Hurdmg din sir dung thuée
Rx

VINSOLON 125

“Thudc nay chi diing theo don thudc”
“Pé xa tam tay tré em”
“Boc ki hwémg din sir dung trrérc khi ding”
Thanh phan cong thire dlia thudc:
* Cho 01 lp bt dong khé pha tiém:
Thanh phan dure chit;
Methylprednisolon (duwdi dgng Methylprednisolon natri succinat)...125 mg
Thanh phan té duwc
NaH;P0;.2H,0, Na;HP04.12H,0, lactose monohydrat vira di........eewnrn. 1 10
* Cho 01 ng dung mdi pha tiém:
Alcol benzylic...cmmmermesssssen: : SNRRRUTRNHNNDI |
Nu&c A& pha thuBe tIEM VA Gl.......essseeenssssssssssssesseosssessessmsssssssssmsssasssnsssssasees2 M
Dang bao ché:
Dang bao ché: Thudc bot ddng khd pha tiém
Hinh thic:
Lo bt ddng khd pha tiém: Bét dong khd mau trdng, déng trong lo thity tinh déy kin bing nuit cao su va cd ndp
nhém bén ngoai.
Gng dung méi pha tiém: Dung dich trong, khong mau, déng trong 8ng thiiy tinh han kin, khéng ran nitt, khdng
den d3u
pH lo bt dong khé pha tiém pha trong 6ng dung mai pha tiém: 7,0+ 8,0.
Quy cach déng géi: Hop 1 lo bt ddng kho + 1 6ng dung mdi. Hop 5 lp bdt ddng khd + 5 Gng dung mél. Hop
101p bét d6ng khd + 10 6ng dung mbi
Chi dinh:
Methylprednisolon natri succinat dugre chi dinh trong cic trudmg hop sau:
R6&i fogn nbi tiét:
- Suy vé thugng thén nguyén phét hodc thir phét (o6 thé két hgp véi mineralcorticoid khi can thiét).
- Suy vo thugng than cap tinh (o6 thé cin phai bd sung mineralcorticoid).
- S8c thir phat do suy v thurong than, hodc soc khong dap (ng véi liéu phap dieu trj quy wéc & nhiimg bénh
nhan dang ¢ suy vd thugng thén (khi hoat tinh mineralcorticoid khéng t6t nhu mong dei).
- Diing trudrc phau thuét, ho3ic khi ¢ chan thurong nghiém trong hodic bénh nding, & bénh nhan d3 biét cd suy
v thugng thén hodc khi nghi ngdy thiéu hyt dy trir hormon vo thuong than.
- Téng sén tuyén thugng thén bam sinh.
-Viém tuyen giap khang sinh m0.
- Téng calci méu lién quan ¢&n ung thr.
Réi loan thép khdyp (digu trj bd trg ngan han dé kiém soét giai doan cap tinh hodc dot kich phat):
- Viém xuong khép sau chan thuong
- Viém mang hoat dich trong viém xuong khép
-Viém khép dang thap, ke ca viém khép dang thip & thiéu nién
-Viém bao hoat djch c3p va bén cip
-Viém mom [6i cau xuong
-Viém bao gan cap khong dic hiéu
-Viém khép cap tinh do glt
-Viém khép vay nén
-Viém ¢t song dinh khérp.
Bénh hé théng tao keo va bénh phirc hop mién dich (trong 8ot kich phat hodc digu trj duy tri trong cac truding
hgp chon loc)
- Lupus ban do hé thong (va viém than lupus)
- Viém tim cap do thap
- Viém da co toan than (viem da co)
-Viém da dong mach nut
- Hi chimg Goodpasture.
Bénh vé da:
- Bénh Pemphigus (bénh bong nudrc t mién trén da va niém mac)
- Hong ban da dang thé nang (h§i chirng Stevens-Johnson)
-Viém da troc vay
-Vay nén thé nang
- Viém da beng nudc dang Herpes
- Viém da tang tiét ba nhom thé ning
- U sti dang n3m.
Tinh trang dj tmg (dlung @€ kiém soat céc tinh trang dj ('ng ndng hodic khé chia khi d3 tht bai véi céc cich
digu trj thong thuomeg):
-Hen phé quan
-Viém da tiép xiic
-Viém da dj ing
- Bénh huyét thanh
- Viém mii dj (rng theo miia hodc quanh ndm
- Céc phan trng qué man véi thudc
- Phan tmg may day khi truyén thudc
- Phti thanh quan cap khong nhiém khuén.
Cdc bénh v& mat (cac qua trinh viém va dj img man tinh va cdp tinh nghiém trong & mét);
- Nhiém triing gidc mac do Herpes zoster
- Viém méng mat, viermn mdng mét - thé mi
- Viém mang mach - vbng mac
- Viém mang mach nho khuéch t4n phia sau va viém mang mach
- Viém thin kinh thj giac
- Nhan viém giao cdm
-Viém tién phong
- Viém két mac dj irng
- Viém loét két mac do dj img




-Viém gidc mac.

Bénh tiéu héa (giup dura bénh nhén qua khdi con nguy kich clia bénh)

-Viém loét daitrang

-Viém doan rugt non.

Bénh hé hép:

- Bénh sarcoid o6 triéu chimg

- Ngd doc berylii

-Trong lao phdi lan tda hodc bung phét c8p tinh (khi ding dong thai héa trj liéu khdng lao thich hgp)

- H3i chimg Loeffler khong thé kiém soat duge bang cac phuong phap khic

- Viém phdi hft

-Viém phéi tir trung binh t&i nghiém trong do Pneurnocystis jirovedi & bénh nhan AIDS (nhu diéu trj bd trg khi
dung trong 72 gitr d3u tién clia liéu phap khéi ddu chéng Pneurnocystis)

- C4c 8ot kich phét clia bénh phditc ngh&n man tinh (COPD).

Ré&i logn vE méu:

- Thiéu méu tan mau mic phai (tu mién)

- XuSt huy8t gidm tidu Su v6 cin & ngudi 16n (chi tiém tinh mach, chdng chi dinh tiém bap)

- Gidm tiéu c3u thl phét & ngudi 1om

- Chimg gidm nguyén héng cBu (thiéu m&u hdng cau)

- Thiéu mau gidm san bam sinh (ddng héng ciu).

Cdc bénh ung thur (digu trj tam thoi):

- Bénh bach ¢3u va u lymphd & ngudi lén

- Bénh bach cBu cap & tréem

-Pe cii thién chat lugng séng cho bénh nhin ung thu giai doan cudi.

Tinh trang phi:

DE gitip bai niéu ho3c gidm protein niéu trong hdi chirng than hur ma khdng kém theo uré huyét thude tuyp
tyr phat hodc do lupus ban 6.

HE théin kinh:

- Phi) ndo tir khdi u nguyén phat hodc di cin, hodc do phau thuat hodic xa tri.

- Dot kich phat cap tinh clia bénh da xo aing.

- Chan thuong tly séng cap tinh, cin bat dau diéu trj trong vong 8 gid tir khi bit dau ton thuong.

Céc chi dinh khdc:

- Lao mang ndo ¢6 tac nghén khoang dui nhén hodc doa tac khi dung dong thdi héa trj liéu khéng lao thich
hop.

- Bénh giun xo&n lién quan dén than kinh ho3c cor tim.

- Céy ghép ndi tang.

- Ngan ngira budn nén va nén khi dung héa tri liéu chdng ung thur.

Ligu diing - cich ding;

Liu ding:

Xem bang dudi day vé cac ligu lugng khuyén cdo. C6 thé giam ligu cho tré so sinh va tré em, nhung can chen
Ira dra vao mirc 49 nghiém trong clia bénh va dap (g clia bénh nhan hon I3 dy'a vao tudi va thé trong clia
bénh nhén. Ligu lugng cho tré em khdng nén thap hon 0,5 mg/kg mdi 24 giv.

Lieu khuyén cdo d6i véi methylprednisolon natri succinat

Chi djnh Liéu diing
iDieu trj bo trer cho cac trudng  [Tiém finh mach 30 mg/kg trong thdv gian ft nhat 30 phat. C6 thé nhac lai ligu
hop de doa tinh mang [ndy 4 - 6 gitr mdi [3n cho t6i 48 giv.

R6i loan thap khép khong dap  [Tiém tinh mach trong it nhat 30 phit. C6 thé [3p lai ché df ligu nay néu
Lrng v&i phac do digu tri chuan  |khdng cé cai thién sau 1 tudn diéu tri, hodc do tinh trang clia bénh nhan yéu
(hodctrong giai doan kich phat) |cau:
1g/1 ngay, trong 1 - 4 ngay, hodc
1g/1thang, trong 6 thang
ILupus ban do hé théng khong  [Tiém tinh mach 1 g/1 ngay trong it nhat 30 phut trong 3 ngay. C6 thé I3p lail
dap imgviiphacdo dieutrj  [ch&dd liu nay néu khéng c6 cai thién sau 1 tulin digu trj, hodc do tinh trang
chuan (hoac trong giai doan kich |clia bénh nhan yéu cau.
phit)
Da xo cimg khong dap imgvai  [Tiém tinh mach 1 g/1 ngay trong théi gian it nhat 30 phit trong 3 hodc 5
phac d6 dieu trj chuan (ho3c  |ngay. C6 thé [3p lai ché d5 lidu nay néu khdng cb céi thién sau 1 tuan diéu
trong giai doan kich phat) i, hodic do tinh trang clia bénh nhin yéu Gu.
Trang thai phil nhur viém Gau iem finh mach trong thdi gian it nhat 30 phit. C6 thé 13p lai ché dd lieu nay
than hoac viem thén do lupus  |néu khdng c6 cai thién sau 1tudn diéu tri, hodc do tinh trang clta bénh nhin
khong dap img véi phac do diéu [yéu cau
tri chuan (hoac trong giai doan  [30 mg/kg cach nhat, dung trong 4 ngay hodc
kich phat) 1 g/ngay trong 3,5 hodc 7 ngay.
Ung thur giai doan cudi (€ cdi  [Tiém tinh mach 125 mg/ngay trong tdi da 8 tuan
thién chat lurong cude song)
Ngan ngira buon nén va non do [Héa tr] liéu gdy nén nhe va trung binh:
héa trj liéu vé ung thur Tiém tinh mach 250 mg trong it nhat 5 phiit vao 1 gity trurde héa tri ligu. Nhag
lai lieu methylprednisolon khi b4t dau héa trj liéu va vao lic ngimg diing héa
j liéu. Cling cé thé phéi hgip véi dan xudt clo cla phenothiazin khi dung liéu
dau tién cia methylprednisolon dé tang hiéu lyrc chéng nén.
Héa tri ligu gy ndn nghiém trong:
iém tinh mach 250 mg trong it nhat 5 phdt, phdi hop véi liBu thich hop
metoclopramid hodc 1 butyrophenon 1 gitr trudrc héa tri liu, sau dé nhi
lai lifu methylprednisolon liic khéi dau héa tri liéu va vao liic ngirng héa tri
liu.
Ton thuong tly séng ciptinh  [Diéu trj nén bt dau trong vbng 8 gidr sau khi tén thuong
\V&i bénh nhan bt dau diéu trj trong vong 3 gid' sau khi tén thuong: Tiém
l:'nh mach 30 mg/kg trong thoi gian 15 phut rdi nghi 45 phut, sau dé truyen|
inh mach lién tyc vdi ligu 5,4 mg/kg/gidr trong 23 gid.
Véi bénh nhan khéi dau digu trj trong vong 3 - 8 givy sau khi tn thuong:
Tiém tinh mach 30 mg/kg trong thdi gian 15 phit roi nghi 45 phit, sau dé
n tinh mach lién tyc véi liu 5,4 mg/kg/gidy, trong 47 gidr.
Iga‘l?-lr\l!;iénh rieng mét duong tinh mach dé bom truyén.




i€ém phdi do Pneunocystis iéu trinh didu trj nén bat d3u trong vong 72 gidr trong diéu trj khéi d5ul
jiroved & b&nh nhan AIDS chéng Pneumocystis.
Mot ché d cd thé thye hién 13 tiém tinh mach 40 mg 6 - 12 gir mai [an chol
dén toi da la 21 ngay hojc cho dén khi két thic qud trinh digu trj
Pneumocystis.
Do ¢6 tang tdc 9 hoat héa lai bénh lao & bénh nhan AIDS, cin suy xét nén
st dung cac thudc chéng lao moi khi diing corticosteroid cho cic ddi tugm
cb nguy co cao nay. Cling c3n theo ddi bénh nhan vé kha n3ng mic cic
nhiém khudn tiém tang khac.
Cac dot kich phét ciia bénh phéi [D3 nghién ctu 2 ché dé liéu:
‘lﬁc nghé&n man tinh (COPD) Tiém tinh mach 0,5 mg/kg, 6 gity mdi [an, dung trong 72 gity, hoic
Tiém tinh mach 125 mg, 6 giy méi [an, dung trong 72 gidy, roi chuyén sangJ
dang corticosteroid ubng va véi liu giam dan. Téng thai gian diu trj nén ft]
nhat 13 2 tuan.
Digu tri hd trg cho céc chi djnh  [Lidu khéi dBu c6 thé thay d&i tir 10 téi 500 mg tiém tinh mach, tly thudc
[khic o diéu kién I3m sang. C6 thé can dén liéu cao hon dé diéu trj ngan ngay
4ctinh trang cap tinh va nghiém trong. Cacliéu kh&idau lén téi 250 mg cin
iém tinh mach trong thdri gian it nhat 5 phit, ¢dn néu diing ligu cao hon thi
iém trong thdi gian it nhét 13 30 phit. Cic liu tigp theo cb thé tiém bip)
hodc tinh mach theo cac khoang cach tly theo dap g clia bénh nhan va
heo tinh trang I3m sang.
Dé tranh cac van dé khi ph6i hgp thudc va bao dam do on dinh cla thudc, nén tiém methylprednisolon natri
succinat @ nhmg vj tri riéng biét vdi vj tritiém cic thude khéc néu durge. C6 thé tiém theo céc ki€u: Bom thudc
duomng tinh mach, qua buéng tiém (chamber) hodc ding dung dich tiém tinh mach theo ki thuat ‘pigey-back’.
Cdch ding:
Methylprednisolon natri succinat ¢6 thé tiém tinh mach, truyén tinh mach hodc tiém bap. Phurong phép duge
wu tién lra chon cho cp ciru ban d3u 13 tiém tinh mach.
Chun bj dung djch tiém: Hit toan b lugng dich trong 8ng dung méi pha tiém vio lo thuéc bét déng khé pha
tiém, l3c cho bt thubc tan hoan toan.
Lidu I&n d&n 250 mg nén du'g'c tiém tinh mach trong khoang thii gian it nhit 13 S phit. Ligu Iém hon 250 mg
nén dugc tiém finh mach trong théi gian it nhat 30 phut. B&i véi truyén tinh mach, cé thé pha lodng véi dung
dich tiém truyén dextrose 5% hodc natri dorid 0,9%. Dung dich sau pha lo&ing chi dugc bao quén t3i da 24 gidy
sau khi pha néu khong diing hét. Methylprednisolon nén dugc diing riéng biét, khong pha tron véi bat ky loai
thudc ndo khic.
Khéng 6 yéu ciu diic biét v xir Iy thudc sau khi sir dung.
Chéng chi djnh:
- Bénh nhan qua man véi methylprednisolon natri succinat va céc thanh phin khéc trong ché pham. Ché phim
c6 chira lactose. Vivdy, chéng chi dinh dung thudc nay trén bénh nhan da biét hodc nghi ngér qua man véi sita
b hodc cac thanh phan trong sita bd hodc cic san pham tir siva khic.
- Bénh nhan cé nhiém n&m toan thén.
- Diing theo dudmg ndi tay.
- Dling theo dudng ngoai mang cling.
- Chéng chi dinh diing vac xin séng hodc vac xin sdng, gidm dédc lyc & nhimg bénh nhin dang diing céc liéu
corticosteroid (¥c ché& mién dich.
Cinh bdo va thén trong khi duing thudc:
Tdc dung i¥c ché mién djch/ting nguy co’ nhiém khuén:
Corticosteroid c6 thé 1am t3ng nguy co' nhiém khuan, che 13p mét s8 dau hiéu nhiém khuin va mét s8 nhiém
khudn mdi cé thé xay ra khi dang diing corticosteroid. C6 thé c6 hién tugmg giam sirc d& khang va mat kha
néng khu trd nhi&m khuan tai chd khi sir dung corticosteroid. Nhiém vi sinh vét gdy bénh bao gom: Nhiém
virus, vi khudn, ndm, don bao hodc giun san & bat ky vj tri ndo cla co thé co the lién quan tdi viéc sir dung
corticosteroid ding riéng ré hodc phdi hgp véi cac thude (e ché mién dich khdc ma cd tic dgng téi mién dich
t& bao hodc mién dijch thé dich hodc t&i chirc ndng clia bach ciu trung tinh. Nhitg nhiém khuan nay cé thé
nhe, nhung cling ¢6 thé nghiém trong va cé khi gdy tlr vong. Khi ting liu corticosteroid, ty 1& mac cic bién
chirng nhiém khuén cling ting |én.
Bénh nhan dang str dung thudc trc ché mién dich d& bj nhi#m khuan hon nhitng ngurdi khoe manh khac. Vidu
& tré em hay ngudi lon chua ¢6 mién dich dang diing corticosteroid khi mac thily ddu va séi ¢o thé bj ning
hon va tham chitir vong.
Chéng chi djnh dung vac xin sdng hodc vic xin séng d3 gidm doc lyc & bénh nhdn dang ding céc ligu
corticosteroid trc ché mién dich. C6 thé duing vic xin chét ho3c vac xin bat hoat cho bénh nhan dang ding ligu
corticosteroid trc ché mién dich; tuy nhién, dap (g ctia bénh nhan véi cac logi vac xin nay ¢d thé giam di. Cé
thé chi dinh tiém chling cho bénh nhan dang diing céc liéu corticosteroid khdng gay tfc ché mién dich.
Str dyng corticosteroid trong bénh lao hoat dong can giéi han chi trong céc trwdng hop lao phdi lan tda hodc
thé biing phét cap tinh ma trong dé corticosteroid dugc diing d& kiém soét bénh phéi hep vai phéc do khdng
lao thich hep.
N&u corticosteroid dugc chi dinh & ngurdi bénh lao tiém tang hodc phan (mg vdi tuberculin, cin theo di chat
ché vi bénh c6 thé tai phat. Néu diing corticosteroid dai ngay, bénh nhan can dugc didu trj dy phong bang cic
thudc khang lao.
U Sarcom Kaposi (Kaposf's sarcoma) da dugc bdo céo & nhitng bénh nhan diéu tri bang corticosteroid. Ngimg
str dung corticosteroid cé thé s& thuyén gidm triéu chimg trén l3m sang.
Vaitré clia cac corticosteroid trong sG¢ nhiém khudn van con dang dugc tranh ludn, cdc nghién clru gan day
cho thay c6 ca tc dung ¢6 Igi cling nhu cdc anh hudng bat Igi. Gan day, viéc diing corticosteroid bo sung da
cho thay I3 c6 lgi cho bénh nhin dugre xac dinh 13 s8¢ nhiém khuan va ¢é suy gidm chire nang tuyén thugng
than. Tuy nhién, khéng nén str dyng thuémg xuyén liéu phap ndy trong séc nhiém khudn. Mot téng quan hé
théng da k&t luan réng dieu tri cic corticosteroid liBu cao trong th&i gian ngan khdng mang lai tic dung. Tuy
nhién, cic phan tich gdp va mdt tdng quan da cho thay sir dyng corticosteroid liéu thap trong khoang thai gian
dai hon (5 - 11 ngay) cd thé lam gidm ty Ié tir vong, nhit [a & bénh nhan bj séc nhiém khuan phai diing thudc
co mach.
Tdc dyng trén h¢ mién djch:
C6 thé xay ra cac phan trng dj tmg. VI mdt s6 hiém cac trudng hop dj img trén dava phan img phan vé da xdy
ra & bénh nhan ding corticosteroid, nén can ¢6 nhitng bién phap phong nglra thich hgp trudc khi ding
corticosteroid, dac biét khi b&nh nhén ¢é tién sir dj img véi bat ky loai thudc nio.




0 c4c bénh nhan diing ché phdm methylprednisolon natri succinat trong qué trinh didu trj céc tinh trang dj
tmg c3p tinh va trong truting hep céc triéu chimg nay tré nding hon hoiic phét sinh bat ky triéu chimg dj img
mé&i ndo, nén xem xét kha ning bj phan tng qué man véi cic thanh phan trong si¥a bd (xern phan Chdng chi
dinh). Néu phu hg'p, nén ngirng cho diing methylprednisolon natri succinat, va diéu tri thich hgp cho tinh trang
clia bénh nhan. Céc bién phép diéu trj thay thé, bao gbm viéc dung cic ché pham corticoid khéng chira céc
thanh phan tir sira bd, nén dugic xem xét dé kiém sodt dj img c3p tinh, trong trudmg hop thich hop.

Tdc dyng trén nfi tiét:

Bénh nhan dang sir dung corticosteroid ma phai chju nhiing cing thang bt thudng, ¢an chi dinh ding
corticosteroid tac dyng nhanh véi ligu cao hon truér, trong va sau khi bj stress.

Slr dyng corticosteroid & liu c6 tic dung dugrc I trong thdi gian kéo dai cé thé din tdi e ché tryc dudi ddi -
tuyén yén - thugng thén (HPA) (suy vb thurgng than thiy phat). Mire d6 va thdri gian suy vb thugng than thir
phét khac nhau giita cic bénh nhan va phy thudc vao lidu, tan sudt, thei digm ding thudc va khodng thévi gian
diéu trj bang glucocorticoid. C6 thé gidm thidu tic dung nay bang lidu phép didu trj cich nhat.

Ngoai ra, suy vo thugng than cip con dan dén tlr vong néu dimg glucocorticoid dot ngdt.

Do d6, c6 thé giam thiéu nguy co' suy vd thugng than thir phat do thude bang cich gidm ligu tir tir.

Kiéu suy vo thurgng thdn nay ¢é thé tdn tai nhigu thang sau khi ngimg diéu trj, do dé trong théi gian nay, néu
X3y ra bat ky truding hop stress nao, nén bat dau sir dung lai liéu phdp hormon.

“Hgi chirng cai thudc” steroid, khéng lién quan dén tinh trang suy vo thugng than, cé thé gip sau khi ngimg
dét ngdt glucocorticoid. HGi chirmg nay gém cic triéu chitng nhu: Chdn 3n, budn ndn, ndn, hdn mé, dau dau,
s0t, dau khdp, bong da, dau co, giam cin va/hodc ha huyét dp. Nhimg anh hudémg nay dugc cho I3 do thay
ddi dot ngdt ndng dd glucocorticoid hon 13 do ndng d§ corticosteroid thap.

Vi glucocorticoid cé thé gay ra hodc [am n3ng thém hi chimg Cushing, nén trénh sir dung glucocorticoid trén
nhi*ng bénh nhén Cushing.

Tac dung clia corticosteroid tang 1&n trén nhitng bénh nhan thiéu ning tuyén gidp.

Téc dung trén chuyén héa vé dinh dudng:

Cic corticosteroid, bao gdm methylprednisolon, ¢6 thé lAm ting dudng huyét, 13m n3ng hon tinh trang tiéu
dudng san c6, va cd thé dan dén tiéu dudmg trén nhing ddi tirgng st dung corticosteroid kéo dai.

Tdc dyung trén tam than

Cic xdo trdn v8 tam thin cé thé xut hién khi diing corticosteroid, tir sang khoai, mat ngu, thay dai tim trang,
tinh khi that thutmg va trdm ¢dm néng cho dén nhimng biéu hién tam than thyre sy. Ngodi ra, sir bat dn cam
xtc hodc khuynh huéng tam thin cé thé ning hon do corticosteroid.

Kha ndng gap c4c tac dung khdng mong mudn nghiém trong vé t3m than cé thé xay ra khi dung steroid theo
duding toan than. Cac tridu ching thudmg xudt hién trong mét vai ngay hodc vai tudn tir khi bat dau digu tri.
Hau hét cictriéu chirmg mét di sau khi giam hodc dimg corticosteroid, mac dii c6 the can phai diéu trj dic biét.
Céc tac dyng vé t3m than d3 dugc bdo céo khi ngimg corticosteroid, tuy nhién chura biét rd tin sudt. Bénh
nhan/ngudi chdm séc nén lwu y néu cdc tridu chirng tam thin tién trién & bénh nhan, dic biét néu nghi ngdy
bé&nh nhan bjtram cam hay ¢d y dinh ty tir. Bénh nhan/ngudi chdm sdc nén dugce canh bao vé nhi¥ng rdi loan
tém than 6 thé xuat hién trong khi dieu trj hodic ngay sau khi gidm ligu/nglmg diing steroid toan than.

Tdc dung trén hé thin kinh:

Nén th3n trgng khi ding corticosteroid trén nhiimg bénh nhan déng kinh.

Nén than trong khi diing corticosteroid trén nhitng bénh nhan nhugre co ndng (xem thém vé bénh co trong
phan Tac dung trén hé co xurong).

M3zc du cac thir nghiém [dm sang c6 d8i chimg d3 cho thay corticosteroid ¢d tac dung giam nhanh mure d
tram trong c3p tinh trong dot cdp clia bénh da xo cing, nhung nhiing thir nghiém dé khéng chimg té dugc
rang corticosteroid cé anh hudng dén két qua digu trj cudi ciing hodc dién bién ty nhién clia bénh. Cic nghién
elru cho thay rang ¢an diing ligu corticosteroid twong déi cao méi cé tic dung dang ké.

Cac bién 8 y khoa ndng d3 dugc bdo cdo I3 ¢6 lién quan dén duding dung ndi tiy/ngoai mang cirng (xem
phan Tac dung khéng mong mudn).

D3 c6 cic bdo cdo vé hién tuging tich m@& ngoai mang cirng & nhi¥ng bénh nhan diing corticosteroid, dién hinh
3 khi sir dung lieu cao kéo dai.

Tdc dyung trén mat:

Cén diing than trong corticosteroid & bénh nhin nhiém Herpes simplex & mat vi ¢4 thé gdy thiing gidc mac.
Diing corticosteroid kéo dai ¢ thé lam dyc thiy tinh thé dudi bao sau va dyc thiy tinh thé & trung tam (dac
biét & tré em), I8i mét hodic ting 3p Iyrc ndi nhan, ¢6 thé din dén bénh ting nhan ap di kém tan thuong than
kinh thj gidc. C6 thé ting nguy co’ nhiém ndm va virus tht phat trén mat & bénh nhan str dung glucocorticoid.
Liéu phép corticosteroid d tirng dugc xdc dinh ¢d lién quan dén bénh hac véng mac trung tam thanh dich,
mét chirg bénh ¢6 thé d3n dén bong vong mac.

Tdc dyng trén tim

Tac dung khdng mong mudn clia glucocorticoid trén hé tim mach, nhu réi logn lipid mdu va tang huyét ap, cd
thé khién cic bénh nhan da cé s3n nguy co vé tim mach phai chju thém cac nh hwdng tim mach khéc, néu
ding liEu cao va kéo dai. Vi vy, corticosteroid nén dugrc diing thdn treng & nhitng bénh nhan nay, can theo
dai sir thay dai ca cdc yéu td nguy co va theo déi chirc ndng tim thém néu can thiét. Cac bién chimg trong
digu trj bing corticosteroid c6 thé giam khi str dyng liéu phap diéu tri cach nhatva ding liéu thap

Sau khi tiém nhanh céc lieu cao methylprednisolon natri succinat (hon 0,5 gam trong thoi gian duéi 10 pht),
d3 cd bao cao ve rdi loan nhip tim va/hodc tryy mach va/hodc nglrg tim. Chdm nhijp tim d3 dugc bao céo
trong hodic sau khi dung liéu cao methylprednisolon natri succinat, va ¢ thé khdng lién quan t&i téc 46 va thoi
gian tiém truyén.

Nén thdn trong khi diing céc corticosteroid toan than, va chi dung khi thyre sy can thiét, trong trurdmg hop suy
tim sung huyét.

Tdc dyng trén mach:

Huyét khd}, bao gdm thuyén tc huyét khdi tinh mach, d3 dugc bdo cdo xdy ra khi dung corticosteroid. Do d6,
corticosteroid cin dugc sir dyng thin trong & bénh nhian dang bj hodc ¢é thé ¢ nguy co bi cac i loan vé
huyét khai.

Can diing than trong corticosteroid & nhirng bénh nhan cao huyét ap.

Tdc dyng lén éng tiéu héa:

Liéu cao corticosteroid cé thé gay viem tyy cap.

Khéng c6 quan diém thdng nhat nao vé viée chinh corticoteroid géy nén tinh trang loét duérng tiéu héa trong
qua trinh diéu trj hay khéng, tuy nhién, duing glucocorticoid ¢é thé che |3p nhi¥ng triéu chimng clia loét dudmg
tiéu héa, gay nén tinh trang thiing hodc xuat huyét tiéu héa ma khéng kém dau dén rd rét. Nguy co bj loét
dudmg tiéu hda tang lén khi ket hgip vi céc thube chdng viém khong steroid (NSAID).

Tri li§u bang glucocorticoid cé thé che diu viém phiic mac hodc cic diu hiéu hay triéu chirng khéc lién quan
dén r8iloan 8ng tidu hda nhur thiing, tic rudt hodic viém tyy.



Thén trong khi diing corticosteroid trong viém loét dai trang khdng ddc hiéu néu cd doa thiing, dp-xe hay
nhi&m khudn sinh mi khac; viém tui thira, c6 chd ndi rudt non méi, dang bj hay cé tién sir bj loét dueng tisu
hoa.

Tdc dung lén gan m@t:

Tén thirong gan do thudc, nhur viém gan c3p tinh, cd thé xay ra do truyén methylprednisolon qua duomg tinh
mach theo chu ky (thudmg véi liéu 1 g/ngay). Thai gian phat bénh viém gan cip tinh ¢6 thé 1 nhigu tuin hodc
ldu hom. D3 quan sat thay cac bién of ndy mat sau khi ngirng dieu tri.

Tde dung trén hé oo’ xu'ong:

P3a cb bdo céo vé bénh co c3p tinh khi sir dung corticosteroid liEu cao, thutmeg xdy ra & bénh nhan bj cac i
loan dan truyén than kinh co (vi dy nhuge condng) hay trén bénh nhin dang ding cc thudc khang cholinergic
nhur thudc te ch& than kinh co (vi dy pancuronium). Bénh co cip tinh ndy lan réing, o6 thé lién quan dén cac
oo’ mat, co' hd hap va ¢6 thé d3n téi liét chi. Tinh trang ting creatinin kinase ¢6 tha x3y ra. D& c6 tién trién va
mit [am sang hay hoi phyc, cén dirng thudc trong vong vai tuin dén vai nim.

Lod@ng xuroing |3 téc dung khong mong muén phd bién, nhung it durere phat hién khi diing glucocorticoid li€u
cao va kéo dai.

Réi logn thiin va tiét niu:

Nén than trong khi dung corticosteroid trén nhitng bénh nhén suy than

Nghién curu:

Ligu trung binh hodc cao clia hydrocortison hodc cortison cd thé gdy ting huyét &p, gilt mudi va nude va tang
thai trilr kali. Nhing téc dyng nay it gdp hon vdi cac dan xust téng hop trir khi ding ligu cao. Ché d6 3n han
ch& mudiva b sung kali c6 thé can thiét. T3t ¢ cac corticosteroid du 13m tang thai trir caldi.

Chén thurong, ngd déc vir obc bién chimg phéiu thugt:

Corticosteroid dung todn than khong dugc chi dinh, va do dé khdng nén dung dé digu tri chdn thuong so ndo.
MGt nghién clru da trung tim cho thiy ting ty 1é tir vong tei thai diém 2 tulin va 6 thang sau chah thuong &
nhlrng bénh nhan ding methylprednisolon natri succinat so véi nhitng bénh nhan ding gia duge. Méi quan
hé nhan qua véi viéc digu tri bang methylprednisolon natri succinat chura dugrc thiét 13p.

Cdnh béo khdc:

Do céc bién chirng khi dung glucocorticoid phy thudc vao ligu lugmg va thei gian diu tr, cin cdn nhic lgi
ich/nguy co trén tirng bénh nhan ve ligu lugmg va thdti gian diéu trj theo litu hang ngdy hay diing cich nhat.
Nén diing liéu thap nhat o6 hiéu qua cla corticosteroid d& ki€m soét tinh hinh dRu trj va khi o thé gidm ligu,
nén giam tir tir.

Can than trong khi sir dung aspirin va cac thudc chéng viem khong steroid phdi hgp véi corticosteroid.

Bénh uté bao wa crém cd thé gly tlr vong 43 dugc bdo cio sau khi sir dung corticosteroid toan than, Véibénh
nhan nghi ng& hodc d3 xac dinh 3 mac bénh u t& bao wa crdm, chi nén str dung corticosteroid sau khi d3 tién
hanh dénh gid lgi ich/nguy co phii hop.

Canh bdo td duoe:

$an phém ndy cd chira lactose, do @6 than trong khi dung trén nhitng bénh nhan 6 bénh di truyén hiém gip
nhu khong dung nap galactose, thi€u hyt Lapp lactose, réi loan hp thu glucose-galactose.

Diing & tré em:

Alcol benzylic dung dé bao quan thudc ¢ lién quan téi cic tic dyng khéng mong mudn nghiém trong, bao
g6m “hji chimg thd gdp” va tlr vong & bénh nhén nhi. Mic du li8u digu tri binh thuding ctia sin phim nay
thudng chira lugng alcol benzylic thap hon dang k& so véi li8u béo cdo ¢d lién quan téi “hdi chimg thé gap”,
nhung lugng alcol benzylic t5i thiéu gdy dc cling chira dugre bigt. Nguy co ngd déc aleol benzylic phy thudc
vao ligu duing va kha néng khir @8c chat nay clia gan va than. Tré sinh non va sinh nhe can ¢ nhigu kha ning
bj nhiém déc hon.

Can theo ddi chit ché sy tang trding va phat trién cla tré so'sinh va tré em sir dung corticosteroid kéo dai.
Cham tang trurdmg cé thé gap trén tré em sir dung glucocorticoid kéo dai, hang ngay, véi ligu chia nhd va vie
strdyngliéu phap nay nén han ché, chi nén diing véi cic chi dinh khan cdp nht. Liéu phép glucocorticoid ding
cach nhét c6 thé trénh va gidm thidu tac dung khéng mong muén nay.

Tré so sinh va tré em sir dung corticosteroid kéo dai cd nguy co' dic biét ve ting 4p lyc ndi so.

Ligu cao corticosteroid cé thé gay viém tuy & tré em

Str dung thudc cho phu ni¥ ¢6 thai va cho con bi:

Sir dung thuéc cho phu ni¥ ¢6 thai:

Cac nghién clru trén ddng vat da cho théy la corticosteroid lam suy gidm kha ning sinh san (xem phin DT liéu
an toan tién lam sang).

Mang thai:

Nghién ciru trén ddng vat cho thay corticosteroid khi diing liéu cao cho me ¢6 thé géy dj dang cho thai. Tuy
nhién, corticosteroid c6 vé nhu khong gay dj tt bam sinh khi diing cho phy ni ¢6 thai. Do nhiing nghién ciru
V& sinh s3n trén ngurdi chua dugce tién hanh day di véi methylprednisolon natri succinat, nén thudc nay chi
nén duge ding trong khi mang thai sau khi d3 cin nhic thin trong vé mit lgf ich/nguy co' cho me va thai nhi.
Mét vai corticosteroid qua durgrc hang rao nhau thai. Mgt nghién ciru dang hoi ciru cho thay c6 ting ty Ié tré
so sinh thiu cén sinh ra tir nhiing ngudi me diing corticosteroid. ¢ ngurdyi, nguy co tré sinh ra bj nhe cén
durémg nhur lién quan dén ligu diing va c6 thé duge giam thiéu bang cach ding liBu corticosteroid thap hon.
Tré so sinh clla nhiing ba me d3 dung ligu corticosteroid déng ké trong qué trinh mang thai phai dugc theo
ddiva danh gia can than vé cic d3u hiéu suy gidm chirc ndng tuyén thugng thin, mic dis hiém gip cic truomg
hop suy vo thurgng than & tré so sinh bj phoi nhiém véi corticosteroid trong tir cung.

Chura biét tac dung cla corticosteroid véi qua trinh chuyén da va sinh con.

Byc thiy tinh thé duge quan sét thdy & nhiig tré so sinh ma me str dyng corticosteroid kéo dii trong qua
trinh mang thai.

Aleol benzylic ¢6 thé di qua nhau thai (xem phén Canh bao va than trong dic biét khi sir dung)

Sir dung thuée cho phy ni¥ cho con bi:

Corticosteroid bai tiét durgre qua sira me.

Corticosteroid baitiét qua sira me c6 thé irc ché sy tng trudmg va anh hudng dén san xuit glucocorticoid ndi
sinh & tré so sinh bt me. Ch& pham nay chi nén dugrc ding trong théi ki cho con b sau khi danh gis c3n than
ve [of ich/nguy co cho nguriyi me va tré so sinh.

Anh hirémg elia thudc 1én kha niing I xe, vin hanh méy méc:

Churadanh gid duge mot cach 6 hé thong vé anh hudng clia cic corticosteroid téi kha nang ldi xe va van hanh
may moc. Cac tac dung khdng mong mudn nhu hoa mat, chéng mit, rdi loan thj gidc va mét moi cé thé gip
sau khi digu trj bang corticosteroid. Néu bj anh huéng, bénh nhan nén dimg l3i xe hodc vin hanh may méc.



Twong tic thudc:
Methylprednisolon |3 co chat clia enzym cytochrom P450 (CYP) va chi yEu duot chuyén héa bai enzym
CYP3A4. CYP3A4 |3 enzym chinh cla hau hét cdc phan ho CYP trong gan cla ngudi trudmg thanh. N6 xic tac
cho qu3 trinh 6B - hydroxyl héa steroid, giai doan | thiét yéu trong qua trinh chuyén héa cho ca corticosteroid
ndi sinh va tdng hep. Cling c6 rat nhigu chat khac cling 13 co chat cla CYP3A4, mdt s chat nay (cling nhur cic
thudc khac) lam thay d6i sy chuyén héa glucocorticoid bang cich giy cam g (diéu hoa tang) hodc uc ché
enzym CYP3A4.

Cdc chéit Ure ché CYP3A4: Nhimg thudic tre ché hoat tinh CYP3 A4 nhin chung lam gidm dd thanh thai cUa gan
va ting nbng 49 clia cac thudc |a co’ chit clia CYP3A4 nhu methylprednisolon trong huyet trong. Néu ¢ cic
chat (rc ché CYP3A4, nén chufn lieu methylprednisolon dé tranh bi ngd déc steroid.

Cdc chit cdm ting CYP3A4: Nhiing thudc gdy cAm (mg CYP3A4 nhin chung lam ting d6 thanh thai cua gan,
d3n t6i lam gidm ndng dd cac thudc 1 co chit clia CYP3A4. C6 thé can phai tang lieu methylprednisolon khi
diing cling céc thudc nay dé dat dugre két qua digu trji nhu mong mudn.

Céc chit 16 cor chét cia CYP3A4: Khi o6 miat mét cor chit khac clia CYP3A4, qué trinh thanh thai qua gan cla
methylprednisolon cé thé bj anh hudng, do d6 cin diéu chinh tuong img liéu ding clia methylprednisolon.
C4 thé cac tic dung khéng mong mudn khi diing riéng mdi thudc s& dé xdy ra hon khi diing dong thei céc
thudc véi nhau.

Nhiing thudc khéng b higu img que trung gion CYP3A4: Cic tuong tic va anh hutdng khic xay ra véi
methylprednisolon dugre trinh bay trong bang duréi day.

Nhiing twong téc thude phé bién hofic guan trong vé miit iém sang véi methyiprednisolon.

Phan loai thudc - Tuong tic/Anh huéng

Thudc hodc hoat chat

Khang sinh: Chat (rc ché CYP3A4. Ngoai ra, methylprednisolon c6 kha nang tang toc d6
ISONIAZID acetyl hda va 46 thanh thai clia isoniazid.

Khang sinh, thudc khanglao  |Chét cdm (mg CYP3A4

- RIFAMPIN

Thubc chéng dong (dang udng) [Tac dung clia methylprednisolon trén thude chéng déng duéng udng cé thd
thay d&i tlry trudmng hop. B3 ¢6 nhigu bo cio vé viéc ting cling nhur gidm tid
dyng clia thubc chang déng khi dung chung vdi corticosteroid. Chinh vi vay,|
phai kifm tra cic chi s6 déng méu dé duy tri tic dung chdng déng mong]

mudn.
Thudc chng co giat [Ch&t cdm (g CYP3A4 (va |1 co chét)
- CARBAMAZEPIN
Thudc chfng co giat Ch&t cAm (g CYP3A4
- PHENOBARBITAL
- PHENYTOIN
Thudc khang cholinergic Cac corticosteroid cé thé Iam anh huwdng dén tac dung cla cac thude khang
- CHEN THAN KINH CO |cholinergic

1. D3 c6 bao cdo vé bénh co cdp tinh khi sir dung liBu cao céc corticosteroid|
dong thei véi cic thude khang cholinergic, nhur 13 cic thude chen than kinh)
|co (xem phan Canh béo va than trong ddc biét khi sl dyung, Hé co xwrong).

2. B3 cé bao cdo vé tinh d8i khing trén tdc dung tre ché thin kinh co clia
{pancuronium va vecuronium trén bénh nhan dung corticosteroid. Tuwong
téc ndy cé thé xay ra v&i tat ca cdc chit chen than kinh co cé tinh canh
tranh.

Thudc khang cholinesterase  |Cac steroid ¢6 thé lam gidm tac dyng cla cic thudc khang cholinesterase
diing trong diéu trj bénh nhugre co.

ThuGc digu trj ti€u dudng Vi corticosteroid ¢6 thé lam tang ndng do glucose mau nén ¢b thé phai digu
chinh liéu dling clia thudc digu trj tieu duding

Thudc chdng ndn Chat (rc ché& CYP3A4 (va |3 cor chit)

- APREPITANT

- FOSAPREPITANT

Thudc khdng ndm Chat (rc ch& CYP3A4 (va 13 co chi)

- TRACONAZOL

- KETOCONAZOL

Thudce khang virus Chét (rc ché CYP3A4 (va 13 co chat)

- Cac thudc trc ch& HIV - 1. Cic ché&t (rc ché protease nhw indinavir va ritonavir cé thé lam tng ndngl
protease @ corticosteroid trong huyét tuong.

2. Corticosteroid ¢6 thé cam (mg qué trinh chuyén héa clia céc thudc trc ché
HIV protease dan dén giam nong d¢ cla cac thudc nay trong huyét turong.
Thudc trc ché Aromatase IAminoglutethimid gdy Uc ché tuyén thugng than, c6 thé Iam tram trong

- AMINOGLUTETHIMID thém céc thay ddi vé ndi tiét do dung glucocorticoid kéo dai

Thudc chen kénh Calci Chét (rc ché CYP3A4 (va 13 co chat)

- DILTIAZEM

Thudc tranh thai (dang udng) |Chat trc ché CYP3A4 (va 13 co chét)

ETHINYLESTRADIOL/

NORETHINDRON

NuGe ép budi Chat trc ché CYP3A4

Thudc tre ch& mién djch Chét trc ché CYP3A4 (va 13 co chat)

- CYCLOSPORIN 1. Khi diing déng théi cyclosporin véi methylprednisolon thi xuat hign sy g

ché chuyén hod Ian nhau, va ¢d thé [am ting ndng do trong huyét tuong clia
1 trong 2 thudc hodc ca 2 thudc; vi vay, cdc tac dung khéng mong mudn khi
dling riéng moi thudc cé thé s& dé xay ra hon khi diing dong thoi.

2. D3 c6 bido cao VE hién tugng co gidt khi dung dBng thvi methylprednisolon|

cyclosporin.
Thudc (rc ch& mién dich Co chét clia CYP3A4
- CYCLOPHOSPHAMID
- TACROLIMUS
Thudc khang sinh hg macrolid |Chét (e ché CYP3A4 (va la co' chat)
- CLARITHROMYCIN
- ERYTHROMYCIN

Thudc khang sinh hg macrolid [Chat (rc ché CYP3A4
- TROLEANDOMYCIN




NSAID (thudc chdng viem 1. Ty 1& xudt huyét va loét dudmg tiéu héa o6 thé ting khi dun
khong steroid) methylprednisolon cling véi cdc thu8e NSAID.

]—ASPIRIN (acid acetylsalicylic)  [2. Methylprednisolon cé thé lam ting dG thanh thai clia aspirin ligu cao, ¢é
li2u cao thé dan dén gidm ndng dé salicylat trong huyét thanh. Dimg diéu trj bang]

methylprednisolon ¢6 thé dan dén ting lugng salicylat trong huyét thanh,
di€u nay c6 thé dan dén ting nguy co ngd dgc salicylat.
|Cacthudc lam tangthikali  [Khi diing corticosteroid cling vdi cic thudc I3m ting thai kali (vi dy thudc lgi
ieu), nén theo ddi chat ché hién tugng ha kali méu & bénh nhan. Viéc diing
chung corticosteroid véi amphotericin B, cac xanthin hay thudc chen beta 2
ctng lam tang nguy co ha kali mau.

Twong ky thudc:

Cac thudc khéng twong hgip vé mit vat iy véi methylprednisolon natri succinat trong dung dich bao gém,
nhuwng khéng giéi han &: Allopurinel natri, doxapram hydroclorid, tigecyclin, diltiazem hydroclorid, cala
gluconat, vecuronium bromid, rocuronium bromid, cisatracurium besylat, glycopyrrolat, propofol.

Sur tromg hop va @6 8n dinh khi tiém tinh mach dung dich methylprednisolon natri succinat va khi trgn 13n véi
cac dung dich tiém inh mach khéc phy thugc vao pH cla dung dich trén 13n, ndng d9, thoi gian, nhiét d6 va
kha n3ng hoa tan clia methylprednisolon. Nhur vy, dé trénh cic van dé tuong ky va 46 &n dinh, néu ¢6 thé
dugc th nén tiém dung dich methylprednisolon natri succinat riéng r&, khéng trdn Ian v6i cac thudc khéc.
Téc dung khéng mong muén clia thuge (ADR):

Cac téc dung khbng mong mudn duge xdc dinh trong bing sau (t8n sudt xdc dinh I3 khéng rd (khéng wée
lwgng dugre tir cic di liéu san cb))

[Phan logi theo hé co’ quan T4c dung khdng mong mudn
(MedDRA - Medical Dictionary
for Regularoty Activities v. 16.0)
Nhi&m triing va nhi&m ky sinh  [Nhi&m trling cor hdi; Nhigm tring

trung \Viém phuic mac (c6 the 1a dau hiéu hodc trigu chirng tiéu biéu chinh clia rdi
loan tiéu héa nhu thiing rudt, tic rudt hodc viem tyy.

R6i loan mau va hé bach huyét [Ting bach cdu

[RGi loan hé mién dich Phan img quéd man véi thudc, phan tmg phan v&, phan (mg dang phan vé).
[R6i loan noi tiét Hi chitng dang Cushing; Suy tuyén yén;: Hai chiig ngimg thudc steroid.

RGiloan chuyén héavadinh  |Nhiém toan chuy&n héa; [ natri; U’ dich; Gidm kim chuy&n héa do ha kali
dudmng mau; RGi loan md mau; Gidm dung nap glucose; Ting nhu ciu sir dungj

insulin (hodc cac thudc ha dudmg huyét dang udng & bénh nhan dsi thdo
dudmng); Chimg tich m&; Tang cAm gidc thém 3n (cé thé dan dén ting cin).
[R&i loan tdm than R&i loan cam xtic (bao gdm tam trang trm uat, tam trang phan khich, cdm
tic khdng 8n dinh, phy thude thude, cé v dinh ty ti); Rdiloan t3m thin (bao

i,

En‘n hung cdm, hoang tudng, 3o gidc va tim than phan liét); Réi loan tdm
h

3n; Thay d6i tinh cach; Trang th&ilti 13n; Lo du; Tinh khi that thutmg; Hanh

bét thuemg; Mét ngl; Khé chiu.

[RGi loan hé than kinh ich m& ngoai mang clmg; Tang ap lyc ndi s (kém phi gai thj (ting dp lud
ndi s¢ lanh tinh)); Bdng kinh; Chimg hay quén; RGi loan nhén thirc; Chéng|
mit; Dau dau

R loan mt IHic vong mac; Byc thiy tinh thé; Ting nhan dp; Loi mat

RGi loan tai va tai trong [Chdng miit

Réi loan tim |Suvtim sung huyét (& bénh nhan nhay cam); Loan nhijp tim

R&i loan mach [Huyét khdi; Cao huyét ap; Ha huyét ap.

Réiloan hé hap, long ngucva  [Ngh&n mach phdi; Nac cut

trung that

[RGi loan tiéu héa [Loét durdmg tiéu hod (cd thé thing do loét dutmg tigu hod va xuat huyét do

loét dudmg tiéu hod); Thlng rudt; Xuat huyét da day; Viém tuy; Viém thyr
quan gdy loét; Viém thyec quan; Chuéng bung Bau bung; Tiéu chay; Khé
tiéu; Budn ndn.

[RGi loan gan Viém gan (d3 duge bao cdo khi truyén tinh mach)

Réiloan davacicmd dudida  [Phit mach; R3m 16ng; ©£8m xudt huyét; Bam mau; Teo da; Sung huyét; Tang|
tiét mo héi; Da ndi van; Phat ban; Ngtta; May day; Mun; Giam sac td da.

R&i loan co xwong va cic md lién|Yéu co; Dau co; Bénh co; Teo co; Lodng xwrong; Hoai tir xurong; Gay xuong)
két [bénh I; Bénh khép do than kinh; Dau khép; Cham ting trudmg.
R&i loan hé sinh san va vi Kinh nguyét khéng déu
Réi loan chung va réi loan tai chd{Cham lanh vét thuong; Phi ngoai bién; Mét mdi; Kh chiu; Phan g tai chd
ding thudc tiém.
|Céc chi s3 xét nghiém/kiém tra [T3ng nhin 4p; Giam dung nap carbohydrat; Gidm kali mau; Tang calci trong]
[nwdc tidu; Tang alanin aminotransferase; Tang aspartat aminotransferase;
Tang phosphatase kifm mau; Tang uré mdu; Giam phan imng khi xét nghiém
[trén da.
[Cic bign chimg do thiithudt,  [Gay xuromg cot sdng do chén ép; Dt gin
chan thuong va ngd ddc
Céc tac dung khong mong mudn dudi ddy d3 dugc bdo cdo véi cac dudmg dlng bj chdng chi dinh sau: Nji
tly/ngoai mang citng: Viém mang nhén, réi loan chirc ning dudmg tiéu hda/rdi loan chife ndng bang quang,
dau d3u, viém mang n3o, liét nhe hai chi dudi/liét hai chan, co gidt, rdi loan cdm gidc. Khdng rd tan suat xuat
hién clia cac tac dyng khdng mong mudn nay.

“Théng bdo ngay cho bdc sy hodic dugre s
nhimg phan tmg ¢6 hgi gdp phdi khi str dung thuée”

Qué liéu va cach xir tri:

Chura gip cac hdi chirng 13m sang vé qué liéu cdp tinh véi corticosteroid. Bao cdo vé déc tinh cip va/hodc tir
vong sau khi qua liéu corticosteroid rat hiém. Trong truémg hgp qué liéu, khdng ¢6 thudc giai djc dac hiéu ma
chi diéu trj ho trg va didu tri tridu chimg. Methylprednisolon cé thé thim téch dugrc. Tich cire theo ddi dé ¢
bién phap xur tri kjp thoi,



Pactinh dugc lwc hoc:
Nhom durgre ly: Glucocorticoids.
Ma ATC: HOZABD4
Methylprednisolon I3 steroid chdng viém c6 hiéu Iy chéng viém Iém hon prednisolon va cling it gdy gilt nudc
va natri hon prednisolon.
Methylprednisolon natri succinat c6 cling tic dung chuyén héa va chéng viém nhu methylprednisolon.
Khi diing durérng tiém va véi lugng dong mol, thi ¢a 2 chat nay déu tvong duong vé hoat tinh sinh hoc. Tiém
Iirc tromg d6i khi so sdnh methylprednisolon natri succinat véi hydrocortison natri succinat vé tac dung ldm
giam lugng bach cau &i toan sau khi ciing tiém finh mach, 1a it nhat 4/1.
Pac tinh dugc ddng hoc:
Déc tinh duge d§ng hoc clia methylprednisolon tuyén tinh, khéng phu thudc vao dudmg ding.
Hdp thu:
Sau khi tiém b3p 40 mg methylprednisolon natri succinat cho 14 ngu®i tinh nguyén nam truéng thanh khée
manh, néng d§ dinh trung binh I 454 nanogam/ml dat dugce sau 1 gidy. Bén giér thir 12, thdy ndng d5
methylprednisolon trong huyét tuong gidam xudng 31,9 nanogam/ml. Sau khitiém 18 gity, khdng con tim thay
methylprednisolon. Dy'a vao dién tich duéi dugmg cong [AUC), biéu hién cla tdng lromg thude dugre hap thu,
thi tiém bap methylprednisolon natri succinat twong duong vdi cling ligu tiém tinh mach.
Nhiing két qua cla mdt nghién citu d3 chimg minh ring ester natri succinat clia methylprednisolon dugc
chuyén déi nhanh va manh thanh methylprednisolon cé hoat tinh sau khi diing theo moi duémg diing. Mirc
dd hap thu clia methylprednisolon ti do sau khi tiém tinh mach va tiém bap I3 tuong duong va |ém hom rd rét
so véi mirc dé hap thu sau khi uéng methylprednisolon dang dung dich va dang vién nén. Vi lugng
methylprednisolon duigre hdp thu sau khi tiém bap va tigm tinh mach I3 tuong duong, du d3 cé lrgng 16n hon
clia ester hemisuccinat vao dugre tudn hodn chung sau khi tiém tinh mach, ¢ thé cho rang ester d3 dugc
chuyén héa trong mé sau khi tiém bap va sau dé duge hip thu dudi dang methyiprednisolon ty do.
Phén bé:
Methylprednisolon duwgc phin bd rong rii vao cic mé, qua hang rio mau nio, va baitiét qua sita me. Thé tich
phén ba biéu kién cla thudc [a khodng 1,4 lit/kg. Kha ning gan véi protein huyét tuomg & ngudi 13 x3p xi 77%.
Chuyén héa:
& ngudi, methylprednisolon dugyc chuyén héa & gan thanh cac chat chuyén héa khdng hoat tinh: Hau hét
thanh 20a - hydroxymethylprednisolon va 20 - hydroxymethylprednisolon.
Chuyén héa & gan chi yéu thdng qua CYP3A4 (xem thém phan Twong téc thudc).
Methylprednisolon, cling nhu nhiéu co chat clia CYP3A4, cling c6 thé |12 mdt co chéat clia protein van chuyén
p - glycoprotein gin ATP (ATP-binding cassette, ABC), anh hudng dén sy phan bd trong md va tuong tic véi
cac thudce khac.
Thdi trir:
Thi gian ban thai trung binh clia methylprednisolon tir 1,8 dén 5,2 gitr. B3 thanh thai toan ph3nx8pxi5-6
mi/phit/ke.
Cécdir liéu an toan tién Idm sing
Dya trén cac nghién clru quy wdc vé tinh an toan dugc iy va déc tinh cla ligu 1p lai, khong nhan thay co tac
dung khdng mong muén ngoai dy doan ndo. Bdctinh quan sat duge trong cic nghién au liBu 1p lai phi hop
vdi két qua dy tinh do phoi nhiém lién tuc véi steroid ngoai sinh clia vo thugng than.
Kha ndng géy ung thu:
Methylprednisolon chura duge chinh thirc danh gia trong céac nghién cru vé kha nang gay ung thu trén ddng
vit gim nham. D3 thu duge cdc két qua khic nhau véi cic glucocorticoid khac duge thir nghigm veé kha ning
gay ung thu & chudt nhdt va chudt cdng, Tuy nhién, dif liéu cdng bd cho thdy mét s& glucocorticoid lign quan
bao gdm budesonid, prednisolon va triamcinolon acetonid cé thé lam tang ty & bj u tuyén va ung thu biéu md
t& bio gan sau khi diing qua dudng udng trong nudc udng ctia chudt cdng dire. Cic tic dung hinh thanh khai
unay gip & cic lidu thap hom céc liéu 13m sang thurdmg diing tinh theo mg/m?.
Khé ndng dét bién gen:
Methylprednisolon chua dugec danh gid chinh thirc vé kha ndng gdy dot bién gen. Tuy nhién,
methylprednisolon sulfonat, cé cdu triic twong ty nhu methylprednisolon, khéng gay dét bién gen bat k& cé
duoc kich hoat trao ddi chat hay khéng & Salmonella typhimurium tlr 250 dén 2.000 pg/dia. hodc trong thir
nghiém dot bién gen t& bao ddng vat ¢6 vii st dyng t& bao budng tnimg chugt déng Trung Qudc tir 2.000 dén
10.000 pg/ml. Methylprednisolon suleptanat khang gy tong hop ADN dét xuat trong té bao gan chudt cdng
dau tién tir 5 dén 1.000 pg/ml. Hon niTa, xem xét d liéu d3 cdng bo cho thay prednisolon famesylat (PNF), cé
cau tric tuong ty nhu methylprednisolon, khdng gdy dot bién gen bat ké cé dugc kich hoat trao dai chit hay
khéng & cic chiing Salmonella typhimurium va Escherichia cofi tir 312 dén 5.000 pg/dia. Trong mét dong t&
bio nguyén bao soi clia chudt dong Trung Qudc, PNF 1am ting nhe vé ty 1€ sai hinh nhiém sac thé cu triic véi
kich hoat trao ddi chat & ndng dd cao nhat dugrc thir nghiém [a 1.500 pg/mil.
Déc tinh trén hé sinh san:
Corticosteroid d3 dugic quan sat thdy lam gidm khd ning sinh san khi dung trén chudt cdng. Chudt cdng dire
duyc cho diing corticosteron voi cic liéu 0, 10, va 25 mg/ke/ngay qua dudmg tiém dudi da mét [an hang ngay
trong 6 tuan va giao phéi véi con céi khdng dung thude. Ligu cao duge gidm xudng 20 mg/kg/ngay sau ngay
15. Quan sit thay gidm s6 nit giao cau, tinh trang nay ¢6 thé I3 do gidm trong lwging co quan phy. 56 diém
trimg lam t6 va s6 bao thai sdng giam.
D3 ¢6 quan sat cho thdy céc corticosteroid gy quéi thai & nhiBu loai khi dung ligu tuong duong vai ligu &
ngudi. Trong cic nghién cru ve sinh san & dgng vét, cac glucocorticoid nhu methylprednisolon da cho thay
lam t3ng ty Ié di tat (hér ham &ch, dj tat xwong), chét phai thai (vi dy tiéu thai) va lam bao thai chdm phét trién
trong tur cung.
DlEu kién bdo quan: Noi khd rdo, nhiét d§ dudi 30 °C, tranh &nh sang.
Han diing:
Lo bot déng kho: 36 thang ké tir ngay san xudt
Gng dung méi: 60 thang ké tir ngay san xuat
Dung dijch sau khi pha lodng: 24 gidr sau khi pha.
Tiéu chusin chat lrgmg: TCCS
Tén, dja chl co s& san xudt:
CONG TY 8 PHAN DU'QC PHAM VINH PHUC
S nha 789 Bung Binh Am - P. Khai Quang- TP. Vinh Y&n-T.Vinh Phtic - Viét Nam
PT:02113861233 Fax: 02113 862774
Bja chi nha may: Thdn M3u Théng - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc



