https://trungtamthuoc.com/

,:_3} VAN PHONG ™ 2

e/ DAl DIEN e
'?’:[r:uTq.:-.H PHE =
- HO CHI mrm ,r.a-gf

LPD Tiwle Merh Q':-mdm sl oetite

LPE Diate Avegruxt 300 2044
Caumniry: Viendam
Referenpe: COS Versaon 120 Referemce CIO8 dirre: 10 Augist, 2016

DEPO-MEDROL"

Rx

CANH BAO PAC BIET:

Thude nay chi diing theo dom cia bic s§.

Poc ki huimg diin sir dung trude khi ding,

Néu ciin thém thong tin xin hoi ¥ kién bic sy,

Thing bio cho bac sj nhiimg tac dyng khéng mong mudn gap phii khi sir dyng thude.
Khiing diing qud liéu chi djnh.

Khing sir dung thuiic di qu:i han dang,

DéE xa tim tay tré em.

1. TENSAN PHAM:
DEPO-MEDROL,
2. THANH PHAN DINH LUQNG VA DINH TiNH

Methylprednisolon acetat 40mg/mL

3. DANG BAO CHE -
Hén dich tiém.

4.  DPAC TINH LAM SANG

4.1, Chi djnh diéu tri
Chi sir dyng corticoid dé diu trj tri¢u chimg, trir céc truémg hop rdi loan ndi tiét ding
corticoid d¢ diéu trj thay the,

A. Tiém bip

Methylprednisolon acetat [DFPO-MEDROLT“}I khéng thich hop dé didu trj cdc truémg
hgp cap tinh nguy hiém t&i tinh mang, Khi cin ¢f tac dung hormon nhanh va cudmg dg
tdi da, thi ¢o chi dinh tiém tinh mach logi methylprednisolon natri succinat (SOLLU-
MEDROL™),

Khi khing ding duge duémg uéng va ham lugmg, dang bdo ché va duimg ding cia
thude nay phit hop dé diéu trj, thi tiém bip DEPO-MEDROL™ durge chi djnh nhur sau:

Chéng viém

1. R6i loan thip kb
Bicu Ir| b tror duy tei (lam giam dau, li¢u phap van déng, vt Iy tri ligu...) va diéu tri bd
irgy ng&n ngay (dé gitip bénh nhin kiém soat giai doan l:,ap tinh hodc dot kich phat)
trong:
e Viém khop vay nén,
e Viém cit séng dinh khip
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Péi vii cde chi dinh dudi diy, néu co thé nén wu tién tiém tai chi:
s Viém xuomg khop sau chin thuong
= Viém mang hoat dich trong viém xuong khdp.
e Viém khop dang thip ké ca viém khép dang thip & thiéu nién (mét sb trudmg hop
chon loc ¢d thé ding liéu thip duy tri),

s Viém bao hogt dich cép va bén cdp.
e Viém mom 16i ciu xuong.

e Viém bao gan cip khong dic higu.
s Viém khép cdp tinh do g,

2. Bé & thiing tao keo

Trong dot kich phat hoge didu tri duy trl trong cdc tnrémg hop chon lge nhu:
¢ Lupus ban dd hé thing

s Viémda ca toan than (viém da co).

= Viém tim cip do thap.

3. Bénh vé da -
» Bénh Pemphigus (bénh bong nude ty mién trén da vi niém mac).
Héng ban da dang thé nang (hdi chimg Stevens-lohnson).

Viém da trbc vay.

U sii dang ném.

Viém da bong nude dang Herpes uhuoc lya chon hang déu la sulfon va diéu tri bing -
céc glucocorticoid tac dung toan thin dé bé 1rg).

4. Tinh trang di in

Diing dé kiém soat céc tinh trang dj img nding hodic khé chira khi da that bai véi céc cdch
diéu trj théng thudmg nhur:

Hen phé quin.

Viém da tiép xile.

Viém da dj img.

Bénh huyét thanh,

Viém mii dj fmg theo mita hodc quanh nim.

Cac phan img qua min vai thudc.

Phén img may day khi truyén thube.

Phil thanh quan cap khéng nhiém khuin (thude lra chon hing dau |a epinephrin)

T I T T
SaPIEI

5. Cidc hénh vi miit
C‘ac qué trinh viém va dj img man tinh vi ¢ép tinh nghiém trong & méit nh:

s  Nhiém triing gidc mac do Herpes zoster & mit.
e Viém méng mét, viém ming mit-thé mi,

+ Viém mang mach-vong mac.

« Viém mang mach nho khuéch tin phia sau.

s Viém thin kinh thi gidc.

6. Bénh titu hod
Dé gitip bénh nhén qua khoi con nguy kich cia bénh trong:
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¢ Viém loét dai rang (dieu trj toan than})
« Bénh Crohn (diéu i 1odn thén).

7. Tinh t[ﬁ g phi
« D gmp bai nidu hodc giam protein nigu trong hoi chimg thin hu ma khing kém

thea uré huyét thude typ ty phit hodic do Lupus ban da.

8. Bénh hd hiip

& Bénh Sarcoid ¢d trigu chimg.
Nah dic be-ry]n
Trong lao phai lan tha hodc bing phat cép tinh khi ding déng thai vai hoa tr ligu
khding lao thich hop.

s Hji chimg Loeffler khang thé kiem soat duge bing cdc phuong phip khic.

»  Viém phéi hit

Dién tri edc riri loan vé mign va ung the

1. Eﬁi loan vé miu -
s Thiéu mau tan mdu mic phai (twr mién)

» Giam tiéu cdu thi phat & ngudsi lom. 1
e Chimg giam nguyén hong ciu (thiéu mdu h&ng ciu}

o  Thiéu méu gidm sin bdm sinh (dong héng ciu). {

2. Cic bénh ung thr e ¢
Pé diéu trj giam nhe trong; '
e Bénh bach céu va u lympho bio -

« Bénh bach ciu cap & tré em

Rdi logn ngi tié1

e Suy vi thugng than nguyén phit hofe thir phit. 5
o Suy vé thigng thin cap tinh (hydrocortison hofic cortison I thude duge chon lya. ;
Cic ::hﬂt ding ddng logi tong hop cé thé ding ciing voi mineralcorticoid khi cén
thiét, dbi vai lrc sor sinh, viée bé sung mineralcorticoid déng vai o quan trong), T
e Tang san tuyén thuemg thin bim sinh. \
e Tang calci mau lién quan dén ung thur. i

s Viém tuyén gidp khéng sinh mi.

Cete ohi dinh khae

¢ Lao ming ndo ¢o tic nghén khoang dudi nhén hode doa tic khi ding dong thai hoa
trj liéu khang lao thich hop.

s Hé thin kinh: dot kich phat cdp tinh ciia bénh da xo cimg.

B. Dé tiém vao hoat dich, quanh khép, véo cie tii hode mé mém (xem myc “Cinh bio
vil thiin trl;mg dac bigt khi sir dyng™)

DEPO-MEDROL™ duge chi dinh diéu tri bd rg khi diing théi gian ngin (dé gitip bénh

nhiin kiém sodt giai dogn cip tinh hodc dot kich phat), rong:
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« Viém ming hoat dich trong viém xuong khap.
Viém khép dang thip.

Viém bao hoat dich cip va ban cip,

Viém khép cip tinh do gat,

Viém mom 1] cdu xuong.

Viém bao gin cip khing dic higu.

Viém xuong khép sau chin thuong.

« 8 & & ® @

C. Bé tiém vao trong vél thuem

Chi d|nh DEPO-ME DROL™ dg tiégm viio vér thumg trong cac truémg hop saw:

Seo 161, ¢ac tdn throng khu trii phi dai, thim nhiém, viém cta
s Cic bgnh lichen phing, mang vay nén

L hat

Lichen don man tinh (viém da thin kinh),

Lupus ban dé hinh dia.

Rung téc.

Con ¢6 thé ding DEPO-MEDROL™ trong cdc khéi u nang hoge gin co.

-

4.2 Liéu dﬁug va phwong phap sir dung %
Vi b thé xav ra twong kv vit IV, khéng nén pha lodng h én_lan methviprednisolon
acetat, voi dung dich khdc. Cén kiém tra hén dich tiém bang miit thudmg trrde khi tiém

wiio bit cir liic nao co thé quan sat duge xem o tiéu phin la hay 6 d6i mau hay khong. .

o

AL Tiém bapde dat tic dung todn thin
Liéu tiém b&p s& thay doi tuy lheu bénh dang duge diéu tri. Khi mudn cd tac dung kéo
dai, ¢o thé tinh todn lidu hang tudn bing cich nhin lidu ufing hang ngiy vai 7 va tiém
bép | lin duy nhat,

C6 thé xdc dinh liéu cho timg cd thé wy theo mirc 46 niing ciia bénh va dép {ng cla
bénh nhan.

Vi tré nho va tré em, can giam liéu, nhung liéu lugng s2 bj chi ph(:ri bai mie 4§ trém
trong cia bénh hon 1 bai sy wén thi nghiém ngat ty 1€ chi din theo tudi va the trong.

Liu phap hormon chi 1 bé trgs, chir khong phai Ia sy thay thé cho ligu phip thuimg
quy. Cin phai gidgm liéu hodc ngimg tir tir khi da ding thude trong théi gian vuet qua
vii ngay, Mirc d¢ niing, tién Im;mg v mirc do kéo dai cia bénh va phan img ctia bénh
rhdn vdi trj ligu 1a nhimg }eu 16 chir yéu trong xdc dinh lidu qung Néu mdt thiri ky
thuyén giam tr phit xdy dén trong mdt bénh man tinh thi nén ngimg diéu tri. Cac xét
nghiém thuémg quy trong phong thi nghiém, nhir thir nude tidu, glucose-mdu sau bira &n
2 gio, xac dinh huyét dp va thé wrong, chup X-quang nguc céin duge thue hign dinh k¥
déu dan trong ligu phip kéo dai. Chup X-quang duémg tiéu hoda trén la viée cin lam &
bénh nhin ¢ tién sir loét hodc khé tiéu rd réw.
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Vd‘: bénh nhin o6 hdi chimg tuyén thirgng thin-sinh due, ciin tiém bip 40 mg, c6 thé 2
tudn mét lan K thich hop. DE diéu tri duy tri cho bénh nhdn viém khop dang thip, ligu
tiém bﬂp hang tudn s& thay doi tir 40 dén 120 mg. Liéu thuémg ding déi vii bénh nhén
¢t tén thuomg da duge ding ligu phap corticoid todn than la 40 dén IZU mg
methylprednisolon acetat tiém bip hang tudn, kéo dai 1-4 win. Trong viém da cdp tinh
nghiém trong do chat djc thutmg xudn, l'n;nh 6 thé d& trong vong 8-12 gidr sau khi tiém
bap mot liéu 80-120mg. Trong viém da tiép xiic man tinh, €6 thé can phii tiém Iap lai dr
khoing cach 3-10 ngay. Trong viém da ting tiét ba nhom, lidu hing tudn 80 mg co thé
dit dé kiém sodr bénh.

Sau khi tiém bip 80-120 mg cho bénh nhan hen, bénh cb thé di trong ving 6-48 gid vi
higu lyc nay kéo dai trong nhidu ngy téi 2 tudn, Tucng tr, & bénh nhin viém mii dj
{img (cam mao}, mit lidu tiém bip 80-120 mg c& thé la.m gidm nhe cdc trigu chimg so
miii trong vong 6 gidr va hidu lyc nay s& kéo dai trong nhiéu ngay tdi 3 twan.

Néu c6 diu hi¢u cila stress trong thoi gian dang duge diéu trj, cdn ting fiéu. Néu cin c6
thc dung noi tiét nhanh véi cudmg 89 cao nhat, cd thé chi dinh tiém tinh mach
methylprednisolon natri succinal ¢6 d§ hod tan cao.

B. Diing thude tai chd dé cd 1ac dung cuc bd

Khi sir dung liéu phap diéu tr vai DEPO-MEDROL™, vin eén thiét phai ph&: hop v
cac ligu phap thong thuémg khic hay duge ding, Mie di phuong phip digu trj nay sé
cai thién cée tri¢u chimg. nhung khing phéi [ mdt bién phdp chira khoi bénh va hormon 5
nay khéng ¢d tdc dung trén nguyén nhin gay viem. \

. Viém khdp dan thip vi vié
Lleu dé tigm trong khép phy thude vao kich thude cia khdp va mire do trim trong cia

bénh & timg cé thé bénh nhan. Trong cde trudmg hgrp man tinh, c6 thé tiém nhic lpi cdch
quing trong tir 1 dén 5 tudin hode hon, tuy theo mite d§ thuyén gidm cia bénh dat duge
tir mli tiém diu.

Céc liéu duge ding trong bing dudi ddy 1a chi din chung: "
Bing 1. Chi din chung vé liéu ding A

Kich thude khép Vidy Pham vi li¢u {
To Khop gi 20-80 mg
Mat ca chian =
Vai
Trung binh Khuyu tay 10-40 mg
Co tay
Nhé Xwong dot ban tay- ngon tay 4—=10mg
Gian ddt ngon

Xuong tre = don
Mom cung vai - don

Cich tién hanh:
Nén xem lai giai philu cia khdp cd lidn quan trurde khi tién hanh tiém trong khdp.



https://trungtamthuoc.com/

LD Tirke: Methylpredonsoldone averan
LAY Blerte: Augrase J0. 2018
Coaursy: Fietmam
Raforence: COF Verxno 120 &.ﬁ-m CIUF irse: 10 Avcpwss, N1 66
Bé dat tic dung chiéng viém du_v du, diéu quan trong 13 phdi tiém vio trong khoang dich.
Ding cing k¥ thudt v0 khudn nhir ¢é choe dng sdng thit limg, mot kim tiém vo khudn
e 20-24 gauge (trén mdt bom tiém khd) duge dua nhanh vao trong khoang hoat d;ch
Gy 1@ tiém ngam vdi procain 13 cach duge chon lya. Hir thir va: g:Ql dich khcrp dé
kiém tra kim d& vdo trong khoang khép, Vi tri tiém dbi véi méi ) inh
bdng vi tri & nei md khoang hoat dich & mirc néng nhat va khing cd mggh may hay diy
thin kinh lém. Vi kim tiém & ding chd, bo bom tiém hit ra va thay thé bing mt bom
tiém thir 2 chira mét lugng DEPO—MEDROLT“ mong mudn. Kéo éng bom lén mot chit
dé hiit hoat dich va dé chic chin ri’mg kim vin & trong khoang hoat djch. Sau khi tiém,
khop dugc di chuyén nhe nhing vai lan dé gitip trin lin hoat djch vao dich tree. Vi tri
tiém dugc bang voi mt bing vo khudn nha.
Nhimg vj tri thich hgp dé tiém trong khép i edc khép gbi, mit ca cha.n b 1av, khuyu
tay, vai. dét ngdn va hdng. Vi viée dua kim vao khip hdﬂ_g 14 twomg dbi khé khin, do
vay cin thin trong dé trénh dung vio moi mach mau IlJn gan d6. Cée khap khang thich
hop cho \rn}c tiém 13 cac khdp khing cham i dige vé mat gii phu, nhwr cde khap cft
sﬁng v cc khép nhir khﬂp xuong cing-chdu ma khong chira khoang hogt dich. Céc
thit bai trong diéu trj phén lén la két quE. cin thit bai trong vigc dua kim vio khoang
khdp Sé cd it hoic ihnng cd higu qua néu Liém vio mé bao quanh. Néu gip thit bai khi x
céc miii tiém duge xac dinh chic chin 13 d3 vio khoang hoat dich, duge xde dinh biing -
cdch hdt dich khop, khi do I{ap di lap lgi cde mii tiém thuimg khong mang lai lei ich. \
Ligu phﬁp ding thude tai chd khéng 1im thay déi qua 1rmh car ban ciia bénh va bdt ki lac
nao co thé dugce, nén sir dyng lidu phap todn dién, bao gdm vét I¥ trj lidu v hiéu chinh
chinh hi nh
Sau khi tién hanh ligu phip tiém trong khép corticosteroid, cin thin trong dé T,ranh ng
djng qui mirc ddi véi nhimg khép da dat duge higu qua diéu trj trigu chimg, Sy bét cin
trong vén dé nay ¢ thé 1am ting su phd hiy khép va lam mét di ¥ nghia didu trj coa
steroid.
Khong nén tiém nhimg khop khung én dinh. Trong mt 6 truwémg hgp, tiém trong khap
lap lgi 6 thé din den s khiing 6n dinh ciia khip, Nén chup X-Quang sau khi tiém dé
phal hign nhimg tén thuong khap., .
Néu giy 1& tai chd duge tién hanh trirde khi tiém methylprednisolon acetat, cin doc k§ !
hwdng din sir dyng thude gy 18 vé wén thi tht ca cie canh bio,

2. Viém tii ;
Chuan bj viing xung quanh vi tri tiém theo nguyén tic vo khudn va tgo md1 nét phang & !
vi tri tiém vii dung dich procain hydrochlorid 1%, Mot kim tiém & 20-24 gauge lip
viio mdt bom tiém khd duge dua vao trong tii va dich duge hit ra, Gilr kim tgi chd va
thay bom tiém hit b&ng mét bom tiém nho chita liéu thude mudn co. Sau khi tiém, rit
kim ra vi bing vii mét biing nho.

LAl

3. Nhimg bénh khdc: hach, viém viém mém 16 cdu xuron:
Dé didu trj cde bénh nhu viém gin hodc viém bao gén, cin thin trong. tién hanh sdt
khuéin thich hgp trén bé mdt da truée khi tiém dich treo viio trong bao gin thay vi vio
trong chét cia gan. Ct‘: thé d& sﬂ:r nin cie day chﬁﬂg khi dudi ra. Khi dﬁ trj e bénh
nhr.r viém mom 15 edu xuomg, ¢in thin trong phac ra khu vire ¢6 sir nhay eam dau Iém
nhat, sau do dich treo dirge tiém thim nhiém vio khu vire néy. Dol véi cae hach va bao
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gin, cin tiém dich treo truc tiép vio trong nang. Trong, nhiéu trwdmg hgp. mét mili tiém
gily gidm & rét kich thude cioa u nang, ¢d khi cdn cd thé lam bién mat u.

Lidu didu trj cdc trigu chimg khic nhau cua cde 16 chire c6 chu triic Lén hoje i 4 duge
liét ké & trén s2 thay ddi véi bénh dang duge didu tri; lidu thay déi tir 4mg dén 30mg.
Trong céc bénh tai phat hodc man tinh, c6 thé ciin phii dp dyng cic lidu tiém 1gp lai.

Cén tudn thi céc bién phap thin trong vé khudn thuémg ding cho mai lin tigm.

4. Cie lidu tiém dé c6 tac dung tai chd trong cdc bénh vé da
Sau khi lam sach v&i mdt chat st khuén thich hgp nhu con 70%, tiém 20 — 60 mg vio

noi ton thuong. Co thé cén phai chia thanh cdc lidu thay doi tir 20mg dén 40mg bing

clic mbi tiém cuc bd !np lai trong triémg hop cac thn thuemg lém. Can thin trong dé

trinh tiém lugng thude giy nén tinh trang da i nhet, vi diéu nay co thé din 1ol sy troc

da nho. Thudmg phai sir dung 1 dén 4 mili tiém, khodng cich gma cic lzm tiém thay doi

tiy thude véo loai ton thuong dang duge didu trj va thir gian cin thiét dé cai thién tridu

chimg sau miii tiém déu tién.

Hudmg din sir dung:

Ciic thube ding theo duimg tiém nén duge kiém tra bing mét thuimg dé tim xem co cin 2
vil c6 ddi mau hay khéng trude khi ding. Cdn twdn thi chit che KT thudt tiét trimg dé
tranh nhiém tring do diéu trf, Thudc khong thich hop vdi duémg tiém tinh mach hay
tiém n5i tiy va khong duge sir dung nhu lo da lidu, sau khi ding di lidu lugng cn thiét,
nén logi bd hén djch con dur.

Hudmg din sir dung bom tiém

Liic ki dé ¢ duge mét hdn djch ddng nhét.

1. M néip bén trén

2. Lip kim tiét triing vio vi i

3. M@ nip bao vé kim ra. Lic niy bom tiém da sin sing dé sir dung.

Sau khi tiém, bd bom tiém Khong duge ding 1gi bom da sir dung.

4.3 Chiing chi dinh

Chong chi dinh mc‘thv]prcdmwlnnnc.ctm trong cic tnrémg hop sau:
*  Bénh nhin cnnh|cm ném toan than,
«  Bénh nhin qui min véi methylprednisolon hoge bit ki thinh phin ndo trong cong
thirc.
+  Ding theo dudmg tiém ndi tay.
Diing theo duémg tiém ngodi mang cimg.
« Dingtheo dlrbngnem unh mach.
Ching chi dinh diing vic-xin snng hﬁﬂc viie-xin sdng, giam die lue & nhirng bénh nhin
dang dimg cée liéu conticosteroid tre ché mién dich.

4.4 Cinh bio v thin trong dic bigt khi sir dung
Cong thie MGPC (Myri i
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San phim nay khing phu hop dé sir dung da liéu. Sau khi tiém liéu mong mudn, bit ki
lugmg con lai ndo cling can dugc logi bb.

Sir dung da lidu mcth}iprednlsulonﬂceml tir o dom dbi hoi chil ¥ die biét dé tranh nhigm
ban. Mac dit ban dau duge vi iring, bit ki viée sir dung da lidu ndo tir cde 1o eling cd thé
diin dén nhiém ban trir khi tuan thi nghiém ngat Lj‘ thudt v tring. Chi y dic big, nhir 13
sir dung bom tiém va kim tiém v tring ding mdt lan Ja cén thiée.

D riing cic tinh thé sternid thugng thin trong ha bi ngan, chin phan tmg viém, sir xuit
hign cua ching co thé gay ra syt tan rl clia cic thanh phn (¢ bao vi nhimg thay d6i hoa 1y
& cde chiit cin ban coa ma lién két, Hé qua Iil e6 nhimg thay déi & da vivhoge dudi da xiy
ra khang thudmg xuyén co thé hinh thinh vét lam ¢ da tgi ché tidm. Mire d6 xav ra phén
img ndy s& khac nhau tay thuge vao lugng steroid thugmg than duge tiém. Sy tdi tao
thuémg hodn tit rong vong vai thing hede sau khi tht cd cdc tinh thé cha steroid thugng
thin da dwrge hip thy.

pé g|am thicu 1y 1€ teo da vi teo dudi da, phai chi ¥ Lhung vurgl qué cac liéu tiém duge
khu:.en nghj. Cén tiém lim nhidu mii voi lurgmg nhé vao chd thirong ton bit k¥ khi ndo ¢b
thé, K7 thuit tiém vao hoat dich va tiém bip cin bao gom céc bign phip phing ngira tiém
hodic rd ri viio ha bi. Cin tranh tiém vao co delta vi ty 1§ teo dudi da cao.

Khéng nén dwa methylprednisolonacetat vio co thé qua bit k¥ duémg ndo ngodi nhimg
duwimg da duoe li¢t ké 6 myc 4.1 Chi djnh diéu tri. Piéu quan trong 13 trong khi tiém
mem}]predmsulunacelat cén sir dung k¥ thuft can thiét va thye hién cin than dé dam bao
tiém thudc dang vi tri.

Cac bién ¢b v 1é nghiém trong d2 diege bio cio lién quan dén cac duimg tiém vao ndi tay
Ingodi ming cimg (xem mye 4.8 Tic dung khéng mong muin). Phai thuc hién cde bién
phip thich hgp dé trénh tiém vio mach mau.

Canh bio va luu ¥ chung

Tiém corticosteroid vao bao hoat dich ¢é thé gay ra cde phan (mg todn thin cling nhir tai
ché.

Cin kiém tra cin thin khi xuft hi¢n dich & bt ki khép nio dé logi trir qud trinh nhiém
khuén,

Mirc d§ dau tang d rét kém theo sung tai ché, han ché van ding khdp. sot vi kha chju la
ddu higu goi ¥ viém khop do nhiém tring. Néu bién chimg ndy xudt hign va chin dodn
nhiém triing durere xdc nhdn, cin tién hanh diéy trj bang khang sinh phi hep.

Céin tranh tiém steroid tai chd viao khop b nhidm triing trude do.

Khdng nén tiém conicosterid viio cic khép khang bn dinh.

Ciin thyre hign k9 thudt vo khudn dé ngan ngira nhiém tring hojc nhidm bén.
Tée d¢ hip thu qua duémg tiém bap s& cham hon,

Tae dyng ire ché mién dich/ting nguy co nhifm khuin

Corticosteroid ¢6 thé lam tang nguy co nhiém khudn, che lip mdt sb déu hi¢u nhidm
khudn v mét s6 nhiém khudn méi cd thé xay ra khi dang ding corticosteroid, Co the cd
higén tugng gidm sirc dé khing va mat khd ning khu tri nhim khudn tai chd khi sir dung
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corticosteroid. Nhiém vi sinh vit gay bénh bao gbm: nhiém virus, vi khudn, ndm, don bao
hofic giun san & bat k¥ vj tri ndo cia co thé ¢ thé lién quan 1 vide sir dung
corticosteroid ding neng ré hode ph-::u hop veri cic thude ire ché mién dich khic rna €0 Lac
déng téi mién dich 1¢ bao, holic mién dich thé djch hodc toi chire nang cia bach ciu trung
tinh. Nhitng nhidm khuin ndy 6 thé nhe, nhung ciing ¢b thé nghiém trong va c6 khi gay
tir vong. Khi tang lidu corticosteroid. ty 1& miic cdc bién chimg nhiém khudn ciing ting
lén.
Khéng sir dung duémg tiém trong bao hoat djch, 1wi hoat dich hedc trong gin dé dar dugc
tic dyng tai chd khi cd xudt hn;n nhiém khuan cap
Bénh nhin dang sir dyng thudc rc ché mién dich dé bj nhiém Khudn hon nhimg ngudi
khée manh khic, Vi dy ¢ wé em hay ngudi lén chua cé mién djch dang ding
corticosteroid, khi méc thay diu Vil 507 ¢6 thé bj n:mg hon va thdm chi tir vong.
Chong chi d!nh diing vic-xin sbng Imﬂc vile-xin snng da giam déc ILn. & benh nhén dang
ding cide liéu corticosteroid e ché mifn dich. Véc-xin chét hcﬁc vic-xin bit hoat ¢ thé
duge tiém cho bénh nhin dang ding litu corticosteroid (rc ché mién dich; tuy nhién, dap
(g cha bénh nhin vai cic tuawm:umn niy co thé giam di. C6 thé ch: dinh tiém chting cho
bénh nhin dang diing cac lidu corticosteroid khong gy (e ché mién djch.

AN

Sir dyng conticosteroid trong bénh Iau hoat dong cén gidi han chi trong cée trudng hi;:‘p lao
phéi lan toa hode thé bing phit cip tinh ma trong o corticosteroid duge ding dé kiem
sadt bénh phi hop véi phic dé khing lao thich hop.

Néu comcoslmnd dugc chi dinh & ngwoi bénh lao tiém tang hoje phan mg viri
tuberculin, cdn theo doi chat che, vi bénh c6 thé ta phat, Néu dimg corticosteroid dai
ngéy, bénh nhan cin duge diéu tri dy phong biing céc thude khang lao,

U SarcomKaposi (Kaposi's sarcoma) d3 duge bdo cdo & nhimg b¢nh nhin didu trj hing
corticosteroid. Ngimg sir dyng corticosteroid c6 thé s thuyén gidm tridu chimg trén Jdm
sang.

Vai trd cla -:ac corticosteroid trong so¢ nhiém khudn vin dang duge tranh ludn, cdc
nghién cir gin ddy cho thidy cd ca tac dung ¢6 lgi cling nhu cdce anh hudang bét Igi. Gén
day. vide diing corticosteroid bd sung da cho thiy 1a cd loi cho bénh nhdn duge xdc dinh
la sde nhigm khudn va c6 suy gidm chire m’mg Iuyén thugng thin. Tuy nhién, khing nén
sir dyng thuomg \u}-cn liéu phip niy trong soc nhiém khudn. Mjt u:-ng quan hé théng da
két ludn ring didu trj ciccorticosteroid 1|cu cao trong tha gmn ngin khdng mang lai tac
dung, Tuy nhién, cic phin tich ghp v 16ng quan di cho thay sir dung corticosteroid lidu
thip trong khodng thei gian dai hom (5-11 ngdy) cd thé lam gidm 13 1& tir vong, nhit 1a &
bénh nhin bj sb¢ nhiém khudn phai ding thudc co mach,

Tiae dyng trén hé mign dich

C6 thé xay ra che phan img di tmg. Vi mét sb hiém edc trromg hop dj img trén da va phan
img phan vé dd xdy ra & bénh nhin diing coricosteroid, nén can c6 nhimg bién phap
phhng ngua thich hop trwde khi ding corticosteroid, dfic bigt khi bénh nhin c6 tien sir dj
img véi bt ki loai thude ndo,
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Tic dung trén ndi tiét
Bénh nhan dang sir dyng corticosteroid ma phdi chiu nhimg caing thing bét thudng, cénchi
dinh diing corticosteroid tde dyng nhanh véi liéu cao hon tnnde, trong vi sau khi bj stress.

Sir dung corticosteroid & lidu co tnc dung dugc ly ong théi gian kéo dai co thé din dén
{rc ché truc dudi dﬁ[-lu}en yén- tu'.ren thugmg thian (HPA) (suy vd thua;mg thin thir phat).
Mire d§ va tha gum suy o thugng thin thir phat k.hac nhau giira cic bénh nhin va phu
thuge véo lidu, tin su:it. thoi diém ding thui.JC va khoang théi gian didu
biingglucocorticoid. Ca thé giam thiéu téc dung nity biing ligu phap didu tri cdch nhit.

Ngodi ra, suy thugng thin ¢ip con din dén tir vong néu dimg glucocorticoid dat ngét.

Do dé, ¢6 thé giam thiéu nguy co suy vo thugng than thit phit do thudc biing cach giam
lidu tir vir. Kidu suy v thugmg th&n nity co thé ton tai nhidu th:ing sau khi ngimg diu tri;
do dé, trong thii gian ndy, néu xdy ra bit ky truéme hop stress ndo, nén biit dau sir dung
lai liéu phap hormon.

“Hoi chimg cai thude™ steroid, khéng lién quan dén tinh trgng suy i thirgmg thin, c6 thé
giip sau khi ngirmg dgt ngdt giu-:or:urucmd Héi chirng ndy gbm cdc tridu chimg nhu: chin
an, budn non, non, hon mé, dau diu, sbt, dau khap, bong “da, dau co, giam cén 'vw'hoﬁc ha
huyét dp. Nhimg dnh huémg nay duge cho Ia do sw thay ddi ddt ngdt nong di B
glucocorticoid hom la do néng dé corticosteroid th&p.

Vi glucocorticoid c6 thé gdy ra hofic lam ning thém héi chimg Cushing, nén trinh sir
dung glucocorticoid trén nhimg bénh nhin Cushing.

Tic dyng ciia corticosteroid ting lén trén nhimgbénh nhin thiéu nang tuyén gidp.

Tic dyng trén chuyén hod va dinh duing

Cic corticosteroid, bao gom mulh}lpredmmlum (i) the lam ting dirimg hu}-t.r.. lam ning
hon tinh trang tiéu duémg slin 6, va 6 thé din dén tiéu dubng trén nhimg d5i wong sie
dyng corticosteroid kéo dai.

Tic dyng trén tim thin

Cie xdo trin vé tam than oo thé xuat hién khi sit dung corticosteroid, tir sang khodi, mdt
ngi, 1h33, dbi tim teang, tinh khi that ﬂn.rﬂmg va trim cim ndng cho dén nhimg biéu hign Y
tdm thin thue sy, Ngoai ra, s bit én cim xic hofic khuynh hudmg tim théin ¢d thé ning
hem do corticosteroid,

Khi niing gip céc tic dung khong mong mudn nghiém trong vé tim thin d thé xdy ra khi 4
diing slcm]d theo duémg todn thin. Cac tﬂgu chung, lhmmg xudt hign trong mét vai ngay

hodic vai tufin tir khi bt ddu diéu tr| Hiu hEl cic trigu chimg mit di sau khi giam hofic

dimg corticosteroid, mac di ¢6 thé cin phai diéu tri dic biét.

Cﬁu thc dung V& tdm thin di duge bio ¢do khi ngimg corticosteroid; tuy nhién chua blét
10 thn sufit. Bénh nhénfngub-i cham sée nén luu ¥ néu c&c tri¢u chimg tim thén tién trién &
bénh nhdn, dic biét néu nghi ngd bénh nhan bij triim cam ha}- co y dinh ty tir. Bénh
nhin/ngudi chiim sbe nén duge canh bio vé cde rdi logn 1m than cd thé xudt hign trong
khi didu trj hofic ngay sau khi giam liéwngimg ding steroid toan than,
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Tie dyng trén hé thin kinh

Nén thin trong khi ding corticosteroid trén nhilng bénh nhan dgng Kinh.

Nén thin trong khi ding corticosteroid trén nhimg bénh nhan nhuge co ndng (Xem thém
vé bénh co trong myc Tde dung trén hé co xwong).

Mac di cc thir nghiém lam sang cé d6i chimg da cho thiy corticosteroid ¢6 tic dung lam
giam nhanh mirc d§ tram trong edp tinh wrong det cfip clia bénh da xo eimg, nhung nhimg
thir nghiém dé khong chimg 16 dige ring corticosteroid c6 dnh hudmg dén ket qua diéu tri
cubi ciing hodic dién bién tir nhién caa bénh. Céc nghién ciru cho thiy ring cin ding liéu
corticosteroid twong di cao méi 6 tic dung ding ké. (xem muyc 4.2 Lieu ding va
phirong phip sir dung).

Pa ¢6 cée biio cdo vé hién wong tich m& ngodi ming cimg & nhimg bénh nhin ding
corticosteroid, dién hinh 1a khi sir dung lidu cao kéo dai.

Tac dung trén mit
Diing corticosteroid kéo dai co thé lam dyc thiy tinh thé dudi bao sau vi dyc thiy tinh thé |

& trung tém (ddc bi¢ té tré em), 16i mat hodc ting dp lye ndi nhan, co the din dén bénh I‘h/

tang nhiin 4p di kém tén thuong thin kinh thi gide. C6 thé ting nguy co nhiem nam va |

virus thir phit trén mat & bénh nhén sir dyng glucocorticoid.

Cin diing thin trong corticosteroid & bénh nhan nhiém Herpes simplex & mitvi c6 thé gy

thiing gidc mac.

Ligéu phép corticosteroid d3 wimg duge xac dinh ¢d lién quan dén bénh hiic viing mae trung

tam thanh dich, mét chimg bénh c6 thé din dén bong vang mac. 5
Tic dyung trén tim

Téc dung khong mong_muﬁ-n cia glucocorticoid trén hé tim mach nhu roi loan lipid mau

va tang huyét p, c6 thé khién cdc bénh nhin d3 c6 sin cac nguy co vé tim mach phii chju

thém céc dnh huémg tim mach khde néu ding lidu cao v kéo dai. Vi vay, corticosteroid

nén duge ding than trong & nhimg bénh nhén nay, cin theo ddi sy thay doi cia cic yéu td

nguy cor vi theo ddi chire nang tim thém néu cin thiét.

Nén than trong khi ding edc corticosteroid todn thin, va chi ding khi thie sy can thiét, \
trong nhitng trudng hop suy tim sung huyét. ]
Tae dyng trén mach ,‘i

Huyét khoi, bao gdm thuyén tic huyét khbi tinh mach, d3 duge bao cdo xiy ra khi ding
corticosteroid. Do da, corticosteroid cﬁp duge sir dung thin trgng & bénh nhin dang bj
hode c6 thé co nguy co bi cée rbi loan vé huyét khéi,

Corticosteroid cin duge sir dung thin trong & bénh nhin bj ting huyét ap.
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Tac dung Ién dng tidu hoa

Lidu cao ciia corticosteroid cd thé gy viem tyy cip.

Khong co quan diém thing nhit ndo vé vige chinh corticosteraid gy nén tinh trang loét
dumg tiéu hoa trong qua trinh dicu tr hay khong; tuy nhién, ding glucocorticoid cd thé
che |ap nhimg trigu chimg cia loét duomg tiéu héa, giy nén tinh trang thing hofic xuit
huyét tiéu hoa md khong kém dau don rd rét. Lidu phip glucocorticoid cd thé che gidu
viém ming bung hodic cdc ddu higu hoae trigu chimg khéc lign quan dén rbi logn duimg
tiéu haa nhu thing, tic nghén hofic viém tuy. Nguy co bj loét duimg tiéu hoa ting 12n khi
két higp vai cde thude chdng viém khidng steroid (NSAID),

Thin trong khi ding coriicosteroid trong viém loét dgi trang khong dic hi¢u néu cd dga
thing. ap x¢ hay nhiém khudn sinh mi khde. Cling cdn thin trong trong cfe trwémg hep
viém thi thira, ¢6 chd ndi rudt non mai, dang bj hode cd tién sir bj loét duimg tiéu hoa khi
sir dyng steroid lam ligu phap trire tiép hofic bé tr.

Tic dung lén gan mit
Réii logn gan mdt ¢ duge hio céo c6 thé tii phat sau khi ngumg diéu tri. Do d6 vige gidm
sét thich hop 1a cdn thiét. i

Tic dyng trén h co xwong H '
Bi ¢6 bdo o vé bénh co cip tinh khi sir dung corticosteroid lieu cao, thudng xdy ra &
bénh nhin bj cdc rdi loan din truyén thin kinh co (vi dy nhuge co ndng).hay trén bénh
nhan dang diing cdc thube khing cholinergic nhy thude ire ché thén kinh co (vi du nhu
pancuronium), Bénh <o ¢dp tinh niy lan ring, c6 thé lién quan dén céc co mit, co hd hip
vit ¢6 thé din dén liét chi. Tinh trang ting creatinin kinase cd thé xay ra. Dé ¢4 tién trién
v& mat 1am sing hay héi phye, cdn dimg thubc trong ving vai tuin dén véi nam.

Lofing xuong I the dyng khang mong mudn phd bién nhung it duge phit hign Khi dung
glucocorticoid licu cao va kéo dai,

Réi logn thiin vi tiét nidu /
Nén thiin trong khi diing corticosteroidirén nhirng bénh nhén suy thin. l"‘i
Nghién eiru

Lidy trung binh hodic cao i hydrocortison hofic cortison o6 thé giy tang huyét &p, git
mudi vi nirde va ting thai trir kali. Nhimg tic dung ndy it g3p hom véi céc diin xuit tong
hgp tris khi ding liéu cao. Ché dé &n han ché mudi vi bd sung kali c6 thé cn thiét. Tdt ca
e corticosteroid déu [am thng thai trir calei.

Chiin thwong, ngd dje va cic bién chirng do phiu thudt
Corticosteroid ding todn thin khang duge chi dinh v do d6 khong nén ding dé didu tri
chiin thuomg so ndo; Mt nghién elru da trung tém cho thiy ting ti 1& ur vong tai thai diém
2 tudn vd 6 thing sau :hgn thuong & nhimg béah nhin diing methylprednisolon natri
succinat so vdi nhimg bénh nhan ding gid dugc. Méi quan hé nhan qua véi vige dicu trj
biing methylprednisolon natri succinat chua duge thié lip.
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Canh bao khie

Do cac bién chimg khi dimg glucocorticoid phy !huoc vau liéu lwgng v théi j._uan didu trf,
ciin can nhic loi ich/nguy co trén tirng bénh nhin vé lidu lwgng v thd gian diéu tr theo
ligu hang ngay hay ding cdch nhit.

Cin thin trong khi str dung aspirin va cdc thude ching viém khéng steroid phdi hop véi
corticosteroid.

Bénh u té bio wa crdm o6 thé gay nr vong di duge béo cdo sau khi str dynn corticosteroid
todn thian, Vi bénh nhan nghi ngd hodc da xic dinh 12 mic bénh u té bao wa crdm, chi
nén sir dung corticosteroid sau khi di tién hinh danh gid lgi ich/nguy co phit hop.

Ché phim niy cé chira natri, Ndng d9 natri it hon 1 mmol/l ml hdn dich tiém, nén cé thi
coi nhur “khing cd natri”

Dung & tre em
Cin theo doi chit ché sy tang trdmg va phit rién ca e sur sinh va tré em khi dugc sit !
dung corticosteroid kéo dai. Chm tang truémg ©f thé gap trén tré em S dl,mg \

glucommmld kéo dai, hang ngay, véi lidu chia nho vii viéc sir dyng liéu phap nay nén
han ché, chi nén dimg vii cdc chi dinh khin cap nhat.

Tré so sinh va tré em sir dung corticosteroid kéo dai co nguy co dic bigt vé thng ap lre |,

noi so. T

Lidu cao corticosteroid 6 thé gdy viém ty & iné em. |*
4.5 Twong tie vii cie thude khie va cic dgng twong tie khic i

Methylprednisolon I3 co chit ciia enzym eytochrom P450 (CYP) vi chit véu duge chuyén ©
hoa bat enzym CYP3A4. CYP3A4 14 enzym chinh cia hdu hét cde phan ho CYP tong
gun cia ngudi trudmg thinh. No xie tie cho qud trinh 6f - hydroxyl hia steroid, giai doan

I thiét {éu trong qué trinh chuyén héa cho ca co:t:cmzemnd m;u sinh vé téng hop. Ciing cd

rit nhicu chit khic ciing la co chit cia CYP3A4, mit so chét nay (cling nhtr céc thude
khac)y lam thay déi sur r:hu)cn hoa glucocorticoid bﬁng cach giy cam (mg {d|eu hoa ting) ’4:
hodc ire ché enzyvm CYP3A4 (Bing 2). ‘}
Cide char tee ché CYP3A4 — Nhimg thude (e ché hoat tinh CYP3A4 nhm chung lam giam
d¢ thanh thdi coa gan va mng némg dﬂr cia cde thube la co chat coa CYP3A4 nhtr -\
methylprednisolon trong huyvét twomg, Néu ¢é céc chit (e ché CYP3A4, nén chudn lidu ;

methylprednisolon dé tranh bj ngd doc steroid (Bing 2).

Ciic chdt cam tmg CYP344 — Nhimg IJ:mér: gy cam img CYP3A4 nhin chung lam tang dg
thanh thai cia can, diin 1é lam gidm ndng 4§ cde thude 3 co chit cia CYPIA4, Co the
céin phai tang liéu memvlprcdmsulon khi ding cling cic thude nay dé dgt due két qua
diéu trj nhur mong mudn (Bing 2),

Cde chat li co chat ciia CYP3A4 — Khi cé mft mgt co chét khéc cia CYP3A4_ ud trinh
thanh thai qua gan cta methylprednisolon c6 thé h| anh hwing, do do cén diéu ::hmh
tuong ung Iu:u dunF cla rncthv!predmsoinn Co the cdc tac dung khéng mong mudn khi
diing riéng mai thudc s& dé x4y ra hon khi ding dong thi cac thude véi nhau (Bang 2).

Nhitng thuie khong e hidu img gua trung gian CYP3A4 - Cée uomg the va anh huimg
khic xdy ra vdi methylprednisolon duge trinh by trong Bang 2.
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Bang 2. Nhirmg twong tic/anh huomg quan trong cia cie thude hodc hogt chit vii
methylprednisolon
Phin InSCthuéc Twong tie/ anh hudimg
- THUOC hodie
HOATCHAT
Khing sinh Chat (rc ché CYP3A4.
-ISONIAZID Ngodi ra, methylprednisolon e6 kha nang ting e dd

acetyl hoa va dd thanh thai cia isoniazid.
Khing sinh, thute khdng lao | Chit cam img CYP3A4,

-RIFAMPIN
Thube ching dong{danguong) | Tac dung ciia methylprednisolon trén thude chong dong
duimg uong cd the thay doi tiy truémg hop. B cé nhicu
bado cao ve viéc ting ciing nhur gidm tde dung eda thute
ch:ﬁng dung khi ding :hung v corticosteroid. Chinh vi
\ra} phii kiém tra cdc chi s dong méu dé duy tri tdc dyng

Lhung_ﬁgqg_r_no ng mudn,
Thude ching ¢o giat Chdt cim fmg CYP3A4 (va la co char),
- CARBAMAZEPIN
Thude chong co gift Chat cam img CYP3A4.
- PHENOBARBITAL '
- PHENYTOIN
Thubc khang cholinergic Cie corticosteroid ¢6 thé lam dnh hudng dén tae dung | |-

-CHEN THAN KINH €O | cfia cde thude khang cholinergic

1.Da ¢6 blio cio vé bénh co cip tinh khi sit dyng lidu can
cdc corticosteroid dong thod vai cic thube khing
::holmergm (nhu 14 cdc thude chen thin kinh ea) (Xem
phin 4.4 Cinh bdo va thin trong dic bigt khi sir
dyng, H{ cor xwrong dé ¢6 thém théng tin).

2. DA ¢d bio cdo vé tinh déi khang trén tic dyng e ché 3

thin kinh co cda pancuronium v vecuronium trén bnh =

nhdn ding corticosteroid, Tuong tde ndy ¢6 thé xdy ra "

@i tdt ca cde chat chen thin kinh co cé tinh canh tranh. al

Thubc khing Céc steroid c6 thé lam giam tic dung cia cac thude W
cholinesterase khiing cholinesterase diing trong dicu trj bénh nhirge co. “,
-~

Thuoe diéu tritiéu duimg Vi corticosteroid cb thé lam Iang nong dg glucuse miu
neﬂ co thi phai didu chinh liéu diing cla thude didu tri

tiéu dudmg.
Thude ching nén Chit freché CYP3A4 (vi 14 co chit).
- APREPITANT
- FOSAPREPITANT
Thubc khang nm Chit ire ché CYP3A4 (va la co chat).
= ITRACONAZOL

-KETOCONAZOL
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Phin thuie Tuong tic/ anh hwimg
- THUOC hoje
HOATCHAT
Thude khang virus Chilt ircehé CYP3A4 (va la co chit).

- CAC THUOC UC CHE
HIV - PROTEASE

1) Céc chit irc ché protease nhu Indinavir vé ritonavir ¢d
thé lam tang néng dé corticosteroid trong huyél trong.

2) Cnrtii:nst_n:mid co the cam img qud I.'l'il'ﬂ;! l:hl.l}'éﬂ héa
clia cic thude {re ché HIV - protease din dén gidm nong
dd ciia cdc thube nay trong huyét nrong,

Thudc frc ché aromatase - | Aminoglurethimid gdy (rc ché tuyén thuong than, cd the

AMINOGLUTETHIMID lam trdm trong thém cdc thay d6i vé ndi tiet do diing
glucocorticoid kéo dai,
Thudc chen kénh Calci Chit irc ché CYP3A4 (va la co chit).
- DILTIAZEM

Thudc tranh thai (dang udng) | Chét e ché CYP3A4 (va la co chat).
-ETHINYLESTRADIOL/
NORETHINDRON

- NUOC EP BUOI Chat trc che CYP3A4,
Thude ire ché mien djch Chat {rc ché CYP3A4 (va Ia co chal),
- CYCLOSPORIN

I/Khi diing déng thiri eyelosporin vai methylprednisolon | |
thi xudt hign sy {rc ch chu%'én hod lin nhau, vi co the | [ 1°— s
lam ting nong 4§ trong huyét tuong cua | trong 2 thuée

hodc ci 2 thude; vi viy, cde tic dung khdng mong mudn
khi dimg riéng moi thudc cd the s& dé xdy ra hon khi
ding dong thii.

2/ B3 ¢ bio cdo vé hién trgmg co gidt khi ding dong
thal methylprednisolon va cyclosporin

Thude tre ché mién dich Co chat coa CYP3A4.

- CYCLOPHOSPHAMID
- TACROLIMUS

Thubc khing sinh ho Chat e ché CYP3A4 (va la co chat).
macrolid - '
CLARITHROMYCIN
- ERYTHROMYCIN .
Thuoc khing sinh ho =
macrolid . Chilt irc ché CYP3A4, =
TROLEANDOMYCIN
NSAID (thudc ching viém 1/ Ty 1& xudt huyét va loét dudmg tiéu héa cd theé ting khi
khéng fst;il.;[dt']:l diing methylprednisolon ciing véi céc thude NSAID.

;::id acetylsalicylic) idu | 2/ Methylprednisolon ¢é thé lam ting d§ thanh thai cia
P aspirin lidu cao, c6 the din dén giam nong do salicylat

trong huyét thanh. Dimg diéu trj bing methylprednisolon
c6 thé ddn dén tang lgng salicylat trong huyét thanh,
didu ndy cd thé diin dén tang nguy co ngd doc salicylat,
Cic thusc Tam tang thai kali | Khi ding corticosteroid cing vii cac thudc lam tang thai
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kali {vi du thuoc lgi tiéu), nén theo doi chat ché hién
twgng ha kali mau & bénh nhin. Viée ding chung
corticosteroid vai amphotericin B, cic xanthin hay thude
chii viin beta2 cling lam tang nguy oo ha kali méu.

4.6 Anh hwrdng trén kha ning sinh sin, phy nir c6 thai vi cho con bi
Kha i o8

Cidc nghién ciru trén dong vt di cho [hav 14 corticosteroid 1am suy giam kha ndng sinh
sin (xem phan 5.3 Dir ligu an toin tién lim sing).

Mang thai

Nghién ciru trén déng vit cho thiy corticosteroid khi ding li¢u cao cho mg s& ¢6 thé giy
dj dang cho thai, Tuy nhién, corticosteroid duémg nhur khéng géy ra dj tat bim sinh khi
ding cho phy nir cd thai. Do nhimg nghién cire sinh sén thoa dang trén ngerdi chua duge
tién hanh vii methylprednisolone acetat, duoe phﬁm nity chi nén duye si dung trong thai
k¥ sau khi danh gia can thin gifta lgi ich v rii ro cho me vi thai phi.

Mt vai corticosteroid qua duq-: hing rio nhau thai. Mgt nghién ciru dang héi ciru cho

thiy cb ting 1y 1¢ ré so sinh thidu cén sinh ra tir nhimg ngudl mg dung corticosteroid. () >
ngud, nguy ¢o sinh con nh¢ ¢in duimg nhyr lién quan dén lidu diing va cé thé duge giam
thiéu bing cach cho ding lidu corticosteroid thip. |

Tré so sinh cia nhimg ba me di dung lidis corticosteroid dang ké trong qud trinh mang
thai phii duge theo di va danh gia can thin vié cac ddu higu suy giam chirc ning luyén
thuemg thin, mic di hiém gdp cfic tiromg hgp suy vo thugng thin & tré so sinh bj phoi
nhi&m vai corticosteroid trong b cung.

Buc thiy tinh thé di dwgc quan st thiy & nhimg tré so sinh ma me sir dung corticosteroid 2!
kéo dai trong qud trinh mang thai. '
Chura biét tic dung cia corticosterold téi qud trinh chuyén da va sinh con. :

Thiri k¥ cha con b i
Corticosteroid duge bai tiét qua sira me.

Lomcoslermd bii tidt qua sita me ¢6 thé {rc ché sy ting trudmg vi dnh hurdng dén viée sin
xudt glucocorticoid ni sinh & teé so sinh bit me. Duge phim nay chi nén dwge sir dung
trong thin ky cho con b sau khi ddnh gia can thin gifra loi ich v rii ro cho me va tré so
sinh.

47  Anh huwdng 1én kha ning Iai xe vi van hinh miay mae
Chua danh gia duge mdt céch co hé théng vé anh huémg cia cde corticosteroid t6i kha
niing l4i xe ¥4 viin hanh may mdc. Cée tac dung khdng mong muon, nhu hoa mit, chong
mdit, roi loan thi gide vi mét moi cé thé gdp sau khi didu trj bing corticosteraid. Néu bj
anh huémg, bénh nhan nén dimg 13i xe hode vin hanh may moc.
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4.8  Tiac dung khing mong muon

Cic tac dyng khong mong mudn dudi diy da duge bdo cdo véi cae dudmg ding bj chong
chi dinh sau: Ni thy Ngoai mang cimg: Viém mang nhén, roi logn chirc nang dudng tiéu
héa/roi logn chirc ning bing quang, dau ddu, viém méng niio, liét nhe hai chi dudi/liét hai
chan, dong kinh, tdi logn cam gide. Khéng rd tin sudt xudt hién cia cde tic dung khong

mong mudn nay.

Bing 3. Bang cde tic dyng khéng mong mudn

Phin loai theo hé co guan

(MedDRA — Medical
Dictionary for Regulatory
Activities. v. 18.0)

Cic tic dyng khéng mong mudn ciia thude
(Khdng rd tin suit)

Nhiém khudn va nhiém ky
sinh tring

Nhi#m khudn co hdi: Nhidm khudn; Viém phiic mac; Nhiém
khudn tai vi wi tiém,

Ré&i logn mau va hé bach
huyét

Tang bach cu

Roi logn hé mign dich

Phén img qui mfn vai thubc: Phan img phén v&; Phin (mg dang
phan v

Réi loan ndi tiér

Héi chimg dang Cushing; Chimg suy giam chire ning tuyén yén;
Hai chimg cai thubesteroid

Rdi loan chuyén héa vi
dinh dudmg

Nhiém toan chuyén hoa; gilr natri; gilt nude; Giam kiém chuyén
hoa do ha kali mdu: Réi logn m& miu; Gidm 'liul'lj,' nap glucose;
Tang nhu ciiu s dung insulin (hojc cdc thude ha duimg huyét
dang ufng & bénh nhin tidu duimg); Chimg tich md: Tang cam
gidge thém an (¢ thé din dén tng cin)

Réi logn tim thin

Réi loan cdm xic (bao géﬁm tém trang trdm uat. tdm trang phﬁn
khich; ciim xiic khiang 6n dinh, phu thube thude, ¥ dinh ur tr);
Réi logn hanh vi (bao gdm hung cam, hoang tréme hé théng, 4o
gide, tam than phdn lidt); Roi loan tam than; Thay déi tinh each;
Trang thai [0 lan; Lo du; Thay déi tim tinh thit thuémg; Hanh vi
bt thudmg: Mt ngd; Cdu gt

Réi loan hé than kinh

Chimg tich m& ngodi ming cimg; Tang dp e ni so (kém phi
gai thj [ting ap luc n{i s lanh m:h]}-, Co giduMat tri nhd; Roi
loan nhén thire; Chong mit; Pau dau

Réi loan mit

Bénh hic vong mac: Mit; Bénh duc thiy tinh thé; Bénh tang
nhin ap; Léi mit

R loan tai v tai trong

Chong mijit

Rii loan tim

Suy tim sung huyét (& bénh nhédn nhay cidm)

\ \;‘J
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Rii loan mach mau

Huyét khoi; Tang huyét ap: Ha huyét ap

Ri logn hd hép, léng ngue
i trung that

Tdc mach phéi; Nac cut

Réi loan tiéu hoa

Loét dirdmg tidu hod (co thé thing do loét dudmg tiéu hoa va xuit
huyét do loét dudmg tiéu hod): Thing rudt; Xudt huyét da day;
Viém tyy; Viém thye quan gy loéy Viém thue quan; Trudng
bung; Dau bung: Tiéu chav; Kho tiéu: Budn non.

Réi logn da va mé dudi da

Phit mach; Chimg ram léng: Dém xuét huyé; Bdm mdu; Teo da;
Ban do; Tang tidt mo hdi; Da noi vin; Phat ban; Ngia; Noi
mayday; N&i mun: Tang sie tH da; Méitsic 16 da

Réi loan hé co xuemg va
md lién két

Yéu co; Pau co; Bénh co; Teo co; Lodng xuong; Hogi tir xuong;
Giy xwong do bénh ly; Bénh khép do than kinh; Bau khop;
Cham ting triromg

Rdi loan hé sinh san v
tuyén vii

Kinh nguyét khong déu

Cic rdi loan chung va tinh
trang tai chd tiém

Ap xe vi ring; Kho lanh vét thuong: Phi ngogi bign; Mét moi;
Dé kich img; Phan (g tai chd tiém.

Anh huimg dén cic xét
nghigm

Tang nhdn ap; Giam dung nap carbohydrat, Giam kali mau;
Tang cal¢i trong nurére tidu; Tang enzyme alanin
aminotransferase; Tang enzym aspariat aminotransferase; Tang
photphatase ki¢m méu; Tang uré mau; Gidm phan img khi xét
nghiém trén da*

Chéin thuong, ngd déc v
bién chirng do thi thust

Gy xuong ¢ft song do chén ép; Bt gin

o

! Truimg hop mi hiém gip lién quan dén tr ligu trong thuong Wn quanh mit va diu o
* Khing phii li mét thuft ngit w tién (PT) cia MedDRA . ¥
* Viém ming byng cé the 13 ddu hidu hode triéu chimg chinh cia rbi loan tiéu héa nhi thing, tic hode viem tyy (xem £
phiin 4.4 Canb bae vi thiin trong ¢ bigt khi si dyng). p
49  Qudlidu "
A as . - . s qe . . . [
Chua gp cde hii chimg ldm sang vé qué lidu ofp tinh cia methylprednisolon acetat. T
Bio cdo vé die tinh cﬁp vivhodc tir vong sau khi qua lidu corticosteroid rét hiém. Trong -

truémg hop qué lidu, khing b thude gidi djc dic higu; ma chi didu 1] hd o va ditu tr
trigu chimg.
Methylprednisolon c6 thé thim tich duge.

s CAC PAC TINH DUQC LY HQC

5.1  Cicdic tinh duge lye hoe
Methylprednisolon & mdt steroid chéng viém manh. Nd ¢6 higu lye chéng viem lém hom
prednisolon va cling it ¢ xu hudng gdy gilr mudi va nude hon prednisolon,
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Glucocorticoid cd anh huémg manh dén qud trinh mién dich v gay viém, tinh chdt nay

lién quan dén nhiéu chi dinh diéu tri cia Methylprednisolon, bao gom diéu trf dj img. Tée

dung chiing dj img bao gdm sy Gc ché ciia nhidu eytokin nhu interleukin, GM-CSF, TNF-

a va cac yéu 1 khac thic diy sy di chuyén cia bach ciu va sir hinh thanh cta phan img

viem do dj img va khang dj img.

Nhimg tinh chit chéng viém, trc ché midn dich nay buo gdm:

- Ngin chin e phan (mg mién djch bao gbm: Gidm sb lugng 1 bao lympho va cdc
hoat ding

- Ngin chiin va irc ché qud trinh viém bao gdm: Uc ché sdn xudt va gidi phing cic
cytokin v chat trung gian gay viém khic, irc ché sy giin mach, huy ddng bach ciu
dén vi 1ri viém va cde qua trinh quan trong khic di v phin img vigm,

521  Cie dic tinh duge ding hge

Hip thu:

Mt nghién ciru nii bi trén tdm tinh nguyén \-u:n di xc djnh duge ding hoe cia lidu don

40 mg DEPO-MEDROL™ tiém bip. Mirc néng 4§ dinh trung binh trong huyét womg

timg bénh nhan 14 14,8 = 8,6 ng/mL, thoi gian dat nong d dinh trung binh ctia timg bénh

nhin la 7,25 = 104 gid, v dién tich dwdi dwdmg cong trung binh (AUC) la -
1354,2 £ 424,1 ng/mL x gid (Ngay 1-21). -
Phiin bé: '
Mclhvlprcdmmlon duge phin bo rong vao cic md, gua hing rio may ndo, vi duge bau

tidt qua sita mg. Thé tich phin b biéu kién cia thude la khoang 1.4 Likg. T¥ 1€ lién két
protein huyét twong cia methylprednisolon & ngudi 1a khodng 77%,

Chuyén héa: .

0 ngudi, methylprednisolon duge Lhuyén hoa & gan thinh cic chit chuyén hoa khang
hoat tinh; nhimg chit chi yéu 1a  20a-hydroxymethy !predmsolcn vi  20f-
h‘rﬂm’{}'mcm}lpmdms«nlun Qua trinh chuyén hoa trong pan xay ra chi yéu thong qua
CYP3A4 (De biét danh sich cdc trong tdc lhuoc dya trén chuyen hod qua trung gian

CYP3A4, xem myc 4.5Twong tic véi cie thube khic va cie dang fuong tic khie), :
Gidng nhur nhidu logi co chiit ctia CYP3A4, methylprednisolon cilng 6 thé 2 mét co chiit \
cha protein vqn chuyén p- glycoprotein gin ATP :ATP binding cassette, ABC), anh huing 3
dén sy phdn bé vao md va twong tac vdi cde logi thude khac. /
Thai trir: #

Thai gian bén thii trung binh cta methylprednisolon ki tr 1,8 dén 5,2 gio,
D thanh thii 104n phiin xdp xi § -6 mL/phatke.
53 Dir lidu an todn tién lim sa ng

Dua trén céc nghidn ciru quy wie vé tinh an toan duge Iy va dic tinh cia lidu lap lai,
khéng nhin thiy 6 tic dyng khing mong mudn ngnal dy dodn nao, B tinh quan sit
duoc trong cdc nghién i hgu lap lai phi hop vii két qua dy tinh do phoi nhiém lién we
v steroid ngoai sinh cia vo thugng thin.
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6.1.

6.2,

Kha ning giv ung thu;

Methylprednisolone chira disge dédnh gid chinh thirc trong nghién ciru vé khi niing géy
ung thur trén dong viit gam nhim. Da dgt duge cic kér qua khac nhau véi cic
glucocorticoid khie duge thir nghigm vé kha ning gdy ung thu trén chudt va chudt eong.
Tuy nhién, dir ligu céng b cho thiy mét vai glucocorticoid lién quan bao gom
budesonide, prednisolone, vi triamcinolone acetonide cd thé lim ting ty 1§ bj u tuyén va
ung thir biéu mo té bao gan sau khi cho chudt edng due ding qua duimg uong trong nude
udng. Cic tic dyng hinh thanh khéi u ndy gip & cac liéu thap hon lidu lim sing thuimg
diing tinh theo mg/m’".

Khi niing dit bién gen:

Methylprednisolone chua duge dédnh gida chinh thic vé ddc tinh gen. Tuy nhién,
methylprednisolone sulfonat, ¢o cu trie twong ur nhue methylprednisolone. khing gay dgt
bién gen bit ké cé duge kich hoat trao ddi chat hay khong & Salmonella typhimurim tr
250 dén 2,000 pg/dia, hodc trong thir nghiém dgt bién gen 1& bio djng vit co vi ding 1é
bac budng trimg chudt hamster Trung Qude tr 2,000 den 10,000 pg/ml.
Methylprednisolone suleptanat khong giy ra tong hop DNA d§t sudt trong té bao gan
chudt cong diu tién tir 3 dén 1.000 pg/ml. Hon nita, xem xét dir lidu cong b cho thiy
prednisolone farnesylat (PNF), ¢6 cau tric tuong Wy nhu methylprednisolone, khing gy
dit bién gen bét ké ¢ duge kich hogt trao doi chat hay khéng & cé¢ chiing Salmonella
fvphisurinm v Escherichia colf v 312 den 5.000 pg/dia. Trong m{t dong 1€ bio nguyén
bao sgi cia chudt hamster Trung Qude, PNF 1am ting nhe t¥ 1é sai léch nhiém sic thé cdu
trite dupe kich hoat trao ddi chit & ndng dd cao nhit durge thir nghigm la 1.500 pg/mL.
Do tinh trén hé sinh sin:

Corticosteroid dd duge quan sat thdy lam gidm khid nang sinh san khi ding trén chudt
cbng. Chudt céng due duge cho ding corticosterone voi cac liéu 0, 10, va 25 mg/kp/ngiy
qua dudmg tiém dudi da mt lan hang ngay trong 6 tudn va giao phdi voi con cdi khong
diing thudc. Licu cao duge giam xudng 20 mg/ke/ngay sau Ngdy 15. Quan sat thiy giam
sb nit giao cdu, ddy 6 thé li do co quan phy bi giam trong lugng. SO diém trimg lam t&
v thai nhi song giam.

B4 6 quan sit cho thiy cdc corticosteroid gy qudi thai & nhiéu lodi khi diing liéu wong
duomg véi lidu & nguéi. Trong cée nghién cir vé sinh san & ddng vit cic glucocorticoid
nhir methylprednisofon @i cho thay lim ting ty 1 gay dj tit (hd ham éch, dj it xuomg),
chét phi thai — thai nhi (tire 13 bj ting t4i hip thu), va lam bio thai cham phat trién trong
tir cung.

CAC PAC TINH DUQC HQC

Danh mye ti dirge

Polyethylen glycol 3350, Matri clorid; Myristyl-Gamma-Picolinium clorid, Natri
hydroxvd, Acid hydrocloric, Nude ¢it pha tiém.

Twong ky,
Do 6 thé cb wromg ky viit 1y, nén DEPO-MEDROL ™ khéng duge pha lodng hodc trin
vii cdc dung dich khéc.



