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Rx

CANH BAO PAC BIET:

Thube nay chi dung theo don ctia béc s¥.

Poc ki hwémg din sir dung truée khi ding.

Khong dung qua lidu chi dinh.

Théng bio cho bic sy nhirng tic dung khéng mong mubn gip phii khi sit dung thube.
Néu cian thém thong tin, xin hoi y kién béc si.

Khéng sir dung thuoe di qua han ding.

Dé xa tAm tay tré em.

1.  TENSAN PHAM:
SOLU-MEDROL" 2~

2.  THANH PHAN PINH LUQNG VA PINH TiNH
Hoat chét: Methylprednisolon Natri Succinat
Methylprednisolon Natri Succinat duge chi dinh tiém/ truyén tinh mach hoéc tiém bép
dudi dang:
Hé théng Act-O-Vial (Lo li¢u don):

40 mg/mL chita methylprednisolon natri succinat tuwong dwong v6i 654 mg
methylprednisolon hemisuccinat va twong duong véi 40 mg methylprednisolon.

Lo kém dung méi:

Lo 500 mg/ 7,8 mL chira methylprednisolon natri succinat twong dwong véi 500 mg
methylprednisolon.

3. DANG BAO CHE
Bot dong kho pha tiém.

PAC TINH LAM SANG

4.1.  Chi dijnh diéu tri
Methylprednisolon natri succinat duge chi dinh trong céc trudng hop sau:
Rdi loan ndi tiét:

- Suy v6 thugng thin cép tinh (c6 thé can phai bd sung mineralcorticoid).
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- Séc thir phat do suy vo thugng thén, hodc soc khong dép (mg véi ligu phap diéu tri quy
uéc & nhimg bénh nhén dang c6 suy vo thugng thin (khi hoat tinh mineralcorticoid
khong t6t nhu mong doi).

- Ding truée phéu thudt, hodic khi ¢6 chén thuong nghiém trong hodc bénh ning, & bénh
nhan di biét c6 suy vo thugng than hogic khi nghi ngd thiéu hut du trir hormon vé thugng
thén.

- Tang san tuyén thugng thin bam sinh.
- Viém tuyén gidp khong sinh mu.

- Tang calci méu lién quan dén ung thu.

Réi loan thip khép (diéu tri bd trg ngén han dé kiém soat giai doan cdp tinh hodc dot
kich phét):

Viém xuong khép sau chén thuong

Viém mang hoat dich trong viém xuong khép

Viém khép dang thp, ké ca viém khép dang thip & thiéu nién
Viém bao hoat dich cép va ban cép

Viém mém 15i ciu xwong

Viém bao gén cép khong dic higu

Viém khép cép tinh do git

Viém khép vay nén

Viém cot séng dinh khép.

Bénh hé théng tao keo va bénh phirc hop mién dich (trong dot kich phat hodc didu tri
duy tri trong céc trudong hop chon loc)

Lupus ban do hé théng (va viém thén lupus)
Viém tim cdp do thép

Viém da co toan than (viém da co)

Viém da dong mach nut

H¢i chimg Goodpasture.

Bénh veé da:

Bénh Pemphigus (bénh bong nuéc tyr mién trén da va niém mac)
Hong ban da dang thé ning (hdi chimg Stevens-Johnson)

Viém da troc vay

Vay nén thé ning

Viém da bong nudc dang Herpes

Viém da tang tiét ba nhom thé niing

U sui dang nédm.
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Tinh trang di img (dung dé kiém soét céc tinh trang di (g ning hodc khé chira khi da
that bai vdi cac cach diéu tri thong thuong):

Hen phé quén

Viém da tiép xic

Viém da dj img

Bénh huyét thanh

Viém miii di (mg theo mua hodic quanh nam
Céc phan img qua min véi thude

Phén (mg may day khi truyén thudc

Phil thanh quan cdp khong nhiém khuén.

Ciic bénh v& mit (céc qué trinh viém va dj img man tinh va cdp tinh nghiém trong &

mét):

Nhiém tring gidc mac do Herpes zoster

Viém méng mét, viém mdng mét — thé mi

Viém mang mach- vong mac

Viém mang mach nho khuéch tan phia sau va viém mang mach 1z~
Viém than kinh thj gidc

Nhén viém giao cam

Viém tién phong

Viém két mac di img

Viém loét két mac do dj tmg

Viém giac mac.

Bénh tiéu hoéa (gitp dua bénh nhin qua khoi con nguy kich cta bénh)
- Viém loét dai trang

- Viém doan rudt non.

Bénh hé hip:

Bénh sarcoid c6 tri¢u chimg
Ngd doc berylii

Trong lao phdi lan téa hogic bung phét cép tinh (khi dung ddng thoi hoa tri lidu khang
lao thich hop)

Hoi chimg Loeffler khong thé kiém soat duge biing cac phuong phép khéc
Viém phoi hit
Viém phdi tir trung binh téi nghiém trong do Pneumocysas Jjiroveci & bénh nhan

AIDS (nhu didu trj bd trg khi ding trong 72 gid dau tién cua liéu phap khoi déu
chbéng Pneumocystis)
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4.2.

- Céc dot kich phat ctia bénh phdi tic ngh&n man tinh (COPD).

Réi loan vé méu:

- Thiéu m4u tan méu méc phai (tw mi&n)

- Xudt huyét giam tiéu ciu vo cn & ngudi 16n (chi tiém tinh mach, chong chi dinh tiém
bép)

- Giam tiéu cdu thir phat & ngudi 16n

- Chimg giam nguyén hdng cau (thiéu mau hdng ciu)

- Thiéu méu giam san bim sinh (dong hdng cau).

Cic bénh ung thw (diéu tri tam thoi):

- Bénh bach céu va u lymphd & ngudi 16n

- Bénh bach ciu cip & tré em

- Dé cai thién chét luong séng cho bénh nhén ung thu giai doan cudi.

Tinh trang phu:

bé gitp bai ni¢u hodc giam protein niu trong hdi ching thdn hu ma khong kém theo uré-
huyét thudc typ tu phat hodc do lupus ban dé.

Hé thén kinh:

- Phu ndo tir khéi u nguyén phét hodc di cin, hodc do phiu thuit hodc xa tri. (2~
- Dot kich phat cép tinh ctia bénh da xo cimg.

- Chén thuong tiy séng cép tinh. Cén bt déu diéu trj trong vong 8 gidr tir khi bét dau ton
thuong.

Cic chi dinh khac:

- Lao mang nio ¢6 tic nghén khoang dudi nhén hodc doa tic khi ding déng thdi hoa tri
liéu khang lao thich hop.

- Bénh giun xoén lién quan dén than kinh hogc co tim.

- Céy ghép ndi tang.

- Ngiin ngira budn ndn va ndn khi ding héa tri liéu chdng ung thu.
Liéu ding va phwong phap sir dung

Methylprednisolon natri succinat c6 thé tiém hodc truyen tinh mach hodc tiém bép.
Phuong Phép dugce vu tién lya chon cho céip ciru ban diu 14 tiém tinh mach. Xem bang 1
vé céc lidu lvong khuyén céo. C6 thé giam liéu cho tré so sinh va tré em, nhung can chon
lua dua vao mic d§ nghiém trong clia bénh va dap ing cia bénh nhan hon la dya vao
tu01 va thé trong cta bénh nhén. Liéu lugng cho tré em khong nén thdp hon 0,5 mg/kg
mdi 24 gid.

Bing I: Liéu khuyén cdo d6i véi methylprednisolon natri succinat
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Chi dinh

Li¢u ding

DPiéu tri bd trg cho céc
truomg hop de doa tinh
mang

Tiém tinh mach 30 mg/kg trong thoi gian it nhat 30
phut C6 thé nhic lai liéu nay 4-6 gid mdi lan cho t&i 48

glO‘

ROi loan thap khép khong
dép Ung vaéi phac do diéu tri
chuén (hoic trong giai doan
kich phéat)

Tiém tinh mach trong it nhét 30 phat. C6 thé 1ap lai ché
dd liéu nay néu khong cé cai thién sau 1 tudn diéu tri,
hoic do tinh trang ctia bénh nhén yéu cau:

1 g/ 1 ngay, trong 1-4 ngay, hoic
1 g/ 1 thang, trong 6 thang

Lupus ban d6 hé thon
khong dép mg véi phac do
didu tri chuén (hodc trong
giai doan kich phat)

Tiém tinh mach 1 g/1 ngay trong 3 ngay trong it nhat 30
phat. C6 thé lap lm ché do liéu nay néu khong cé cai
thién sau 1 tudn diéu tri, hodic do tinh trang cia bénh
nhén yéu cau.

Da xo cimg khong dép (mg
v6i phac do diéu trj chuin
(ho#ic trong giai doan kich
phat)

Tiém tinh mach 1g/1 ngay, trong 3 hodc 5 ngay trong
th(’n gian it nhét 30 phat. C6 the 13p lai ché do lidu nay
néu khong ¢6 cai thién sau 1 tudn diéu tri, hogc do tinh
trang ctia bénh nhén yéu ciu.

Trang thai phi nhu viém
ciu thin hoic viém than do
lupus khong dap ung voi
phac dd diéu tri chudn (hoic
trong giai doan kich phat)

Tiém tinh mach trong thoi gian it nhét 30 phat. Cé thé
lap lai ché do lidu nay néu khong c6 cai thién sau 1 tun
diéu tri, hodc do tinh trang ctia bénh nhén yéu céu

30 mg/kg cich nhét, ding trong 4 ngay hodc
1 g/ ngay trong 3,5 hodc 7 ngay.

Ung thu glal doan cudi (de
cax thién chit luong cudc
sbng)

Tiém tinh mach 125 mg/ ngay trong tdi da 8 tuan

Ngén nglra buon non va noén
do héa tri liéu vé ung thu

Héa trij liéu gy non nhe¢ va trung binh:

Tiém tinh mach 250 mg trong it nhit 5 phat vao 1 gid
trude héa tri ligu. Nhic lai liéu methylprednisolon khi
bit ddu hoa tri ll¢u va vao lic ngu'ng dung hoa tri ligu.
Ciing c6 thé ph01 hop v6i dén xuit clo cla phenothlazm
khi dung lleu dau tién cta methylprednisolon dé tang
hiéu lyc chong non.

Héa tri liéu gy non nghiém trong:

Tiém tinh mach 250 mg trong it nhét 5 phut, phdi hop
v6i liu thich hop metoclopramid hodc 1 butyrophenon
1 gid truéc hoéa tri ligu, sau do nhic lai lidu
methylprednisolon lic khéi dau hoéa tri liéu va vao lac
ngung hoa trj ligu.

Tén thwong tiy song cap
tinh

Piéu tri nén bat dau trong vong 8 gid sau khi ton
thwong
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“Viém phéi do Preumocystis ; Liéu trmh diéu ¢ri nén bat diu trong ving 72 giv |

Vi ht,nh nhén bat dau didu tri trong vong 3 gié sau khi
tou thmmg Tiém tinh mach 30 mg/kg trong thoi gian 15
phiit réi nghi 45 phit, sau d6 lru} én tinh mach lién e
voi Liéu 5,4 meke/gidr trong 23 gid,

Vin benh nhin khéi ddu dide tr trong vong 3-8 gid sau
khi ton thuun;, Giém (inh mach 30 me/kg trong thoi gian
15 phut roi nghi 45 phat, sau d6 lru}en {inh mach lién
tue voi [idu 5,4 mo/ke/gity, trong 47 gidr,

Cén danh riéng mii duﬁmg tinh mach dé& bom truyén.

jiroveci O bénphnhdn AIDS | trong dida tri khoi dAu chdng Preumocystis.

Mot ché d6 cb (hé lhm, hu*n 14 tiém tinh mach 40 mg 6-
12 gw mdi lin ¢ho dén 157 da 14 21 ngay hodic cho dén
khi két thic qud trinh didu ] Prewmocysiis.

- Do ¢ tfmg téc dd hoat héa lai bénh lao & bénh nhan
ATDS, chn suy xét nén sit dung cac thude chdng lao mbi
ki dung cor hmsiermd cho cac déi tugng ¢d nguy o
cao na}f Ciing clin theo doi bénh nhin v¢ kha ning méc
cac nhidm kioén tiém tang khac.

-

Cac dt,vi leh phitl cva bénh | DA nghién ciru 2 ché dd lidu;
phéi tic nghén min tinh 1

Tiém tinh mach (0.5 me/ ke 6 i mdi lan, dung trong 72
(COPD) é ach (1,5 mg/ kg 6 gi . dung trong

i, hodic

1iém tmh mach 125 mg 6 gidy mbi lin, dimg trong 72
plo, rdi chuyen sang dang corticosteroid uing va v
liéu giam dan. Léng thoi gian didu tri nén it vhit 14 2
tufn,

Bidu tri hd tro cho céc chi ' Tidu khoi diu co thé thay dﬁl iy 10 mg té1 500 mg tmm
dinh khéc tinh mach, thy thuge vao didu kle,n {am sang. Co thé can |
dén lidu cao hon dé didu i ngl’m ngly céc tinh trang chp
tmh va nghidm trong. Céc liéu khoi dlu 1én L 250 mg
can tiém tinh mach trong thid gian it nhit 5 phi, con
néu dang lidu cao horn thi tiém trong thisi gian it nhit 1
30 phat. Céac lidu tiép theo c6 thé tiém bip hodc tinh
' mach theo cée khodng cach tuy theo dap tng cia bénh
nhan va theo tinh trang lam sang.

D& trénh cac vin & khi phéi hop thude va bao dam d6 &n dinh cta thube, nén tidm
mcthnlpredmsolon nalri succinat & hung vi tri rlcng hiét vl vi trf tiém cée thude khéc
néu duge. C6 thé tiém theo cdc kiduw: hom thude dudng tinh mach, qua budng tiém
(chamber) hodic ding dung dich $iém tinh mach theo k¥ thudt “piggy-back’ (Xem phén
6.6 Lwu v &ac biét khi st dung va cac thao tic khic).
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LUU \'f:‘ Mot sb ché phém cia methylprednisolon natii succinal ¢o chira alcol benzylic
(xem phéin 4,4 Canh bao va thin trong dfic bigt khi sit dung, Pang o tré em).

4.3 Chilng chi dinh

Chdng chi dinh methylprednisolon nati sueeinat trong nhiing trudmg hp saw

- Bénh nhan cé nhlem ném toan thén.

- Bénh nhén qud min v methylprednisolon nalri suceinat va céc thanh phin khic trong
ché phim.

~ Ding theo dudmng noi tﬁy

- Dung, 1 theo dudmyg ngoaL mang u.m;,

Chéng chi divh ding vic-xin sbng hogu, »ac. xin sbng, giam do¢ luc & nhiing bénh nhan
dang dung céc liu corticosteroid te che mién dich

4.4 Canh bao va thiin trong dic bi¢t khi sir dung
Tée dung e ché mién dich/ ting nguy co nhiém kbuiin

Corticosteroid ¢ thé lam ting nguy co nhidm khudn, che lip mét sé déu hiéu nhidm
khudn v mdt sb nhim khudn méd cd (hé& xay ra khi dang dung, cotticosleroid. Ca thé ¢6
hién tuong giam sée d& khang va mét kha ning khu 1t nhidm khudn tai ¢hd khi s dung
corticosteroid. Nlnem vi sinh vét gdy bénh bao gom nhidm virus, vi kiudn, ndm, don bao
hofic piun sdn & bt ki vi tri ndo ela co thé o (hé lién quan tdi vi€e sit dung
corlicosteroid dung riéng @ hodc ph61 hop véi cae thude e ché midn dich khdc a0 lac
dong 14 midn dich € bao hojc mién dich thé dich hodc té chite nang cla bach cau trung
tith. Nhimg nhiém khuan nay ¢ thé nha, nhung cling cé thé n ghiém trong va co khi géy

tir vong. Khi ting lidu corticosteroid, ty 18 mée cac bién ching nhiém khuin cling ting ¥

1én.

Bénh nhan dang sir dung thude te ché mién dich &€ bi nhiém khuan hon nhiing ngud
khoe manh khic. Vi dy & ué cm hay ngum Jém chua ¢6 midn dich dang dung
corticosteroid khi méc thiy du va séi cé thé bi nang hem va tham chi tit vong,

Chéng chi dinh ding vic-xin song hogu, vic-xin qﬁng da giam doc lyc & bénh nhén dang’
ding cdc Lidu corticosteroid e ché mién dich. C6 thé dung vac-xm chét hoie viie-xin bit
hoat cho bénh nhén ddng dung lidu corticosteroid e ché mién dich: tuy nhién, ddp dng
cliz binh nhén véi cic loal vac-xin nay cd thé gidm &i. Co thc chi dinh tiém ching cho
bénh nhén dang ding cée lidu corticosteroid khéng gy e ché midn dich.

St dung corticosteroid trong bénh lao hogl ddng can gidi han chi trong céc irudng hop
lao phdi lan toa hodic thé bing phat cép tinh ma trong dé corticosteroid duge ding dé
kidm soat bénh phéi hgp véi phac dd khéng lao thich hop.

Néu corlicosteroid duge ¢hi dinh & ngudi bénh lao tidm lang hofic phan (mg voi
tuberculin, cin lhco doi chQ.t cbé vi bénh ) thé tat phat Néu diing corticosteroid dai
ngay, bénh nhin cin duoe didu wj dy phimg bing céc thude khéng luo.

T Sarcom Kaposi (Kaposi’s sarcoma) da duge bdo ¢do & nhiing bénh nhan diéu tri bing
corlicosteroid. Natmg st dung corticosteroid ¢ thé s& thuyén gidm trigu chimg tén 14m
sang.

Vai trd cua cde corticosteroid trong sb¢ nhidm khudn van con dang, duge tranh ludn, cae
nghlcn clru g ddy cho thiy ¢é ci tdc dyng ¢ loi cling nhw ede dnh hudmg y bit loi. Gén
ddy, vige dimg corticosteroid bd sung 33 cho thiy 14 ¢6 lgi cho bénh nhén duge xdc dinh
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14 s8¢ nhiém khudn va ¢d suy giam chic nemg ’Luven thuromg thén. ’I'uv nhién, khdng nén
sir dung thudng xuyen licu ph‘tp Nay uong séc nhidm khudn, Mot tong quan hé thing da
két Jufin ring didu tri cde corticosteroid lidu cao trong théi gian ngan Ichdng mang lai tac
dung Tuy nhién, cac phan tich gdp va mot tong quan da cho tlmy st dung corticosteroid
lién thap trong khuang thoi gian dai hon (5 - 11 ngay) cé thé lam giam (7 18 tit vong, nhit
1a & bénh nhdn b sbe nhiém khudn phéi ding s thudc co mach.

Tic dung trén bé mién dich
C6 thé xay ra cdc phan 1tng di tmg. Vi mot s6 hiém cac tradng horp di ung trén da va phan
(mg phan v& ¢4 xdy ta & bénh nhiin ding coricosteroid, nén can ¢6 nhiing bién phap
phona ngura thich hop lt‘LI’O'( khi ding corticosteroid, diic bu,t kkhi bgnh nhén c6 tién sit di
fmy vai bt ki loai thube ndo.

Tac dung trén ndi tiét

Bénh nhin dang st dung corticosteroid ma phal chiu uhiing cling thing bt thuomg chn
chi dinh dimg corticosteroid tdc dung nhanh véi lidu cao bom trude, trong v sau khi bi
SLress.

Sit dung corticosteroid & heu cé tac dung duoc 1¥ trong thoi gian kéo dai ¢6 thé din téi
¢ ché truc duéi déi - tuyén yén - thugng thén (ITPA) (su}' vo thugng than thi phat), Mie
d% vi thin glan suy vo thuw;:, thin thir phat khac nhaa gitta cace benh nhén va phy thudge
vao lidy, tn sudt, thoi didm ding thude va khoang thei gian didu tr biing ghicocorticoid,
Cé thé giam thidu the dung nay bing ligu phap ditu tri cach nhét.

Ngoai ra, suy vO thuong than céip com diin dén 1 vong néu dimg glucocorlicotd ddt ngdt.

Do &6, co thd giam thidu nguy co suy vé thucrng than (hit phét do thude bing cdch gidm
liéu tir tir. Kidu suy vo thut,mg (hdn nay c6 thé ton tai nhidu {hing sau khi nf,ung didu iy,
do d6 trong thod gian nay, véu xdy ra bét ki trudmg hop stress nao, nén bit dau sir dung
lai Liéu phdp horrnon,

“Hoi chring cai thude™ sleroid, khéng lién quan dén tinh trang suy v thugmg than, ¢é thé
gip sau khi ngu’ntr dée ngut giucocorﬂcmd TI6i chitng nay gdm cée tridu chl.mg nhu: chén
in, buon n6n, non, hdn mé, dau diu, sot, dau khép, bong da dau co, gidm ¢in vahodc ha
huyét ap. Nhitng anh hwdug ndy duge cho 14 do thay d8i dot ngdt ndng dd glucocorticoid
hon 13 do ndng d corticosteroid thip.

Vi glucocorticoid ¢6 (hé giy ra hodc 1dm ning thém hdi chimg Cushing, nén tranh sir
dung giucocorticoid trén nhitng bénh nhan Cushing.

T'ac dyng cla cothicosteroid ting 1én trén nhitng bénh nhin thidu nang tuydn gidp.
Tac dung trén chuyén héa vi dinh dedng

(Cdc corticosteroid, bao gom melhylpredmsolon Vs the Jam Ling dudng huyét, lam ning
hon tinh frang titu dudmg sin ¢6, va co thé dén dén tidu dudng trén nhitng 481 tuong sic
dung corticosteroid kéo dai.

Tac dung trén tim thin

Céc xao rdn vé tan thin c6 thé xuﬁt hi¢n khi duug, cotlicosteroid, tir sing khodi, mét
nga, thay i tAm trang, tinh khi Lh’it thuong va trm cam ning cho dén nhung biéu hién
t4m thin thue sw. Nzodi ra, sy bét én cdm xte hojic khuynh hudng tim than cé thé ning
hon do corticosteroid.
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Kha niing giip cde tie dung khéng mong mudn nghiém trong vé (am thdn cé thé xay I
khi diing steroid theu duimg toan thin. Cac (ridu chimg thwdng xudit hign trong mét vai
ngdy hodc vai tudn ti khi bét dau dicu trl, [Fiu héi cde tridu ching mél & sau khi fiam
hodc dimg corticosteroid, mdce di cd thé cin phai didu 1 dic bigt. Cée tée dl,mg vé thm
thin d3 dugc bao cao khi nf,tmg cotticostcroid, tuy nhién chua blct td tin sudt. Bénh
nhan/ nguid chidm s6e nén Iwu ¥ 11eu cdc {ridn ching tAm thén tién (rién & bénh nhin, dic
hiét néu nghi ngé bénh vhin bi tram cdm hay ¢4 § dinh tw tu Bénh nhin/ ngudi cham sée
nén duoc canh bio vé nhitmg i loan tim thiin ¢6 thé xudt hién trong ki didu tri hode
ngay sae Kl giam lidu! nglmg dimg steroid toan thén.

Tse dung trén hé thin kinh

Nén thin trong khi ding corticosteroid trén nhimg bénh nhin déng kinh.

Nén than trong khi ding corticosteroid trén nhiing bénh nhdn nhuge co ning (Xem thém
vé hénh co trong phan Tic dung trén hé eo xvong).

Migc du cdc thit nghiém lam sang ¢d dbi chimg da cho thdy cotrticosteroid co tac dung
giam nhanh mix & tram trong cAp tinh tv ong dot clp cha bénh da xo cung nhung
nhitng thir nghim do khing chun@; 10 durgre mng corticosteroid ¢6 duh hudng dén kct qua
didu tri cudi cling hoiic didn bién tr nhién cla bénh. Cac nghién ctru cho thiy rang cdn
dung lidu corticosteroid tuong dbi cao méi ¢ tae dung dang ké.

Cac bién ¢b y khoa ning dd duge bao cio 14 6 lién quan dén duodmg ding ndi iy Mmgodd
mang cing (xem phén 4.8 Tic dung khéng mong muén).

B ¢b cac bao cao vé hign tuong tich m@& ngodi mang cung & nhimg bénh nhin dung '

corticosteroid, dién hinh 1a khi st dung lidu cao kéo dai.
Tie dung trén mat

Céin dimg thin trong corlicosteroid & bgnh nhin nhidm Herpes simplex & mit vi eb thé
gdy thimg gidc mac.

Ding corticosteroid kéo dai ¢o thé lam duc thay tinh thé dudi bao sau va due thuy tinh
thé & trung tAm (dic bidt & tré em), &1 mit hodc t'mg dp lyc ndi nhin, cb thé dan den
bénb ting nhin ap di kem tén thuong thin kinh 1hi gtac. C6 thé ting nguy co nhiém nAm
va virus thit phat trén mat & béh nhan s&r dung glucocorticoid.

Li¢u phap corticosteroid d3 timg duge x4c dinh ¢d lign quan dén bénh hic vong mac
trung tim thanh dicl, mét chimyg bénh ¢ thé dAn dén bong vimg mac.

Tac dung trén tim

Tac dung khéng mong mudn cha glucocorticoid trén hg tim mych, nhu r5i loan lipid mau
va tang huyét ap, co thé khién cée hénh nhin dd c6 san nguy o vé tim mach phai chiu
thém cac dnh hudmy tim mach khéc, néu dimg lidu cao va kéo dai. Vi my, cormostermd
nén duge diing than lrong ¢ nhitng bénh nhiu nﬁy cin theo dai sy thay ddi clia cée ycu td
nguy ¢ va theo dai chire nang tim thém néu cin ﬂuét Cac hién chimg trong didu tri bing
corticosteroid co thé gidm khi st dung lidu phap &iéu tri cach nhéat va ding lidu thip.

Sau khi tiém nhanh cac 1idu cao methylprcdmsolon natri succinat (hon 0,5 gam trong thin
gian dudi 10 phiit), 84 cé bao cdo vé 101 loan nhip tim va/ hode truy mach vi/hode nglmg
tim. Chim phip tim d4 duoc bdo cao trong hodic sau khi dunf, r 1idu cao methylprednisolon
natri succinat, v o6 (hé khong lidn quan téi 1 dd va thai gian tidm truyén.
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Nén thin trong khi ding céc corticosteroid toan than, va chi dung khi thuc sy can thiét,
trong truong hop suy tim sung huyét.

Téc dung trén mach

Huyét khdi, bao gdm thuyén tic huyét khdi tinh mach, da duge bio céo xay ra khi ding
corticosteroid. Do do, corticosteroid cﬁp dugce sir dung thédn trong & bénh nhin dang bi
hodic ¢6 thé c6 nguy co bi céc rdi loan vé huyét khoi.

Cin dung thén trong corticosteroid & nhitng bénh nhén cao huyét 4p.
Téc dung 1én 6ng tiéu hoa

Khéng ¢6 quan diém thong nhit nao vé viéc chinh corticoteroid gdy nén tinh trang loét
dudmg tiéu hda trong qué trinh di€u tri hay khong, tuy nhién, dung glucocorticoid cé thé
che lap nhimg triéu chimg cua loét dudmg tiéu hoa, giy nén tinh trang thing hodc Xuét
huyét tiéu héa ma khong kém dau dém rd rét. Nguy co bj loét dudomg tiéu hoa ting 1én khi
két hop v6i céc thude chdng viém khong steroid (NSAID).

Thén trong khi ding corticosteroid trong viém loét dai trang khong déc higu néu c6 doa
thiing, 4p-xe hay nhiém khuén sinh ma khdc; viém tdi thira, c6 chd ndi rudt non méi,
dang bi hay c6 tién sir bj loét dudmg tiéu hoéa.
Tiéc dung lén gan mat 1>
Liéu cao corticosteroid c6 thé gy viém tuy cip. \

Téc dung trén hé co xwong

Pi ¢6 béo cdo vé bénh co cdp tinh khi sir dung corticosteroid lidu cao, thudng xay ra &
bénh nhén bj céic rdi loan din truyén thin kinh co (vi du nhuge co ning) hay trén bénh
nhin dang ding céc thudc khéng cholinergic nhu thudc trc ché than kinh co (vi du
pancuronium). Bénh co cép tinh nay lan rong, c6 thé lién quan dén cac co mét, co hd hép
va c6 thé dan t6i liét chi. Tinh trang ting creatinin kinase c6 thé xay ra. Dé c6 tién trién
vé& mit 1am sang hay hdi phyc, cin dimg thuéc trong vong vai tudn dén vai nam.

Lodng xuong la téc dung khong mong mudn phd bién, nhung it dugc phét hién khi ding
glucocorticoid liéu cao va kéo dai.

Réi loan thén va tiét ni¢u:

Nén thén trong khi duing corticosteroid trén nhimg bénh nhin suy thin

Nghién ciru

Liél} trung binh hodc cao cta hydrocortison hodc cortison c6 thé gdy tang huyét ap, giit
muoi va nude va ting thai trir kali. Nhing tic dung nay it gap hon véi céc dan xuét tong
hop trix khi ding lidu cao. Ché @3 &n han ché mudi va bd sung kali ¢6 thé can thiét. Tat ca
c4c corticosteroid déu 1am ting thai trix calci.

Ch4n thwong, ngd ddc va cic bién chirng phiu thuit

Corticosteroid ding toan than khong dugc chi dinh, va do dé khdng nén ding dé diéu tri
chan thuong so ndo. Mot nghién ctru da trung tdm cho thdy tang ti 1& tir vong tai thoi
didém 2 tudn va 6 thang sau chin thwong & nhimg bénh nhén ding methylprednisolon
natri succinat so v6i nhiimg bénh nhén dung gia duge. Moi quan hé nhan qua véi vige
diéu tri biang methylprednisolon natri succinat chwa dugc thiét 1ap.
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Canh bao khace

Do cac blen chimg khi dung glucocorticoid phu thuoc vao lidu lugng va thoi glan diéu tri,
cAn cén nhéc l¢i ich/ nguy co trén timg bénh nhin vé lidu lugng va thoi gian diéu tri theo
lidu hang ngay hay dung cach nhét.

Nén dung liéu thap nhét c6 hiéu qua cua corticosteroid dé kiém soét tinh hinh diéu tri va
khi c6 thé giam lidu, nén giam tir tir.

Cén than trong khi sir dung aspirin va céc thudc chéng viém khong steroid phdi hgp véi
corticosteroid.

Bénh u té bao wa crém cé thé gdy tir vong da dugc bio céo sau khi sir dung corticosteroid
toan than. Véi bénh nhan nghi ngd hoac da xé4c dinh 12 méc bénh u té bao ua crom, chi
nén sir dung corticosteroid sau khi da tién hanh déanh gia 1¢i ich/ nguy co phu hop.

Dung & tré em

Alcol benzylic ding de bao quan thudc ¢6 lién quan téi céc tdc dung khong mong mudén
nghlcm trong, bao gdm “hdi chung thé gdp” va tir vong & bénh nhan nhi. Mic du liéu
diéu trj binh thudmg cta san phdm nay thudng chira luqng alcol benzylic thép hon dang
ke so Vi lidu bdo cdo cb lién quan t&i “hoi chimg thd gdp”, nhung lugng alcol benzyhc
t6i thiéu gdy doc ciling chua dugc biét. Nguy co ngd doc alcol benzylic phu thude vao lidu
dung va kha nang khir doc chét nay ctia gan. Tré sinh non va sinh nhe cén ¢ nhiéu kha
ning bi nhiém ddc hon.

Cén theo ddi chiit ché sy ting trudng va phat trién cla tré so sinh va tré em sir dung
corticosteroid kéo dai.

Chim téng trudng c6 thé gip trén tré em sir dung glucocomcond kéo dai, hang ngay, véi
lidu chia nho va viée sir dung liéu phap nay nén han ché, chi nén dung v6i céc chi dinh
khén cdp nhit. Ligu phap glucocorticoid dung cach nhét co thé tranh va giam thiéu tac
dung khong mong mubn nay.

Tré so sinh va tré em sir dung corticosteroid kéo dai co nguy co dic biét vé ting ap luc
ndi sQ.
Liéu cao corticosteroid c6 thé gy viém tuy & tré em. 13 3

4.5 Twong tic véi ciac thude khic va cic dang twong tic khic

Methylprednisolon la co chét clia enzym cytochrom P450 (CYP) va cha yéu duge chuyén
hoéa béi enzym CYP3A4. CYP3A4 la enzym chinh cua hau hét cac phan hg CYP trong
gan cua ngubl trudmg thanh. N6 xuc tac cho qua trinh 6 - hydroxyl héa sterond giai
doan I thiét yeu trong qua trinh chuyén héa cho ca corticosteroid ndi sinh va tong hqp
Cung ¢6 rét nhiéu chat khac cling la co chit ctia CYP3A4, mjt s chit nay (cling nhu céc
thude khéc) lam thay dbi sy chuyén hoéa glucocorticoid bing cach gdy cam (mg (diéu hoa
tang) hodc trc ché enzym CYP3A4.

Cédc chdt irc ché CYP3A4 - Nhimg thubc e ché hoat tinh CYP3A4 nhin chung 1am giam
dj thanh thai cia gan va ting ndng do cua céc thube la co chét cia CYP3A4 nhu
methylprednisolon trong huyét tucmg Néu c¢6 céc chét ic ché CYP3A4, nén chuén liéu
methylprednisolon dé tranh bi ngd déc steroid.

Céc chdt cam iimg CYP344 — Nhing thuéc gdy cam (mg CYP3A4 nhin chung lam ting
dd thanh thai cua gan, din t&i lam giam ndng do céc thudc 14 co chit cia CYP3A4. C6
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thé can phai ting lidu methylpredmsolon khi dung cung céc thubc nay dé dat dugc két
qua diéu tri nhu mong mudn.

Cdc chdt la co chdt cia CYP3A4 — Khi ¢6 mit mqt co chét khac cta CYP3A4 ud trinh
thanh thai qua gan ctia methylprednisolon ¢6 thé bi anh hudng, do d6 can diéu chmh
tuong Ung lleu duing cua methylpredmsolon C6 thé cac tac dung khong mong mudn khi
ding riéng mdi thudc s& dé xay ra hon khi ding ddng thoi céc thude voi nhau.

Nhitng thudc khong c6 hi¢u img qua trung gian CYP344 — Céc tuong tic va anh hudng
khéc xdy ra voi methylprednisolon dugc trinh bay trong bang 2.

Béng 2 bao gdm nhimg tuong téc thude phd bién hodic quan trong vé mit lam sang véi
methylprednisolon.

Bing 2: Nhimg twong tic/ anh hwdéng quan trgng cua cic thude hodic hoat chit véi

methylprednisolon.

(dang udng)

Phén loai thuoc — Twong tic/ Anh hwing

Thudc hoiic hoat chit

Khéng sinh Chat trc ché, CYP3A4. Ngoai ra, methylprednisolon c6 kha
- ISONIAZID ning ting toc dj acetyl hoa va do thanh thai clia isoniazid.
Khang sinh, Thudc | Chatcam img CYP3A4

khang lao B

- RIFAMPIN

Thuéc chong doéng | Téc dung cua methylpredmsolon trén thudc chong dong

dudng uong c6 thé thay ddi tuy truomg hop. Pa cé nhiéu
bao céo vé viéc ting cling nhu glam tac dung cta thube
chong dong khi dung chung voi cortlcostermd Chinh vi
vay, phai kiém tra céc chi s6 dong mau dé duy tri téc dung
chéng déng mong mudn.

Thudc chong co giat

Chét cam tmg CYP3A4 ( va la co chét)

- CARBAMAZEPIN

Thude chong co giat Chit cam ‘mg CYP3A4

- PHENOBARBITAL

- PHENYTOIN

Thuoc khang Céc corticosteroid c6 thé lam anh hudng dén tac dung cla
cholinergic céc thudc khang cholinergic

- CHEN THAN KINH 1. P ¢6 bdo céo vé bcnh co cap tinh khi str dung lidu cao
CcOo cdc corticosteroid dong thdi véi cac thude khang

cholinergic, nhu 1a céc thubc chen thin kinh co (Xem phén
4.4 Canh bdo va thin trong dic biét khi sir dung, H¢ co
xuong dé c6 thém thong tin).

2. i ¢6 bdo céo vé tinh déi khang trén tac dung trc ché
thin kinh co cua pancuronium va vecuronium trén bénh
nhin dung corticosteroid. Tuong tic nay cé thé xay ra véi
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Phén loai thuoc - Twong tic/ Anh hwing

Thude hoic hoat chit )
tat ca cac chat chen thin kinh co ¢6 tinh canh tranh.

Thudc khang Céc steroid c6 thé 1am giam téac dung cua céc thudc khéng

cholinesterase cholinesterase dung trong diéu tri bénh nhuoc co.

Thudc diéu trj ticu Vi corticosteroid c6 thé 1am ting nong do glucose mdu nén

dudng ¢6 thé phai diéu chinh liéu ding ctia thube diéu trj tiéu
dudng

Thudc chong non Chat trc ché CYP3A4 (va la co chat)

- APREPITANT

- FOSAPREPITANT

Thudce khédng ndm Chét trc ché CYP3A4 (va la co chat)

- ITRACONAZOL 2

- KETOCONAZOL

Thubc khing virus Cht (rc ché CYP3A4 (va la co chat) '

- Céc thube (rc ché HIV 1) Céc chét uc ché protease nhu Indinavir va ritonavir cé

-protease thé 1am tiang ndng dd corticosteroid trong huyét twong.

2) Cortlcostermd 6 thé cam (mg qua trinh chuyen hda cua
cée thude e ché HIV protease din dén giam ndng do6 cua
céc thude nay trong huyét tuong.

Thudc trc ché Ammoglutettumld gdy (rc ché tuyen thuong thén ¢ thé

Aromatase lam trAm trong thém céc thay ddi vé ndi tiét do dung

- AMINOGLUTETHIM glucocorticoid kéo dai

ID

Thudc chen kénh Calci | Chét trc ché CYP3A4 (va la co chat)

- DILTIAZEM

Thudc trénh thai (dang Chét trc ché CYP3A4 (va la co chat)

uong)

ETHINYLESTRADIOL/

NORETHINDRON

Nudc ép budi Chat trc ché CYP3A4

Thudc trc ché mien dich | Chét e ché CYP3A4 (va la co chat)

- CYCLOSPORIN 1/ Kh1 ding ddng thoi cyclosporm vai methylpredmsolon
thi xuat hién su (rc ché chuyen ho4 1n nhau, va c6 thé lam
ting nong d6 trong huyét twong ctia 1 trong 2 thuoc hodc ca
2 thubc; vi vy, céc tac dung khéng mong mudn khi ding
riéng m51 thude c6 thé s& d& xay ra hon khi ding ddng thoi.
2/ Pa ¢6 béo cdo vé hién tugng co giat khi ding dong thoi
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Phén loai thude —
Thubc hoic hoat chiit

Twong tic/ Anh hwing

methylprednisolon va cyclosporin

Thudc e ché mién dich
- CYCLOPHOSPHAMI
D

- TACROLIMUS

Co chit cia CYP3A4

Thudc khéng sinh ho
macrolid

- CLARITHROMYCIN
- ERYTHROMYCIN

Chét tc ché CYP3A4 (va la co chat)

Thudc khéng sinh ho
macrolid

-TROLEANDOMYCIN

” A {1 -~ -
Chét tc ché CYP3A4 ?/

-

NSAID (thuéc chong
viém khong steroid)

- ASPIRIN (acid
acetylsalicylic) liéu
cao

1/ Ty 1& xuat huyét va loét dudng tiéu héa c6 thé tang khi
ding methylprednisolon cing véi céc thude NSAID.

2/ Methylprednisolon c¢6 thé lam ting d9 thanh thai cla
aspirin lidu cao, c6 thé din dén giam ndng d9 salicylat
trong huyét thanh. Dimg didu tri bang methylprednisolon
¢6 thé din dén ting luong salicylat trong huyét thanh, diéu
ndy c6 thé diin dén ting nguy co ngd doc salicylat.

Céc thudc lam tang thai
kali

Khi ding corticosteroid cing véi cac thudc lam ting thai
kali (vi du thubc ¢ tiéu), nén theo ddi chiit ch& hién tuong
ha kali mau & bénh nhén. Vig¢c dung chung corticosteroid
vGi amphotericin B, céc xanthen hay thudc chen beta 2
cling lam ting nguy co ha kali mau.

Tuong ky:

Pé tranh vAn d& khi phéi hop thubc va bio dam tinh n dinh cia thubc,
methylprednisolon natri succinat dugc khuyén céo nén ding dudmg tinh mach riéng ré
véi céc thube hoidc céc chét khac dung dudng tinh mach. Céc thudc khong tuong hop vé
mit vét 1y véi methylprednisolon natri succinat trong dung dich bao gdm, nhung khong
giéi han &: allopurinol natri, doxapram hydroclorid, tigecyclin, diltiazem hydroclorid,
calci gluconat, vecuronium bromid, rocuronium bromid, cisatracurium besylat,
glycopyrrolat, propofol. (Xem phin 6.2 Twong ky, dé biét thém thdng tin).

Kha niing sinh sin

4.6 Anh hwing trén kha niing sinh sin, phu nir ¢é thai va cho con bi

Céac nghién ctru trén dong vét da cho thdy 1a corticosteroid lam suy giam kha niing sinh
san (xem phan 5.3 Dit li¢u an toan tién lim sang).
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Mang thai

Nghién cru trén dong vét cho thy corticosteroid khi dung lidu cao cho me c6 thé gy dj
dang cho thai. Tuy nhién, corticosteroid c¢6 vé nhu khong gdy di tét bam sinh khi ding
cho phuy nir ¢6 thai. Mic du c6 céc két qua nhu vdy, nhung vi nhimg nghién ciru trén
ngudri khong thé loai trir kha nang rii ro, nén chi diing methylprednisolon natri succinat
trong thai ki khi thét sy cin thiét.

Mot vai corticosteroid qua duge hang rao nhau thai. Mgt nghién ctru dang héi ctru cho
thdy c6 tang ty I¢ tré so sinh thiéu can sinh ra tir nhitng ngudi me dung corticosteroid. Tre
so sinh ctia nhimg ba me da dung lidu corticosteroid dang ké trong qua trinh mang thai
phai duge theo ddi va danh gia cn than vé céc ddu hiu suy giam chic ning tuyén
thuong than, mic du hiém gip céc trudmg hop suy vo thuong thén & tré so sinh bj phoi
nhiém véi corticosteroid trong tir cung.

Chua biét téc dung cta corticosteroid véi qua trinh chuyén da va sinh con.

Puc thuy tinh thé duge quan sét thdy & nhimg tré so sinh ma me sir dung corticosteroid
kéo dai trong qua trinh mang thai.

Alcol benzylic c6 thé di qua nhau thai (xem phén 4.4 Cinh bdo va thin trong dic biét
khi sir dung)
Thai ki cho con b 12

. 2 Y ¢ e
Corticosteroid bai tiét dugc qua sira me.
Co’rticosteroid bai tiét qua sita mg ¢6 thé e ché sy ting trudng va anh hudng dén san
xudit glucocorticoid ndi sinh & tré so sinh bi me. Do chua c6 nghién ciu day du trén
ngudi, chi nén dung corticosteroid cho ngudi m¢ dang nudi con ba khi lgi ich mang lai
cho me vuot trdi so véi nguy co cd thé gdp dbi véi con.

4.7 Anh hudng 1én kha niing ldi xe va véin hanh miy méc

Chua danh gia duge mdt cach co hé théng vé anh huong cla cac corticosteroid tdi kha
ning 14i xe va van hanh may moc. Céc téc dung khong mong muén nhu hoa mét, chong
mat, roi loan thj gidc va mét moi c6 thé gap sau khi didu tri bing corticosteroid. Néu bg:,
anh hudmg, bénh nhén nén dimg lai xe hodc vén hanh may mac.

4.8 Téic dung khong mong muén
Cac tac dung khéng mong mudn dudi ddy di duge béo cdo véi cac dudong ding bi chéng
chi dinh sau: Noi tiy /Ngoai mang cimg: Viém mang nhén, roi loan chirc ning dudmg
tiéu hoa/rdi loan chirc ning bang quang, dau dau, viém mang ndo, liét nhe hai chi
du6i/liét hai chan, co giat, roi loan cam gidc. Khong rd tin suat xuét hién cia céc tic
dung khong mong mudn nay.

Bing 3. Bing céc tic dung khong mong mudn

Phén logi theoh§coquan [ Khongrdtansuat
© (MedDRA -Medical | (Khéng thé wGc lugng tir di¥ ligu c6 sin) -
Dictionary for Regulatory | A

 Activities v. 16.0) R e e e oy,
Nhi&m tring va nhiém ky | Nhiém tring co hdi; Nhiém trung
sinh trung
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Hoi ching dang Cushing; Chitng suy gidm ¢hix ning tyén
yén; H1 ching cai thude steroid.

Réi loan chuyén hoa va
dinh dudng

Chimg tich mé; Gilv natri; Gitr nude: Gidm kiém chuyén
héa do ha kali mdu ; Rﬁl loan m& méuy; Giam dung nap
glicosc; lan;, y nhu Ldll st dung insulin (hogo cde thude ha
dudmng huyét dang udng & bénh nhén tidy dumu:} Cén bing
niler dm (do di hod dam); Téng uré maw; Ting car giac
thém i (c6 thé din dén ting can)

Aa ~ A
R Joan tim than

Réi loan cam xdc (bao gbm tam trang teiim wdt, tim trang
phén khich, cém xic khéng dn dinh, phy thubc thube, ¥
dinh ir tir); Roi logn hanh vi (bao g odm hung cam, hoang
tudmg hé théng, 40 gide, tAm thin phan lidt); R&1 logn tam
thin; Thay c101 tinh cédch; Trang thiu i lAn; Lo du; Thay a5
tam tinh thit thuong; ITash vi bél thudng, Mat ngd; DE kich
dong.

R&i loan hé than kinh

Chirng tich mé& ngodl mdng cing; Tang dp lye ndi so (kém
phi gai thi [tang ap lye nii 50 lanh tinh]); Co giat, MAL tr
uhé; Réi toan nhan thic; Chéng mat; Dau diu

R61 loan mat

Bénh héc véug mac trung tm than.h dich; Bénh dyc thiy
tinh thé; Bénh ting nhan &p; Lol mit

Ré&i loan tai va tai trong

Chong mit

Rbi loan tim

Suy tim sung huyél {¢& b¢nh nhan nhay cam), Réi loan nhip
tim

Ré&i loan mach méu

Huyét khéi; Tang huyét &p; Tia huyét ap.

va trung that

R&1 loan hd hflp, ibng ngye

Tic mach phdi; Néc opt
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Loét dudmg tiéu hod (c6 thé thing do loét dudmg tiéu hod va
xuéit huyét do loét dudmg tiéu hoa); Thing rudt; Xuét huyét
da day; Viém tuy; Viém mang bung; Viém thyc quéan gay
loét; Viém thuc quan; Trudéng bung; Pau bung; Tiéu chay;
Khé tiéu; Budn non.

Réi loan da va mé dudi da | Phu mach; Phu ngoai vi; Chimg rdm 16ng; DPém xuét huyét;
B\ém mdu; Teo da; Sung huyét; Tang tiét md h6i;, Da ndi
vin; Phét ban; Ngira; N6i may day; N&i myn; Mt sic t6 da.

R&i loan hé co xwong va Yéu co; Pau co; Bénh co; Teo co; Lodng xuong; Hoai tir

R&i loan tiéu hoa

md lién két xuong; Gy xuong do bénh ly; Bénh khép do thén kinh;
Pau khép; Chdm tang trudng \

Réi loan hé sinh san va Kinh nguyét khong déu 4

tuyén via

Céc rbi loan chung va tinh | Khé lanh vét thuong; Mét moi; Kho chiu; Phan img tai chd

trang tai chd tiém tiém

Anh hudng dén cac xét Ting calci niéu; Ha kali mau; Giam dung nap carbohydrat;

nghiém Tang nhin 4p; Ting enzym Alanin aminotransferase; Tang

enzym Aspartat aminotransferase ;Tang phosphatase kiém
méu; Giam phan (mg khi xét nghiém trén da*

Chén thuong, ngd doc va Gay xuong cOt sbng do chén ép; Dt gén
bién chimg do tht thudt

* Khong phai 1a mdt Thudt ngr wu tién (PT) cia MedDRA

4.9 Qui liéu

Chua gip cac hoi chimg 1am siang vé qué lidu clp tinh véi corticosteroid. Béo cdo vé doc
tinh cap va/hodc tir vong sau khi qua lidu corticosteroid rit hiém. Trong trudng hop quéa
lidu, khong c6 thudc gidi doc dic hi¢u ma chi didu tri hd trg va didu tri tri¢u chimg.
Methylprednisolon c6 thé thim tach dugec.

5. CAC PAC TINH DUQC LY
5.1 Céc dic tinh dwge lye hge

Methylprednisolon la steroid chéng viém c6 hi¢u lyc chéng viém 16n hon prednisolon va
ciing it gdy gifr nuGce va natri hon prednisolon.
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Methylprednisolon natri succinat ¢é cung téc dung chuyen héa va chéng viém nhu
methylpredmsolon Khi ding dudng tiém va véi lugng d6ng mol, thi ca 2 chét nay déu
twong dwong vé hoat tinh sinh hoc. Tiém luc tucmg d6i khi so sanh methylpredmsolon
natri succinat v&i hydrocortison natri succinat vé téc dung lam giam lugng bach cdu &
toan sau khi cling tiém tinh mach, la it nhét 4/1. Diéu nay ciing tring khép véi tiém lyc
twong dbi khi so sanh hai ché phdm nay theo dudmg udng.

5.2 Cac dic tinh duge dong hoc

Pic tinh duge dong hoc ctia methylprednisolon tuyén tinh, khong phy thudc vaq dudomg
dung.

A

Hap thu:

Sau khi tiém bép 40 mg mcthylprednisolon natri succinat cho 14 nguoi tinh nguyén nam
trudmg thanh khoe manh nong do dinh trung binh la 454 nanogam/mL dat duqc sau 1
gio. Dén gior thir 12, thdy ndng do methylpredmsolon trong huyét trong giam xudng 31,9
nanogam/ mL. Sau khi tiém 18 glb khong con tim thiy methylpredmsolon Dua vao dlcn
tich dudi dudng cong (AUC), bidu hién cua tdng lugng thude duge hip thu, thi tiém bép
methylprednisolon natri succinat trong duong véi cling liéu tiém tinh mach.

Nhimg két qua cia mot nghién ctru dd chimg minh ring ester natri succinat cua
methylprednisolon dugc chuyén dbi nhanh va manh thanh methylprednisolon c6 hoat tinh
sau khi dung theo moi du'ong ding. Mitc do hép thu ctia methylprednisolon ty do sau khi
tiém tmh mach va tiém bép 1a twong duong va 16n hon rd rét so véi mirc do hép thu sau
khi ubng methylpredmsolon dang dung d;ch va dang vién nén. Vi lugng
methylprednisolon dugc hép thu sau khi tiém bip va tiém tinh mach la tuong duong, du
da c6 luong 1ém hon cla ester hemisuccinat vao duge tudn hoan chung sau khi tiém tinh
mach, ¢6 thé cho ring ester da dugc chuyén hoa trong mé sau khi tiém bip va sau d6
dugce hip thu dudi dang methylprednisolon ty do.

Phén bé:

Methylpredmsolon duge phan b rong rdi vao cdc mo, qua hang rao méu ndo, va bai tiét
qua sita me. Thé tich phan b bléu kién cua thudc 1a khoang 1,4 L/kg. Kha nang gin véi
protein huyét tuong & ngudi la x4p xi 77%.

Chuxén hoda:

O ngudi, methylprednisolon dugc chuyén héa & gan thanh céc chit chuyén hoa khong
hoat tinh: hdu hét thanh  20a-hydroxymethylprednisolon ~ va  20B-
hydroxymethylprednisolon.

Chuyén héa & gan chu yéu thong qua CYP3A4 (Dé biét danh sach céc twong tac thude
dwa trén chuyén hoa trung gian qua CYP3A4, xem phén 4.5 Twong tic véi cdc thude
khéc va cic dang twong tic khic).

Methylpredmsolon cling nhu nhiéu co chét cia CYP3AA4, ciing ¢6 thé 1a mot co chét cla
protem vén chuyen p-glycoprotein gin ATP (ATP -binding cassette, ABC) , anh hudng
dén sy phan b trong md va tuong tac voi cac thubc khéc.
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6.2.

Thai tru:

Thoi gian béan thai trung binh ciia methylprednisolon tir 1,8 dén 5,2 giv. D thanh thai
toan phén x4p xi 5-6 mL/phat/kg.

Cic dir li¢u an toan tién 1am sang

Duya trén céc nglucn clru quy wde vé tinh an toén dugce ly va dgc tinh cua liéu 13p lai,
khong nhén thdy c6 tac dung khéng mong mudn ngoén du doan nao. Djc tinh quan sat
dugce trong céc nghién clru liéu lap lai phu hop voi két qua dy tinh do phoi nhiém lién tuc
véi steroid ngoai sinh ctua vo thuong than.

Kha néng giy ung thu:
Céc nghién ctru dai han trén dong vt chua duge thyc hién dé danh gia kha niing giy ung
thur tiém tang.

Kha niing dot bién gen:

Khong ¢6 béng chimg vé djt bién gen va nhiém sic thé tiém tang khi dugc thir nghiém
trong mdt sd it cac nghién cru thyc hién trén té bao vi khudn va dong vit ¢6 vi.

Ddc tinh trén hé sinh san:
Corticosteroid dd dwoc quan sat thdy lam giam kha ning sinh san khi dung trén chudt
cong.

ba ¢6 quan sat cho thiy cic corticosteroid gay quéi thai & nhiéu loai khi ding liéu tuong
dwong véi lidu & ngudi. Trong cdc nghién ctru vé sinh san & dong vit, céc glucocorticoid
nhu methylpredmsolon da cho thiy gdy dj tit (hd ham éch, di tat xuong) va lam bao thai
chdm phét trién trong tir cung.

CAC PAC TINH DUQC HQC
Danh muc ti dwoe
Solu-Medrol 500 mg:

Bot pha tiém: Monobasic natri phosphat monohydrat, dibasic natri phosphat khan, natri
hydroxyd, nudc cét pha tiém

Lo dung méi: Alcol Benzylic, nude cét pha tiém.

Solu-Medrol 40 mg: Monobasic natri phosphat monohydrat, dibasic natri phosphat khan,
lactose, natri hydroxyd, alcol benzylic, nuéc ct pha tiém.

Twong ky,

Su twong hop va d§ én dinh khi tiém tinh mach dung dich methylprednisolon natri
succinat va khi tron lan v6i cdc dung dich tiém tinh mach khéc phy thude vao pH cua
dung dich trdn 1an, nong do, thoi gian, nhiét d va kha nang hoa tan cua
methylprednisolon. Nhu vy, & tranh céc vén d& twong ky va do n dinh, néu c6 thé
duoc thi nén tiém dung dich methylprednisolon natri succinat riéng r€&, khong tron 1an véi
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6.3.

6.4.

6.5

6.6

céc thude khéc (xem phin 4.5 Twong tic véi cdc thude va cic dang twong tic khic dé
biét thém thong tin).

Thi han sir dung

Solu-medrol 500 mg: 60 thang ké tir ngay san Xuét véi san phim chua pha ché.
Str dung dung dich da pha trong vong 48 gidr sau khi trdn lan.

Solu-medrol 40 mg;: 24 thang ké tir ngay san xuét véi san phdm chua pha ché.
Sir dung dung dich da pha trong vong 48 gi sau khi tron lan.

Thén trong dic biét khi bio quin

San phédm chua pha ché: Bao quan dudi 30°C.

San phdm da pha ché: Bao quan dung dich da pha & nhiét d6 phong c6 kiém soat
15°C-30°C. Sir dung dung dich da pha trong vong 48 gi sau khi tron lan.

Tinh chét va dung lwgng cia bao bi déng géi

Solu-medrol 500 mg: Hop 1 lo thubc bjt pha tiém 500 mg + 1 1o dung méi pha tiém

7,8 ml.

Solu-medrol 40 mg: Hop 1 lo Act-O-vial 1 mL (thiy tinh nhém I, nit: cao su butyl):

khoang chira bt pha tiém 40mg + khoang chira dung méi pha tiém 1ml.

Luwu y dic biét khi sir dung va cdc thao tic khic

Chudn bj cdc dung dich

Pé chuén bi dung dich tiém tinh mach, truéc hét pha ché lai dung dich methylprednisolon

natri succinat nhu huéng din. C6 thé bit ddu didu tri bing tiém tinh mach

methylprednisolon natri succinat trong thoi gian it nhit 5 phat (vi du véi cac lidu 1én toi

250 mg) cho téi it nhit 30 phut (vi du véi céc liéu 250 mg hoic cao hom). Céc lidu tiép

theo c6 thé duge 1dy va dung twong ty. Khi thdy cin, ¢ thé pha loang dé ding bing céch

tron lan voi cac dung mdi nhu dextrose 5% trong n}xc’rc, Nan 0,9 %, dextrose 5% trong

NaCl 0,45 % hoic 0,9%. Dung dich sau khi pha s& 6n dinh vé héa hoc va li hoc trong 48

gio.

Huoéng dan sir dung lp Act-O-Vial- Lo 2 khoang

1. Bo niip bao vé ra, vin quanh 1/ 4 nut pit tong va dn dé diy dung méi vao khoang
dudi.

2. Lic nhe dé c6 dung dich. Sir dung dung dich trong vong 48 gid.

3. Tiét khuén ndp cla nit pittdng bing chit tiét khuén thich hgp.

4. Pam kim tiém vao gifra nat pittdng cho dén khi trong thiy ddu kim. Dbc ngugce 1o
thude va rit hét thube.

Cac }huc‘)c tiém cin duoc kiém tra béng mit thudmg mdi khi c6 thé dé& xem c6 vit la hoic
¢6 ddi mau trude khi tiém hay khong.

Tiéu chudn: Nha san xuét.
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Nha san xuiit: Pfizer Manufacturing Belgium NV, Rijksweg 12, Puurs, 2870, Bi
¥ Nhan hiéu da dang ky

LPD Date: 22 December, 2015
Reference CDS Date: 26 September, 2014

TUQ. CUC TRUONG
P.TRUONG PHONG

Nauén Huy Hoing
guyen Huy Hung
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