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- Thigu néng vA thurgmg 13 nguyen phit hay thr phét (hydrocortson hay cotson 4 thube, dupe v én sir
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Vigm khdp do vy nén + . Viém khopeap tinh do it
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*  Viém cft song dinh khap i .

* Viém bao hoat dich cAp va bén cip

+ Viém bao hoat dich quanh gan cdp tinh khong *
déc higu

2. Bénh hé thing tao keo Gt

Ding trong giai doan fram trong hoc dé iéu I uy b rong nhimg fudmg hap chon lpo cla:

+Lupus ban 6 hé thang + Bauda co do thép khop

Viém IbizAu trén

+ Viigm da co todn than (viém da co) » Viém ding mach & bao khong 1o
+ Thaptimcap
3. Bénh thuge vé da
+ Bénh Pemphigus + Usidangném
Viém da bong nisgc dang Herpes + Viynénlhéndng
.qﬂdwmu:mmaéﬁm nang (hdi chimg Stevens-+  \Viém da Bt b nhém thé ndng
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Viém da troc véy

4., Bénhdiing ! :
Kiem soat cac tinh frang di img néing hoc kind diéu ti 83 tha! bai v céc cach diu tj thong thutmg:
* Viém mii g ng theo miza hodc quanh nam. -+ Cac phan mg qué mén ugi thudc

+ Bénh huyét thanh ¢ Viém da tigp xic b
+Hen phé quén *+Viém da di rng do di fruyen (viem da cor dja)
5. Bénhvémat

(Cac qua rinh viém va i img man tinh v c3p tinh nghiém trong & mét v c4c phén phy cia mét nhur

+ Viémiogtia gidc mac do di img ViEm két mac dj img

+ Nniém tring gide mac do Herpes Zester Viém giac mec

+ Viémfin phong ’ + ViEmméng mach - ving mac
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mang mach s Al ol
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+ D gilp b niéu va giam protein nigu trang:h{i chimg than hur khang kém theo uré méu cao, hodc hii
chimg thén hu khdng rd nguy&n nhén hoéc do lupus ban d i ric.
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» . Viém loét dai trang
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phai ngimg thudc va chuyen sang iy phap diu tr thich horp hom cho bénh nhan. Néw sau khi diéu tr déi ngay

mémidn ngimg thude thi phai ngizng s i, Khdng droe ngimg dot ngdt.
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E@:::q_wva&gﬁougv_m; de dinh gi4 vé mircieu sir dyng. Nn mg hop can diu chinh lieu ki nhimg
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‘Diutri.cach nhétka ché 69 iéu corticostercid tro &uﬁmm?gmngﬁ.&u;ﬁsﬂggamaﬁnag
séng cach nhdl (mét ngay udng - mit ngay ngh). Muc dich clia cach diéu 1 nay 14 gidp cung ¢ap cho bénh
nhan mét mix o duge 1§ dai ngay ma vén Gat duye nhimg ¢ dyng 66 loi clia corticosteraid rong ki han
chi den mie. ol thieu cic tc dung kning mong mutn, bao gam U ché truc tuyén yén ~ thugng than, rang
théi gia Cushing, ho chig cai thuoc va irc ché sy phét rién il rd em.
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Chang chidinh dGt v nhing bénh nhan:

+— Nhiém ném toén thén - :

+- - Qua mén i mehypredrisclon hod batky thanh phin ndo ol thud.

Chdng chi dinh st dung véc-xin séing hodc véc xin séng gidm 6d¢ e cho bénh nhan dang ding cac lidu
corticostercid (e ché mien dich,
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Téc dyng éc ché min dichl Téng nguy conhigm Khudn .
Corticostercid cd thé lam tang nguy cor nhiém khudn, che I3 mit sO déu higu nbiém khudn, va cac nhiém khudn
i o6 the xdy ra khi dang dung coricosteroid. C6 hé & hién tirgng gidm dé khang va mét khd naing khu tni
nhiém khudin tai chd khi st dung corti ¥ zamasa::i 2y benh bao gom nhiem virus, vi khuan, nam,
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$iz yng cortcastenid ong benh o hogt 6o g han & cac romg hop o i an e hoc hé bing
phatcap tinh, rong d coricosteroid e dng Ge ke saatbénh, kéthop vén phéc dd khang ao thich hp. Kii
orticosteroid e chidinh & bénh nhén o tiem tang hodc phén g v tubercuiin, c3n theo 65 chat ché vibénh
o the i phét. New ding conosterod keo i rén nhimg bénh nhan ny, cin 7 phong cic thubc knang o,
B4 ¢f bdo cdo vé u Sarcdm Kaposi & bénh nhn ding u phip corticosteroid. Khi ngimg corlcosteroid 03

the s& thuyén giam trén |am sang. f %
Vailr i cortonsterod rong soc Ahiém khun con chura 15 rng, cé nghén cdu ban @i cho thiy e c céc
8c.dyng 4 oi cling nhu cé anh hufng bt i Gén dy, viéc bd sung corticosteroid duar cha ring ¢4 loi cho
bénh han durgr xéc dinh 14 s6c nhiém khudn va b i nang thugng thén. Tuy nhién, viéc si dung thurong
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dieu tjbang iy phép coricosteroid,Can e hién cc bign phdp phong ncga thich hop i knibét dau déu
In, déic biétIa ddi vdi nhikng bénh nhan ¢6 tien sd] ing vai bt ky loai thude no.
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Thude chong i duromg [Vi coricosteroid c4 thé tam tng ndng A glucose tong mau,
: cén du chinh liéu kvemg thude chang By drd
Thuoc chong non Ucche CYP3A4 (va I3 cor chat)
- APREPITANT
- FOSAPREPITANT
[Thudc khang nam (e ché CYP3Ad (vé la co cha)
- ITRACONAZOL
- KETOCONAZOL
Thudc knang vius. (e ché CYP3A va fa oo chit) ; ;
- Céc thudc U che HIV -protease 1/ Cac chat (rc che protease nh I indinavir va ritonavir cd the|
am tang nong ) corticosteroid trong huyet fuong. ,
2/ Cac corticosternid cd the [&m ting s chuyén hda cia cac thudc
i ché HIV —protease dan i gidm nong 9 trong huyét twomg,
Thudc (ic ché aromatase Uc ché thugng thén do aminoglutethimid cé the fam tram|
- AMINOGLUTETHMID irong thém nhimg thay ddi vé noi tiét phat sinh tr iéu phap
alucocortionid kéo déi.
Thudc chen kénh Calci (Fc.ché CYP3A4 (v 3 co ch)
- DILTIAZEM
Thuoc irénh thai (dang uong) Uc ché CYP3A4 [va 1 cor chd)
- ETHINYLESTRADIOU/
NORETHINDRON
Nue ép bt e ché CYP3A4
Thudc (e ché mién dich U che CYP3A (vala corchit) o
|- CYCLOSPORIN 1/ Khi dling dong thd cyclosporin v methyiprednisolon ti s
hién su (ic che chuyen hod lan nhau, Vi vay, cac tac dung khong|
mong muon khi ding riéng mai thudc ¢4 thé s& de xay ra hen
khi dling dong ther, -
12/ B £0 béo cao ve hién trgng co gidt xdy ra khi ding ddng thoi
ip 1va cyck
Thud (e ché mién dich Co chit cla CYP3A4
CYCLOPHOSPHAMID
TACROLIMUS
Thudc khéng sinh ho macrolid Ut ché CYPIAG (va I3 cor cha)
CLARITHROMYCIN
ERYTHROMYCIN
Thuoc khang sinh ho macrolid Uc che CYP3AG
- TROLEANDOMYCIN
CacNSAID thudc chding vém knang serci) 11 Ty 18 xuat huyet eu hoa va 0él da G2y o e ng Khi ding
-ASPIRIN (acetysalicyc) iu cao melhyiprednisaion ciing v cac thubc NSAID. ’
2/ Methyiprednisolon oo thé Iam ting 69 thanh thal ol aspirin Béu
a0, dén dén giam nong df salicylat huyét thanh, Ngimg diéu b
béng methylprednisolon ¢ thé lam ting ndng d6 salicyat trong
huyet thanh, dan dén tang nouy cor ngd ddc sali |
Thude Em giam kel Kt ung corcosterid g 7o voicéc i huoc m gim kel
(b athudclgi by thiazid hosc thude i beu qual), bénh nhén cin
dirorc theo i chit ché sy xuat hién cda ching ha kali huyé. Nauy
o0 ha kal huyét cling ting khi st dung ddng the corticosteroid|
w1 amphotericin B, cac wanthen hosc thudc chi van beta 2.

46 Kha ningssinh san, thai ki va cho con bl

Kha néng sinh sin

Céc nghien ci rén 6dng vat da cho théy 2 corticosteroie 14m suy giém khd néng sinh sin (xem myc 5.3 Dip
liéu an toan tién 14m sing).
Phy nircd thai "
Mgt 6 nghién ciu trén djng vét cho théy 0 id diing cho me v fiey
€9V i coricosteroid khong iy it bém it khiing chophund chthal.
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WGt 58 cortionsleroid de dang qua dugc nhau thai. Mt nghién ctru dang hdi ciru cho thay cb sy ting ty 16 tré
sifth thiéu ¢an & nhimg bé me ding corticosteroid. O nguoi, nguy cortré bi nhe ca kh sinh dureng nh ¢4 ién
quan d&n iéu ding va o thé dirgc giam dén mire ti thi Ea.uu_%&&o_m:ﬂasamaaﬁuag.qa
50 sih ti nguri me: 83 ding coricosteroid wi Béu déng ké trang the ky mang thai cén gt theo diva dénh
g can thén ve cac dau higu suy thurgng thén, dil higm gap cac tnrong hop suy thugng than & tré so sinh bi
phoi nhiém voi coricosteroid ngay K trong ti cung.

Chua bt dyng i cofcosteroid ol qua Tinn b davasanoon, ’
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Phy ni¥ dang cho con b . . ,
Corticosteroid biitet duyc quasirame. S phan bo el corlicosteroid vio sira me cd thé o ché st ting fruimg
vagay can i viec san xuat glucocorticoid 1disinh & e dang b Thudc ndy chinén duge sir dung trong thdi gian
cho con bi sau khi can nhac than trong ve mit ko ich-nguy cor clia ngurdn me: va té sorsinh,

47 Anh hurdng lén kha néng 14 xe vé vin hanh may moc
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thong. Cac téc dung khang mong mudn nhu choang vang, chang mit, i loan thi gidc va mét mdi c6 thé xdy
ra sau khi Gieu tj bang corticosteroid. Neu bi nh huromg, bénh nhan khing nén lérxe hay vén hanh may moc.
48 Tacdungkhongmongmudn

Téc dyng khong mong muon va tan s6 duo liét ké trong méi hé cor quan

6t gy it Toy v,

Phén loai theo hé co quan [Tac g [Tan suat (%)
Nhiém triing va nhigm ky sinhtring | Nhiém triing cor héi Khong &
Neiém tring Khong 5
* [Viém phic mac’ Khdng &
Roi loan méu v& hé biach huyét Téng bach cau Khang 1d
Roiloan hé mien dich Phén g qua man wi thuoe Khang 13
Phan (mg phan vé Khong 6
Phan (mg dang phan vé Khang
Ral loan ngi tiet Dang hdji chimg Cushing ang 1
Suyfuyényén Khong
Hi chimg nalmg thude steroid B
Roiloan chuyen hoavé dinhdudng  |Nhiem toan chuyén hoa Khong rd
[ nati Khong 15
[ dch Kidng 15
Ha Kl mau do e Khéng 18
Roi loan m& mau IKhéng 16
Giam dung nap glucose Khéng 18
Tang nhu cau insulin (hoge céc thude ha |Khang 6
|duremg huyat dudng udng & bénh nhan
. | dithdo dvimg)
(Chimg fich mér Knéng 1
Tang im gidcthéman hécdn  [Kndng 1
d€n tAng can)
IRéiloan m han Rgiloan cam xic (bao gom Bm rang _|Kheng
ram cam, tim trang hung cam, cim
xic khdng on dinh, phu thude thudc, o
j dinh b 1)

Roiloan hé thén kinh 7
kem phil gai tang ap

{Ching hay quén
R0i loan nhén thirc
Chéng mat
Pauday

R loan mét Héc véng mac
Buc thily finh the
Téng nhan 3
L5imét

Ro loan tai vé tai trong " {Chong mat

Rdi loan fm ‘_Me?mmwngﬁ_@&&%:& Khing 16
Uy Co:

Réiloan mach Huytkhdi Khang 3
Caohuyétap |khong &
Ha huyétap ~|Khing s

@._s_;%paﬁaas% Nefén mach phéi Khong ©&
Néc ot ng 5

Réiloan téuhéa Loét da day (véi khé néng thing loétda._|Knang 16
cly va xudt huyel do loét da day)
Thing rudt Khéng '
[Xu huyét da day Khnong 18
ViEm yy Knang 16
|Viém thir quan gay loét Khong 1
Viém thyc quan Knéng o
Ddy bung khing 13
Bau byng Khéing 1
Tiéu chdy Khong 13
[Kn6 ey khng &
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(i tic dung baL i ol glucocericoid dbi v hé tm mach, nhu i logn i méu va ting huyet p, 00 the lam
nhing bénh nhén da cd 1 nguy corfim meach phal chi thém cdc. &nh hung fim mach khac, néy dieu i bang
fiu cao va k&0 dal. V] vay, ¢ s dyng corioosterod thé trng & ahiing bénh nhan nay va can ch y thue
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Budn nén Khéng 15
Roiloan da va cac md dudi da Phi mach Khéng r
Ram Knéng 16
Bom xuat huye Khong ra
B3 mau Kning
Teo da Knéng 16
Ban xuat huyét Khong ro
Tang el mohdi Knéng 1o
Van e da Khéng &
Phat ban Khong 10
Ngira Khng 0
May day Khong 1
Mun Xhang 16
RBiloan co xuwong va cac md fin ket [Yeu oo ingrd
Bau oo Khag 5
Bénh oo Khon, 5
Teo ¢y 0
Lod Knngt.
Hogi t xuromg Khing 6
Ga) pénh y Knong 1
Benh khop do than kinh Kéngo ]
Dauknop féngs
(Cham tang ruong Khongs |
Roiloan hé sinh san va vl Kinh nguyét khing deu . Khang rd .M_
IRoi loan chung va roiloan tai cho |Cham fanh vet thuong Khong
diing thude |Phisngoai bign Khong o 1
Vet méi [Knéng o
Kind chiu Knéng® -
Céc chi s0 xél nghigmicém ra Tang4plecnjinhdn Khing
(Giam dung nap dral Khng 0.
Giam kali méu Gng o
Tang calci rong nvoc B2 Knong
Tang men alanis aminokansferase  [Khong
Téng men agperiat ami Khang 8
Ting akaln phosphalase tong mau___|Khang 1
[Téing uee trong méu Knong o
(e one phan (mg véi cac xétnghiém  |Khdng rd
trén da’
Cacoenchimg dotu thual vin_[Gay xwemg do dé ép ojt stng Khing o
thurong vé ngd dge [Ditgin Kndng 16
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i iy ching JAm sang vé trrdng hop qué lieu corficosteroid cap inh, :
nmﬁéasnﬁn&%aéo 2D hay 1 vong do qua i cortoosteroi. Trong trrong hop qua v, khong
b thubo g e G3c hiéu, chi Gy i v g chirng.

Cérihé thim tich methylprednisclon.
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the che duEmphic mac hay cac dau hiu hoe 1 chimg khac éaquan Gen i loan b hoa chéng han
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B4 ¢6 D30 ¢40 v& inh trang 16 loan gan mat o3 thé e hi phuc s khi ngung liéu phap. Vi vay can o
nhimg bién phap theo d5i phi hop.
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i thude i ché then kinh pancuranium). Bénh oo cAptinh ny lanrong, c4 e fén quan dén céc oy
i, o vaco the chi. Tinh rang tang creatinin Kinge 0 thé xay ra. D cd bén rién vé mt
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Thanva tiet nigu
Cén than rong & bénh nhén bi xo ciimg bi hé théng vi d quan sét th g ting ty & bénh thén kich phétdo xo
cimg bi khi dling corticosteroid, bao gom methyiprednisolon.
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Chén thuromg, nhiém d6e va cac bién chimg phau thut § A
Cortcosteroid ding toan thén knang durgr: chi dinh va co 86, khonenén ding 6 Giéu b chan thurong s9 nao.
Mot nghién ciu a trung tam cho thay 1 18 vong ting 1én tai thoriém 2 tuan va 6 théng sau chén fhuomg &
bénh nhén dieu b bing methyipradnisolon natri succinat so i giéduerc. Moi quan hé nivan qud vi visc Giey
qnw Hﬁu E_._.%xﬁ_.‘uﬁanaﬁg natr succinat chura dugr thiet 13p.

n

Do bién chimg khi iéu 1 bing glucocortioad phy thude vao u vahoi gian diuyt, quyét i i i phéi e
1rén su cAn nhic g corich i v ting insemg hop riéng v thot gian diéu I cing phéi drgt ¢n nhac
hoéc ding hang ng cach nhat

Nen ding iéu hép nnét ¢ higu qua cda cortiostercid dé ki 92t i hinh it va ki o8 hé giam 1
thinén giam i 10,

Aspiin va cic tubo chng vism Kndng steroid o3 6uoc it dyng han rong ki kéthop v cortcosteroid.
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Iam thay d0i sty chuyen héa glucocorticoid bang cach gay cém tmg (diéu ho (rcché enzym CYP3A.
Q.a%:.&g&n<$k-g§macﬂwn&m=§m==o<8£§.5gﬁngn?&gja_%ﬁ
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chatifc ché GYP3A, nén chuan By methlyprednisolon d& réin bi ngd de steroid,
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methyipredniscion ¢4 thé bi nh huimg, do 6 cén o s GRu e (g lies dling ciia methylprednisalon. C3
hé cac e dung knong mong mudin khiding riéng mé thudc 52 68 iy rahom khiding dang thot cac thudc i nhay.
Nniimg thudc khang cd hidu mg qua frung gian CYP 3Ad — Céc furong tac va tac dyng khac xdy ra.véi
methyiprednisolon durcc kinh by fong bang 1, .
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Bang1: g tic/ anh hudng quan trong
Phén loai thuoc— Twrong tac/ Anh hubng
Thuoc hodc hoat chat
Knang khuan CHAT (G CHE CYP3A4. Ngoai ra, methyiprednisolon o hé lam|
ISONIAZID tang the 6 acelyl hoa va 8 thanh thai cla isoniazid.
Knéng sinh, Thudc knéng lzo Chét cém g CYP3A4
- RIFAMPIN
[ Thudic chéng dong (dang udng) Téc dung cli methylpredhisolgn rén thudc chong déng drong
uéng ci thé thay 60i. D3 8 nhiu béo c20 vé iéc tang hay giam
e dung clia thudc chong dang khidiing chung Wi corcosteraid.
Chinh vi vay, phéi kiém ra cac chi so déng mau 68 duy 1 tac
dung mong mudn cila thuoc chang dd
Thuoc chang co giat Chat cam img CYP3Ad {va la-oo chaf)
- CARBAMAZEPIN
Thudc chang co giat Chat cam img CYP3A4
- PHENOBARBITAL
PHENYTOIN 3
Thuoc khang cholinergic Cac cortcosteroid ¢4 the kam anh huedng dén tc dung cla cic
- CHEN THAN KINH CO' thudc khang choinergic /
1. D400 ba0 c30 v bénh o cap tinh khi st dung i cao céc
cortcosteroid dbng thovai cécthudc khang cholnergic e
cc thudc chen than kinh cor (Xem muc 4.4 Canh bao dic
biét va than trong déc biét khi sir dung, Co xueng d2
cotémthongtn). i
2. Dacdbdo c40 ve tinh ddi khang clia tc dyng be ché than)
kinh oo clia pancuronium va vecuronium trén bénh nhan)
ding cortcosteroid. Tuomg tic nay o thé xay ra véi 14 ¢3
cac chét chen thén kinh oo of finh canh ranh.
Thuoe U che enzym cholinesterase Steroid o the [2m giam c4c t¢ dyng cla thude (e ché enzym
cholinesterase diing trong diéu r chifng nhurge o0
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lwrgg sau khi udng & ngudi lon khde manh binh th . Sinh khé dyng tuyét doi cla methlyprednisolon trén
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i yéu b 20a-hydroymethylrechisolon va 205 -ydroxymethyloredisolon. Qua inh chuyen hoa & gan chd
yéu Gua enzym CYP3A4, Xem danh séch huomg tc thubc do chuyén hda qua trung gian CYPIAG taimyc 45
Tuong tc véi céc thude khac va cac dang twong tic khéc. 3 3 d
Giéng nhur nhiéu foai co chél ca CYP3A4, methylprednisolon c6 the 12 co chat cho profein van Chuyen
p-glycoprotein phan ho ABC g&n ATP, anh hirdmg Gén sy phén 3 v wong tc vai cc loal thuoe khic.
Thaifrir.
N 0o ban thdi ng binh cla methyiprednisolon vo khodng 1.8 dén 5.2 gid. Téc 89 bén thd ting thé 14
khodng 5 dén 6 mLphutrkg.
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Diva frén cac nghién ciru théng thixomg Ve dunt I hoo an todn, @ finh u 1p ai & chudt nhat, chudt cdng,
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Methylprednisolon chira Guroc dénh gid chinh thirc vé kha nang gay ddt bién, Tuy nhién, methylpredrisolon
sulfonate, ¢0 ¢u ic twong ty nhue methylprednisolon, khang gay dit bien bat ké co kich hoat trag doi chal
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{PNF) cd céu tric fwomg te nhie methylprednisolon, khing gay gt bien bat ke cd kich hoat trao 00i chat hay
khéng & Salmonel: ( .@30%96megssﬁmaﬁmﬁm@mQStﬁqs.qgnagmoB
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tinh sinh san;
Corcosteroid 63 durrc nhan thiy ¢d 1am gidm kha ndng sinh s3n khi diing trén chuft cdng. Chudl cdng dye
dugrc cho ding cortiasterone voi céc liéu 0, 10, va 25 mokgingay bing phurong phdp 8m dudi da mot Un
hing ngay frong 6 va giao phdi véi con cAi khong ding thub. Ligu cao dugrc giam rubng 20 mokglngay
sau Ngay 15. D quan sétthay giém s krong i giad e, Gay cd thé B do gidm rong luong cla cor quanhu.
S5 @ém trimg lam té va s6 bao thai séng gidm xubng, : ke
Corticosteroid 03 G chimg minh & gay quéi thei & ahiulod 6éng vl K cho e bromg dvong véiéu &
Nt Trong cac nghién ol veé sinh san & dng vat, cac loai glucocorticoid nhur methyiprednisclon ¢8 durc
chimg minh i ang § 1 di 3t {nd ham Ech, i 3t xuong), i vong phoi bdo thainhi{vi d ing ty € tihap t)
va cham ting frwomg frong tlr cung.
6. DACTINHDUGCHOC
6.1 Danh myc ta duoc
Medrol® 4mg: Lactose monahydrat, tinh bt ngd, sucrose, calci stearat
Medrol® 16mg: Lactose monoftydrat, tinh bt ngs, sucrose; calc stearat, paraffin 16ng.
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63 Handing ; ;

Medrole 4mg: 36 thing ke ir ngéy sén xudt
Medrol® 16mg: 36 thang ke tir ngay sén xuat.

64 Than trong dac biet khi bao quan

Bao quan & nhigl d6 khdng qua 30°C.

65 Quy cich déng goi
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Medrol® 16mg: Hop 3 vix 10 vién
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7. _ TEN, DIA CHi CUJA CO SO SAN XUAT THUOC
Nha san xuat: Pfizer Htalia S.r). :
Localita Marine del Tronto, 63100 Ascali Piceno (AP), Y.
*Nhan higu da dang ky
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