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cAuH BAO DAC BIET:

Thudc ban theo don.

Thuc nay chi dung theo don cua béc sy.

Bxc y hwong dan sir dyng trde khi dung.

N thém théng tin xin hél kien bac. s?

Th&ngth mchu bac sy nhirng tﬂc dung khﬁng mong muon gap phai khi str
dung

Kh&ng duing qua liéu da dwoc chi dinh. Khﬁngsudung thu6c da qué han dung.

Dé xa tam tay tré em.

1. TEN THUflC

MEDROL

E.aﬁ THANH PHAN DINH TiNH VA BINH Lmr:m
|w&nnenchua4n1ghoéc16mmethyl nisolon.

3.~ DANG BAO CHE

Vién nén -

4. DAC TINH LAM SANG

4.1 Chi dinh diéu tri

Roi loan néi tiét

Thiéu néng vo thugng thén nguyén phét hay thir phét hydmcortlson thév ay cortison la

thubc durgrc weu tién tuyen chon; ahirng chat twong dong duoe ding

cling voi mineralocorticoid; & tré em, sw cung cap nnnaralmrtmd rét quan trong).

Tang san thuong than bam sinh

Viém tuyén giap khong sinh méi

Calci mau cao phdi hep ung thi

Nhimg roi loan khéng phai do néi tiét

1. Roi loan do thé&p khop

Liéu phap diéu trj bd tro a6i v6i chi dinh ngén han (aé dwa bénh nhan qua khéi giai

doan cap hay tram trong) trong:
Viém khép do v%g Viém tii thanh mac ¢4p va ban cp
Viém khop dang thap, ke ca mémer:rp Viém bao hoat dich gan cép tinh khﬁng
dang thap & thiéu nién (Mot sotredong ~ dac hidu.

ch:pn loc d6i hoi liéu phap duy tri - Viém khép cap tinh do gt

iéu thap) Viém xwong khép sau chan thirong
- “Viém mang hoat dich ctia chirng thoai
hoa khd
Viém cot sbng dinh khdp - Vim me‘.ﬁ'n I6i cau xwong
8 Bﬁﬂhh&mﬂ tao keo ;.

Dung trong giai doan tram trong hoac a8 dibu tn duy tri trong nhu’ng Imtfng hcrp
chon loc cua:

Lupus ban dé toan than "« Théptim clp
Viém da co toan than (viém daco) = Dau co'dang thép
! vmamgmdotébaouhéngté

3. Bénh thudc vé da

Pemphlgus - Viém da troc vay
Eem da bong nudc dang Herpes - U sui garg g
- Hong ban da angthénéng (hﬁacl'sung Vay nén thé ndng
‘Stevens-Johnson) Viém da tiét ba nhn'n thé néing

4. Bénh dijtng
Kiém soat cactinh trang dj (rng néng hoac kho tri 84 that bai véri cach diéu tri thng thiromg:
Vﬂnmﬂtdwngtrmmuahoacquanh - Céc phan (rng qué mén véi thude

yét thanh - Viém da do tiep xic
Ii?hg -, Viém da di {ng do di truyén

5. Benh vé mat
Céc qua trinh viém va dj tmg man tinh va cap tinh nghiem trong & mét va cac phén
phu cia mat nhu:

Viém loét két mac do dj (rng Viém két mac dj (g
Nhiém trung gidc mac do Herpes Zoster Viém giac mac

Viém tién phong Viém mg ngach -
Viém mang mach nho sau lan téava -  Viém than kinh thj giéc

- wemméng ch { |




6.. Bénh & dudng ho hap
Bénh sarcoid cd triéu chirng. ‘ .
Hdi chirmg Loeffler khong thé diéu trj bang cach khac.
Chiing hiém doc beryll. . _
Lao phoi toi cAp hay lan t6a khi diing.ddng théri hda trj liéu khang lao thich hop.
Viém héihi_t’.’éh i A s 3
7. Roi loan ve huyet
Xuét huyét gidm tiéu cau vo cn & ngudi Ion.
Tl i i Pyt (i)

| 1an huyet mac pnai (I mien)
Chimg giam nguyén hong cau Sthi&u mau hong cau)
Thiéu mau gidm san bam sinh (dong hong céu%
8. Cac bénh unﬂgu'
Diéu tri tam thoi frong:

Bénh bach cau va u lympho & ngudi Ién.
- Bénh bach cau cép & tré em.
9. Tinh trang philt | |
e gilp bai niéu va giam protein trong hoi chirng than hw ¢4 can bang khéng kem
theo uré mau cao, hodc hoi chieng than hu do lupt ban dé rai rac. .
10. Bénh ve duong tiéuhda | -
Dung dé dwa bénh nhan qua khdi con nguy kich clia bénh trong:
Viém loét dai frang.
Viém doan rudt non.
11. H8 than kinh
Cac trudmg hop tram trong cap tinh clia bénh da xo clmg.
Céc truding hopphil kéthop vgiundo. 1117 |
12, Cay ghépnditangh . = "1 (7 T L ]
13, Cac chidinhkhac - ©' = 01 = Al i g I :
- Lao mang nao c6 the nghén khoang dudi nhén hodc doa tic khi diing dong thor
héa tri liéu khang lao thich hop.

- Bénh giun xodn lién quan dén co tim va than kinh
4.2 Lieu lwgng va cach dung :
Liéu khoi d4u ctia vien nén methylprednisolon c6 thé thay ddi tir 4mg dén 48mg
methylprednisolon/ ngay, tliy thudc vao bénh dac hiéu can diéu tri, Néu bénh it nghiém
trong, c4c liéu thap hon thudmg 14 60, tronlglfhi & mdt s6 bénh nhan c6 thé can dung
liBu khdi dau cao hon. Cac bénh can ding liéu cao bao gom da xo ,cirng (200mg/ngay),
phil ndo (200-1000mg/ngay) va ghép co quan (tdi 7mg/kg/ngay). Neu sau mot thoi
gian thich dang ma chwa co dap tng 14m sang day dt, thi phai ngirng thudc va chuyén
sang lidu phap diéu tri thich hop hon cho bénh nhén. _Néu sau khi diéu tri dai ngay

ngurng thudc thi phai ngirmg dan dan tuln tw, khdng duwgc ngling agt ngot.
Sau khi thay c dap (ng thuan loi, can xac dinh iéu d;ﬁ'i bang cach gidm lieu khdi
dau véi timg ndc nho, vﬂicéckhoén?mchm ' hop cho téi liéu thap nhét
ma van dat gitr viing dugc dép Gng 1m sang day dd: Can luon nhé 1a can theo doi
ién tyc vé st dung liéu. Nhing truong hop can-diéu chinh lieu 4 cac thay di vé tinh
trang lam sang thir phat sau khi thuyén :.giém hodc cac dot kich phat cua qua trinh
bénh, dap (eng v6i thudc clia timg ca thé bénh nhén va anh hudng cla cac trang
thai stress khong c6 lién quan tryc tiép i bénh dang diéu tri. Trong tinh hudng sau
cung, ¢ thé can téng lidu methylprednisolon trong mét théi gian: phiihop véi diéu
kiin clia bénh nhén, e
Can nhén manh 1a yéu cau vé lidu co thé thay ddi va can phai theo timg ¢4 thé, dyra
vao bénh can diéu tri va dap ng clia bénh nhan. _ .

T (Dieu tri xen ké :
Bie;u m:' xen keé la chg d liéu corticosteroid trong d6 dung lidu corticosteroid gap doi
thuong diing harllg ngay vao budi sang cach nhét. Myc dich clia cach diéu trj nay la
gidp cho bénh nhan ding liéu dugc ly dai ngdy ma ¢6 tac dung ¢6 loi cla corticoid
trong khi han ché dén murc t6i thiéu cac tac dung khéng muon, bao gom ngén
chan truc tuyén yén - thwong than, trang théi gia Cushing, triéu chimg cai corticoid
va (rc ché sur 1n clia tré em. "

%%Chéﬂ a"ChrE d nl;m hirng bénh nha

chi din nhirng bénh nhén:

. I?I%iém pém toan than. " L :

+ Quéa man vdi methylprednisolon hodc bét ky thanh phan nao cta thudc.

Chdng chi dinh sir dung vac-xin s6ng hodc séng gidm ddc lyc cho bénh nhan dang
dung cé4c lieu corticosteroid trc ché miéndich. .~

4.4 Canh béo dgc bigt va than trong dac bigt khi sﬁ_’ﬁ_dung

Téc dung trc ché mién dich / Téng do nhay cam v6i cac bénh nhiém khuan
Corticosteroid og lam tang G0 nhay cam v&i nhiém khuan, che lap mdt so dau
hiéu'nhiém khuan, va cac nhiém khuan mdj co thé xay ra khi dlng corticosteroid.
Diéu nay c6 thé 1am giam sy dé khang va mat khd néng khu tr noi nhiém khuan khi
str dung corticosteroid. = A _ '
Nhi&m vi sinh vat gay bénh bao gdm nhiém virus, vi khuén, ndm, don bao hodc giun
san & bét Fl:gvitri nao olia co'thé, ¢ thé lién quan 1o viée st dung corticosteroid rien
8 hogc 6p i horp v céc thube (e ché mién dich khéc o6 tac ddng Ién mién dich t
bao, mién dich thé dich oo téi chire nang bach cau trung tinh. Nhiing nhiém khuan
ndy cd thé nhe, nhwng cling 6 thé nghiém trong, dbi I;hitgay tir vong. Khi tang liéu
corticosteroid, thay ty 1& cac bién chimg do nhiém khuan tang 1én. B
Bénh nhan dang dung thudc trc ché hé mién dich d& bi nhiém khuan hon nhirng nguei
khac. Vi du & tré em hay ngudi Ion chira cd mién dich dang duing corticosteroid khi
méac thiy d4u va sdi c6 thé bi nang hon va tham chi tir vong. e

C6 thé dung vac-xin chét ho&c véc-xin bat hoat cho bénh nhan dang diing oorgoastemid
véi liu trc ché mién.dich: tuy nhién, dap irng'vfri nhing vac-xin nay cé thé giam d.
C6 thé si dung c4c bién phap tao mién dich cho bénh nhan dang duing c4c lidu khdng
{rc ché mién dich clia corticosteroid. b _ |
Can han ché st dung corticosteroid trong bénh lao hoat dérg & cac trudng hop lao
ri rac hodc bgn phat, trong d6 corticosteroid dwoc dung de quan Iy bénh, ket hop
voi ché a6 chong lao thich hop. Khi corticosteroid m:g:; chi dinh @ bénh nhan lao
tiém tang hodc phan (g voi tuberculin, can quan sét rat chat ché vi bénh co thé tai
phat. Néu dung corticosteroid kéo dai thi nhing bénh nhén nay can ding du phong
cac thube khang lao. _ '

D43 cb bao cao ve Sarcdm Kaposi & bénh nhan ding liéu phap corticosteroid. Khi

mg corticosteroid c6 thé sé thuyén géiam_ vé 1am ség.
ba:r tdédlc?w mﬂzlilcns[egg ttggn séc#ghlimm khu":.’ﬂ;l con ;‘r; 0 rang, bgér:., nggjgn gu-u
an dau dy ca cac tac dung g lgi cling nhw cac anh hwdng bat lgi. Gan da
viéc bo sung corticosteroid dwoc cho rang ¢d loi cho bénh nhan duoc xac dinh 4 sé%
nhié_m khuan va bj thiéu nang thirong than. Tuy nhién, viéc st dung thuong xuyén
corticosteroid trong soc nhiém khuan khong dug-c' khuyén nghi va mot danh gia g
hé thong da két luan réng diing corticosteroid liéu cao trong khoang thoi gian ng
khong ¢ tac dung. Tuy nhién, qua phén tich tbrg hop va danh giérr?m thay str dung
corticosteroid lieu thap trong khong thi gian dai hon (5 - 11 ugay} cd thé [am gidm
\ .

Hr veina. dc biét & bénh nhan soc nhiém khudn pha dung thudc co mach.




Hé& mién djch
Co theé xdy ra phan tmg dj ¢ umg (vi du phts mach)
Vi mét s0 hlem cac truong gp di ing trén da va phan Ung phan véfdang phén vé
X3y ra & bénh nhan dugc dieu tri bang ligu phap corticosteroid, can thuc hign cac
bién phawung (ra thich hqp trudrc khi chu ieu tq d3c biét dél Vo nhung bénh
ﬂﬁfﬂﬂﬁ g Vo1 bat ky loai thudc nao

tiét
U bénh nhén dang trong thdi. gian diéu tri cnftlmstermd mé hai chlu ép I bét
thu*ﬂng can chi dinh tang liéu loai corticosteroid tac dung nhanh trwdc, trong va sau
khi phai chju ap |l,l’|‘.‘. do.
Khi st dung corticosteroid & liéu diing ¢4 téc dyng dm;rr.: Iy trong thor gian dai cd thé
ddin 16i Gre ché truc duoi ddi - tuyén yén - thuong than (H ﬂgig: unang vo mm;mg
thén thir phat). Mirc d6 va thai gian suy thugng th&'tﬂur p khac nhau gitra cac
nhan va phu thudc vao lidu, tn s6, thi gian st dungvékhoé thm gian dieu tri ng
ligu phap glucocorticoid. Tac dung ndy c6 thé dugt gidm thidu n%l cach sir dung
liéu phap dléu tri xen k&. (Xem phan 4.2 Liéu lwong v céch du &u tri xen k8).
dgoél ra, thiéu nang thugng than con dan toi tﬁwmg 2U nglrng dunig glucocorticoid

g\g u nang vo thrrong than thir phét do thu6r: co thé gliil'n thvéu béng cach giam dan
Iiéu Kiéu thiéu néng ng than ndy c6 thé ton tai nhiéu thang sau khi thudc;
do dé, trong bét ky tinh trang stress xay ra trong thr ky nay, nén bét dau fai liéu phap
hooc mon. VI chikc ndng bai tiét corticoid khoang co thé b| giam, nén chi dinh ding
ddng thori véi mudi va/ hodic mot corticoid khoéng
th chirng ngirmg dot ngdt” steroid khong lién quan dén tinh trang suy Vo thugng
than co thé xuat hién sau khi nglmg st dung glucocorticoid d6t ngdt. HGI chiing nay
bao gbm céc triéu chirng nhu: chan &n, budn ndn, ndn.6i, han mé, dau dau, sbt, dau
khop, bong da, dau co, sut can varhoac ha huyét 4p. Nhrm%énh hudng nay duoc cho
la do sy thay dbi ot nqﬁt nong dd g lumcﬂmcold hon Ia nong do mrlloustBrmd thap.
Do glucocorticoid c6 the gay ra hoéc l&m nang thém hoi chung Cushing, khong diing
glucocorticoid cho bénh nhan bj bénh Cushing.,

Tac dyng cla corticosteroid tang 1én & nhiing bénh nhan thiéu nang tuyén giép.
Chuyeén hda va dinh dwong

Céc corticosteroid bao gbm methylprednisolon c6 thé lam tang glucose huyet, lam
cho bénh tiéu dwomg da co ndng thém va néu diing corticosteroid trong thoi gian dai
g,{.; m%]’d?n t6i bi bénh fieu duong,

m

n tam than cd thé xuét hién khi crirgn cgmnostemid séng kh lgn mét n U thay
d tam trang, dao dong tinh khi va tram udt nang cho den nhirng bieu hsén m tha n
thire sy, Cam xuc khong un dinh hay khuynh erémg t4m than ciing cﬁ thé ndng né
hon boi corticosteroid.

Kha nang gap cac tac dung khong mong mudn v& tAm than naing 6 thé xay ra khi dun rég
steroid meu dudng toan than (xem phan 4.8 T4c dung khéng mong mudn, Céc
loan tim than). Céc u chirng ddc biét xudt hién trong vai ngay hogc vai tuén déu
thoi gian diéu fri. Hau hét cac phan Lrng:pﬁn tdikhi |ém liéu hnac ngu'n g thudc

dii ¢an phai c6 nhirng diéu tr azc hiéu. Anh huéng v tam than da dugc bdo céo km
ngu'ng corticosteroid; khong biet dwgc tﬁn suat. Bénh nhan/ nhan vién nxté nén luu
y néu nhu nhiing biéu hién tam than xuat hién & bénh nhan, dc biét néu nghi ngd
benh nhan bj trdm cam hay ¢4 ¥ dinh lg sat. Nén canh béo bénh nhan/ nhan vién y
t& vé kha nang cd thé bj rbi loan tam than xay.ra trong théi gian diu tri hay ngay sau
khi gidm lieu hay ngimg ding steroid theo dudng toan than, =

Hé than kinh '

Thén trong khi duing corticosteroid trén nhl]fng bénh nhan c6 roi loan ﬂf,’mﬁ kinh.
Thén trun khi dung corticosteroid trén nhung bénh nhan nhugc co' nang (xem them

thong tlnv bénh co' & muc Anh hudng d noﬂxum%ao

Mét‘t d cac thir nghiém am sang o d i ch thay corticosteroid c6 hiéu
qua tac dung nhanh trong diéu tri da xo clng dort c4p, CAC thu nghiém nay cho thay
mrt[costermd khong anh hwdng dén két qua cudi cling hoic dién bién ty nhién cla
bénh. C4c nghién ciru cho théy can sir dyng lieu corticosteroid firong d6i cao mdi co
tac dung ro rét. (xem muc 4.2 Liéu lwong va cach ding).

Da 6 nhitng béo c4o vé chirng tich mé ngoai umgfrbenhnhéndangsudung
coéﬁcosiem?d thweong 1a s dung iléucaohmg

Thén trong khi ding corticosteroid trén nhirng bénh nhan bi herpes simplex & mét vi
c6 thé gay thiing giac mac.

Str dung corticosteroid trong théi gian dai c6 thé, gagl dyc thily tinh thé dedi bao sau
va dyc thily tinh the & trung tam (ddc biét & tré em), 10i mat, hoacta ap liyc ndi nhan
) the d&n t6i bénh téng nhéin 4p ¢6 thé kém hdy hoai than kinh thi giéc Trén nh¥ng
henh nhan dling glucocorticoid c6 thé tang bj nhiém nam hogc virus thiz phat & m

g corticosteroid da cd lién quan den bénh hac vong mac trung tam thanh dich
o& th dén bong vong mac

Céc t4c dung bét loi clia églucumrhmad dbi voi hé tim mach nhu roi Ioan mﬂr méu va
tang huye tép, ¢6 thé khién bénh nhan dang dugc diéu tri va hién cd :?c n?
cor tim mach phai chiu thém céc tc dung khac trén tim mach, néu diéu tri bang
cao va kéo dai. Vi-vay, can st dung cor&oostamdmmt’rnh bénh nhan
néyvécéndluymuchiéncéﬁblénma nguy co va theo ddi thém cho tim
néu can thiét. Dung lidu thap va cach nhal m thé Iam gidm 1y 18 bién chlmg trong
liéu phap corticosteroid.
Trong trwdmg hop bi suy tim sung huyét, nén than trong khi st dung corticosteroid
Efuﬁ'r’:g toan than va chi st dung khi dac biét can thiet.

ac
Tntﬁ ’t:gang khi diing corticosteroid trén nhimg bénh nhan cao huyét 4p.

Khong co khai niém ph6 ién 4 chinh oortlmtermd ch;u tréch nh mvé Ioét duong
tigu hoa trong qua trinh di u tri, tuy nhién diing che lap nhu'ng
trigu chirng ctia loét dwdmng tiéu hoa, khién mZIaI thling hodc chﬁy mau ma khon
oﬁkémdaudénrﬁrét Gia téng nguy ocr wong tiéu hoa khi diing ket
hop véi thudc khang viém khﬁ BtEI’Uid SND |
Than trong khi diing corticoid tro wém loét ﬁgﬂtrﬁn#l khﬁgg dac hiéu néu co doa
thing, &p-xe hay nhsﬁm khuan smh mu khac; vi chd ﬁﬁl ruot | non moi,
dang bi hay co tien sir b loét durong tiéu hoa.
Gan mat |
Corticosteroid lidu cao c6 thé lam viém tyy cap.
gg:auﬂ?cao & bénh o cap tinh khi str d coruco id liéu cao, thurdng a
0CcaoV co'cap tinh khi st du steroid lidu cao, Xay ra
& bénh nhan bj cac rdiloan dan truyén than ?(lgnh co'(vi du nhugc co néng) hay trén
bénh.nhan dang diing c4c cgwéc khang cholinergic nhu thudc (e ché than kinh co (vi du
ﬁanwromum) Bénh co cap tinh nay lan rong, c6 thé lién quan dén cac co' mét, co hd
va cd thé dan toiliét chl Tinh trang ting creatinin kinase c6 thé xay ra. D& c6 tién
trién vé métIam sang hay hoi phyc, can dirmg thubc trong vong vai tuan dén vai nam.
Loang xwong Ié téc dung co hai chung, nhung it duqn: nhan thay xay ra kh| dung
g_hluoocorﬁouidl U cao va kéo dai.
an va tiét niéu
Than trong khi sir dung corticosteroid trén bénh nhﬁn suy than.
Céc nghién ciru
Lidu trung binh va lidu cao ciia hydrocortison hodc cortison ¢6 ngayﬁ huyé!
tich iy mudi va nurérc va 1am ting ddo thai kali. Nhirng tac dy yrt ép han u
duing cac corticoid logi tong hop, trir khi ding liéu cao. C6 thé can
muoi va bd sung thém kali. Moi corticosteroid déu 1am ting o thai cak;l
Chén thwrong, nhtem déc va céc bién chirng phéu thu
gnen diing liéu cao corticosteroid theo dué'ng toan than dé didu tri vét thucrng
do chan thuong néo.
Canh bao khéc |
Do bien chtm‘g khi diéu trj bang glumcorhcold phu thu‘Qc V&0 f&u va thai gian di éu tri,
quyét dinh dieu trj phai dya trén sy can nhac giira n% y cofich loi voi ting treong
;u;rp n{é:éncgh va 15101 gian diéu trj ciing phai dugc can nhac hodc ding hang ngay hoac
iing u
Nén dung liéu tnép nhét cla corticoid d& kidm sot tinh hinh didu tri, va khi 6 thé
grarn lieu thi nén giam dan.
spirin va c4c thuoc khang viem khong steroid can dugc st dung than trong khi két
hop voi corticosteroid.
Bénh u té béo wa crdm co thé gy ti vong d4 dugc bao cdo sau khi st dung céc
corticosteroid theo duwéng toan than. Chi nén st dung corticosteroid cho bénh nhan
bi nghi ng& hodc da xac dinh | méac bénh u té bao wa crom sau khi da tién hanh danh



gia nguy coflgi ich phu hr;rp i iy
Strdung cho tréem '
Néntheodﬁlcﬁnthansuphélb'lénvétﬁ\g lrub‘ngcuatrékh st dyng liéu phap
corticosteroid kéo dai.

Tré em c6 thé cham I6n khi diing glucocorticoid hang ngay trong thoi gian dai. Vigc siv
dung liéu phép nay vdi lieu chla nhd nén han ché, chi cho chi djnh khan cap nhat. Téc
dung phuy nay ¢4 thé trénh dugc hogc giam thiéu khi st duﬁlléu phap glucocorticoid
cach ngay. (Xem muyc 4.2, Lieu lwong va cach ding - Diéu tri xen ké)

Tré so sinh va tré em dugc diéu trj lau dai-bang corticosteroid dc blél ¢b nguy co'
tang ap lwc ndi so.

Corticosteroid liéu cao c6 thé dén dén chitng viém tuy & tré em.

4.5 Twrong tic véi céc thuoc khéc va céc dang khéc cia twong téc
Methylprednisolon & co chét clia enzym cytochrom P450 {CYFZ va chil yéu duogc
chuyén hoa boi enzym CYP3A4. CYPSA# la enzym chinh ctia hau hét cac phan ho
CYP trong gan & ngudi tregng thanh. N6 xic tac cho qua trinh-6f - hydroxyl hoa
steroid, giai doan | thiét yéu trong budrc chuyen hba cho ca corticosteroid nﬁl sinh va

tong hop. Ciing c6 rat nhiu chét khédc clng h:'n co chétcla CYP3AY, chét nay
(cing nhur céc thudc khéc) lam thay doi sy chuyén hoa glucocorticoid ngcélm gay
cam (g (dieu hoa téng) hoc trc ché enzym CYP3A4.

Céc chat e ché CYP3A4 - Nhirng thude trc ché hoat tinh CYP&M nhin ch ng
giam dd thanh thai clia gan va téng ndng dd cla cac thudc 1 co chét cla CYP3A4

nhu methylprednisolon trong huy ttuung Néu cb cac chét (e ché CYP3A4, nén

chuan lidu methlyprednisolon dé trénh ngﬁ ddc steroid.

Cac dﬁtaﬁnmgCYPw Nhirng ngﬁ nmwgCYPSM nhin chung [am tﬁng

ﬁbmanhmélwa an déntﬁnlém giam dﬁmcth IémdtétmaCYPw
¢n phai tang jibu meth predmso[-on i duing cuing cc thudc nay dé dat dugc

két qua diéu trj nhw mong m

Céc chat Ia co chét clia CYPW Néu co céc chét la cor chét clia CYP3A4, qua trinh

thanh thai qua gan ctia methylprednisolon ¢6 thé bi anh ,do d6 can co sy didu

chinh trong lmgll u dung ctia methylprednisolon, C4 thé céc phan (g co hai khi

ding néng mdi thubc cla mét trong hai thudc s& dé xay ra hon khi ding dong thori.

Nhirng thude khdng co hiéu (g qua trung gian CYP 3A4 - Céc urung tac va anh

hudng khac xdy ra vdi methylprednisolon digc trinh bay trong bang

Bang 1 bao gdm nhirng fwong tac thudc pho bién hodc quan trong vé mét 1am sang

voi methylprednisolon.

Béng 1: Nhibng twong tic/ anh hwémg quan trong ca céc thuoc hodc hoat chat

véi methylprednisolon.

Phan loai thuoc - Thuoc Twong tac/ Anh hwong

hodc hoat chat ' :

Khang khuan CHAT U'C CHE CYP3A4. Ngoai ra, methylprednisolon c6

. ISONIAZID thé am tang téc do axetyl hoa va dg thanh thai isoniazid.

Khéng sinh, Thudc khd Chat cam (g CYP3A4 o

- u;l;gnMgPIClN = indan m .

Th dong (dang udng) Téc dung cla methyl isolon trén déng
dwdng udng bien doi. Da oé nhréu béo cdo ve viéc
tang hay glém tac dung ctia thude de‘.mm i dung

:g VoI oorhcnstermd Chinh vi v@y, pha
dﬁng mau dé duy tri tac dung mong muon
chéng dong

Thudc chon AI%A Elat Chat cam (g CYP3A4 (va |3 co chat)

- CARBAMAZEPIN

Thudc chong co giat Chat cam (ing CYP3A4

- PHENOBARBITAL -

- E:IENYTOI!N 0

Thude: cholinergic... |Cac corticoid ¢4 the lam anh h den tac

- CHEN KINH CO | céc thudc khang cholinergic g MM
1. P4 cd béo cdo vé bénh co cap tmhkhlsu'd g lidu

€ao Cac corhmsterordvﬂlcécﬂ\uéckhangchohm ic
nhte cac thudc chen than kinh co) (Xem phan 4.4
Canh béud#c blet va thin trqngd{c khistr
du l;% nrcmg dé co thém théng tin).

2. Dédco béo cao v tinhdélkhéngvétacdungucche
than kinh co clia pancuronium va vecuronium trén
bénh nhan du;ﬁ corticosteroid. Twong tac nay co

thé xay ra voi cécécd'létchen{h&'l kinh o ¢6
tinh canh tranh.

Thubéc Gc ché enzym|Steroid c6 the Iarn g|ém c4c tac dung clia thudc (e ché

cholinasterase .. |enzymcholipesie s dung trona.dié NQ NOWG




Thuoc chong tieu diremg | Vi corticosteroid ¢d theé lam tang nbng d glucose trong
mau, ¢an diéu chinh liéu lugng thude chdng tiéu dwang. |

Thudc chdng ndn Ue nhé CYP3A4 (va & co chat)
- APREPITANT |
FOSAPREPITANT
Thudc khang nam Uc che CYP3A4 (va la co chat)
- ITRACONAZOL
KETOCONAZOL
S INGGLOTETND [ o m#:“&" Gl e
- lam trdm tiét phat sin
tir liéu phap gh.mm e
Thuc chen kénh Calci  [U'c ché CYP3A4 (va la co chéz)
- DILTIAZEM
Thuoc tranh thai (dang uong) | U'c ché CYP3A4 (va 1a co chét)
- ETHINYLESTRADIO
NORETHINDRON |
Nudrc ép budi Uc ché CYP3A4

Thugcféc gwséprgﬁnﬂdm tﬁ{h c[inﬁ cvgﬁsm (va la co chat) it .

- CYCL | 1/ Khi diing dong thoi cyclosporin véi methylprednisolon

thi xuat hién sy (rc che chuyen hod Ian nhau; vi vay,

c4c phan (¢ oéhal khi diing riéng méi thudc cuamtf:i
trong hai thuoc s& dé xay rahom.

2/ B co béo cAo ve hi mglatxayrakmdung

W cyclosporin
Thubc (¢ ché mién dich t clia CYP3A4
- CYCLOPHOSPHAMID

- TACROLIMUS ;
Thudc khéng sinh ho macrolide | U'c ché CYP3A4 (va 1A co chat)
- CLARITHROMYCIN
- ERYTHROMYCIN S
Thuoe khang sinh ho macrolide | U'c che CYP3A4
- TROLEANDOMYCIN
NSAID (thudc khang viém |1/ Ty 1& chdy méu va loét da day cb thé tang khi ding
phi steroid) methylprednisolon cug vﬂfIcécmu NSAID.
ASPIRIN (acetylsalicylic) EMemréored isolon c0 thé lam tang déthanhthél cla
liéu cao aspirin liéu cao, dan dén gidm nﬁng d0 salicylat huyét
thanh. Ngtrng diéu tri bang methylprednisolon ¢b thé
lam téng ndng 40 salicylat trong huyét thanh, dén dén
téng_guy co' ng6 doc salicylat. -
Thudc lam gidm kali Khi st dung corticosteroid dong thdi voi cAc loai thuoc
lam hgléim kali (nhu 1 thude k,ﬂ thiazid hoac thudc
u quat} bénh. nhan can duoc theo doi chat ché
uat hién ctia chiing ha kali huyét. Nguy co ha kali
huyéloﬂng téng khi st dung ddng thei corticosteroid véi
amphotericin B, cac xanthen hodc thudc chti van beta2.

Thuockhang virus - |Uc ché CYP3A4 (va I co chat)
- Cac {rc ché HIV| 1/ Cacchat (rc protease nhu 1a Indinavir va ritonavir
-protease 10 ¢6 thé 1am téing ndng dd corticosteroid trong huyét twong.

2/ Céc corticosteroid ¢ thé lam tang su chuyén héa
clia cée thube (re ché HIV - protease dan t61 tang nong
do trong huyet twong.

4.6 Co thai va cho con bu

Kha n#ng sinh san |

Khéng ¢6 bang chirng ndo cho thdy corticosteroid c6 tac dung lam gidm kha nang

sinh san (xem myc 5.3 Céc dir iiﬁu an toan tién lam sang).

Phu nir 6 thai

M{ﬂ s0 nghién ctru trén do n%:at cho thay. corticosteroid dling cho me i liéu cao

% i gay qu;?l: thai. ;uym c6 vé nhu corticosteroid khﬁng gay di tat bam sinh

i dung cho phy nir c6 thai.

Mac du c6 nhirng két qua nhu vay trén aemg vat, c6 v& nhu it c6 kha néng g4 nguy

hai dén bao thai khi diing thudc trong theri gian mang thai. Chua co

day d trén ngudi voi corticos Wdumcﬁm&gwdéyduvédﬁan if

nguoi mang thai, nén chi duing thuoc nay cho ngudi mang thai khi that sy n thi

Mtﬁt s0 corticosteroid dé dang qua dugc nhau thai. Mot nghién clru dang hoi ciru
cho thay ¢6 sy tang ty 1é tré sinh thiéu can & nhitng ba me ding mrlmstanmd Tré

s sinh tir nguri me 0 diing corticosteroid vdi uéu dang ké trong thori ky nghthal

can dugc theo déi va danh gia can than vét:écd&uhléusuyqung

gap cac trrong hop suy thugng than ¢ tré so sinh bi phoi nhiém voi unrlmste-rold

ngay tlr trong tr cung..

Chura biét tac dung clia corticosteroid véi qua trinh trér da va sinh con. Buyc thay

tinh thé da dwoc quan sat thay & tré so sinh tir ba medtrchléum kéo dai béng

corticosteroid trong khi mang thai.

Phy nir dang cho conbu
Corticosteroid bai tiét dugc qua sira me. Sy;ghénbﬁm corticosteroid vao sita me
cd the (rc ché sy téng trudng va géy can. mécsénx glucocorticoid ndi sinh

& tré dang bu. Dochuamnm clu day di trén udl\zéénhhu&mma
glucocorticoid v&i kha nang sinh chi dung thu mpggu nir dang cho con bu
néu xét thay loi ich cho me hon han nguy co doi voi con.
4.? Anh hwong lén kha nang lai xe va van hanh mé

Anh hurding clia co Ién kha nang lai xe va van hanh may méc chua dugc
danh gia mtpl cach ¢6 hé thong. Céc tac dung khdng mong muén. nhu choang m
dmﬂnﬁt. iloan thi écvamétmﬁi c6thé xay ra sau khi diéu tri

&u hi anh hisdna. hﬁnh nhan khona nén l4i xe hay van hanh méy mac.



4.8 Tac dung khong mong mudn
Nhiém tring va [y nhiém: nhiém triing, nhiém | tmn co' hoi

Céc roi loan hé mién djch:
phan éng voi cféctestdfg_ mén cam v thude (bao gom phén (g phén vé), gidm

Céc roi
stermd d!gtan ’%‘f‘ ét i ching Cushing, théu nang tuyén gidp, hi ching ngimg

chu én héa v dinh duwong: glu nudc, mat cdn bang lérﬂ ‘ggqp
tthléng ¢éan), tang nhu v&amuhn cége
Wit it e e
m than: cuxu cdmxuc bao gom ca
nn dinh, tram cam, hur m, phy thugc vé tinh thén ch y(tf nhQ6 sét)mlcf gﬁ kt?gng
théi lén Ion, mat ngu, d céu Kinh, r6i loan tém n, dao dong vé tinh khi. thay
tinh,cach, hanh vi loan than kinh, 6 loan tam than (bao gom n?umg cam, 30 tuémg
$0% o fu e N i g Bk
an Ling quen, roi loan nhan thire, co giat, chon da
Eg# %r?‘g ﬂﬁ anr?i scf;; (véi bénh pho gai thi gidc (tang 4p luc n{ng ?o thé nhgeﬁﬁmg
Cécrduaanvémarduc Uy tinh thé dudi bao, mat |
e s e, y tinh thé 0i, tang nhén 4p, bénh hic ving
ggcrggaania‘;vétmmhmmaté
c n ve tim: suy tim sung huyét (voi bénh nhan nhay cam
Cécrﬁa loan vé mach cao huyét 4p, hu (at ap thép 6
Ao et ope g i i b by gl
n g ng. au u éuchéy,ﬁ bung, xuat hu day,
md}L budn nén, viém thisc quan, viém Ihl,rcq nywérrr:gtu mmui
hba 6 khé nang thiing duomg tiéu héa va xuat huyét duomg tléuhba
Céc roi loan trén da va mé duoi da: phi mach, vé tgérn rnéu ban d9, r&m lng, dom
xazt%;;;ét ng(ra, man ngt:ﬁaé tf? df van da, may day.
oan co xuong v ién két: dau khép, cham Ion, teo co, yéu co, dau co,
cg:g; génh vé b?h blénh khdp do nguyén nhén than kinh, xorcling manfloéng xwg,
n
Céc ré.' loan hé srnh sén va v kinh nguyét khong déu.
Céc roi loan chung va tai noi diéu tri: mét moi, cham lanh vét thuong, khé &,
Céc tac dung khong mong muon khéc: tang alanin aminotransferase, ting aspartat
aminotransferase, tang alkalin phosphatase trong méu, giam kali mu, gidm can héng
ar?gtz:lmt tang ap lup ;lﬁlénh%gng canxir d‘ﬁc 5
f u ay X do chen ép, dut
ﬁ;gwang (aacmetlagann les) PRGBS0
ué lieu _
Khong co triéu chiing /am sang véi trudng hop qué liéu corticosteroid cAp tinh. Hiém
oot oy cng ok o e g o
0 ieu iai C 1 trg va friéu chirng. Co
thépthémtachmthlpred e e
5. CACDAC TINH nuo'c i1 HOC:
5.1 Dic tinh dwgc e
Methylpredmsoion la steroid c6 tac du khang viém. Tac dung khang viém clia no
tot hon prednisolon va ¢ xu h it gu’r natn va nudc hun Hiéu lyec twong doi
clia methylprednisolon it nhat gap lan hydrocortison, . -
3.2 Dac tinh dwerc dong hoc
Duoc dong hoc clia methylpredmsolon tuyén tinh, khéng phy thudc vao dumg diing.

Meﬂ'lylpradmsohn dugc hap thu phanh va dat nong dd dinh trong huyét tuong khoéng
1,516 2,3 giér & moi libu eog sau khi uong & ngwdi I6n khde manh binh thudng.
Sinh kha dung tuyét déu clia methlyprednisolon trén ngudi binh thudmg, khde manh
nhin chung cao (82% dén 89%) sau khi uong.

Phan bo:

Methylprednisolon phén bo ng c4c md, qua duoc hang rdo méu ndo va tiét vao

trong sira. Thé tich phan b6 Did, R hude 1 khodr 91, 14 ng Methylprednisolon
gin Vi protein huyét twong ngudi voi ty 1é khodng 77

% ngui, methylprednisolon duoc chuyén hoa & gan thanh cac chét chuyén hoa bat
hoat, c4c chAt chuyén hoa chil yéu 13 2&: hydmxymethwg)redmsulon va 208 -hydroxy-
a-methyl redmsalnn Qué trinh chuyén hoa & gan chii yéu qua enzym CYP3A4 (Xem

danh tac thudc do chuyén hoa qua trung gian CYP3A4 fai myc 4.5 Twong

tac voi cﬁcthu khéc va cac dang khac cua twong tac).
Giong nhu nhiéu loai co chat cua CYP3A4, meth Ipregnlsnion c6 thé la co chat cho

| in, protein van chuyén hinh thD gan voi ATP {ABC) anh hu&ng dén sy
p-gyﬁ mﬁvétwngtécvﬁlcécloaamuﬁckhéc

Nua d{’ﬂ bén thai trung binh cliame glpredmsoton vao khoang 1,8 dén 5,2 gitr. Toc

d6 dao thai lakh 5dé Liphutkg
I{?»ésa ndiﬁ:ghmh uooéng ;ﬁnnéﬁ&émémtémméudﬁlwmmmwpredmsohn
¢

dﬁ'hgnantoén lam ng

Cacdulnéutl I&ms&ngmngvﬂtoﬂcb&ngmun vé tinh an toan thu thap duoc
trong nhiéu nam qua khi st dyng trén [am sang van (g béo cdo sau luu hanh cho
thay methylprednisolon an toan khi ding nhu mt chét khang viém cho cac.bénh

viém trong théi gian ngan.
Dua trenngcéc nghién ciru thd ng vé dugrc Iy hoc an todn, doc tinh lidu lép lai

& chudt (mice), chudt (rat), tho va chﬁ khi diing qua dudng finh mach trong mang

bung, dusﬂfl da) bap va qua duomg udng, khong xéc dinh dugc hi klz:abét ngo ndo.

Céc ddc tinh thay trong cac nghién clru Iléu lap lai la doc tinh dy kién sé xy ra khi
hoi nhiém lién tuc vai steroid vo thugng than ngoai sinh. .

i han & dong vat chua dugr thuc hién de danh gia kha nang gay ung

thu' viﬂﬂnaydugmmlﬁnhdmméummnhan

Khon chirng vé kha nang dot bién gen va nhidm séc thé khi dugc thir

nghaégn trongnr!r;ﬁt slt‘:r;tg nghién ctu thyee hién trén té bao vi khuan va dong vat co va.
tinh si

N h| ciru ve kha ndng sinh san & dong vat chua ﬂwqc thire hién @é danh gia cu
lh% éngungﬁysuyglémkhénérasmhsén ¢ bang chimg cho thay
corticosteroid gay giam kha ndng sinh

eroid da duoc ching minh la ruélﬂwlbnméuloawaikhl cho liéu
mmétuungvmlu% ummrongcr&cgr?gh%nmvésmhsén&mm cac loai

glucocorticoid nhu meth predmsolm ifuo'c ching minh la géyr di tat (h& ham éch
di a tang truding cung.
C BEACTIN DLC HOC

6 1 Cactad ‘
Medrol MnguL':mme bdt ngd, bot ngd khd, sucrose, calcium stearal.

Medrol 16mg: Lactose, bﬁtrgn sucrose, calmum stearat, paraffin ong.
6.2 Twong ky

%?.Jnf’;‘ﬂ‘iu d
mznnqg gsén XUAL.
Hadrul 1ﬁmg 24 thang kétu ng yrsén xuat

6.4 Bao quan
Baﬁquanfrnh&étﬁ@duﬁtm

Hodrolgn : Hop.3 vi x 10 vién

Medrol 1ﬁmg Hop 3 vi x 10 vién

Tiéu chuﬁnuﬁzha san :t;?t &

Nha san xuat: Pfizer Italia S.r. o

Localita Marino del Tronto 63100 Ascoli Piceno, ltaly

LPD date: February 14, 2014
Re{erence CDS date: July 24,2013

-

4231969.03.7

- - ﬂ g



