré so sinh bu me, Ché phdm nay chi nén diing trong théri ki cho con
bu sau khi dénh gia cn than vé igi ich - nguy co cho nguévi me va tré sorsinh.

7.3. Khd néing sinh sdn:

Cée nghién ciru trén ddng vat da cho thiy la corticosteroid lam suy gidm kha nang sinh sén.

8. Téc ddng cha thudc khi l4i xe va van hanh may:

Chura dénh gié duge mdt cach co hé thdng vé dnh hudng cla cac teroid téri kha nan.
14i xe va van hanh may moc, Cac 14c dyng khdng mong mubdn nhir hoa mét, chang mat, rii
loan thj gidc va mét mdi co thé gép sau khi didu trj bing corticosteroid. Néu bj anh hurdng,
bénh nhan nén dirng lai xe hodc van hanh may moc.

9. Twong tée, tirong ky cla thube:

9.1. Twong tac ciia thube:

- Methylprenisolon I co chét ciia enzym cytochrom P450 (CYP) va chil yéu durgc chuydn héa
béri enzym CYP3A4. CYP3A4 la enzym chinh cia hiu hét cac phan hp CYP trong gan clia
ngurdri trrdrng thanh, N6 xic tac cho qué trinh 6B- hydroxyl héa steroid, giai doan | thiét yéu
trong qué trinh chuyén héa cho ¢ corticosteraid ndi sinh va tdng hop. Cling oo rét nhidu chét
khéc ciing |a co chét cia CYP3A4, mdt s chét nay (cling nhur cAc thudc khac) lam thay dbi
.véu ;h;zén héa glucocorticoid bang cach géy cAm (rng (dibu hda tAng) hodc ire ché enzym

A § .
- Cécchédtircchd CYP3A4 - Nho:wéc trc ché hoat tinh GYP3A4 nhin chung lam gidm d¢

thanh thai cla gan va a4 cia cac thufic 1 co chét cia CYP3A4 nhu

methylprednisolon trong huyét trong. Néu co cac chét irc ché CYP3A4, nén chuén lidu

methyiprednisolon d8 trénh bj ngd ddc steroid.

Céc chét cdm img CYP3A4 — Nhirng thubc gay cdm (rng CYP3A4 nhin chung lam tang db

thanh thai ciia gan, din t&i lam gidm ndng a8 céc thubc 14 co chit clia CYP3A4. Cé thé cin

p:bi tang libu methylprednisolon khi ding cing cdc thudc nay dé& dat dugc két qua didu trj
nhw mong muén.

- Cécchétia cochéit cia CYP3A4 - Khico mat mdt co chit khac cia GYP3A4, qué trinh thanh
thai qua gan cia methylprednisolon c6 thé bj anh huréng, do d6 cAn didu chinh trrong i,
lidu dung cia mathylprednisolon. Cé thé céc tac dung khéng mong muén khi ding riéng méi
thudc s& dé x4y ra hon khi diing 38ng theri cac thube véri nhau.

- Nhing thudc khéng cb higu tmg qua trung gian CYP3Ad — CAc tuong tac v &nh rémg khac
xday ra v&i methylprednisolon duge trinh bay trong bang 2.

- Béng 2 bao gdm nhirng twong tac thubc phd bién quan trgng v& mét 1Am sang véi
methylprednisolon.

Bang 2: Nhing twong taclinh hidng quan trong cla céc thude hodic hoat chit véi

methylprednisolon

.

' - D4 c6 bao cao v tinh dbi khang trén tAc dyng (rc ché
| [ e e d ik

nhan ding i ong nay ra
| vii tht cA cic chit chen théin kinh oo cd tinh canh tranh.

Thubc khang cholinestera: Cac steroid co thd 1am gidm tac dyng cta thubc khang

}* | cholinesterase ding tmngﬂgu tri b@nh nhurgre cor.
Thubc didu tr tidu dudmg V1 corticosteroid ¢6 thé lam tang ndng a8 glu méu
! nén cé th& phai dibu chinh liu diing ctia th oo b o
duérng.

Thubct_:f‘lér:g nén Chétircché CYP3A4 (v la cochét)

- n

- Fosaprepitant

Thudc khﬂn%] nam Chétircché CYP3A4 (va la co chit)

= traconazol

- Ketoconazol

Thuéc khang virus Chétirc ché CYP3A4 (va 1a co chét)

- Céc thubc (rc ché HIV - 1. Céac chét rc ché protease nhw Indinavir va ritonavir co

Protease thélamtang nbngaommmtemidhngmm 5

2. Corticosteroid c6 thé cim ing qua nhmtﬁz‘géa
clia cac thudc irc ché Hl\r‘ﬁr:laan dAn dén giam nbng
4% ciia cac thubc nay trong huyét tirong.

Thubc (rc ché Aromatase Aminoglutethimid gdy trc ché thén, co
- Aminoglutethimid tr:x ﬁ:ng trAm umggmgm céac thay ddi vé& ndi tiét do ding
glucocorticoid kéo dai.

Thubc chen kénh Calci Chét trc ché CYP3A4 (va 1a co chét)

-Diltiazem

Thudc tranh thai (dang ubng) Chét irc ché CYP3A4 (va la co chét)

Ethinylestradiol/ Naragmdmn

Nuérc ép budi Chét irc ché CYP3A4

Thubc e chéd miln dich Chétrcché CYP3A4 (ga 14 cor chét)

- Cyclosporin 1. Khi ding ddng th&i cyclosporin vé&i
memedms% thi xu, sir irc ché héa
1An , va co thé [am ting a4 trong frong
clia 1 trong 2 thubc hodic ca 2 th :vivayl.‘zctﬁc&l:g
khéng mong m dung rigng mdi thude c6
dé x&yrahcmkhidl‘mg ddng therl.

2. DA cb bao cao vé hidn trgng co gigt khi dung ddng
théri methylprednisolon va cyclosporin,

Thudc tc ché midn dich Co chitcla CYP3A4

- Cyclophosphamid

- Tacrolimus

Thudc khang sinh hg macrolid Chétirc ché CYP3A4 (va 14 cor cht)

- Clarithromycin

- Erythromycin

Thudc khang sinh he macrolid Chétircché CYP3A4

- Troleandomycin

NSAID (thube chéng viem khong| 1. Ty 1 xuét huyét va loét duémng tiéu hoa c thé tang khi

steroid) o ding methylprednisolon ciing veri ccthubc NSAID.

- Aspirin (acid acetylsalicylic) lidu | 2. Methylprednisalon co thé 1am ting dé thanh thai cua

cao aspinin lidu cao, cb thé diin dén ndng a6 salicylat

trong huyét thanh. Dirng didu trj bang
methylprednisolon c6 thd din dén tang lvong
salicylat trong huyét thanh, didu ndy cé thé din dén
tang nguy oo ngd dic salicylat.

Cé4c thudc 1am tang thai kali Khi diing corticosteroid cung véi thubc 1am tang thai kali

ki &Vai'du thube Iml‘}ﬁzul. nén theo ddi ché hign teong ha
i méu & bénh . Vige di ng corticosteroid,
V& amphotericin B, cac xanthin hay thuéc chen beta 2

cling lam téng nguy cor ha kall méu,

Phén logi thubc — Thube hode Twong the /Anh hwémg
hogt oh];h e

Khang sinh Chétirc ché CYP3A4, Ngodi ra, methylprednisolon cé kha

- Isoniazid néng tang tdc d) acetyl hda va df thanh thai clia isoniazid.

Khang Sinh, ThudcKhang Lao | Chat cam g CYP3A4

- Rifampin

Thudc chéng déng Tac dung cla memﬂgrednlsolon trén thubc chéng

(dang ubng) ddng durérng ubng c6 thé thay ddi tiry trieerng hep. DA cb
nhidu béo cdo v8 viée ting cling nhu gidm tac dung clia
thubc chéng ddng khi din, u:g véri corticosteroid.

Chinh v vy, phai tra cac chl sb ddng mau dé duy tri

téc dyng chdng déng mong muén.

Thuéc chéng cogiat Chét cam (rng CYP3A4 (va la co chét)

— Carbamazepin

Thuc chén%:ogiat Chét cdm (ng CYP3A4

- Phenobarbital

- Phenytoin

Thubc khang cholinergic Céc corticosteroid cb th& 1am anh huéng dén tac dung
- Chen thin kinh cor clia cac thuﬁckhéngv?ulllmgic:

“ iﬁ ¢t bao céo bénh cor tinh khi dyng
lidu cao céc corticosteroid dbng the véi cac thube khang
dﬁginer%lc&nhu 12 cac thubc chen thin kinh co (Xem
phan &, h béo v thin trgng khi ding thubc: Tac
dyng trén hé co xwang).

9.2, Twong ky cia thudc:

- Sy twong hop va dd dn dinh khi tiém tinh mach dung dich methylprednisolon natri succinat
va khi trdn 13n véri cac dung dich tiém tinh mach khac phy thudc vao pH cia dung dich trn
1&n, ndng 8, theri gian, nhiét 39 va kha nAng hda tan cia methylprednisolon (Xem phn 8.1.
Twong thc cua thude).!
©é tranh vAn d& khi phéi hop thube va bdo dam tinh &n dinh cia thubc, methylprednisolon
natri succinat dugc khuj&t cao nén dang d finh mach riéng ré véi cac ho#ic cac
chét khac dung dwéng tinh mach. Cac thubc khong twong hop vé mat vat Iy voi
methylprednisolon natri succinat trong dung dich bao gdm, nhung khdng gidi han &:
allopurinol natri, doxapram hydroclorid, tigecyclin, diltiazem hydroclorid, calcigluconat,



vecuronium bromid, rocuronium bromid, cisatracurium besylat, glycopyrrolat, propofol. Rbi loan tim -
10, Tiic cyung kivong mong swdn: oan Suy tim sung huﬁ{ n(,? bé&nh nhan nhay Khéng ro
Téic dyng khéng mong mubn va thn sé duwec Nt ké trong mbi hd co quan.
Phan logi theo h§ cor Téc dyng khdng mong mudn TAn sufit Loan nhip tim Khéng rd
i (%) Réi loan mach Huybt knbi Khang 1
Nhidm tring va nhiém Nhi&m tring o hoi Khéng rd
inh tr Cao huyét & Khéing r8
ky sinh tring N tring Khbng 16 uyet ap
Viém phuc mac’ Khéng 6 - Ha huydt éo ing 10
Réi logn méau va he Téng bach cAu Khong ro R mﬁ&:“"- e Ngh&n mach phdi Khéng 15
h:"’ huydt — — Néc oyt Khéng rd
Réi loan he mi&n dich Phan (mg qua mén véi thubc Khong rd .
e Mum Rbilogn tiéu hoa Loét duémg tidu héa (cb thé thiing do loét Khéng 3
e mng Khong dudrng tiéu héa va xuét huyét do loét
mﬁnmmmw Khéng rd durérng tidu hda)
RAi loan noi tidt Hi chirng dang Cushing Khong ro e v
Suy tuyén Khéng ro
L Xut huyét da day Khong ro
Hgi chimg ngimg thudc Steroid Khong rd
R4i toan chuyén héa Nhiém toan chuyén héa Khéng r6 Viém tyy Khéing rd
va dinh dutmg T nati Knong 1o Viém thyre quan gay loét Khong ro
T dich Knbng 6 Viem thyre Judn hong 16
Giam kidm chuyén hoa do ha kali ndu Khéng r6 Chuéng bung Khong ro
R&i loan m& méu Khong ro Dau byng Khéng ro
Gidm dung nap glucose Khang rd Tiéu chay Khéng ro
Tang nhu cAu insulin {hoac céc thube ha _ Khong r6 Khé tidu Khéing rd
dwéng duomg & bénh nhéan dai
thao duwdng) Bubn nén Khéng rd
Chimg tich m& Khong 16 Réi loan gan mét Viém gan’ Khéng ro
Tang cam giac thém an (o thd din dén Khong ro b oat b
téng can) ;ﬂt“;ﬁ'ﬂj;\ da Phit mach Knong rd
Réi loan tam thAn Rgiloancémxﬂc baogbmct:'nw Khong 1o Ram l6ng Khéng r&
uélt, tAm trang phén khich, cam xic
8n dinh, phy thudc thubc, ¥ dinh ty ti). m:ﬁi:—':'é‘ ﬁ:
Réi ioan tAm than (bao gdm hung cam, Khéng ra
hoang tuédmng, 4a giac va tAm thin phan figt) o~ Teo da Khdng rd
Rébi loan tam thin Khong 16 Sung huyét Khéng ro
Thay dbi tinh cach Khéng 1o Tang tiét md hai Khéng r&
Trang thdi |0 IAn Khéng rd Da ndi van Khéing 3
S Shong 19 Phat ban Khang ra
Tinh khi tht thwémng Khdng rd
Ng Khong rd
Hanh vi bt thueng Khdng 1o M;‘;‘:y Khbn: =
M4t ngl Khong rb
Khé chiu Khéng & Myn Khdng rd
Roi logn hé thn kinh Tich m& ngoai mang cimg Khong 1o Giam séc td da Khong ro
Tang ap Iyc ndi 8o (kém phi gai a Khong ro Réi loan co xyong va Khong ro
s oAy 1. \anh tinh) Mo i cac mb lién k Yl o 2
Ty Pau cor
Bong kinh Khéng 16
Chirng hay quén Khéng rd Bénh co Khong ré
R4i loan nhan thirc Khong ro Teo cor Khng ro
Chéng méat Khong rb Losing xwong Khéng rd
Dau ddu Khéng r8 Hoai tir xwrong Khéng rd
Ré&i loan mét Héc vong mac Khong rd Gay xuong bdnh Iy Khéng 18
By thily tinh thé Reng 18 Bénh khép do than kinh Khéng r6
Téng nhéin ap Khéng r&
L&i mét Khéng 18 Bau khép Khéng rd
Réi loan tai va tai trong Chdng mat Khong ro Cham tang tredng Khdng rd




L

I@;‘I_‘oan hé sinh san Kinh nguyét khdng déu Khong rd
[Réi toan .“"‘? va rbi Cham lanh vét thuong Khong rd
I:::br:; tai chd dung Phi ngoai bién Khéng ro
Mét mdi Khong ré

Khé chju Khéng rd

Phan umg tai chd tiém Khong ro

Cac chi sé xét Tang nhan ap Khong rd
nghiémfkiim tra Giam dung nap carbohydrat Khéng ro
Giam kali méau Khéng rd

Tang calci trong nuéc tidu Khéng rd

Té&ng anlanin aminotransferase Khidng rd

Tang aspartat aminotransferase Khéng rb

Tang phosphatase kiém mau Khéng rd

Téng ure mau Khéng rd

Giam phan &ng \ré'l;l :‘ac xét nghiém trén Khong ro

:ﬁica:lgg ﬂ:ﬂfq d:glng Gay xuong cbt sbng do chén ép Khéng rd
ngd ddc Birt gan Khong ro

Céc tae dyng khdng mong mubdn duwdi day da duge bao clo véi cac duréeng ding bi chdng chi
dinh sau: N&i tiy/ Ngoai mang cirng: Viém mang nhén, réiloan chirc nang duwémg tidu hdairdi
loan chirc n&ng bang quang, dau dAu, viém mang n&o, liét nhe hai chi dwdilliét hai chan,
do:f kinh, rbi logn cam giac. Khong r6 thn suét xuét hién clia cAc tac dyng khéng mong
mudn nay.

ndy.

* Khéng phai la mét Thuat nglr wutién (PT) clia MedDRA

* Viém gan 44 dugc bao cao khi tiém truyén thubc qua tinh mach (xem phén 6. Canh bao va than
trong khi ding thudc).

* Viém phiic mac c6 thé la ddu hibu hodc tridu chirng tigu bidu chinh clia rdi loan tiéu héa nhu
thing rudt, te rudt hodic viém tyy (xem phin 6. Canh bao va thén trgng khi diing thudc).

11. Qué lidu va céch xir tri:

11.1. Qué lidu:
Chura gép cac hdi chirng 1am sang vd qua lidu cAp tinh vdi corticosteroid. Bao cao vé ddctinh
chp va/hoac tir vong sau khi qué lidu corticosteroid rit hiém,

11.2. Céch xir tri khi ding thubc qué lidu:
Trong trrémg hep qua lidu, khéng cé thube gidi ddc dac hidu ma chi didu trj h trg va didu tri
triéu chirng. Methylprednisolon c6 thé thAm tach duwgc.

12. Théng tin vé dwgc ly, Iam sang:

12.1Béc tinh dwgre lpe hoc:

Nhém durre ly: Thube glucocorticoid téng hep

Mé& ATC: HO2ABOD4

Durre Iy v corché téc dung:

- Methylprednisolon la steroid chéng viém co hiéu lyc chéng viém Iém hon prednisclon va
cling it gy gilr nwrdrc va natri hon prednisolon.
Methylprednisolon natri succinat cé cing tdc dyng chuydn héa va chéng viém nhu
methylprednisolon. Khi ding durérng tiém va véi lugmg ddng mel, thi ¢4 2 chét ndy déu trong
dwong vé hoat tinh sinh hoc. Tiém lc teong ddi khi so sdnh methyiprednisolon natri
succinat véi hydrocortison natri succinat v& tac dyng lam giam lrgng bach clu 4i toan sau
khi ciing tiém tinh mach, 1a itnhét 4/1. Didu nay ciing tring khop véi tiém lyc twong dbi khi so
sénh hai ché phAm nay theo duéng udng.
12.2 Bjjc tinh dwge ddng hoc:

tinh drge ddng hoc ciia methylprednisolontuyén tinh, khdng phy thudc vao dwéng ding.

Sau khi tiém bip 40 mg methylprednisolon natri succinat cho 14 ngudi tinh nguyén nam
trurdmg thanh khée manh, ndng d¢ dinh trung binh la 454 nanogam/mL dat dugc sau 1 gidr.
Bén gir ther 12, thdy ndng do methyiprednisalon trong h twong gidm xubng 31,9
nanogam/mL. Sau khi tiém 1a£jtr. khéing con tim th&y methylprednisolon. Dira vao dién tich
dwéi dudng cong (AUC), bidu hién ciia tdng lvgng thudc dugc hdp thu, thi tidm bip
methylprednisolon natri succinat twong dwong véi ciing lidu tidm finh mach.

Nhirng két qua clla mot nghién clru da chirng minh rdng ester natri succinat cia
methylprednisolon duwgc chuyén ddi nhanh va manh thanh methylprednisolon c6 hoat tinh
sau khi ding theo mei duéng ding. Mirc a9 hAp thu cia methylprednisolon ty do sau khi
tiém tinh mach va tiém bép |4 tirong dwong va 1ém hon 18 rét so véi mirc 4 hap thu sau khi
ubng methylprednisolon dang dung dich va dang vién nén. V1 lugng methylprednisolon

duvchép'lhusaukhiIiémbépv&ﬁémﬁnhmachlélmgduang,dﬁdécﬁluvngI&nho’ncﬂla
ester hemisuccinat vao dwgc tulin hoan chung sau khi tiém tinh mach, c6 thé cho réing ester
43 drgc chuydn héa trong md sau khi tiém bip va sau d6 dugc hdp thu dudi dang
methylprednisolon ty do.

Phéin bd:

Methyiprednisolon dugc phan bd rdng rdi vao cac md, qua hang rdo méu nio, va bai tiét qua
sira me. Thé tich phéan bd bibu kién clia thubc 12 khodng 1,4 Likg. Kha naing gén véi protein
huyét twong & ngurri 1 xap xi 77%.

ngurdri, methylprednisolon durrc chuyén hoa & gan thanh cac chit chuyén hda khong hoat
tinh: héu hét thanh 20 a-hydroxymethylprednisolon va 20B-hydroxy methyiprednisolon.
Chuyén héa é& gan chii yéu Dwrg qua CYP3A4 (D4 biét danh sach caclumtac thube dua
trén chuyén héatrung gian qua CYP3A4 (Xem phin 9.1.Twong thc cia thudc).
Methyiprednisolon, ciing nhu nhiéu co chét ciia CYP3A4, ciing co thé 1a mdt co cht ciia
protein van chuyén p-glycoprotein gén ATP (ATP-binding casette, ABC), dnh hudmg dén sy
phén bd trong md va twrong tac vdi cac thudc khac.

- Théi gian béan thdi trung binh cla methylprednisolon tir 1.8 dén 5,2 gir. BY thanh thai toan
phin x4p xi 56 mLiphitkg.

12.3Dir lidu an toan tidn ldm sang:

- Dyra trén cac nghién ciru quy wérc vé tinh an toan dugc Iy va ddc tinh cla lidu 1ap lai, khéng
nhan thiy cé tac dyng khdng mong mudn ngoai dy doan nao. B¢ tinh quan sat dugc trong
cac nghién clru lidu 1ap lai phi hgp véi két qua dip tinh do phoi nhiém lién tyc véi steroid
ngoai sinh cua vo thugng than.

Methylprednisolon chura dugc Lninn thirc danh gia trong cac nghién ciru vé kha nang gay

ung thur trén ddng vat gém nham. DA thu dugrc cac két qua khac nhau véi cac glucocorticoid

khac durgre thir nghidm vé kha nang gay ung thur & chudt nhat va chudt cbng. Tuy nhién, dor

Iiéu cong bdmolhéynwlsélg:coooﬂicoid lién quan bao gbm budesonid, prednisolon, va

triamcinolon acetonid c6 thé 1am tang ty 18 bj u tuyén va ung thu bidu mé té bao gan sau khi

ding qua MIE:&IQ trong rnrﬁ ulzlg ciia chudt cbng dirc. Céc tac dung hinh thanh khéiu

nay gap & cacliéu thap hon u lam sang thuémg ding tinh theo mg/m”.
Methylprednisolon chura durgre dfinh gid chinh thirc vé kha nang gay dot bién gen. Tuy nhién,
methylprednisolon sulfonat, cd ciu tric tuong ty nhir methylprednisolon, khong gay dot
bién gen bt ké c6 dugre kich hoat trao ddi chét hay khdng & Salmonella typhimurium tir 250
dé&n 2,000 pg/dia, hodic trong thik nghiém ddt bién gen t& bao déng vit cd vii sir dung té bao
budng trirng chudt ddng Trung Quéde tir 2.000 dén 10.000 pg/mL. Methylprednisolon
suleptanat khong gy téng hgp AND ddt xuét trong té bao gan chudt cbng dAu tién tir 5 dén
1.000 pg/mL. Hon nira xem xét g lidu da cong b cho thdy prednisolon famesylat (PNF), co
cu truc trong ty nhir methylprednisalon, khdng gy ddt bién gen bt ké cé dugc kich hoat
trao ddi chit hay khdng & cac chiing Salmonelia typhimurium vé Escherichia colitir 312 dén
5.000 pg/dia. Trong mét dong té bao nguyén bao soi cha chut ddng Trung Quéc, PNF lam
téng nhe vé ty 1€ sai hinh nhiém sic thé cdu tric véi kich hoat trao ddi chét & nbng dd cao
nhat dwge thlr nghigm la 1.500 pg/mL.

- Béctinhtrén hé sinh sén:
Corticosteroid 44 dugre quan sat thiy 1am gidm kha nang sinh sén khi dung trén chudt cdng.
Chuét cbng dyc dwgc cho ding corticosteron véi cac lidu 0, 10, va 25 mg/kg/ngady qua
dwirng tiém dwdi da mét 1An hang ngay trong 6 tulin va giao phéi v&i con céi khéng ding
thuée. Lidu cao duworc giam xubng 20 mg/kgingay sau ngay 15. Quan sat thdy giam sé nat
giao chu, tinh trang nay cd thé 14 do gidm trong lugng cor quan phy. Sé didm tring lam td va
sé bao thai séng giam.
D4 cb quan st cho thay cac corticosteroid gay quai thai & nhidu loai khi dung lidu tuong
Auwong véri lidu & ngudi. T cée nghién ciru ve sinh sén & ddng vat, cac glucocorticoid nhu
methylprednisolon da cho thay lam tang i 1 di tat (hér ham &ch, dj tat xuong), chét phai thai
(vi dy tigu thai), va 1am bao thai cham phat trién trong tir cung.

13. Quy cach déng goi: t
Hop 110 bdtdong khd + 1 éng nurre cit pha tiém 1ml

14, Biéu kign bao quan, han dung, tiéu chudn chit lwgng cua thude

14.1 Dibu kign bao quan: Noi khd, nhigt dd khdng qué 30°C, tranh 4nh séng.

14.2 Han ding:

- Lo thudc tiém déng khd: 36 théng ké tir ngay sdn xudt

- Ong dung méi: 48 thang ké tir ngay sdn xuét

- Han ding sau khi pha ché: Dung dich thudc Methylprednisolon natri succinat sau khi pha dugc

béo qudn nhiét dd 15°C - 30°C va slrdung trong vong 48 gidr.

14.3 Tidu chudn chitiwgng:

- Lo thubc tiém déng kho: USP

- Ong dung méi: DBVN

15. Tén, dja chi co s& sén xuét
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