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Rx

SOLU-MEDROL™

CANH BAO DAC BIET:

Thude ban theo don.

Thude nay chi ding theo don ciia bac s¥.

DPoc ki hwéng din sir dung trwde khi dung. Néu can thém théng tin xin héi y kién bac s§.
Théng bso cho bac s§ nhirng tic dung khéng mong mudn gip phai khi sir dung thude.
Khéng diing qua lidu di dwore chi dinh.

Khong sir dung thube da qua han ding.

Dé xa tAm tay tré em.

TEN SAN PHAM:
SOLU-MEDROL

THANH PHAN PINH LUQNG VA PINH TiNH

Hoat chit: Methylprednisolon Natri Succinat W
Methylprednisolon Natri Succinat dugc chi dinh tiém tinh mach hodc ti 'p dudi
dang:

Hé thong Act-O-Vial (Lo liéu don):

40 mg/mL chira methylprednisolon natri succinat tuong duong véi 40 mg methylprednisolon.

DANG BAO CHE
Bot dong kho pha tiém.

PAC TINH LAM SANG

Chi dinh diéu tri

Methylprednisolon natri succinat dugc chi dinh trong cac truong hop sau:
R6i loan néi tiét:

Suy v6 thugng thin nguyén phat hodic thir phat (c6 thé két hop véi corticoid khoang khi
thich hop).

Suy vé thuong than cdp tinh (b6 xung corticoid khoang c6 thé 1a can thiét).
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Séc thu phat dbi véi suy vo thuong than, hodc séc khong dap tmg véi liéu phap diéu tri
qui udc khi suy vo thugng than cd thé xuat hién (khi su hoat dong cia cac corticoid
khoang la khéong mong muon).

Con dung glucocorticoid truée phau thuat khi ¢ chan thuong nghiém trong hoac bénh
nang, ¢ nguoi da cé suy thugng thén rd rang hodc khi nghi ngd thiéu hut du trit vo
thuong than.

Tang san tuyén thuong than bam sinh.

Viém tuyén giap khong mung mi.

Tang calci mau di kém ung thu.

Réi loan thép khop:

(Diéu tri bd tro ngén ngay dé kiém soat giai doan cép tinh hoic dot kich phat) trong: viém
xuong khop sau phau thuét; viém mang hoat dich trong viém xuong khop; viém khép
dang thép, ké ca viém khép dang thap & thiéu nién; viém tai hoat dich cap v
viém moém trén 16i cau, viém bao hoat dich cép tinh va khong dic hig
tinh dang gut; viém khép vay nén; viém dbt séng cting khép.

Bénh collagen va bénh mién dich phikc tap:
Trong dot kich phat hodc didu tri duy tri trong céc trudng hop chon loc nhu:

Luput ban dé hé¢ théng (va lupat viém than), bénh tim thip khop cép, viém da co hé
thong, viém da dong mach nat, hgi chimg Good pasture.

Bénh ngoai da:
Pemphigus, hong ban dé dang ning (hoi chimg Stevens-Johnson), viém da tréc vay, viém

da bong dang herpes, viém da tang tiét bd nhon nghiém trong, bénh vay nén nghiém
trong, khéi u nAm da.

Tinh trang di rng:

Dung d& kiém soéat cic didu kién di Gmg nghiém trong hodc khé chita trong cac thir
nghiém tuong tmg ctia cach didu tri qui u6c nhu: hen phé quan, viém da tiép xtc, viém da
c6 co dia atopl bénh huyét thanh, viém mii di ing theo mua hodc luu nién, phan tng qua
man cam vé6i thubc, phan tng may day khi truyén thube, phii thanh quan cip khéng
nhiém khuan.

Cdc bénh vé mdt:
Cac qua trinh viém va di ing nghlem trong cAp va man tinh & mét nhu: nhiém Herpes
zoster ¢ mat viém mong mat viém mong mét — thé mi, viém héc- vong mac, viém mang

mach nho va viém héc mac sau va lan tda, viém than kinh thi giac, viém miét do giao cam,
viém phan thuy trudce, viém két mac di ing, loét bd gide mac do di ing, viém giac mac.

Bénh tiéu hoa:

Pé gitip bénh nhan kiém ché nhitng thoi ky téi han ca bénh trong viém loét dai trang,
viém rudt non tirng vung.

Bénh hé hdp:
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4.2.

Bénh sarcoid triéu chimg, ngd doc barylium, lao phéi lan tran hodc dét ng6t khi phéi hop
voi hoa hoc licu phap chéng lao thich hop, hdi ching Loeffler khéng diéu tri dugc bing
cach khéc, viém phdi sdc, viém phdi tir trung binh t6i nghiém trong do Pneumocystis
carinii & bénh nhin AIDS (nhu diéu trj b tro khi ding trong 72 gid dau tién cua liéu
phap khoi dau chong Pneumocystis, céc dot kich phét cua bénh tic nghén phdi man tinh
(COPD).

Rot loan vé mau:

Thiéu mau tan mau méc phai (tw mién), ban xuat huyét giam tiéu cau vo can & ngudi 16n
(chi tiém tinh mach, chong chi dinh tiém bap) giam tiéu cau thir phat & nguoi 16n, giam
nguyén hong cau (thleu mau hong cau), thiéu mau giam san bam sinh.

Cdie bénh tdn sinh (khong ché tam thoi):

Bénh bach cdu va u lymphé bao & ngudi 1én, bénh bach cau cip cua thoi tho 4u, dé cai
thién chat lvgng song cho bénh nhan ung thu giai doan cudi.

Trang thdi phu:

Dé gitp loi niéu hoic thuyén giam protein niéu trong hdi ching than hu ma khéng cé
uré-huyet thude typ tu phat hodc do lupuit ban do.

Hg than kinh:

Pht ndo tir khbi u nguyén phat hodc di cin va/ hodic phdi hop vai phiu thuét hodc xa tri.
Dot kich phét cip tinh cia xo cimg.

Bénh tay xuong cip tinh. Can bét dau didu tri trong vong 8 gid ciia bénh.

Cac chi dinh khdc:

Viém mang nio do lao kém phong bé dudi nhén hogic phong bé s& xay ra khWi/l‘g/p
v&i héa hoc liéu phap chong lao thich hop.

Bénh do giun x0én kém ric rdi vé than kinh hodc co tim.

Ghép phu tang.

Ngin ngira budn nén va nén khi ding héa tri lidu chdng ung thu.
Liéu diing va phwong phap sir dung

Methylprednisolon natri succinat cé thé tiém hogc truyén tinh mach hodc tiém bép.
Phuong phép duge chon loc cho cip ciru ban ddu 14 tiém tinh mach. Xem bang 1 vé cac
liéu lugng khuyén cdo. C6 thé giam lidu cho tré em va tré 16n tudi, nhung cdn chon lua
dua vao dg nghiém trong cta bénh va dap img cta bénh nhan hon la dua vao tudi va thé
trong ciia bénh nhén. Liéu lugng cho tré em khong nén thép hon 0,5 mg/kg 24 gio mbi
lan.

Bdng 1 : Liéu chi dinh cho methylprednisolon natri succinat

Chi dinh Liéu ding

Pidu tri bd trg cho cac | Tiém tinh mach 30mg/kg trong thoi gian it nhat 30 phut.
truong hop de doa tinh
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mang

C6 thé nhic lai liéu nay 4-6 gid mdi 14n cho (i 48 gio.

R&i loan thap khép khong
dap tng vé6i cach diéu tri
chuan (hoic trong giai doan
kich phat)

Tiém tinh mach trong it nhat 30 phut. Cé thé nhic lai
ché do nay neéu khong co cai thién sau | tuadn di€u tri,
hodc do diéu kién chia bénh nhan doi hoi:

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

Lupit ban do6 hé thdéng
khong dap Gng véi cach
diéu tri chuin (hoic trong
giai doan kich phat)

Tiém tinh mach 1 g/1 ngay trong 3 ngay trong it nhat 30
phat. Co thé nhic lai ché do nay néu khong co cai thién
sau 1 tudn diéu tri, hodc do didu kién cia bénh nhan doi
hai.

Xo ctng nhiéu chd khong
dap mg véi didu tri chuin
(hodc trong giai doan kich
phit)

Tiém tinh mach 1g/1 ngay, trong 3 hodc 5 ngay trong
thoi gian it nhat 30 phat. C6 thé nhéc lai ché do nay néu
khéng c6 cai thién sau 1 tun diéu tri, hodc do diéu kién
ctia bénh nhéan doi hoi.

Trang thai phl nhu viém
tiéu cdu than hodc viém than
do luput khong dap tng voi
diéu tri chudn (hodc trong
giai doan kich phat)

Tiém tinh mach trong thoi gian it nhit 30 phat. C6 thé
nhac lai ché dd nay néu khong c6 cai thién sau 1 tuan
diéu tri, hodc do diéu kién ctia bénh nhan doi hoéi

30 mg/kg cach ting 2 ngay, dung trong 4 ngay\hogc
ngay trong 3,5 hodc 7 ngay.

Ung thu giai doan cudi (dé
cai thién chat lugng cude
song)

Tiém tinh mach 125 mg/ ngay cho t6i 8 tudn

Ngén ngtra budon ndén va non
do hoa tri liéu vé ung thu

Hoa tri liéu gdy non nhe va trung binh:

Tiém tinh mach 250 mg trong it nhit 5 phit vao 1 gio
trude hoa tri lidu. Nhéc lai liéu methylprednisolon khi
bt dau hoa tri liéu va vao lic thoi ding hoa tri ligu,
Ciing c6 thé ph01 hop dan xuit clo cua phenothiazine
khi ding liéu dau tién cia methylprednisolon dé ting
hiéu luc chéng nén.

Hoa tri liéu gdy non nghiém trong:

Tiém tinh mach 250 mg trong it nhit 5 phit, phdi hop
v6i lidu thich hop metoclopramide hodc 1 butyrophenon
1 gio trwée hoa tri lidu, sau d6 nhic lai liéu
methylprednisolon lic khéi dau diéu trj hoa liéu phap va
vao lic nging hoa liéu phap.

Tén hai tiy séng cép tinh

Diéu tri nén bat dau trong 8 gio khi mac bénh

Véi bénh nhan bt ddu diéu tri trong vong 3 gio khi méc
bénh: Tiém tinh mach 30 mg/kg trong thoi gian 15 phut,
rdi nghi 45 phut, sau dé truyén tinh mach lién tuc 5,4
mg/kg/gid trong 23 gio.
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4.3

V6i bénh nhan khai dau diéu tri trong vong 3-8 gib khi
méc bénh: ti€m tinh mach 30 mg/kg trong thoi gian 15
phat rdi nghi 45 phut sau d6 truyén tinh mach 5.4
mg/kg/giod, trong 47 gio.

Ce‘"m‘dtmg dudng tinh mach 2 noi khéc biét nhau dé bom
truyen.

Viém phdi do Pneumocystis | Liéu trinh diéu tri nén bét dau trong vong 72 gio trong
carinii & bénh nhan AIDS diéu tri khaoi dau chong Pneumocystis.

Mot ché do c6 thé thyc hién 1a tiém tinh mach 40 mg 6-
12 gi¢ moi lan cho dén toi da la 21 ngay hodc cho dén
khi két thic qua trinh di€u tri pneumocystis.

Do c6 ting tbec dd hoat hoa lai bénh lao & bénh nhéan
AIDS, can suy xét nén str dung céac thudc chbng lao médi
khi ding corticoid cho cac dbi tugng c6 nguy co cao
nay. Ciing can theo dbi bénh nhan ¢6 thé bi cdc nhidm
khuén tiém tang khac.

Céc dot kich phat cua bénh | Pa nghién ctru 2 ché do liéu luong:
phoi tic ngh&n man tinh

(COPD) Tiém tinh mach 0,5 mg/ kg 6 gio mdi 1an, ding trong 72

glor roi chuyen sang dang_corticoid uong va véi lidu
giam dén. Tong thoi gian didu tri nén it nhat 14 2 tuin.

Didu tri hd trg cho cic chi | Liéu khéi dau co thé thay doi tir 10 mg t&i 500 mg tiém
dinh khac tinh mach, tiy thudc didu kién 14m sang. C6 thé cin dén
liéu cao hon dé diéu hanh ngin ngay cac diéu kién cip
tinh va nghiém trong. Cac lidu khoi dau t6i 250 mg can
tiém tinh mach trong thoi gian it nhat 5 phit, con néu
ding liéu cao hon thi tiém trong thdi gian it nhat 1a 30
phit. Cac lidu tiép theo co thé tiém bap hodc tinh mach
theo cac khoang céach tuy theo dap Gng ctia bénh nhén va
theo diéu kién 1am sang doi hoi.

Pé tranh cac vin dé v& tuong hop va dd 6n dinh cta thude, nén tiém methylprednisolon
natri succinat & nhitng vi tri khac véi tiém céac thudc khac. C6 thé tidm theo cac kiéu : ddy
tinh mach, hodc tiém tinh mach qua ‘chamber’ hodc nhu dung dich tiém tinh mach kiéu
‘piggy-back’ (Xem phédn 6.6 Huéng dén sir dung /Thao tac).

Chong chi dinh
Chéng chi dinh methylprednisolon natri succinat trong nhing truong hop sau:
- Bénh nhén ¢6 nhim ndm toan than.

- Bénh nhan qua man cdm véi methylprednisolon natri succinat va céc thanh phan khéc
trong ché pham.
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4.4

- Dung theo dudng ndi tiy mac.

Chéng chi dinh dung vac-xin song hodc vic-xin song, giam ddc luc ¢ nhitng bénh nhan
dung liéu trc ché mieén dich corticosteroid.

Cinh bao dic biét va than trong dic biét khi sir dung
Téc dung tre ché mién dich/ tang man cam voi nhiém khudn

Corticoid c6 thé 1am ting tinh nhay cam v&i nhiém khuén, che ldp mot s6 d4u hiéu nhidm
khun va mot s nhiém khudn méi c6 thé xudt hién trong khi dung thube. Khi ding
corticoid, ¢6 thé giam sirc dé khang va mét kha ning khu tra nhiem khudn. Nhiém khuan
mam sinh bénh do nhidu nguyén nhan nhu : virat, vi khuin, nim, don bao hodc giun san
& bét ki noi nao cta co thé c6 thé di kém véi corticoid ding riéng 1& hodc phdi hop véi
cdc thude e ché mién dich khdc ma tac dong t6i mién dich té bao hodic mién dich the
dich hodc t6i chtre ning cta bach cau trung tinh. Nhitng nhiém khudn d6 c6 thé nhe,
nhung cting ¢6 thé nghiém trong va co khi géy tir vong. Khi ting lidu corticoid, ty 1& méc
céc bién ching nhiém khuan cang ting lén.

Ngudi st dung thube tre ché mlen dich d& bj nhiém khuén hon ngudi khoe manh. Vidu &
tré em hay ngudi Ién chua ¢6 mién dich dang dung corticosteroid khi méc thily ddu va séi
c¢6 thé bi ning hon va tham chi tir vong. Tuong tu, corticosteroid nén dugc ding thén
trong ¢ nhiing bénh nhan da biét hoic nghi ngo nhiém ki sinh tring nhu nhiém ky sinh
tring Strongylmdes (giun kim), c6 thé dan dén nhiém khuan ning Strongyloides va sy di
chuyen rong rdi cua cac au trung, thuong kém theo viém rudt nang va nhiém tring mau
do vi khuin gram 4m cé nguy co tir vong.

.

Vai trd ciia corticosteroid trong soc nhiém khuan van dang dugc tranh ci, v@inhiing
nghién ctru ban dau cho théy ca tac dung co loi va bét lgi. Gan déy, céc corticostefbi
sung duoc dé xuat cho hiéu qué ¢6 loi trén bénh nhan soc nhiém triing co biéu suy
thuong than. Tuy nhién khuyén cdo khong st dung thuong xuyén trong sbc nhiém trung
Mot phén tich hé thong sy dung corticoid ngin, lidu cao khong hd trg cho viée sir dung
néu trén. Tuy nhién, cac phén tich meta, va mdt phan tich chi ra sir dung corticoid 14u hon
(5-11 ngay) liéu thip corticosteroids c6 thé giam ty 1& tir vong.

Chéng chi dinh dung vac-Xin song hodc song da giam doc luc & bénh nhan dung cac lidu
corticoid gy suy giam mién dich. Coé thé ding vic-xin chét hoic bat hoat cho bénh nhén
dung lidu corticoid gay suy giam mién dich; tuy nhién, dap ung cua bénh nhan voi céc
loai vic-xin nay co thé giam di. Céc qui trmh thao tac mien dich duge chi dinh c6 thé
duoc st dung cho bénh nhén ding céc lidu corticoid khong gay suy giam mién dich.

Str dung corticosteroid trong bénh lao hoat déng can han ché trong cac truong hop lao lan
tran hodc lao dot ngdt ma khi d6 ding corticosteroid dé quan ly bénh phdi hop véi ché do
thudc chéng lao thich hop.

Néu diing corticoid & nguoi bénh lao tiém tang hodc phéan tng véi tuberculin, cin cé theo
doi chat ché vi CQ theé gidp su tai hoa‘t hda cua bénh lao. Trong khi dung corticoid dai
ngay, bénh nhén can dung du phong bang hoéa liéu phap.

U buéu thit Kaposi (Kaposi’s sarcoma) déd dugc bdo cdo ¢ nhiing bénh nhan didu tri
bang corticosteroid. Ngurng sur dung corticosteroid ¢6 thé giam tri€u chirg 1am sang.

Tdc dung trén mau va hé bach huyét
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Nén than trong khi ding aspirin va cac chit chéng viém khéng steroid két hop voi
corticosteroid.

Tdc dung trén hé mién dich

C6 thé gap cac phan tng di tng. Vi c6 thé hlem gdp cac phan tng da va phan vé ¢ bénh
nhan dung corticoid theo dudng tiém, nén cin c6 nhiing bién phép thén trong thich hop
trude khi ding corticoid, dac biét khi bénh nhan ¢6 tién sir di tmg v6i mot thudc nao do.

Téde dung trén ngi tiét

Sir dung liéu duge Iy corticosteroid kéo dai ¢6 thé tre ché ving dudi doi- tuyén yén —
thuong than (suy vo thugng thin thir cép). Mirc d6 va thoi gian suy vo thuong than khac
nhau glua céc bénh nhan va phu thudc vao liéu, tan suat, thoi diém dung thude va khoang
thoi gian diéu tri bing glucocorticoid. C6 thé giam tac dung nay bang lidu phap cach
nhat.

Ngoai ra, suy vo thugng than cdp dan dén tir vong c6 thé xay ra néu dimg glucocorticoid
dot ngot.

Do d6, ¢6 thé giam suy vO thuong thén thir phat bing cach giam liéu tir tir. Loai suy than
tuong doi nay co thé tdn tai vai thang sau khi ngimg diéu tri, do d6 trong thdi gian nay,
néu xay ra bat ky truong hop stress nao, nén tai s dung li€u phap hormone. Vi su tiét
mineralocorticoid ¢4 thé giam, nén si dung dong thoi mudi va/hodc mot
mineralcorticoid.

D4i véi bénh nhan dung liéu phap corticoid xuat hién nhiing stress bat thuong, chi dinh
ting liéu corticoid tac dung nhanh trudc, trong va sau tinh trang stress.

Hdi chirng ngimg steroid, dudng nhur khong lién quan den suy vo thuong than, c6 thé gép
sau khi ngimg dot ngét glucocorticoid. Hoi chimg nay gdm cic triéu chling nhu: chén in,
budn non, ndn, hon mé, dau dau, sét, dau khép, bong da, dau co, giam can va/ ha
huyét ap. Nhiing thay d6i nay duoc cho 1a do thay déi dot ngdt ndng do glucoc%/
hon 12 do ndng dé thap corticosteroid.

Vi glucocorticoid cé thé gdy ra hogc lam ning thém hdi chimg Cushing, nén tranh si
dung glucocorticoid trén nhiing bénh nhan Cushing.

Corticosteroid c6 hiéu qua cai thién trén bénh nhén suy giap.

Tdc dung trén chuyén héa va dinh dudng

Céc corticosteroid, bao gom methylprednisolon, ¢6 the lam tang duodng huyet lam nang

hon tinh trang tidu dudng sin c6, va c6 thé dan dén tiéu duong trén nhitng d6i twong sir
dung corticosteroid kéo dai.

Tde dung trén hé tam than

Céc x40 tron vé tim than co thé gip khi dung corticosteroid, tir sang khodi, mét ngt, tinh
khi thét thudng, thay ddi tinh cach, trdm cam ning cho dén bidu hién tAm thin. Ngoai ra,
su bat dn cam xuc hién tai hodc khuynh huéng tdm than c6 thé nang hon do
corticosteroid.

Céac phan tng bét loi nghiém trong ve tdm than c6 thé gip khi ding steroid theo dudng
toan than. Céc triéu chirng thuong xuat hién mot vai ngay hodc vai tuan tir khi bat dau
diéu tri. Hau hét céc triéu chimg mét di sau khi giam ho#c dirng corticosteroids, mic du
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¢6 thé cin diéu tri dic biét. Cac tac dung vé tam than dd duoc bao cdo, tuy nhién chua
biét tAn xuit. Bénh nhan/ ngudi cham soc nén tim sy chdam soc y té néu cac triéu chimg
tam tién trién & bénh nhan, dic biét néu nghi ngd tdm trang trdm cam va y dinh tu tu.
Bénh nhan/ngudi chdm soc nén dugc canh b4o vé nhiing roi loan tdm than xudt hién
trong khi diéu tri hodic ngay sau khi giam liéu/ ngimg lidu steroid toan than.

Tdac dung trén hé than kinh
Nén than trong khi ding corticosteroid trén nhiing bénh nhén roi loan co giat.

Nén than trong khi dung corticosteroid trén nhing bénh nhan nhuge co ning (Xem thém
vé bénh co trong muc Tde dung trén hé co xwong bén dudi).

Téc dung trén mat

Cin dung than trong corticoid & bénh nhan nhiém Herpes simplex & mét vi ¢ thé bi
thiing gidc mac.

Diing corticosteroid kéo dai c6 thé lam duc duc thuy tinh thé duéi nang ding sau va dyc
nhén thay tinh thé (ddc biét ¢ tré em), 15i mét hodc tang ap luc ndi nhan , c6 thé dan dén
bénh tdng nhén ap di kem tén thuong day than kinh mét. Nhiém ndm va virus thr phat
trén mit c6 thé gap & bénh nhén sir dung glucocorticoid.

Tac dung trén tim

Tac dung khong mong mubdn cia glucocorticoid trén h¢ tim mach, nhu rdi loan lipid mau
va tang huyét 4p, c6 thé khién cac bénh nhan dang c6 yéu td nguy co vé tim mach dé gip
thém cac tac dung trén hé tim mach, néu ding liéu cao va kéo dai. Theo do, corticosteroi
nén dugc dung than trong & nhitng bénh nhan nay va theo doi su thay doi cu &
nguy co va bd sung theo ddi chiic nang tim néu cin thiét. 4c bién chimg tro
bing corticosteroid cé thé giam bang liéu phap cach nhat va ding lidu thap.

Sau khi tiém nhanh cac lidu cao methylprednisolon natri succinat (qua 0,5 gam dung
trong thoi gian dudi 10 phat), c6 gép roi loan nhip tim va/ ho#ic truy mach va/hodc ngirng
tim. Trong va sau khi ding lieu cao methylprednisolon natri succinat c6 khi gap chidm
nhip tim va c6 the khong c6 lién quan t6i toc do va thoi gian tiém truyén.

Nén thén trong khi ding céc corticosteroid toan than, va chi khi thuc su cn thiét, trong
trudng hop suy tim xung huyét.

Tac dung trén mach

Cén dung than trong corticoid & nhiing bénh nhén cao huyét ap.

Téc dung lén ong tiéu héa

Khong c6 khéi niém phd bién 1 chinh corticoteroid chju trach nhiém vé loét dudng tiéu
héa trong qué trinh di€u tri, tuy nhién, ding glucocorticoid ¢6 thé che lap nhiing tri€u
chimg ctia loét dudng tiéu hoa, khién gdp phai thing hoac chay mau ma khong ¢ kém
dau dén ro rét.

Thén trong khi ding corticoid trong viém loét dai trang khong dac hiéu néu c6 doa thing,
ap-xe hay nhiém khuan sinh mu khéc; viém tai thira, cé chd ndi rudt non méi, dang bi
hay c6 tién sir bi loét dudng tiéu hoa.

Tdc dung lén gan mdt
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Lidu cao corticosteroids ¢6 thé gay viém tuy cép.

Tac dung trén hé co xuwong

D3 ¢ bao cao vé& bénh co cap tinh khi sir dung corticosteroid lidu cao, thudng xay ra &
bénh nhan bi cac roi loan dan truyén than kinh co (vi du nhuge co n@ng) hay trén bénh
nhan dang ding cic thudc khang cholinergic nhu thube e ché than kinh co (vi du
pancuronium). Bénh co cap tinh nay lan rong, c6 thé lién quan dén cac co mit, co hd hap
va c6 thé dan t6i liét chi. Tinh trang ting creatinine kinase co thé xay ra. Dé cé tién trién
v& mit 14m sang hay hoi phuc, can dirng thudc trong vong vai tuan dén vai nam.

Lodng xuong la tdc dung cé hai chung, nhung it dugc nhan thiy xay ra khi ding
glucocorticoid liéu cao va kéo dai.

Réi loan thdn va tiét niéu:

Nén thén trong khi diing corticosteroid trén nhimg bénh nhan suy than

Nghién curu

Lidu trung binh hoic cao ciia hydrocortisone hoc cortisone ¢6 thé 1am tang huyét ap, giit
mudi va nudce va ting thai trir kali. Nhiing tdc dung nay it gdp hon vai cac dan xuat tong
hop trir khi dung li¢u cao. Ché do an han ché mudi va bo sung kali c6 thé can thict. Tat ca
céc corticosteroid 1am ting thai trir calci.

Chan thirong, ngé déc va cdc bién chirng phdu thudt:

Duya trén két qua cta nghién ciu da trung tdm, khong nén dung methylpr |
sodium succinat dé didu tri chin thuong dau. K&t qua nghién citu cho thay tang tiZfe.tur

vong trong 2 tudn, hodc 6 thang & nhitng bénh nhan chan thuong ding methylprednisglon
so vdi nhitng bénh nhan ding gia duge. Chua thi€t lép dugc moi quan hé nhan qud do
dung methylprednisolon sodium succinat. g

Cdc tdc dung phu khac N

Cén thén trong khi dung corticosteroid kéo dai trén nhiing bénh nhan cao tudi do 1am
tdng nguy co tiém tang lodng xuong, cling nhu tdng nguy co gilt nude cd the dan dén tang
huyét ap.

Do cac bién chimg khi dung glucocorticoid phu thudc vao lidu luong va thoi gian diéu tri,
cin can nhéc loi ich/ nguy co trén timg bénh nhén vé liéu lugng va thoi gian diéu tri theo
liéu hang ngay hay ngat quang.

Nén dung lidu thdp nhét corticosteroid d& kidm soat tinh hinh didu tri va khi ¢6 thé giam
liéu, nén giam dan dan.

Dung & tré em

Cén theo d&i chit ch@ sy ting trudng va phat trién cha tré so sinh va tré em st dung
corticosteroid lidu kéo dai. Chdm ting truong c6 thé gap trén tré em s dung
glucocorticoid kéo dai, hang ngay, phan licu va phac dd nay chi dugc ding vdi céc chi
dinh khén cép nhat. Liéu phap glucocorticoid cach nhat co thé tranh va giam thiéu tac
dung khong mong mudn nay.

Tré so sinh va tré em str dung corticosteroid kéo dai c6 nguy co dic biét ting ap luc so
nao.
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4.5

Liéu cao corticosteroid co thé gy viém tuy & tré em.
Twong tac thude va cac dang twong tic khac

Methylprednisolon 1a co chét ctia enzym cytochrome P450 (CYP) va chu yéu duoc
chuyén héa boi enzym CYP3A4. CYP3A4 1 enzym chinh ctia hau hét cac phan ho CYP
trong gan ¢ nguoi truong thanh. N6 xuc tac cho qua trinh 6p - hydroxyl hoa steroids, giai
doan I thiét yéu trong budc chuyén héa cho ca corticosteroids ndi sinh va téng hop. Ciing
c6 rat nhiéu chét khac cling la co chit ciia CYP3A4, mot s6 chét nay (cling nhu cac thude
khéc) 1am thay ddi su chuyén hoa glucocorticoids bing cach gy cam ung (diéu hoa ting)
hoic trc ché enzym CYP3A4.

Céc chét (rc ché CYP3A4 — Nhiing thubc trc ché hoat tinh CYP3A4 nhin chung lam giam
do thanh thai cta gan va ting ndng dd cia cac thudc 1a co chét cia CYP3A4 nhu
methylprednisolon trong huyét twong. Néu c6 cac chit trc ché CYP3A4, nén chuan liéu
methlyprednisolone dé tranh bi ngd doc steroid.

Céc chit cam (mg CYP3A4 — Nhimng thudc gdy cam Gmg CYP3A4 nhin chung lam ting
d¢ thanh thai ctia gan, dén t6i 1am gidgm nong do cac thudc 1 co chat cia CYP3A4. C6
thé cin phai ting liéu methylprednisolon khi ding cing cac thubc nay dé dat duoc két
qua diéu tri nhu mong muodn.

thanh thai qua gan cia methylpredmsolon ¢6 thé bi trc ché hay cam ting, (’) cap’ch su
diéu chinh tuong Ung liu ding cia methylprednisolon. C6 thé cac phan| 3 hai khi
diing riéng mdi thube ciia mot trong hai thude s& dé xay ra hon khi diing dong’thoi.

Nhiing thube khong cé hiéu ing qua trung gian CYP 3A4 — C4c tuong tic va anh hudng
khac xay ra véi methylprednisolon dugc trinh bay trong bang 1.

Bang 1 bao gdm nhiing twong tac thude phd bién hodc quan trong vé mit 1am sang voi
methylprednisolon.

Bang 1: Nhirng twong tac/ anh hwdng quan trong cia cic thudc hoic hoat chit vai
methylprednisolon.

o

thai cta isoniazid.

Phén loai thudc — Thudc hoic Twong tac/ Anh hwéng

hoat chat

Khang sinh Chat (rc ché CYP3A4. Ngoai ra, methylprednisolon c6
- ISONIAZID kha nang gdy anh huong téi ty € acetyl hoa va do thanh

Khang sinh, Thubc khang lao Chéat cam Gmg CYP3A4
- RIFAMPICIN

Thubc chéng déng (dang udng)

Tac dung cta methylprednisolon trén thudc chong dong
dudng ubng bién d6i. Pa c6 nhiéu bao cdo vé viée ting
hay giam tac dung cta thudc chdng déng khi dung
chung véi corticosteroid. Chinh vi véy, phai klem tra
cic chi s6 dong mau dé duy tri tic dung mong mubn ciia
thudc chbng dong
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Phén loai thudc — Thude hoiic
hoat chat

Twong tac/ Anh huéng

Thubc chong co gidt
- CARBAMAZEPINE

Chét cam tmg CYP3A4 ( va la co chat)

Thudc chdng co git
- PHENOBARBITAL
- PHENYTOIN

Chat cam tmg CYP3A4

Thudc khang cholinergic
- CHEN THAN KINH CO

Céc corticoid c6 thé lam anh huéng dén tac dung cia
cac thuoc khang cholinergic

1. Da c6 bdo cdo vé bénh co cip tinh khi st dung lidu
cao céc corticosteroid v&i cac thudc khang
cholinergic nhu céac thudc chen thin kinh co) (Xem
ph?m 4.4 Canh bao va than trong, h¢ co xuong dé co
thém thong tin).

2. Pi c6 bio cdo vé tinh ddi khang vé tac dung tic ché
than kinh co clia pancuronium va vecuronium trén
bénh nhéan dung corticosteroid. Tuong tac nay c6 thé
Xay ra voi tat ca cac chat chen than kinh co co tinh
canh tranh.

A Q

Thudc diéu tri tiéu dudng

Y

Vi corticosteroid c6 thé lam ting nong do g e mau
nén co6 thé phai diéu chinh lieu dung cta thuoc tri tiéu
dudng

Thubc chong non
- APREPITANT
- FOSAPREPITANT

Uc ché CYP3A4 (va la co chét)

Thubc khéng nam
-ITRACONAZOLE
- KETOCONAZOLE

Uc ché CYP3A4 (va la co char)

Thuoc khang virus

- Cac thubc @c ché HIV -
protease

Uc ché CYP3A4 (va 1a co chét)

Céc chét trc ché protease nhu 1 Indinavir va ritonavir c6
thé lam tdng nong do corticosteroid trong huyet tuong.

Thudc rc ché Aromatase
- AMINOGLUTETHIMIDE

Aminoglutethimide gay trc ché tuyén thuong than c6 thé
ngéan can sy thay doi ndi tiet do dung glucocorticoid kéo
dai

Thudc chen kénh Calci
- DILTIAZEM

Uc ché CYP3A4 (va 14 co chét)

Thudc tranh thai (dang udng)

Uc ché CYP3A4 (va la co chit)
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Phén loai thuéc — Thube hoic
hoat chit

Twong tdc/ Anh hwéng

- ETHINYLESTRADIOL/
NORETHINDRONE

Nudce ép budi

Uc ché CYP3A4

Thubc e ché mién dich
- CYCLOSPORINE

Uc ché CYP3A4 (va la co chat)

1/ Khi ding dong thoi cyclosporin  véi
methylprednisolon thi xuat hién su tc ché chuyén hoa
lAn nhau; vi vy, cic phan mg cé hai khi dung riéng
moi thude ctia mét trong hai thude s& dé& xay ra hon.

2/ Da c6 béo cao vé hién tuong co giat xay ra khi dung
dong thoi methylprednisolon va cyclosporin

Thudc (rc ché mién dich

Co chét cia CYP3A4

-  CLOPHOSPHAMIDE
- TACROLIMUS
Thudc khang sinh ho macrolide | Uc ché CYP3A4 (va la co chat)
- CLARITHROMYCIN
- ERYTHROMYCIN
Thude khang sinh ho macrolide " .
Uc ché CYP3A4
- TROLEANDOMYCIN
NSAIDs (thube khang viém phi | 1/ Ty 1& chay mau va loét da day c6 thé tang khi dung
steroid) methylprednisolon cling véi cac thuoc NSAIDs.
- ASPIRIN (acetylsalicylic) lidu | 2/ MethyIpredmsolon c6 thé lam tang d¢ thanh thai cia
cao aspirin liu cao, két qua la ndéng do salicylate trong

huyét twong s& giam. Piéu nay c6 thé lam ting nguy co
ngd doc salicylate khi nglrng dung methyipred{l' ol(ﬁ/

Céc thudc lam ting thai kali

Khi ding corticosteroid ciing vé6i cac thude tang
thai kali (vi du thude loi tiéu, amphotericin B), nén theo
ddi chit ché hién tugng ha kali mau & bénh nhén. Viéc
dung chung corticosteroid véi amphotericin B, xanthene
hay cac thudc khang beta 2 ciing lam tang nguy co ha
kali mau.

Tinh khong twong hop:

Pé tranh van dé vé twong hop va on dinh, khuyén cao ding methylprednisolon riéng ré
Vv6i cac chat dung theo dudng tinh mach (IV). Thube khong twong hop vé mat vat ly vai
methylprednisolon sodium succinnate trong dung dich bao gom allopurinol sodium,
doxapram hydrochloride, tigecycline, diltiazem hydrochloride bao gbém, nhung
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khong loai tru: allopurinol sodium, doxapram hydrochloride, tigecycline, diltiazem
hydrochloride, calcium gluconate, vecuronium bromide, rocuronium bromide,
cisatracurium besylate, glycopyrrolate, propofol. (Xem phén 6.2 dé biét thém thong tin).

4.6 Kha ning sinh sin, mang thai va thoi ky cho con bu
Kha nang sinh san
Khéng c6 bang chimg vé sy anh hudng dén kha ning sinh san ciia corticosteroid.
Mang thai

Nghién cru trén sic vat cho thdy corticoid khi diing 1idu cao cho stic vat me c6 thé gay di
dang cho thai. Tuy nhién, corticoid c6 vé nhu khéng gy bat thudng bam sinh khi dung
cho nguoi me mang thai.. Tuy nhién, vi nhiing nghién ctru trén ngudi khong thé loai trir
kha nang rii ro, nén chi dung methylprednisolon natri succinat trong thai ki khi that can
thiet.

Mdt vai corticoid qua dugc hang rao nhau thai. Mot nghién ctru hdi ciru cho thdy cé ting
ty 1& nhe cén & tré sinh ra tir nhiing ngudi me dung corticoid. Méc du hiém gép céac
truong hop suy thuong than & tré so sinh bi phoi nhiém véi corticosteroid trude khi sinh,
nén giam sat chit ché va danh gia cac dau hiéu suy thugng than doi véi nhiing tré bi phoi
nhiém liéu 1on.

Chura biét tac dung clia corticosteroid véi qué trinh tré da va sinh con.

Puc thiy tinh thé duge quan sat thay trén nhitng tré so sinh ma me sir dung corticosteroid
kéo dai trong qua trinh mang thai.

Thoi ki cho con bu

Corticosteroid bai tiét dugc qua sita me.

Corticosteroid phan phoi qua stra me c6 thé Urc ché su ting trudng va anh hudng dén san
xuét glucocorticoid ndi sinh & tré so sinh bi me. Do chua cd nghién ctiu day du trén
nguoi, chi ding corticosteroid cho ngudi me cho ba khi lgi ich mang lai vuot trdi’sp(poi
nguy co co thé gép trén tré b me.

Khi dung corticoid cho phu nit mang thai hodc dang cho con bt hogc dung cho phu nir ¢6
kha nang mang thai doi hoi phai can nhéc gitra loi ich ctia thude cho me véi nguy co tiém
tang cho phai thai.

4.7  Anh hwéng 1én kha ning lai xe va van hanh may méc

Chua danh gia dugc mot cach ¢6 hé théng vé anh hudng cia céc cortiocosteroid téi kha
nang 14i xe va van hanh may méc. Cac tac dung khong mong mudn, nhu hoa mat, chéng
mat, rbi loan thi gidc, va mét moi céd thé gap sau khi diéu tri béng corticosteroid. Néu bi
anh hudng, bénh nhan nén dirng 14i xe hodc van hanh may moc.

4.8  Tac dung ngoaiy
Nhiém khudn va nhiém ky sinh trimg: nhidm khudn, nhiém khuén co hdi.

Réi logn hé mién dich: phan ing qua man do thudc (bao gdbm phan vé hay phan g phan
vé ¢6 hodc khdng co truy mach, ngimg tim, co that phé quan).

Réi logn néi tiét: Cushing,suy tuyén yén, hoi ching dimng steroid.
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4.9

Roi loan chuyén héa va dinh dudng: suy giam dung nap glucose, ha kali mau nhiém
kiém, roi loan lipid mau, tang nhu cau insulin hodc thubc udng didu tri tiéu duong &
ngudi bénh tiéu duong, gitr natri, gitr nudce, can bang nitro 4m tinh (do di hoéa protein),
tang uré mau, ting cam gidc thém an (c6 thé 1am tang can), bénh u ma.

Réi loan tam tha‘?n ri loan cam xtic (bao gdm cam xuc khong 6n dinh, tram cam, hung
cam, phu thudc vé tinh than, c6 ¥ dinh tur sat). Rdi loan tim Iy (bao gbm hung cam, hoang
tuong, 4o giac, tam than phan liét (con kich phat), tinh trang roi loan, roi loan tam than,
lo 4u, thay ddi nhan céch, thay déi tinh céch, hanh vi bt thudong, mit nga, khé chiu.

Réi loan hé than kinh: tang ap luc nodi so kém phii (ting 4p luc ndi so thé nhe), co giit,
hay quén, rdi loan nhan thirc, chéng mit, dau dau.

R6i loan mdir: 161 mét, bénh Glaucom, duc thay tinh thé.

Réi logn tai va tién dinh: chong mit.

Réi loan tim: suy tim xung huyét & bénh nhan nhay cam, loan nhip tim.
Réi loan mach méu: tang huyét ap, ha huyét ap.

Réi loan hé hdp, 16ng ngwe va trung that: nic.

Roi loan tiéu héa: Chay mau da diy, thang rudt, loét da day (cé thé clng véi loét thung
da day va chdy mau da day), viém tuy, viém phic mac, viém loét thuc quan, viém thuc
quan, dau bung, trudng bung, ti€u chay, kho tiéu, budn non.

Réi loan da va mé dudi da: Phu mach, phu ngoai vi, bam mau, dém xuét huyét, teo da,
da thanh dai , mat sic to da, rdm 16ng, phat ban, ban do, nglra, may day, mun, tdng tiét
mo hoi.
Réi loan co-xwong va mé lién két: hoai tir xuong, gy xuong bénh 1y, cham phat trién (&
tré em), teo co, bénh co, lodng xuong, bénh khép than kinh, dau khép, dau co, dau co bap
suy yéu.

Roi logn hé sinh san va vii: bt thudng vé kinh nguyét

R6i loan chung va tai vi tri dimg thude: khé lanh vét thuong, phan Ung tai vi tri tiém, mét
moi, kho chiu..

Cdc nghién cuu: ting alanine aminotransaminase, tdng Aspartate aminotransagminase,
%ia«rﬁ,

phosphatase kiém méu ting, ting nhén 4p, giam dung nap carbohydrate, kali m
calci ni€u tang, suy giam cac phan ing voi test trén da..

Ton hai, ngé doc va cdc bién chimg phdu thugt: dut gan (ddc biét 1a dit gan Achilles),
gy xuong song do chen €p.

Qua liéu

Chua gip cac hoi chimg 1am sang vé qué liéu cip tinh véi corticosteroid. Bao céo vé doc
tinh cap va/hodc tir vong sau khi qua licu corticosteroid rat hiém. Trong trudng hop qua
lieu, khéng cé thudc gidi doc ddc hi¢u ma chi di€u tri ho trg va triéu ching.
Methylprednisolon c6 thé tham tach dugc.

CAC PAC TINHDUQCLY
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5.2

Cac dac tinh dwge lue hoe

Methylprednisolon 14 steroid c6 tac dung chdng viém. N6 cé hidu luc chdng viém 16n
hon prednisolon va cling ¢é khuynh hudng it gay tich liiy nude va natri hon prednisolone.

Methylprednisolon natri succinat cé cung chuyén héa va tac dung chéng viém nhu
methylprednisolon. Khi ding dudng tiém va véi lugng ddng mol, thi ca 2 chat nay déu
tuong duong vé hoat tinh sinh hoc. Hiéu luc tuong dbi cua methylprednisolon natri
succinat so véi hydrocortison natri succinat duge x4c dinh boi su e ché s6 luong bach
cdu ua eosin sau khi cing tiém tinh mach, 1a it nhit 4:1. Piéu nay ciing tring hop véi
hidu luc twong dbi khi so sanh hai ché phdm nay theo duong udng.

Cac dic tinh dwogc dong hoe
DPac tinh dugc dong hoc ctia methylprednisolon tuyén tinh, khong phu thudc vao lidu.

Nodng d6 methylprednisolon trong huyét tuong duoc kiém dinh theo phuong phap séc ki
léng hiéu ning cao (HPLC). Sau khi tiém bap 40 mg methylprednisolon natri succinat
cho 14 nguoi tinh nguyén nam, Ién tudi, khoe manh, ndng do dinh trung binh 454
nanogam/mL dat dugc sau 1 gio. Pén gio thir 12, thay ndng d6 methylprednisolon trong
huyét tuong giam xudng 31,9 nanogam/ mL. Sau khi tiém 18 gid, khong con tim thy
methylprednisolon. Dua vao AUC, la chi thj cta tong lugng thude duge hép thu, thi tiém
bép methylprednisolon natri succinat twong duong véi cuing lidu tiém tinh mach.

Nhitng két qua cia nghién cGu dd ching minh rdng natri succinat ester cia
methylprednisolon da chuyén nhanh va manh sang phan methylprednisolon cé hoat tinh
sau khi diing theo moi duong ding. Mirc dd hdp thu ciia phan methylprednisolon tu do
sau khi tiém tinh mach va tiém bép I3 twong duong va I6n hon 18 rét so véi mirc dd hip
thu sau khi udng dung dich va udng vién nén methylprednisolon. Vi ring lugng
methylprednisolon durgc hép thu sau khi tiém bép va tiém tinh mach 14 tuong duong, mic
dau co lugng 16n hon cua ester hemisuccinat da vao dugc dai tudn hoan sau khi tiém tinh
mach, c6 thé rang ester di dugc chuyén trong mo sau khi tiém bép véi sy hdp thu sau d6
dudi dang methylprednisolon tu do.

Methylprednisolon dugc phan bo rong rii vao cac mo, qua hang rdo mau ndo, va bai tiét
qua sira me. Kha ning gan véi protein huyét tuong 1a xap xi 77%.

O ngudi, methylprednisolon dugc chuyén héa & gan thanh cac chit chuyén héa khéng
hoat  tinh:  hau  hét  thanh  20c-hydroxymethylprednisolon  va  20B-
hydroxymethylprednisolon.

Chuyén hoa ¢ gan chu yéu thong qua CYP3A4 (Dé biét danh séch céc thude g tac
dua trén chuyén hoa trung gian qua CYP3A4, xem muc 4.5 Tuong tac véi cac tﬁ ac
va cac dang tuong tic khac). ;

Thoi gian ban thai trung binh cia methylprednisolon tur 1.8 dén 5.2 gid. Thé tich phan b
xap xi 1.4 mL/kg va d¢ thanh thai xap xi 5-6 mL/phut/kg.

Methylprednisolon, cling nhu cac co chit CYP3A4 khac, c6 thé 1a co chét cua kénh vin
chuyén ATP (ATP-binding cassette) van chuyén p-glycoprotein, anh huéng dén sy phén
bo t& bao va tuong tac voi cdc thuoc khac.

Khéng cén chinh lidu trong truong hop suy than. Methylprednisolon cé thé thdm tach
duoc.
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8:d

6.2.

6.3.

Cic dir liéu an toan tién lam sang

Dua trén cac nghién ciru vé tinh an toan dugc ly, liéu lap lai dc tinh trén chudt cong,
chudt nhat, ’th(’) va cho dung thudc theo duong tinh mach, mang bung, du¢i da, tiém bap
va duong uong, khdng c6 nguy co ngoé’i du doan nao duoc xac dinh. Methylprednisolon
la steroid manh, c6 dac tinh duoc ly giong nhu cac glucocorticoid, bao gom ca tac dung
trén chuyén héa carbohydrate, can bang nude va dién giai, cac yéu t6 hinh thanh té bao
mau, mo bach huyét, va chuyén hoa protein dan dén giém hodc thi€u cén ning, gidm
lympho bao, teo la lach, tuyén e, cac hach bach huyet, vo thwong than va tinh hoan,
cling nhu thay déi m& & gan va ting kich thudc cac té bao dao nho tuyén tuy. Mt nghién
ctru 30 ngay c6 hoi phuc trén chudt cong chi ra sau xap xi 1 thang ngling thuoc chire
néng cua cac co’ quan hdi phuc. Nhiéu thong s trd vé binh thudng sau 9 tudn h01 phuc
sau khi didu tri bang methylprednisolon suleptanate trén chudt cong trong 52 tuan. Doc
tinh quan sat dugc trong cac nghién ctu liu ldp lai pht hop véi két qua du tinh do tiep
tuc phoi nhiém vdi steroid ngoai sinh vo thugng théan.

Kha néng gdy ung thi tiem tang:

Céc nghién ctru dai han trén dong vét chua dugc thue hién dé danh gia kha néng gay ung
thu tiém tang, do thuoc chi duoc chi dinh diéu tri ngdn han va khong cé dau hi¢u nao chi
ra tac dung gdy ung thu. Khong c6 bang ching corticosteroid la chat gy ung thu.

Kha ndng dot bién gen:

Khong ¢6 bing chimg vé& dot bién gen va nhiém séc thé tiém tang trong mot dnh gid sy
hay hoai DNA/ kiém trén t& bao chudt Hamster Trung Quoc V-79. Methylprednisolon
khong gay ra ton thuong nhiém sac the trong khi khong c6 hé thong hoat hda gan.

Ddéc tinh trén hé sinh san:

Trong nghién cru vé tac dung ddc tinh trén phoi thai ciia methylprednisolon, khong cé
gen gdy quai thai nao dugc quan sat trén chudt cong va chudt nhét ¢ li€u tiém phiuc mac
lan Iuot 1a 125 mg/kg/ngay hodc 100 mg/kg/ngay. O chudt cong, methylprednisolon giy
quai thai ¢ murc licu tiém dudi da 20 mg/kg/ngay. Methylprednisolon acepontate gy quai
thai khi tiém dudi da & mire lieu 1.0 mg/kg/ngay.

CAC PAC TINH DUQC HQC

Danh muc ta duge

Solu-Medrol 40mg: Natri biphosphate monohydrate, Dibasic natri phosph%ﬁ,’
Lactose, Nudc cat pha tiém.

Twong ky

Su tuong hop va do 6n dinh khi tiém tinh mach dung dich methylprednisolon natri
succinat va khi tron 1an véi cac dung dich khéc ciing tiém tinh mach 1a phu thudc vao pH
ciia dung dich trén 1an, vao néng do, thoi gian, nhi¢t do va kha nang tu hoa tan cuia
methylprednisolon. Nhu vdy, dé tranh céc van dé twong ky va anh huéng dén do 6n dinh,
néu ¢6 thé dugc thi nén tiém dung dich natri succinat riéng r&, khéng trén 1an véi cac
thubc khac (Xem thém muc 4.5).

Thoi han sir dung
Solu-medrol 40mg: 24 thang ké tir ngdy san xuat véi san pham chua pha ché.
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LPD : Solu-Medrol

LPD Date : 30 Oct 2012

Country : Vietnam

Reference CDS: 4.0 Reference CDS date : 31 October 2011

Str dung dung dich da pha trong vong 48 gid sau khi tron 1an.
6.4.  Than trong dac biét khi bao quan
San phim chua pha ché: Bao quan dudi 30°C.

San pham da pha ché: Bao quan dung dich da pha & nhiét do phong c¢6 kiém soat
(du6i 25°C). Sir dung dung dich da pha trong vong 48 gid sau khi tron lan.

6.5  Tinh chit va dung lwgng ciia bao bi déng géi

Hop 1 lo Act-O-vial 1 mL chira bot v6 khuan pha tiém & khoang dudi va dung méi pha
tiém & khoang trén.

6.6  Hudng din sir dung/ Thao tac
Chudn bi cdc dung dich

Dé chuan bi dung dich tiém tinh mach, trude hét pha ché lai dung dich methylprednisolon
natri succinat nhu huéng din. Cé thé bat dau diéu tri nhd tiém tinh mach
methylprednisolon natri succinat trong thai gian it nhat 5 phuat (vi du véi cac licu téi 250
mg) cho téi it nhét 30 phat (vi du vdi cac Iiéu 250 mg hodc cao hon). Céc liéu tiép theo
c6 thé ngimg va ding tuong tu. Khi thdy can, c¢6 thé pha loang dé dung bang cach trdn
lan v6i cac dung mdi nhu dextrose 5% trong nudce, NaCl 0,9 %. Dung dich cudi cung s&
6n dinh vé& hoa hoc va 1i hoc trong 48 gio.

Huong dan sir dung lp Mix-O-Vial- Lo 2 khoang ‘:a ;

1. Bc’)’{lép bao vé ra, viin quanh 1/ 4 nit pit tong va in d& diy dung méi vao khoan%
dudi.

2. Lic nhe d& c6 dung dich. Sir dung dung dich trong vong 48 gio. g
Tiét khudn nép ciia nit pittong bing chét tiét khuan thich hop. »,

4. Pam kim tiém vao giita nit pittdng cho dén khi tréng thay dau kim. Déc nguoc lo
thude va rut hét thude.

Céc thudc tiém can dugc kiém tra bing mét thuong mdi khi ¢6 thé kidm tra dung Sjch

bao bi dé xem c¢6 vat la hodc cé doi mau trude khi tiém hay khong.

Tiéu chuéin thudc thanh phdm: Theo tiéu chuén nha san xui
Nha san xuit: Pharmacia & Upjohn Company i S
7000 Portage Road, Kalamazoo, MI 49001, USA, Q\*::;?{’ '

M Nhan hiéu hang hoa

10 CUC TRUON

QP4
ge b
(4 }&f it \j Ofv?gcv
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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Djc lap - Tw do - Hanh phic
+3. / QLD-BK Ha Noi, ngay 5 thing 9 ndm 2017
V/V thay doi ndi dung to hudng
dan sir dung

Kinh gti: Pfizer (Thailand) Ltd.
bia chi:  Floor 36, 37 United Center Building, 323 Silom Road,
Silom, Bangrak, Bangkok 10500, Thailand

Ngay 23/05/2017, Cuc Quan ly Duoc nhin dugc don dé nghi dé ngay
22/05/2017 va céc tai liéu co lién quan cua cong ty (sb tlep nhan 724/TPNN) vé
Vlec thay d6i noi dung to huéng dan sir dung ddi véi thube nudce ngoai da duogc
cap sb dang ky luu hanh,

Cin ctt Théng tu sb 44/2014/TT BYT ngay 25/11/2014 cua B6 Y té Quy
dinh viéc dang ky thuéc, Thong tu s6 06/2016/TT-BYT ngay 08/03/2016 ctia B
Y té vé Quy dinh ghi nhan thude,

Cin ctt bién ban thdm dinh hd so thay dbi/ bd sung, Cuc Quan ly Duoc ¢é
y kién nhu sau:

Pdng y dé cong ty dugc thay d6i ndi dung to huéng dan st dung ddi véi
thudc Solu-Medrol, s6 dang ky: VN-18405-14.

Bang so sdnh ndi dung thay ddi to& huéng dan s dung duoc déng diu xéc
nhéan cda Cuc Quan ly Duoc va dinh kém theo cong van nay.

Ngoai ndi dung dugc thay ddi trén, tit ca céc ndi dung khac gitt nguyén
nhu hd so diang ky thudc luu tai Cuc Quan ly Dugc.

Cong ty déng ky, nha san xuét phai chiu trach nhiém vé chit lugng d6i véi
thudc luu hanh trén thi truong, ndi dung ghi trén nhan thudc, quy dinh vé sé hitu
tri tué lién quan dén nhan hiéu hang ho4 cua thudc va c6 trach nhiém thong bao
su thay dbi nay dén céc co quan lién quan va khach hang.

Sau 03 thang ké tur ngay ky cdng vin nay, cong ty khdng dugce nhap khau
thudc trén véi to huéng dan st dung cii cua thude.

Cuc Quan ly Duoc thoéng béo dé cong ty biét va thyc hién dung cac quy
dinh ctia Viét Nam vé luu hanh thude./.

Noi nhin: KT.CUC TRUJOZN G
- Nhu trén; ;-P,HO CUC TRUONG

- Luu: VT, DKT (V). /e
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VAN PHONG

BOY TE . , , . . , _ DAI DIEN
CUC QUAN LY bUGC TOM TAT CAC THAY POI TRONG TO HUONG DAN SU DUNG TAI THANH PHO
©A PHE DUYET CUA THUOC SOLU-MEDROL 40 mg (SPK: VN-18405-14) HO CH MNK
TD/BS ngayeXA... thing . J... nAm o, \ - n . ,
(theo conp \aM‘)"gJLf/f /QLD: %I—]UONG DAN SU DUNG CcU \TO HUONG DAl\qT-SU DUNG N’IGI Lg do thay i
(pian loai bd dugc gach-ngang) (Phan thém vao/ thay d6i dugc danh dau vang)
SOLU-MEDROL™ SOLU-MEDROL™ St lai theo
Rx Rx yéu cau cua
CANH BAO PAC BIET: CANH BAO PAC BIET: Thong tu hién

I3
A -

hanh v& ghi

4.1.Chi dinh diéu tri

Methylprednisolon natri succinat dwugc chi dinh trong cac
truong hop sau:

R6i loan ni tiét:

Suy vé thuong thin nguyén phét hodc thir phét (co thé két hop
vGi eorticoid-khodng khi thieh-hep ).

Suy vo6 thuong than cip tinh (bé-xungeorticoidkhodne co thé
1a cAn thiét).

Sbc thir phat déi-+éi suy vo thuong thén, hodc sb¢c khong dép
mg v6i liu phép didu tri qui udc khi suy vo thuong thén eé

thé—xuat-hién (khi s¢ hoat déne—ecta—cie—corticoidkheodngla
khong mong mudn):

Methylprednisolon natri succinat duoc chi dinh trong cac
trudong hop sau:

Réi loan nbi tiét:

e Suy vo thugng thén nguyén phat hodc thir phat (co thé két
hop véi mineralcorticoid kh1 can thiét).

e Suy vo thuong thén clp tinh (c6 thé can phai b6 sung
mlneralcomcmd)

e Sbc thtr phét do suy vo thuong thén, hodc sdc khong dap tmg
v6i lidu phép diéu tri quy wéc & nhitng bénh nhan dang co suy
vo thuong than (khi hoat tinh mineralcorticoid khong t6t nhu
mong doi)

\mufr)c nay chi dung theo don cuia bac sy. fb Thube nay chi dung theo don cua bac sy. nhin thudc
2.THANH PHAN PINH LUQNG VA PINH TINH 2. THANH PHAN PINH LUQNG VA PINH TiNH Stra 161 dich
Hoat chat: Methylprednisolon Natri Succinat Hoat chét: Methylprednisolon Natri Succinat thuat
Methylprednisolon Natri Succinat dugc chi dinh tiém tinh Methylprednisolon Natri Succinat duoc chi dinh tiém/truyén
mach hodc tiém bap dudi dang: tinh mach hogc tiém bap dudi dang:
4PAC TINH LAM SANG 4DAC TINH LAM SANG Stra 161 chinh ta

4.1.Chi dinh diéu tri va dich thuat

LAZER (D
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Con-dune slucocorticoid- trudc phau thudt khi ¢6 chén thuong
nghiém trong hodc bénh nang, & nguoi- dd c6 suy thuong than
#&-rang hodc khi nghi ngd thiéu hut du trit vo thuong than.

Tang san tuyen thwong than bam sinh.

Viém tuyén giap khong muag mu.

Téng calci mau dikem ung thu.

Réi loan thap khop:

(Diéu tri bd tro ngin nedy dé kiém soat giai doan cap tinh
hodc dot kich phat) trong: viém xuong khop sau phau—thuat:
viém mang hoat dich trong viém xuong khép; viém khop
dang thap, ke ca viém khop dang thap 0 thleu nién; viém-t
hoat dich cap va ban cap: ~at-viém bao
heat-dieh cap tinh-va khong déc hiCusviém khép clp tinh dang
gut=—iém khop vay nén; viém d6t sbng etzne khép.

*

Bénh eoliasen va bénh mién dich phite-tap:

Trong dot kich phat hodc diéu tri duy tri trong céc trudng hop
chon loc nhu:

Euptit ban do hé théng (va Haput viem than)—bérh tim thip
khép-edp: viém da co hé-théne—viém da dong mach nut, hoi
ching Good pasture .

Bénh ngoei da:
Pemphigus, hong ban dé dang ning (hdi ching Stevens-

e Dung truéc phiu thuat, hodc khi c6 chin thuong nghiém
trong hodc bénh nang, & bénh nhan da biét c6 suy vé thuong
than hoac khi nghi ngo thiéu hut du trit hormon vé thuong
than.

e Tang san tuyén thuong than bam sinh.

e Viém tuyén giap khong sinh mu.

e Tang calci mau lién quan dén ung thu.

Réi loan thap khép

(Diéu tri bd tro ngén han dé kiém so4t giai doan cép tinh hoéc
dot kich phat) trong:

e Viém xuong khép sau chan thuong

e Viém mang hoat dich trong viém xuong khép

e Viém kh6p dang thip, ké ca viém khép dang thdp & thiéu
nién

e Viém bao hoat dich cép va ban cip

e Viém moém 161 ciu xwong

e Viém bao gan cap khong dic hidu

e Viém khép cap tinh do gtt

e Viém khép vay nén

e Viém c6t sdng dinh khép.

Bénh hé théng tao keo va bénh phitc hop mién dich:

Trong dot kich phét hodc diéu tri duy tri trong cac trudong hop
chon loc nhu:

e Lupus ban doé hé théng (va viém than lupus)

e Viém tim cép do thap

e Viém da co toan than (viém da co)

e Viém da dong mach nut

e Hoi ching Goodpasture.

Bénh vé da:

e Bénh Pemphigus (bénh bong nudc tu mién trén da va niém

//. \//—4‘\';"'//\\



Johnson), viém da troc Vay, viém da bong dang herpes viém
da tang tlet ba nhon
khéiu ndm da.

Tinh trang di wng:

Ding dé kiém soét céc didukién di Umg nehiém-trong— hodc
kho chita treng cic thi-nghiém-twong-tng-eua cach diéu tri qui
wée nhu: hen phe quan, viém da tiép xtc, viém da eé-eo-dia
atopt, bénh huyét thanh, viém mii di tmg theo mua hodc luu
nién, phan ung qua man cim vol thude, phan ing may day khi
truyén thubc, phtt thanh quan cAp khong nhiém khuan.

h—

Cdc bénh vé mdit:

Céac qua trinh viém va di ing nghiém trong eap—va—m&ﬁ—liﬁh o
mat nhu: nhiém Herpes zoster é—mét—viém mong mét, viém

monv mét — thé mi—viém-hie- vdng mac, viém mang mach nho
va-viém hicmae sau va lantoa; viém than kinh thi giac, viém
mat-de giao cam, wem—phaﬂ—t-hﬂ&—tme%wem két mac di ung,

loét bé-gige mac do di ing, viém gidc mac.

mac)

e Hong ban da dang thé nang (hoi chitng Stevens-Johnson)
e Viém da tréc vay

o Vay nén thé ning

e Viém da bong nudc dang Herpes

e Viém da ting tiét ba nhon thé ning

e U sui dang ndm.

Tinh trang di @ng:

Dung dé kiém soét cac tinh trang di ing nang hoac kho chita
khi dd that bai voi cac cach didu tri thong thudng nhu:

e Hen phé quan

e Viém da tiép xtic

e Viém da di img

e Bénh huyét thanh

e Viém mfii di ing theo mua hodc quanh nam

e Céc phan ting qui man véi thudc

e Phéan ing may day khi truyén thude

e Phu thanh quéan cdp khong nhiém khuén.

Céc bénh vé mit:

Céc qua trinh viém va di ung man tinh va cdp tinh nghiém
trong & mat nhu:

e Nhiém trung glac mac do Herpes zoster

e Viém méng mét, viém méng mét — thé mi

e Viém mang mach- vong mac

e Viém mang mach nho khuéch tan phia sau va viém mang
mach

e Viém than kinh thi giac

e Nhan viém giao cam

e Viém tién phong

e Viém két mac di ing

e Viém loét két mac do di tng

- s3> )
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Bénh tiéu héa: ‘
Dé sitip bénh nhén ki

trong viém loét dai trang, viém ruot non %Hﬁ“—‘rtﬁ‘i“-

cua bénh

Bénh hé hap:

Bénh sarcoid triéu ching, ngd doc barylhum, lao phoi lan tean
hodc détneét khi phe-}—heﬁp v6i héa-hoe lidu phap ehéne lao
thich hop, hdi chimg Loeffler khong didu—trt duoc bang eaeh
khéc, viém phdi sde-viém phdi tlr trung binh t6i nghiém trong
do Pneumocystis earinit & bénh nhan AIDS (nhu diéu tri bd tro
khi dung trong 72 gio déu tién cta lidu phép khoi dau chong
Pneumocystis, cac dot kich phat ctia bénh tac nghén phdi man
tinh (COPD).

Réi loan vé mdu: Wf(/

Th1eu mau tan mau méc phai (tw mién), —ban-xuat huyet giam
tiéu cu vo cin & nguoi 16n (chi tiém tinh mach, chbng chi
dinh tiém bap) giam tiéu ciu tht phat & ngudi 1om, glam
nguyén héng cau (thleu mau hdng cau), thiéu méau giam san
bam sinh.

Cdc bénh mﬂ—wﬂh—éklﬂmv—ehe tam thoi):
Bénh bach cdu va u lymph6 bae-6 nguol 1om, bénh bach cau

chp ctia—thoi-the—Au—dé cal thién chét luong séng cho bénh
nhéan ung thu giai doan cubi.

e Viém giac mac.

Bénh tiéu hoda:

Gitp dua bénh nhan qua khoi con nguy kich cua bénh trong:

e Viém loét dai trang

e Viém doan rudt non.

Bénh hé hip:

Bénh sarcoid ¢6 triéu chimg

e Ngo doc berylii

e Trong lao phdi lan téa hodc bung phét cap tinh khi dung
ddng thoi véi liéu phap hoa tri liéu I\hang lao thich hop

e Hoi ching Loeffler khong thé kiém soat duoc bang céc
phuong phép khac

e Viém phoi hit

e Viém phéi tlr trung binh t6i nghiém trong do Pneumocystis
Jjiroveci & bénh nhan AIDS (nhu didu tri bd tro khi dung trong
72 gity dAu tién ctia lidu phép khoi dau chong Pneumocystis)

e Cic dot kich phat cia bénh pho1 tic nghén man tinh
(COPD).

Réi loan vé mau:

e Thiéu méu tan mau mac phai (tu mién)

o Xuét huyet oiam tiéu cdu vo can & ngudi 16n (chi tiém tinh
mach, chong ch1 dinh tiém bap)

e Giam tiéu cau thi phat o ngum l6n

° Chung giam nguyén hong cau (thiéu mau hdng cau)

e Thiéu mau gidm séan bam sinh (dong hdng cau).

Cic bénh ung thw (diéu tri tam thoi):

e Bénh bach cdu va u lymphd & ngudi 16n

e Bénh bach cau cép O tré em

o D& cai thién chét luong séng cho bénh nhan ung thu giai
doan cudi.

Tinh trang phu:

Vel
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Dé gitip—tei niéu hodc thuyén gidm protein nidu trong hoé1
ching than hu ma khong eé uré- ~huyét thudc typ tu phat hodc

do tuptit ban do.

Hé thdn kinh:

Phu nio tir khdi u nguyén phat hodc di cén v hodc phéihep
v phau thuat hodc xa tri.

Dot kich phat clp tinh ctia xo cling.

Bénh tiy xweng cép tinh. CAn bt du diéu tri trong vong 8 gid
etra-bénh.

Cdc chi dinh khdc:

Viém mang nio ée—Lae—kemﬁ}heﬂﬂ—be dud6i nhén hodc pheng
bé-—sé—xay—ra khi phéi-hep—véi hoa-hee lidu phéap—chéne lao
thich hop.

Bénh de giun x0An kémrie+bivé than kinh hodc co tim.

Ghéppht tang.

Ngéan nglra budn nén va ndn khi dung hoéa tri liéu chéng ung

thu. ”}é/

e Dé gitp bai niéu hodc giam protein ni€u trong héi ching
than hu ma khong kém theo uré- -huyét thudc typ tu phéat hodc
do lupus ban dé.

Hé thin Kinh:

o Phu nfo tir khdi u nguyén phat hosc di cin hodc do phau
thuét hodc xa tri.

e Dot kich phét cip tinh cfla bénh da xo cﬁng

e Chén thuong tuy song cap tinh. CAn bat dau diéu tri trong
vong 8 gio tir khi bét dau ton thuong.

Cac chi dinh khiac:
e Lao mang ndo c6 téc nghén khoang dudi nhén hodc doa téc
khi duing dong thoi héa tri 1iéu khang lao thich hop.

e Bénh giun xo4n lién quan dén than kinh hoc co tim.

e Ciy ghép ndi tang.

e Ngén ngua budn ndn va ndén khi dung hoéa tri liéu chéng ung
thu.

4.2.Liéu dung va phwong phap sir dung

. Phuong phép dugc chon tee cho clp ctru ban dau 1a tiém
tmh mach. Xem bang 1 vé céc lidu lugng khuyen cdo. Co thé
giam lidu cho tré em va tré lén-tuéi, nhung can chon lya dua
vao d nghiém trong cua bénh va dap ung cua bénh nhén hon
14 dua vao tudi va thé trong clia bénh nhén. Lidu lugng cho tré
em khong nén thap hon 0,5 mg/kg 24 gio moilan.
Bang 1 : Liéu ehi-dinh-che methylprednisolon natri succinat

4.2.Liéu dung va phwong phap sir dung

. Phuong phép duoc uu tién lua chon cho cép ctru ban dau 1a
t1em tinh mach. Xem bang 1 vé cac lidu luong khuyen cdo. Co
thé giam lidu cho tré so sinh va tré em, nhung can chon lua
dwa vao mtrc d6 nghiém trong cua bénh va dap Gng cua bénh
nhan hon 1a dua vao tudi va thé trong cua bénh nhan. Lidu
lugng cho tré em khong nén thap hon 0,5 mg/kg moi 24 gid.
Bdng 1: Liéu khuyén céo dbi v6i methylprednisolon natri
succinat

Chi dinh Liéu diung

Chi dinh Liéu dung

Stta 161 chinh ta
va dich thuat




R4i loan thip khép khong
d4p Ung v6i edeh didu tri
chuén (hodc trong giai doan
kich phat)

... C6 thé nhae lai ché d6 nay
néu khong co céi thién sau 1
tudn diéu tri, hodc do didu
kién ctia bénh nhén doi+héi:

1 g/ 1 ngay, trong 1-4 ngay,
hoac

1 g/ 1 thang, trong 6 thang

R6i loan thip khép khong
dép g v6i phac do diéu tri
chuén (hoic trong giai doan
kich phat)

... C6 thé lap lai ché d6 lidu
nay néu khéng c6 cai thién
sau 1 tudn diéu tri, hodc do
tinh trang ctia bénh nhén yéu
cau:

1 g/ 1 ngay, trong 1-4 ngay,
hoéc

1 g/ 1 thang, trong 6 thang

Luptt ban do hé thong
khéong dap Ung Vol eaeh
didu tri chuén (hozc trong
giai doan kich phat)

... C6 thé nhae lai ché do nay
néu khong cé cai thién sau 1
tudn diéu tri, hodc do didu
kién clia bénh nhéin de+hét.

Lupus ban doé hé thong
khong dap tmg voi phic do
diéu tri chuan (hodc trong
giai doan kich phat)

... C6 thé lap lai ché do lidu
nay néu khong cé cai thién
sau 1 tudn diéu tri, hodc do
tinh trang cua bénh nhan yéu
cau.

Xe cimg nhibu—ehd khong
dép ung voi didu tri chuin
(ho#c trong giai doan kich
phét)

... C6 thé nhée lai ché d6 nay
néu khong cé cai thién sau 1
tudn diéu tri, hodc do didu
kién cta bénh nhén de+het.

Da xo cing khong dap tng
véi phée do dieu tri chuén
(hoac trong giai doan kich

phat) ‘\'é/

... C6 thé lap lai ché do liéu
nay néu khong cé cai thién
sau 1 tudn diéu tri, hodc do
tinh trang ctia bénh nhan yéu
cu.

Trang thai phu nhu viém
tiéu cAu than hodc viém than
do luput khong dap tmg véi
didu tri chuan (hoic trong
giai doan kich phat)

... C6 thé nhée lai ché do nay
néu khong cé cai thién sau 1
tudn diéu tri, hodc do didu
kién clia bénh nhan déi-het

30 mg/kg cach tenrg2-ngay,
dung trong 4 ngay hodc lg/
ngay trong 3,5 hodc 7 ngay.

Trang thai phu nhu viém
cau than hodc viém than do
lupus khong dap ung véi
phac db diéu tri chuén (hodc
trong giai doan kich phat)

... C6 thé lap lai ché do liéu
nay néu khong cé cai thién
sau 1 tudn diéu tri, hodc do
tinh trang ctia bénh nhan yéu
céu

30 mg/kg céch nhat, dung
trong 4 ngay hodc 1g/ ngay
trong 3,5 hodc 7 ngay.

Ung thu giai doan cudi (dé
cai thién chat luong cudc
song)

Tiém tinh mach 125 mg/
ngay eho-tét 8 tuan

Ung thu giai doan cudi (dé
cai thién chat luong cudc
song)

Tiém tinh mach 125 mg/
ngay trong to1 da 8 tun

Ngin ngura budén nén va ndon
do hoa tri liéu vé ung thu

Héa tri liéu gdy non nhe va
trung binh:
Nhiéc lai liéu

Ngin ngtra budn nén va noén
do hoa tri liéu v€ ung thu

Hoéa tri liéu gdy non nhe va
trung binh:
Nhac lai liéu
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methylprednisolon  khi bt
dau héa tri lidu va vao ltc
théi dung hoa trl lidu. Cing
c¢6 thé phdi hop dan xuét clo
cia phenothiazine khi dung
lidu dau tién cua
methylprednisolon dé ting
hiéu luc chéng non.

Héa tri liéu gdy nén nghiém
trong:

Tiém tinh mach 250 mg trong
it nhat 5 phut, phdi hop véi
lidu thich hop
metoclopramide  hodc 1
butyrophenon 1 gi¢ truéc hda
tri lidu, sau d6 nhic lai lidu
methylprednisolon Iuc khoi
dAu diéu tri héa lidu phap va
vao lac nging héa li€u phép.

-

methylprednisolon khi bat
dau hoa tri lidu va vao luc
ngumg dung hoa tri liéu. Cling
c6 thé phdi hop véi dan xuét
clo clia phenothiazin khi ding
lidu dau tién cla
methylprednisolon dé ting
hiéu luc chéng nén.

Hoéa tri liéu gdy nén nghiém
rong:

Tiém tinh mach 250 mg trong
it nhat 5 phut, ph6i hop véi
lidu thich hop metoclopramid
hodc 1 butyrophenon 1 gid
tru6e hoéa tri liéu, sau d6 nhéc
lai 1iéu methylprednisolon lic
kh&i du hoéa tri lidu va vao
lic ngung héa tri  liéu

Tédn hai tiy song cap tinh

Diéu tri nén bét dau trong 8
gidy khi mae-bénh

Vi bénh nhén bét dau dleu
tri trong vong 3 gio khi mae
bérh: Tiém tinh mach 30
mg/kg trong thoi gian 15
phut, roi nghi 45 phut, sau d6
truyén tinh mach lién tuc 5,4
mg/kg/gio trong 23 gio.

Vi bénh nhan khéi ddu didu
tri trong vong 3-8 gio khi
miae-bénh: tiém tinh mach 30

Toén thuong tuy song cép
tinh

Didu tri nén bét dau trong
vong 8 gio sau khi ton thuong
V&i bénh nhan bat dau diéu
tri trong vong 3 gio sau khi
tén thuong: Tiém tinh mach
30 mg/kg trong thoi gian 15
phut, rdi nghi 45 phit, sau d6
truyén tinh mach lién tuc véi
lidu 5,4 mg/kg/gid trong 23
gio.

V6i bénh nhan khoi ddu diéu
tri trong vong 3-8 gid sau khi
tdn thuong: tiém tinh mach
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mg/kg trong thoi gian 15 phut
roi nghi 45 phut, sau dé
truyén tinh mach 5,4
mg/kg/gid, trong 47 gio.

Cén dune dudng tinh mach 2
Heﬂr—lvhac—b’re{—&ﬂﬂﬂ—de bom
truyen.

30 mg/kg trong thoi gian 15
phut rdi nghi 45 phit, sau d6
truyén tinh mach lién tuc véi
lidu 5,4 mg/kg/gid, trong 47
gio.

Can danh riéng mot duong
tinh mach dé bom truyén.

Viém phoi do Pneumocystis
carinit 0 bénh nhan AIDS

Do c6 tang tdc dd hoat hoéa lai
bénh lao & bénh nhén AIDS,
can suy xét nén st dung céc
thudc chéng lao mdi khi dung
corticoid cho cac dbi tuong
c6 nguy co cao nay. Cling can
theo dBi bénh nhén eeHhe—l%
cac nhiém khuén tiém tang
khac.

Viém phoi do Pneumocystis
Jjiroveci & bénh nhan AIDS

)

Pp—

Do c6 tang tbc @6 hoat hoa lai
bénh lao & bénh nhan AIDS,
can suy xét nén st dung céc
thudc chéng lao mbi khi ding
corticosteroid cho céc d6i
tuong c6 nguy co cao nay.
Ciing cAn theo d5i bénh nhén
vé kha ning méc céc nhiém
khun tiém tang khéc.

Cac dc_)”,t kich phat ctia bénh
phdi tdc ngh&n mén tinh
(COPD)

D3 nghién cttu 2 ché 4o liéu
heong:

Tiém tinh mach 0,5 mg/ kg 6
gi mbi 1an, dung trong 72
gi0, hodc

Tiém tinh mach 125 mg 6 gio
mai 14n, duing trong 72 gio,
rdi chuyén sang dang
corticotd udng va véi lidu
giam dan. Téng thoi gian
didu tri nén {t nhat 12 2 tuln.

Cég d()”t kich phéat ctia bénh
phdi tdc ngh&n maén tinh
(COPD)

D& nghién ctru 2 ché do lidu:

Tiém tinh mach 0,5 mg/ kg 6
gid> mdi 1an, ding trong 72
gi0, hodc

Tiém tinh mach 125 mg 6 gio
mdi 14n, dung trong 72 gio,
rdi chuyén sang dang
corticosteroid uéng va vl
lidu giam dan. Tong thot gian
diéu tri nén it nhét 14 2 tuln.

N =S/

Diéu tri hd tro cho céc chi
dinh khéc

Liéu khoi dau c6 thé thay doi
tlr 10 mg t6i S00 mg tiém tinh
mach, tuy thudc dicu kién

Diéu tri hd tro cho céac chi
dinh khéac

Liéu khéi dau c6 thé thay doi
tlr 10 mg t6i 500 mg tiém tinh
mach, tuy thudc vao diéu kién




lam sang. Cé thé can dén lidu
cao hon dé didu hanh ngan
ngay céc diéukién cAp tinh
va nghiém trong. Cac heu
khéi dAu téi 250 mg can tiém
tinh mach trong thoi gian it
nhat 5 phut, con néu ding
1iéu cao hon thi tiém trong
thot gian it nhat 12 30 phut.
Céc lidu tiép theo c6 thé tiém
bép hoc tinh mach theo céc
khoang cach tuy theo déap tmg
clia bénh nhan va theo diéu
kién 1am sang dot-het:

14m sang. C6 thé can dén lidu
cao hon dé didu tri ngan ngay
c4c tinh trang cAp tinh va
nghiém trong. Cac lidu khoi
dau lén t6i 250 mg can tiém
tinh mach trong thoi gian it
nhit 5 phut, con néu ding
liéu cao hon thi tiém trong
thoi gian it nhét 1a 30 phit.
Céc lidu tiép theo c6 thé tiém
bép hoac tinh mach theo cac
khoang cach tuy theo dép tng
(&/ ctia bénh nhén va theo tinh
trang lam sang.

Dé tranh cac van dé vé-twene hop va dd 0 on dinh cta thudc, nén
tiém methylpredmsolon natri succinat & nhitng vi tri khée voi
tiém cac thude khac. C6 thé tiém theo cac kiéu =day-Gnh
mach: hofie-tiém tinh mach qua ‘“chamber hodc nhw dung dich
tiém tinh mach kiéu ‘piggy-back’ (Xem phan 6.6 Huéne-dan
sir dung /Fhae tac).

D& trénh céc van dé khi ph6i hop thube va bao dam d6 on dinh
ctia thudc, nén tiém methylprednisolon natri succinat & nhiing
vi tri riéng biét voi vi tri ti€m cac thudc khéc néu duge. C6 thé
tiém theo c4c kiéu: bom thude dudng tinh mach qua budng
tiém (chamber) hodc dung dung dich tiém tinh mach theo k¥
thuat ‘piggy-back’ (Xem phan 6.6 Lwu y dic biét khi st
dung va cac thao tac khac).

4.3.Chéng chi dinh

Chéng chi dinh methylprednisolon natri succinat trong nhiing
truong hop sau:

- Bénh nhén c6 nh1em nam toan than.

- Bénh nhén qua man eam voi methylprednisolon natri
succinat va cac thanh phan khéc trong ché pham.

4.3.Chéng chi dinh

Chéng chi dinh methylprednisolon natri succinat trong nhiing
truong hop sau:

- Bénh nhén cé nhlem nim toan than.

- Bénh nhan qua man véi methylprednisolon natri succinat va
céc thanh phén khéc trong ché phdm. Ché pham
methylprednisolon natri succinat 40 mg c6 chira lactose
monohydrat duoc san Xudt tir stta bd. Do d6 chong chi dinh
dung ché pham nay & cac bénh nhan da dugc biét hodc nghi
ngd ¢6 tinh trang qua mén véi sita bo hodc cac thanh phan cua
sita bo hodc céc san pham tir sita khéc do chiing ¢6 thé chira

Stra mt s6 161
chinh t& va
dich thuat

B sung chéng
chi dinh theo
To thong tin
san phim toan
cAu.
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- Duing theo duong noi thy mae.

Chéng chi dinh dung véc-xin séng hozc véc-xin song, giam
doc luc & nhitng bénh nhén dung lidu rc ché mién dich

——

luong nho cac thanh phan sira.

- Dung theo duong noi tuy.

- Dung theo dudng ngoai mang cung.

Chéng chi dinh dung véc-xin song hodc véc-xin sbng, giam
doc luc ¢ nhing bénh nhan dang dung céac lidu corticosteroid
trc ché mién dich

4.4.Canh bdo diebiét va than trong dic biét khi sir dung
Tac dung Grc ché mién dich/ téang man-eam-v6i nhidm khun
Corticotd cO thé lam tang Hma—ﬁhay—eam—ve’: nhiém khuén, che
14p mot s6 dAu hidu nhiém khuan va mot so nhiém khuin méi
c6 thé xudt-hiéntreng khi dunc—muee—l*’r]ﬂ—éﬂﬂg—eemee’ré.—ee
thé glam strc dé khang va mét kha néng khu tri nhiém khuan.
Nhiém lrl-’i-klﬁﬁ—m&lﬁ sinh bénh é,e—ﬁ-hsrea—nﬂﬂyeﬁ—ﬂhaﬂ—ﬁh’d—
virgt, vi khuén, ndm, don bao hodc giun san & bt ki-nei ndo
clia co thé c6 thé eh—kem—vea—eememé dung riéng r€ hodc ph01
hop vdi cac thude 1 che mién dich khac ma tdc dong t6i mi€n
dich te bao hoic miln dich thé dich hogc téi chirc ning cla
bach cau trung tinh. Nhitng nhiém khudn 6 c6 thé nhe, nhung
cling c6 thé nghiém trong va c6 khi gdy tr vong. Khi ting lidu
corticoid, ty 1€ mdc cac bién chtmg nhiém khuén eane ting 1én.
%
Newot sit dung thubc e ché mién dich d& bi nhiém khuan hon
ngudi khoe manh. Vi du & tré em hay nguoi 16n chua ¢6 mién

dich dang dung corticosteroid khi méc thity dau va soi ¢6 thé
b1 na;ng hon Va tham ch1 tr Vong—"F&ewx—m—eemees%efe*d—ﬁeﬁ

4.4.Cénh bdo va thin trong dac biét khi sir dung

Tic dung e ché mién dich/ ting nguy co nhiém khuén
Corticosteroid ¢6 thé lam tdng nguy co nhiém khuén, che l4p
mdt s6 ddu hiéu nhiém khudn va mot s6 nhiém khudn méi c6
thé xay ra khi dang ding cortlcostermd C6 thé co hién tuong
giam suc @ khang va mat kha nang khu tru nhiém khuan tai
chd khi str dung cortlcostermd Nh1em vi sinh vét gdy bénh
bao gdm: nhiém virus, vi khuén, nAm, don bao hodc giun sén &
bat ki vi trf ndo ctia co thé c6 thé lién quan t6i viée st dung
comcostermd dung riéng r& hodc phoi hop véi cac thude tic
che mién dich khac ma ¢6 tac dong t6i mien dich té bao hoic
mién dich thé dich hodc t6i chiic nang cua bach cAu trung tinh.
Nhitng nhiém khudn nay c6 thé nhe, nhung cling c6 thé
nghiém trong va c6 khi géy t vong. Khi téng lidu
corticosteroid, ty 18 mac cac bién ching nhiém khuan ciing
tang lén.

Bénh nhén dang st dung thube e ché mién dich d& bi nhiém
khuan hon nhiing nguol khoe manh khac. Vi du ¢ tré em hay
ngudi 16n chwa c6 mién dich dang ding corticosteroid khi mac
thuy dau va séi co thé bi ning hon va thim chi t& vong.

Stra mot s6 161
chinh ta va
dich thuéat

B6 sung thong
tin theo TO
thong tin san
pham toan cAu.
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Chédng chi dinh dung wée-xin séng hoac song da giam ¢ doc luc
& bénh nhan dung céc lidu eemee}el—aay—say—%a% mién dich.
C6 thé dung wée-xin chét hoac bat hoat cho bénh nhén dung

lidu eorticoid-sAy-suy—gidam mién dich; tuy nhién, ddp Ung cua
benh nhén vl cac leaa—vae x1n nay cd the glam d1 Cae—gttt

Str dung corticosteroid trong bénh lao hoat dong cin han ehé
trong céc trudng hop lao lan #an hodc lae-détneot rna kht do
dung corticosteroid dé quanty bénh phdi hop véi e

ehéne lao thich hop. z f
Néu dung-eortieotd & nguol bénh lao tiém tang hodc phén tng
véi tubercuhn cln €6 theo doi chat che vi co thé eap-su tai

dai ngay,

o

benh nhan cén éuﬂa du phong ban0 hea—l—teﬂ—phép

U buéu—thit Kaposi (Kaposi’s sarcoma) d& dugc bao cdo &
nhitng bénh nhén diéu tri bang corticosteroid. Ngumg st dung
cort1coster01d co the g1am triéu chung lam sang.

Chéng chi dinh dung véc-xin sbng hodc véc-xin sbng da giam
doc luc & bénh nhan dang dung cac lidu cortlcostermd tic ché
mién dich. C6 thé dung vac-xin chét hodc véc-xin bat hoat cho
bénh nhan dang dung lidu corticosteroid tic che mién dich; tuy
nhién, ddp Ung ctia bénh nhan véi céc loai véc-xin nay c6 thé
gigm di. C6 thé chi dinh tiém ching cho bénh nhén dang dung
céc lidu corticosteroid khong gay e ché mién dich.

Str dung corticosteroid trong bénh lao hoat dong cin gi6i han
chi trong cac truong hop lao phdi lan téa hodc thé bung phat
cép tinh ma trong d6 corticosteroid duge dung dé kiém soat
bénh phdi hop v6i phéc dd khang lao thich hop.

Néu corticosteroid dugc chi dinh ¢ nguoi bénh lao tiém tang
ho#c phéan tng voi tuberculin, can theo d5i chit ché vi bénh cd
thé tai phat. Néu dung corticosteroid dai ngay, bénh nhén can
duoc diéu tri du phong bang céc thudc khang lao.

U Sarcom Kaposi (Kaposi’s sarcoma) d& dugc bao cdo ¢
nhiing bénh nhan diéu tri bang corticosteroid. Ngung st dung
corticosteroid ¢ thé s& thuyén giam triéu chung trén 14m sang.
Vai trd ciia cdc corticosteroid trong sdc nhlem khuén van con
dang dugc tranh ludn, cdc nghién ctu gan day cho thay c6 ca
tac dung c6 loi cling nhu céc anh hudng bat loi. Gan day, viée
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Tac dung trén hé mién dich

C6 thé eap cac phan tng di img. Vi e6-thé hiém eap cac phan
ing da va phan vé ¢ bénh nhan dung eerticoid—theo—duong
tiém, nén can co nhitng bién phap thén—treng thich hop trude
khi ding eerticoid, ddc biét khi bénh nhén co6 tién st di tmg
vo1 mét thube nao d6.

Tdc dung trén noi tiét

dung corticosteroid bd sung da cho thay la ¢6 loi cho bénh
nhan dugc xac dinh 13 sé¢ nhiém khuén va c6 suy giam chirc
nang tuyén thuong than. Tuy nhién, khong nén str dung thuong
xuyén lidu phap nay trong séc nhi®m khudn. Mot tong quan hé
thong da két luén rang diéu tri cac corticosteroid lidu cao trong
thoi gian ngin khong mang lai tac dung. Tuy nhién, cac phan
tich gop va mot téng quan da cho thdy st dung corticosteroid
lidu thap trong khoang thoi gian dai hon (5-11 ngay) c6 thé
lam giam ti ¢ t&r vong, nhét 1a & bénh nhan bi sc nhiém khuin
phai dung thubc co mach

T4c dung trén hé mién dich

C6 thé xay ra cac phan ung di tmg. Vi mot s6 hiém céc truong
hop di tmg trén da va phan ung phan vé da xay ra ¢ bénh nhin
ding corticosteroid, nén can c6 nhiing bién phap phong ngura
thich hop trude khi dung corticosteroid, dic biét khi bénh nhan
¢6 tién st di tmg voi bat ky loai thudc nao.

Néu bénh nhan dung ché pham methylprednisolon natri
succinat 40 mg dé diéu tri cac tinh trang di Gmg cap tinh nhung
cac triéu chimg nay tré nang hon hoac phat sinh bét ky tridu
chung di tng m&i ndo, nén xem xét kha nang bi phan tng qua
man véi cac thanh phén trong sita bo (xem muc 4.3 Chéng chi
dinh). Néu phu hop, nén ngung cho dung methylprednisolon
natri succinat, va didu trj thich hop cho tinh trang cua bénh
nhan. Céc bién phap didu tri thay thé, bao gdm viéc dung céc
ché pham corticosteroid khong chira cac thanh phén tir sita bo,
nén duoc xem xét dé kidm soat di ung cap tinh, trong trudong
hop thich hop.

Tsc dung trén ndi tiét

Bénh nhan dang st dung corticosteroid ma phai chiu nhiing
cing thang bat thudng, cin chi dinh dung corticosteroid tac
dung nhanh véi liéu cao hon trudc, trong va sau khi bi stress.
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St dung liéu dugc ly eerticostereid kéo dai co thé rc ché same
dudi ddi- tuyén yén — thuong than (suy vo thuong than thuo
chp)- Murc d va thoi gian suy v6 thuong than khéc nhau gifta
c4c bénh rhan va phu thudc vao lidu, tAn suét, thoi diém dung
thube va khoang thoi gian didu tri bang glucocorticoid. C6 thé
giam tac dung nay bang lidu phép cach nhét.

Ngoai ra, suy v6 thuong than cap din dén tir vong eé-thé xay
ra néu dimng glucocortlcmd dot ngot.

Do d6, c¢6 thé giam suy vo thuong thén tha phat ban0 cach
giam liéu tir tir. Leai-suy thin twone—déi ndy co thé ton tai vt
thang sau khi ngung diéu tri, do @6 trong thoi gian nay, néu
x4y ra bat ky truong hop stress nao, nén tat su dung liéu phap

hoarmaone \/3 ord—ed 1‘|-A F1ARD
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A khong lién quan dén suy vo Hweﬁa than c6 thé gap sau
khi ngimg dot ngdt glucocorticoid. Hoi chimg nay gdm cac
triéu ching nhu: chéan an, budn non, non, hon mé, dau dau, sdt,
dau khép, bong da, dau co, giam can va/hodc ha huyet ap.
Nhiing thay-d6i nay duoc cho la do thay d6i d6t ngdt nong do
glucocorticoid hon 1a do ndng d6 thép corticosteroid.
Vi glucocorticoid ¢6 thé gy ra hodc lam nang thém hoi chung
Cushing, nén tranh st dung glucocorticoid trén nhiing bénh
nhén Cushing.
Heosterod trén bénh nhn suy giap.

Tac dung trén hé-tam than
Céc x40 tron v& tAm than cé thé eap khi dung corticosteroid, tur

St dung corticosteroid & lidu ¢6 tac dung duge ly trong thoi
gian kéo dai co thé dn t6i Gc ché truc dudi doi- tuyén yén —
thuong than (HPA) (suy vo thuong thén thu phat) Murc d6 va
thoi gian suy vo thuong than thtr phat khac nhau gifta cac bénh
nhin va phu thudc vao lidu, tan sudt, thoi diém dung thubc va
khoang thoi gian diéu tri bang glucocomcmd C6 thé giam
thiéu tac dung nay bang liéu phap diéu tri cach nhat.

Ngoai ra, suy vo thuong thén cép con din dén tr vong néu
dung glucocort1001d dot ngot.

Do d6, ¢6 thé giam thiéu nguy co suy vo thuong thén thir phat
do thudc bano cach giam lidu tir tir. Kiéu suy vo thuong thén
nay co thé ton tai nhleu thang sau khi ngung diéu tri, do d6
trong thoi glan nay, néu xay ra bét ky truong hop stress nao,
nén bat ddu st dung lai liéu phap hormon. “Hoi ching cai
thube” steroid, khong lién quan dén tinh trang suy vo thuong
than, c6 thé gip sau khi nglmg dot ngdt glucocorticoid. Hoi
ching nay g gdm céc triéu chimg nhu: chén an, budn nén, noN,
hén mé, dau dau s6t, dau khdp, bong da, dau co, gidm cén
va/hodc ha huyét ap. Nhing anh huong nay duoc cho la do
thay d6i dot ngdt noéng dd glucocorticoid hon la do nong do
corticosteroid thép.

Yo —

Vi glucocorticoid c6 thé gy ra hozc 1am néng thém hoi chiing
Cushing, nén tranh st dung glucocorticoid trén nhing bénh
nhan Cushing.

Téc dung ctia corticosteroid tang 1én trén nhiing bénh nhan
thiéu nang tuyén giap.

Tac dung trén tim théin
Céc xdo tron vé tim thin c6 thé xuét hién khi dung
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sang khoal, mat ngu, tinh khi that thuong, {-h—d’v—ééi—%ﬂ%—h—ﬁ-&eh—
trdm cam ning cho dén biéu hién tAm than Ngoai ra, su bét on
cam xuc hiéa-tat hodc khuynh huéng tam than c6 thé nang hon
do cortlcostermd.

5t nghiém trong vé tam thén c6 thé gap khi
duno stermd theo duong toan than. Céc triéu ching thuong
xudt hién mot vai ngay hodc val tudn tir khi bt dau diéu tri.
Hiu hét céc triéu chimg mét di sau khi giam hodc dung
eorticosterotds, mac du c6 thé can diéu tri dic biét. Cac tac
dung vé tdm than di duoc bdo cdo, tuy nhién chua biét tan
xuét: Bénh nhan/ nguot chdm soc nén H—iﬁ—SH—Gh—dﬁi—’%Ge—}’—T'e néu
c4c triu ching tdm tién trién & bénh nhan, dic biét néu nghi
ngo tam—trang trdm cam v& y dinh tu ti. Bénh nhén/nguoi
cham séc nén duoc canh bao vé nhitng rdi loan tAm than xuét
hién trong khi diéu tri hodc ngay sau khi giam lidu/ ngimg Héu
steroid toan than.

T4c dung trén hé than kinh

Nén than trene khi dung corticosteroid trén nhiing bénh nhén
1‘8,\1. eaﬁ es D“]a"{

Nén thin treng khi dung cortlcostermd trén nhitng bénh nhéan
nhuoc co ning (Xem thém vé bénh co trong mue Tdc dung

trén hé co xuong bén-duét).

corticosteroid, tr sang khodi, mat ngu, thay d6i tAm trang, tinh
khi thét thuong va trdm cam néng cho dén nhitng biéu hién
tdm than thuc su. Ngoai ra, su b4t 6n cam xuc hodc khuynh
hudng tAm than c6 thé nang hon do corticosteroid.

Kha nang gap cac tac dung khong mong mubn nghiém trong
vé tam than c6 thé xay ra khi dung steroid theo dudng toan
than. Céc triéu ching thuong xuét hién trong mot vai ngay
hogc vai tuan tir khi bit dau diéu tri. Hau hét céc triéu ching
mat di sau khi giam hodc dung corticosteroid, mac du ¢6 thé
can phai diéu tri dac biét. Cac tac dung vé tAm than da duoc
bao cao khi ngtmg corticosteroid, tuy nhién chua biét 16 tan
sudt.Bénh nhan/ nguoi cham séc nén luu y neu cac triéu ching
tam than tlen trién & bénh nhan, dic biét néu nghi ngd bénh
nhan bi trAm cam hay c6 ¥ dinh tu tu. Bénh nhan/nguoi cham
séc nén duoc canh bao vé& nhimg rdi loan tAm than ¢6 thé xut
hién trong khi diéu tri hoic ngay sau khi giam liéu/ ngimg
dung steroid toan than.

T4c dung trén hé thin kinh

Nén than trong khi dung corticosteroid trén nhiing bénh nhén
dong kinh.

Nén than trong khi dung corticosteroid trén nhimg bénh nhén
nhuoc co nang (Xem thém vé bénh co trong phan 4.4 Canh
bo va than trong dic biét khi sit dung, Tdc dung trén hé co
Xuong).

Mic du cdc thtr nghiém lam sang co a6i chiung dé cho thay
corticosteroid c6 tac dung giam nhanh mac do tram trong cip
tinh trong dot cap cta bénh da xo ctmg, nhung nhiing thir
nghiém dé khong ching to dugce rang corticosteroid c6 anh
huong dén két qua didu tri cudi cling hoac dién b1en tu nhién
cia bénh. Cac nghién clu cho thiy ring can dung lidu
corticosteroid twong d6i cao méi 6 tac dung déng ké.

Céc bién cb y khoa ning da dugc bdo céo la co lién quan dén
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Tac dung trén mat

Céan dung thén trong corticoid & bénh nhan nhiém Herpes
simplex & mat vi ¢6 thé bi thing gidc mac.

Dung corticosteroid kéo dai cé thé lam duc due-thuy tinh thé
dudi W sau va duc shén thiy tinh thé (dac biét & tré
em), 161 mat hodc ting &p luc ndi nhan , co thé dan dén bénh
téng nhan ap di kém ton thuong éray—than kinh mat—Nhidm
nAm va virus thir phat trén mit eé-thé-gdp & bénh nhén sir dung
glucocorticoid.

Tdc dung trén tim

Téc dung khong mong mudn ctia glucocorticoid trén hé tim
mach, nhu rbi loan lipid mau va tang huyet ap, c6 thé khién
céc bénh nhan dane c6 yéu—+d nguy co vé tim mach dé—eap
thém céc tde-dung-trénhé tim mach, néu dung lidu cao va kéo
dai. Fhee-dé, corticosteroid nén duge dung thén trong 6 nhiing
bénh nhin nay & theo doi su thay c’1’01 clia cac yéu to ‘nguy co
va bé-sune theo ddi chiic nang tim néu cn thiét. 4e bién ching
trong diéu tri bang corticosteroid ¢6 thé giam bane lidu phép
céch nhat va ding liéu thép.

Sau khi tiém nhanh cac liéu cao methylprednisolon natri
succinat (gua 0,5 gam dane trong thoi gian dudi 10 phut), cd
gip rbi loan nhip tim v/ hodc truy mach va/hodc ngung tim.
Treng—va sau khi dung lidu cao methylprednisolon natri

succinat eé—khi—gip-chémnhip—tm va c thé khong eé lién

duong dung ndi tuy /ngoal mang cung (xem phan 4.8 Tac
dung khong mong mudn).

Da c6 céc béo co vé hién tuong tich m& ngoai mang ctng &
nhiing bénh nhén dung corticosteroid, dién hinh la khi sir dung
lidu cao kéo dai.

T4c dung trén miat

Cén dung thén trong corticosteroid ¢ bénh nhan nhiém Herpes
simplex & mét vi ¢6 thé gdy thing giac mac.

Dung corticosteroid kéo dai cé thé lam duc thiy tinh thé dudi
bao sau va duc thay tinh thé & trung tAm (dac biét & tré em), 10i
mat hodc téng ap luc ndi nhan, ¢6 thé dan dén bénh ting nhan
ap di kém tdn thuong than kinh thi giac. Co thé ting nguy co
nhidm ném va virus thtt phat trén mat ¢ bénh nhén st dung
glucocorticoid.

Liéu phap corticosteroid da timg dugc xac dinh c6 lién quan
dén bénh hic vong mac trung tdm thanh dich, mot chimg bénh
¢6 thé dan dén bong véng mac.

Tac dung trén tim

Téc dung khong mong muén cua glucocorticoid trén hé tim
mach, nhu r0i loan lipid méau va tang huyét ap, c6 thé khién
céc bénh nhan da c6 san nguy co v€ tim mach phai chiu thém
céc anh hudng tim mach khac, néu dung lidu cao va kéo dai.
Vi vay, cortlcostermd nén dugc dung than trong ¢ nhimg bénh
nhan nay, can theo doi su thay d01 cla cac yéu té nguy co va
theo d&i chirc nang tim thém néu cén thiét. Cac bién ching
trong diéu tri bang corticosteroid c6 thé giam khi sir dung liéu
phép diéu tri cach nhat va ding Jidu thép.

Sau khi tiém nhanh céc liéu cao methylprednisolon natri
succinat (hon 0,5 gam trong thoi gian dudi 10 phut), da cé bao
c40 vé r6i loan nhip tim v&/ hodc truy mach va/hodc nglimg
tim. Cham nhip tim da dugc bdo céo trong hodc sau khi dung
lidu cao methylprednisolon natri succinat va cé thé khong lién
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quan té1 tdc d6 va thoi gian tiém truyén.
Nén than trong khi dung cac corticosteroid toan thén, va chi
khi thuc su can thiét, trong trudong hop suy tim xuag huyét.

Tdc dung trén mach

Céan dung than trong eerticoid ¢ nhitng bénh nhan cao huyét
ap.

T4c dung 1én 6ng tiéu hoa

Khong co6 khai-niémphé-biénta chinh corticoteroid ehiu-tréeh
nhiém—vé loét dudng tiéu hoa trong qua trinh diéu tri, tuy

nhién, dung glucocorticoid co6 thé che 14p nhiing triéu chimg

cta loét duong tiéu hoa, khiéneap-phai thing hodc chay-méu
ma khong eé kém dau dén 10 rét.

%

Than trong khi diing eertieoid trong viém loét dai trang khong
dsc hiéu néu co6 doa thung, ...
Tdc dung lén gan mdt

*A

quan t6i toc d6 va thoi gian tiém truyén.

Nén théan trong khi dung céc corticosteroid toan than, va chi
dung khi thuc su can thiét, trong trudng hop suy tim sung
huyét.

Tac dung trén mach

Huyét khdi, bao gdm thuyén téc huyét khdi tinh mach, da duoc
béo céo xay ra khi dung corticosteroid. Do d6, corticosteroid
can dugc st dung than trong ¢ bénh nhin dang bi hodc co6 thé
¢d nguy co bi cac ri loan vé huyét khoi.

Can dung thén trong corticosteroid ¢ nhiing bénh nhén cao
huyét ap.

T4c dung 1én dng tidu héa

Liéu cao corticosteroid c6 thé g géy viém tuy cép.

Khoéng c6 quan diém thdéng nhdt nao vé viéc chinh
corticoteroid gdy nén tinh trang loét duong tiéu hoa trong qua
trinh diéu tri hay khong, tuy nhién, dung glucocorticoid c6 thé
che l4p nhiing tridu chimg cua loét duodng tiéu hoa, gdy nén
tinh trang thing hodc xudt huyét tiéu hoa ma khéng kém dau
d6n 16 rét. Diéu tri bang glucocorticoid ¢o6 thé che gidu tinh
trang viém phuc mac hay nhing dau hiéu hodc triéu chung
khac lién quan dén céc rbi loan dudng tiéu hoa nhu thing, tac
dudng tiéu hoa hodc viém tuy. Nguy co bi loét duong tiéu hoa
tang 1én khi két hop véi cac thudc chdng viém khong steroid
(NSAID).

Thén trong khi dung corticosteroid trong viém loét dai trang
khong dédc hiéu néu c6 doa thing, ...

Tac dung Ién gan mat

Tén thuong gan do thudc, nhu viém gan cip tinh c6 thé xay ra
do truyén methylprednisolon qua dudng tinh mach theo chu ky
(thuong véi lidu 1g/ngay). Thoi gian phéat bénh viém gan cap
tinh c6 thé 1a nhidu tudn hozc lau hon. P4 quan sat thdy cac
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Téac dung trén hé co xuong

Tmh trang ting creatinine kinase ¢6 thé xay ra. Dé c6 tién
tr1en Ve mit }am sang hay hdi phuc, can dimg thudc trong vong
vai tudn dén vai nam.

Loang xuong la tac dung eé-hai-chung, nhung it duogc nhén
Hsraﬁasﬁa khi dung glucocorticoid lidu cao va kéo dai.
Réi loan thdn va tiét niéu:
Nén than trene khi dung corticosteroid trén nhitng bénh nhéan
suy than
Nghién ciru
Liéu trung binh hodc cao cla hydrocortisone hoéc cortisone ¢
thé lam ting huyét ap, gitt mudi va nude va tang thai trur kali.
Nhitng tac dung nay it gap hon véi céc dan xuét tong hop trir
khi dung lidu cao. Ché d6 &n han ché mudi va b sung kali c6
thé cin thiét. T4t ca céac corticosteroid lam tang thai trur
calci.
Chan thwong, noo doc va cac bzen chu’ng phé thudt:

: - ém, khong nén ding

aé Cheu tri chén thuong

mekh%p}edmselreﬂ—sedwm—sueemﬂ%

éaﬂ—léei—q&a nghién ctru cho thdy tang ti 1é tir vong trong 2
tudn—hede 6 thdng & nhimg bénh nhan chdn—thwene ding
methylprednisolon so v&i nhiing bénh nhan dung gia duogc.

Chua—thibt—1ap—duoe—mbdi quan hé nhin qua de—dung
methylprednisolon sedium succinat.

Gﬂe—me—dﬂﬂv—plﬁikhac ‘ . . ’v‘/

Do céc bién chung khi ding glucocorticoid phu thuge vao lidu

bién ¢ nay bién mat sau khi ngung diéu tri.
Tac dung trén hé co xwong

Tlnh trang ting creatinin kinase co thé xay ra. Dé co tién
trlen Ve mat 1am sang hay hdi phuc, cin dimng thudc trong vong
vai tudn dén vai nam.

LoAng xuong la tac dung khong mong mubn phd bién, nhung
it duoc phét hién khi dung glucocorticoid liéu cao va kéo dai.
Réi loan than va tiét niéu:

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

Nghién ciu

Liéu trung binh hodc cao cua hydrocortison hodc cortison co
thé gy tang huyét ap, gitt mudi va nuée va tdng thai trur kall.
Nhitng tac dung nay it gap hon voi céc dan Xuét tong hop trie
khi dung lidu cao. Ché d6 &n han ché mudi va bo sung kali c6
thé can thiét. TAt ca cac corticosteroid déu lam ting thai trir
calci.

Chén thwong, ngd ddc va cic bién chirng phiu thuit:
Corticosteroid dung toan than khong duge chi dinh,va do do
khong nén dung dé diéu tri chén thuong so ndo. Mot nghién
clru da trung tam cho thay tang ti 1& tor vong tai thoi diém 2
tudn va 6 thang sau chan thuong & nhitng bénh nhén ding
methylprednisolon natri succinat so véi nhitng bénh nhan dung
gia duoc. Méi quan hé nhin qua véi viée didu tri bang
methylprednisolon natri succinat chua dugc thiét 1ap.

Canh bao khac

Do céc bién ching khi ding glucocorticoid phu thude vao Jidu

17



=

Y

=

N
by

lugng va thoi gian di€u tri, cén can nhéc loi ich/ nguy co trén
tung bénh nhén vé lidu luong va thoi gian didu tri theo liéu
hang ngay hay ﬂuai—qaang

Nén ding lidu thap nhét corticosteroid dé kiém soét tinh hinh
didu tri va khi c6 thé giam lidu, nén gidm dén-dan.

Dung 6 tré em

Cén theo d6i chit ché sy ting trudong va phat trién cia tré so
sinh va tré em sir dung corticosteroid liéu kéo dai. Cham ting
trudng ¢ thé gap trén tré em st dung glucocorticoid kéo dai,
hang ngay, phan lidu va phée-dd nay chi dwee dung voi céc chi
dinh khan cip nhét. Lidu phap g glucocorticoid cach nhét c6 thé
tranh va giam thiéu tac dung khong mong mudn nay.

v,

Tré so sinh va tré em st dung corticosteroid kéo dai c6 nguy
co dac biét tang ap luc so née.
Liéu cao corticosteroid cd thé gdy viém tuy ¢ tré em.

lugng va thoi gian di€u trl, can can nhéc loi ich/ nguy co trén
timg bénh nhan vé lidu luong va thoi gian didu tri theo lidu
hang ngay hay dung céch nhat.

Nén dung liéu thép nhét ¢6 hiéu qua clia corticosteroid dé kiém
S04t tinh hinh didu tri va khi c6 thé giam lidu, nén giam tir tir.
Cén than trong khi st dung aspirin va cac thudc chéng viém
khong steroid phéi hop vdi corticosteroid.

Bénh u té bao wa crom, c6 thé gay tir vong, da dugc bdo cdo
sau khi s dung corticosteroid toan than. V6i bénh nhan nghi
ngd hodc da xé4c dinh la mac bénh u té bao ua crom, chi nén sir
dung corticosteroid sau khi da tién hanh danh gia loi ich/ nguy
co phu hop.

Dung & tré em

Can theo di chit ch® sy ting trudng va phét trién cla tré so
sinh va tré em st dung corticosteroid kéo dai. Cham tang
trudng co thé gap trén tré em su dung glucocorticoid kéo dai,
hang ngay, voi lidu chia nho va viéc str dung liéu phép nay nén
han ché, chi nén dung voi cac chi dinh khan cdp nhét. Liéu
phép glucocorticoid dung cach nhat cé thé tranh va giam thiéu
tac dung khong mong mudn nay.

Tré so sinh va tré em st dung corticosteroid kéo dai c6 nguy
co dic biét vé tang ap luc noi so.

Lidu cao corticosteroid c6 thé gdy viém tuy & tré em.

4.5. Twong tac thuéc va cac dang twong tdc
khac

Methylprednisolon 1a co chit cua enzym cytochrome P450
(CYP) va chu yéu duoc chuyen héa bdi enzym CYP3A4.
CYP3A4 la enzym chinh cua hau hét c4c phan ho CYP trong
gan é—ngudi trudng thanh. N6 xtc tdc cho qua trinh 6f -
hydroxyl héa steroids, giai doan I thiét yeu trong bﬂ%ﬁhﬂ-‘v@ﬂ
héa cho ca corticosteroids ndi sinh va tong hop. Cling ¢6 rat

nhiéu chat khac cling 14 co chat ctia CYP3A4, mot sb chét nay

4.5.Twong tic véi cic thudc khac va cic dang twong tdc
khac

Methylprednisolon la co chit cua enzym cytochrom P450
(CYP) va chi yéu duoc chuyén héa boi enzym CYP3A4.
CYP3A4 la enzym chinh cta hau hét cic phan ho CYP trong
gan cuia nguoi trudng thanh. N6 xuc tac cho qua trinh 6p -
hydroxyl héa steroid, giai doan I thiét yéu trong qua trinh
chuyen héa cho ca corticosteroid ndi sinh va tong hop. Cling
c6 At nhiéu chét khac ciing 13 co chit cia CYP3A4, mot sb

Stra mot s6 161
chinh t& va dich
thuét.

B sung thong
tin theo T
thong tin sén
phém toan cau.
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(cling nhu cac thuéc khac) lam thay déi su chuyén héa
glucocomcmds bang cach gdy cam ung (diéu hoa ting) hodc
trc ché enzym CYP3A4.

Cac chit tc ché CYP3A4 — Nhimg thude tc ché hoat tinh
CYP3A4 nhin chung lam giam d¢ thanh thai cta gan va ting
néng d6 clia cac thubc 12 co chit cia CYP3A4 nhu
methylprednisolon trong huyét tuong. Néu c6 cac chit tic ché
CYP3A4, nén chudn liéu methlyprednisolone dé tranh bi ngd
ddc steroid.

Cac chét 12 co chét cia CYP3A4 — Néu 6 ede-ehatla co chat
cia CYP3A4, qud trinh thanh thai qua gan cua
methylpredmsolon 6 thé bi te-ché-hay-eamtme, do d6 cin €6
sur diéu chinh tuong tng lidu ding cta methylprednlsolon Co
thé céc phéan—tmg—eo—hat khi dung riéng moi thudc etra—mét
trong-hai-thude s& d& xay ra hon khi dung d6ng thoi.

Nhiing thudc khong cé hiéu tmg qua trung gian CYP 3A4 —
Cic tuwong tac va 4&nh hudng khac xay ra VGi
methylprednisolon dugc trinh bay trong bang +.

Bang + bao gom nhitng tuong tac thubc phd bién hodc quan
trong vé mat 1am sang véi methylprednisolon.

Bing 1: Nhitng twong tac/ anh hwéng quan trong cua cac
thudc hoic hoat chét v6i methylprednisolon. 17

chat nay (cling nhu cdc thudc khac) lam thay d6i su chuyén
hoa glucocort1c01d bang cach gdy cam ung (diéu hoa ting)
hoic trc ché enzym CYP3A4.

Cdc chét e ché CYP344 — Nhiing thude @ ché hoat tinh
CYP3A4 nhin chung lam giam d¢ thanh thai cua gan va tang
néng do6 cla cac thubc 12 co chit cia CYP3A4 nhu
methylprednisolon trong huyét twong. Néu c6 céc chét trc ché
CYP3A4, nén chudn liéu methylprednisolon d tranh bi ngd
doc steroid.

Cdc chdt 1a co chdt cua CYP344 — Khi ¢6 mat mdt co chat
khac cta CYP3A4, qua trinh thanh thal qua gan cua
methylprednisolon ¢6 thé bi anh hudng, do d6 can diéu chinh
tuong Ung lidu dung cua methylpredmsolon C6 thé cac tac
dung khéng mong muén khi dung riéng mdi thude s& d& xay ra
hon khi dung d6ng thoi cac thudc v6i nhau.

Nhitng thuéc khong c6 hiéu ting qua trung gian CYP344 — Céc
tuong tdc va anh hudng khéc xay ra véi methylprednisolon
dugc trinh bay trong bang 2.

Bang 2 bao gom nhiing tuong tac thudc phd bién hodc quan
trong vé mat 1am sang véi methylprednisolon.

Bing 2: Nhitng twong tic/ anh hwéng quan trong cia cic
thudc hoic hoat chit véi methylprednisolon.

Phan loai thudc — Thude Twong tic/ Anh hwéng

hoac hoat chit

Phén loai thudc — Thude Twong tic/ Anh hwéng

hoic hoat chit

Khang sinh Chét tc ché CYP3A4. Ngoai
- ISONIAZID ra, methylpredmsolon co kha

nang gay St
acetyl hoa va do thanh thai
cua isoniazid.

Khang sinh Chét Gc ché CYP3A4. Ngoai
- ISONIAZID ra, methylprednisolon cé kha
nang tang tdc d6 acetyl hoa va
do thanh thai cua
isoniazid.

Khang sinh, Thubc khéng | Chit cam tmg CYP3A4

Khang sinh, Thudc khéng | Chit cam tng CYP3A4
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Thude chéng doéng (dang
udng)

Tac dung cua
methylpredmsolon trén thudc
chong dong duong ubng bfen
dbi. P4 c6 nhidu bao cao vé
viéc tang hay gidm tac dung
ctia thubc chéng dong khi
dung chung véi corticosteroid.
Chinh vi vay, phai kiém tra
céc chi s6 dong mau dé duy tri
tac dung mone mudn-eta
thudechdng dong

Thudc chong dong (dang

ubng)

Tac dung cua
methylprednisolon trén thudc
chéng déng duong ubng ¢6
thé thay ddi tuy truong hop.
P4 c6 nhiu bao céo vé viéc
tdng cling nhu giam tac dung
ctia thubc chéng dong khi
dung chung voi
corticosteroid. Chinh V1 vay,
phai kiém tra cc chi sé déng
mau dé duy tri tac dung chéng
déng mong mudn.

Thubc chong co giat

Chét cam tng CYP3A4 (vala

Thudc chdng co giat

Chét cam ung CYP3A4 ( va

- CARBAMAZEPINE co chéit) - CARBAMAZEPIN 1a co chét)

Thudc chdng co giét Chét cam ung CYP3A4 Thudc chdng co giat Chét cam ung CYP3A4

- PHENOBARBITAL - PHENOBARBITAL

. PHENYTOIN . PHENYTOIN

Thudc khang cholinergic Cac corticoid c6 thé lam anh || | Thube khang cholinergic Céc corticosteroid cé theé lam
_ CHEN THAN KINH CO | huong dén téc dung cua céc || | - CHEN THAN KINH CO | anh huong dén tac dung cua

thudc khang cholinergic

1.P3 ¢6 béo cdo vé bénh co
cAp tinh khi st dung lidu cao
cdc corticosteroid v&1 cac
thudc khang cholinergic nhu
céc thudc chen than kinh co)
(Xem phan 4.4 Canh bdo va
than trong-hé co xuong dé c6
thém thong tin).

h—

cac thudc khang cholinergic
1.ba c6 bao cao vé bénh co
cAp tinh khi st dung lidu cao
céc corticosteroid dong thoi
v6i cac  thude khéang
cholinergic, nhu la céc thubc
chen than kinh co) (Xem phan
4.4 Canh bao va thin trong
diac biét khi s dung, Tac
dung lén hé co xwong, d¢ c6
thém thong tin).
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2.Pa ¢ bao cdo vé tinh doi
khang +é tac dung tic ché than
kinh co cla pancuronium va
vecuronium trén bénh nhén
dung corticosteroid. Tuong
tac nay c6 thé xay ra voi tit ca
c4c chét chen than kinh co ¢6
tinh canh tranh.

2.D4 6 béo cao vé tinh ddi
khang trén tac dung uc ché
than kinh co cia pancuronium
va vecuronium trén bénh nhan
dung corticosteroid. Tuong
tac nay c6 thé xay ra v6i tit ca
cac chét chen than kinh co ¢6
tinh canh tranh.

Thudc khang cholinesterase

Céc steroid c6 thé lam giam
tac dung cua cac thudc khang
cholinesterase  dung trong
diéu tri bénh nhuge co.

Thudc diéw tri tiéu dudong

Vi corticosteroid c6 thé lam
tdng nong d6 glucose mau nén
c6 thé phai diéu chinh lidu
ding cua thude tri tiéu duong

Thudc diéu tri tiéu duong

Vi cortlcosteroid c6 thé lam
tang nong do glucose mau nén
¢6 thé phai diéu chinh heu
dung cua thubc didu tri tiéu
dudng

Thudc chong nén

Ue ché CYP3A4 (va la co

Thuoc chong ndn

Chét Gc ché CYP3A4 (va la

- APREPITANT chét) - APREPITANT 7b,co- chat)

- FOSAPREPITANT - FOSAPREPITANT

Thubc khéang ndm Ue ché CYP3A4 (va la co ||| Thubc khéng nam Chét Gc ché CYP3A4 (va la
- ITRACONAZOLE chét) - ITRACONAZOL co chét)

- KETOCONAZOLE - KETOCONAZOL

Thudc khang virus
- Céc thubc ttc ché HIV -
protease

Ue chd CYP3A4 (va la co
chét)

Céc chét tc ché protease nhu
ta Indinavir va ritonavir c6 thé
lam tdng ndng do
corticosteroid  trong  huyét
tuong.

Thudc khéng virus
- Céc thudc uc ché HIV -
protease

Chét Gc ché CYP3A4 (va la
co chét)

1) Céc chit tc ché protease
nhu Indinavir va ritonavir cé
th8 lam ting ndng dd
corticosteroid  trong  huyét
tuong.

2) Corticosteroid cé thé cam
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ung qua trinh chuyen héa cua
cac thube e ché HV-
protease din dén gidm nong
d6 cua cac thubc nay trong
huyét tuong.

Thudc trc ché Aromatase

Amlnoglutethlrmde gdy uc

Thudc ttc ché Aromatase

Amlnoglutethlmld gdy uc ché

- AMINOGLUTETHIMID | ché tuyén thuong than c6 the - AMINOGLUTETHIMID tuyen thuong than c6 thé lam

= nean—ean—sy thay ddi noi tiét tram trong thém céc thay d6i
do dung glucocorticoid kéo vé ndi tiét do diung
dai glucocorticoid kéo dai

Thubc chen kénh Calci Ue ché CYP3A4 (va 1a co ||| Thudc chen kénh Calci Chét tc ché CYP3A4 (va la

- DILTIAZEM chét) - DILTIAZEM co chét)

Thubc tranh thai (dang | Ue ché CYP3A4 (va la co ||| Thubc tranh thai (dang Chat ac ché CYP3A4 (va la

ubng) chét) ubng) co chét)

- ETHINYLESTRADIOL/ - ETHINYLESTRADIOL/

NORETHINDRONE NORETHINDRON

Nudc ép budi Ue ché CYP3A4 Nudc ép budi Chét tc ché CYP3A4

Thudc e ché mién dich Ue ché CYP3A4 (va la co ||| Thudc tic ché mién dich Chét Gc ché CYP3A4 (va la

- CYCLOSPORINE chét) - CYCLOSPORIN co chét)
1/ Khi ding ddng thoi 1/ Khi ding ddng thoi
cyclosporin vl cyclosporin véi

methylprednisolon  thi Xuét
hién su te ché chuyén ho4 1an
nhau; vi vdy, cac phaﬂ—aﬂu—ee
hat khi dung riéng moi thubc
eta-mbt-trons hai-thude s& dé
x4y ra hon.

2/ Pi ¢6 bao cdo vé hién
tuong co gidt xay-—+a khi dung

/}%

methylprednisolon thi xudt
hién su @c ché chuyén hod 14n
nhau, va ¢6 thé lam ting ndng
do trong huyet tuong cua 1
trong 2 thubc hoac ca 2 thudc;
vi vdy, cac tac dung khong
mong mudn khi ding riéng
mdi thudc c6 thé s& d& xay ra
hon khi dung dong thoi.

2/ D& c6 bdo cdo vé hién
tuong co gidt khi dung dong
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dong thoi methylprednisolon

thdi methylprednisolon va

va cyclosporin cyclosporin
Thubc ttc ché mién dich Co chat cia CYP3A4 Thudc e ché mién dich Co chét cia CYP3A4
. CLOPHOSPHAMI - CYCLOPHOSPHA
DE MID
- TACROLIMUS - TACROLIMUS

Thubc khang sinh ho
macrolide

- CLARITHROMYCI
N

- ERYTHROMYCIN

Ue ché CYP3A4 (va la co
chét)

Thuéc khang sinh ho
macrolid

- CLARITHROMYCI
N

- ERYTHROMYCIN

Chét e ché CYP3A4 (va la
co chat)

Thuéc khang sinh ho
macrolide

e ché CYP3A4

Thuéc khang sinh  ho
macrolid

Chét ttc ché CYP3A4

- TROLEANDOMYCIN - TROLEANDOMY CIN
NSAIDs (thudc khéng viém | 1/ Ty 1€ ehay-mau va loét da || | NSAID (thuoc chong viém | 1) Ty 1& xuat huyet va loét
pht steroid) day c6 thé ting khi dung || | khong steroid) duong tiéu hoa c6 the tang khi

- ASPIRIN (acetylsalicylic)
liéu cao

methylprednisolon cung voi
céc thude NSAIDs.

2/ Methylprednisolon c6 thé
lam ting d6 thanh thai cua
aspirin lidu cao, kek—qﬁa—la
nong do sakieylate trong huyét
wewx—se—«ﬂﬁm——BieH nay cé
the Jram tang nguy co ngo doc

- ASPIRIN (acid
acetylsalicylic) liéu cao

% —

dung methylprednisolon cung
v6i cée thude NSAID.

2) Methylprednisolon cé thé
lam ting d6 thanh thai cua
aspirin lidu cao, ¢0 thé dan
dén giam noéng do salicylat
trong huyét thanh. Dimng didu
tri bang methylprednisolon ¢6
thé dén dén tang luong
salicylat trong huyet thanh,
diéu nay c6 thé dan dén ting
nguy co ngd doc salicylat.

Céc thudc lam ting thai kali

Khi dung corticosteroid cung
véi cac thudc lam tang thai
kali (vi du thudc loi tiéu,

amphotericinB), nén theo ddi

Céc thube 1am ting thai kali

Khi dung corticosteroid cing
véi céc thude lam ting thai
kali (vi du thuc loi tiéu), nén
theo doi chdt ché hién tuong
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chit ché hién tuong ha kali
mau & bénh nhén. Viéc dung
chung  corticosteroid  voi
ampbhotericin B, xanthene hay
ede-thube khéne beta 2 cling
lam ting nguy co ha kali miu.

ha kali mau & bénh nhan. Viéc
dung chung corticosteroid véi
amphotericin B, cdc xanthin
hay thudc chen beta 2 ciing
lam tang nguy co ha kali mau.

bé tranh vén dé ve—t&eﬂu hop va 6n dlnh—lvlwyeﬁ—eae—d&nu
methylprednisolon riéng 1€ v6i cac chat dung thee-duong tinh

mach (\V)—Thube khong tuong hop vé miat vét ly vdi
methylpredmsolon sodium—sueeinnate trong dung dich bao
gbm allopurinol sedium, doxapram hydrechloride;

ngeydlrﬁe dﬂtlazem hyeheemeﬁde—bae—geﬁa—nhﬂﬁg—lvheﬁ“

allo ol—s
ull\}lJul Ho+t >

loas 13-
1Ot Y

cisatracurium

rocuronium bromide,

besylate—glyeopyrrotate, propofol. (Xem phén 6.2 @8 biét thém
thong tin).

Vecuromum bromide,

Tuong ky:
Dé tranh vAn & khi phdi hop thubc va bao dam tinh 6n dinh

ctia thube, methylprednisolon natri suceinat dugc khuyén céo
nén dung dudng tinh mach riéng 1€ véi cac thubc hoc cac chat
khac dung duong tinh mach. Cac thudc khéng tuwong hop vé
mit vat ly véi methylprednisolon natri succinat trong dung
dich bao gdm, nhung khéng gi6i han &: allopurinol natri,
doxapram hydroclorid, tigecyclin, diltiazem hydroclorid, calci
gluconat, vecuronium bromid, rocuronium  bromid,
cisatracurium besylat, glycopyrrolat, propofol. (Xem phan 6.2
Twong ky dé biét thém thdng tin).

4.6.Kh# niang sinh sin, mang thai va théity cho con
bt
Kha nano sznh san

Mang thai

Nghién ctu trén sée vat cho thiy eerticoid khi dung lidu cao
cho ste—vat me c6 thé gdy di dang cho thai. Tuy nhién,
corticoid c6 vé nhu khong gy bat-thuone bém sinh khi dung
cho ﬁ%ei—me—}ﬂﬁﬁ“ thal :FH—}LHh’reﬁ—’H nhuno nghlen cuu tren
nguol k ;

4.6.Anh hwéng trén khi ning sinh sin, phu nir ¢6 thai va
cho con bu

Kha nang sinh san %/

Céc nghién ctru trén dong vat da cho thay la corticosteroid lam
suy giam kha nang sinh san (xem phan 5.3 Dir liéu an toan
tién 1Am sang).

Mang thai

Nghién ctru trén dong vét cho thiy corticosteroid khi dung lidu
cao cho me co thé giy di dang cho thai. Tuy nhién,
corticosteroid c6 vé nhu khong gay di tat barn sinh khi dung
cho phu nit ¢6 thai. Do nhing nghlen ctru vé sinh san trén
nguoi chua dugce tién hanh ddy da v6i methylprednisolon natri

Stra mot s6 161
chinh ta va dich
thuat.

B sung thong
tin theo TO
thong tin san
pham toan cAu.
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methylprednisolon natri succinat trong thai—ki khi thét—ean

Mot vai eertieoid qua dugc hang rao nhau thai. Mot nghién
ctru hdi ctru cho thiy co ting ty 1é nhe cdn &-tr¢ sinh ra tu
nhitmg ngudi me dung eerticoid: Mae du hiém gap céc trudng
hop suy thuong than 0 tre S0 smh b1 ph01 nhlem VO‘l

Chua biét tic dung cta corticosteroid véi qua trinh ¢ da va
sinh con.

Duc thuy tinh thé duoc quan sat thdy t#én nhitng tré so sinh ma
me st dung corticosteroid kéo dai trong qua trinh mang thai.
Thoi ki cho con bu

Corticosteroid bai tiét dwoc qua stra me.

Corticosteroid f)-hdﬁ—ph@-} qua stra me c0 thé @c ché su ting
trudng va anh hudéng den san xuat glucocort1001d ndi smh o tré
so sinh bu me. & - chi
dung eei—H-&G‘S{'ei-G'l'é cho ﬁuﬁei—me—ehe bu kh1 loi ich mawx—lf&

succinat, nén thudc nay chi nén dung trong khi mang thai sau
khi d& can nhéc than trong vé& mit loi ich/nguy co cho me va
thai nhi.
Mot vai corticosteroid qua duoc hang rao nhau thai. Mot
nghién ctu dang hoi ctru cho thiy c6 ting ty 1€ tré so sinh
thiéu can sinh ra tir nhiing ngudi me dung corticosteroid. O
ngudi, nguy co tré sinh ra bi thiéu can dudng nhu lién quan
dén lidu dung va c6 thé duoc giam thidu bang cach dung lieu
corticosteroid thdp hon. Tré so sinh cua nhiing ba me da dung
lidu corticosteroid dang ké trong qua trinh mang thai phai duoc
theo do1 va danh gia can than vé cac d4u hiéu suy giam chirc
nang tuyén thuong than, mac du hiém gap cac truong hop suy
v6 thuong than & tré so sinh bi phoi nhiém voéi corticosteroid
trong tir cung.
Chua biét tic dung ctia corticosteroid v6i qua trinh chuyén da
va sinh con.
Duc thuay tinh thé dwoc quan sat thay ¢ nhiing tré so sinh ma
me st dung corticosteroid kéo dai trong qué trinh mang thai.
Thoi ki cho con bu
Corticosteroid bai tlet duoc qua stta me.
Corticosteroid bai tiét qua stta me c6 thé trc ché sy tang trudng
va anh hudng dén san xuét glucocorticoid ndi sinh & tré so sinh
ba me. Thube “nay chi nén dung trong thoi ky cho con bu sau
khi da can nhéc than trong vé mat loi ich/ nguy co cho me va
tré so sinh.

Wv

N O\ =0 ZE S

4.7.Anh hwéng 1én kha ning 14i xe va vin hanh may méc

Chua danh gia dugc mot cach co hé théng v& anh hudng cta
cac ecortiocosteroid to1 kha nang 141 xe va van hanh may moc.

4.7.Anh hwong 1én kha ning l4i xe va vin hanh may méc

Chua danh gia dugc mot cach c6 hé thong vé anh huong cua
céc corticosteroid t&i kha ning 14i xe va véan hanh may moc. ...

Stra 18i chinh ta
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4.7.Tac dung ngeai-y

4.7.T4c dung khong mong mubn

T4c dung khong mong mudn va thn s6 dwoc liét ké trong

moi hé co quan

Phan loai theo

Tac dung khéng mong

TAin suit (%)

hé co quan muon
Nhiém trung Nhiém trung co hoi Khong 16
va nhiém ky X 3 X 5
; A Nhiém trung Khong rd
sinh trung
Viém phuc mac” Khong ro
R&i loan mau T#ng bach ciu Khéng rd
va hé bach
huyét
R&i loan hé Phan {mg qud man véi Khéng 15
mién dich thudec
Phan Umg phan vé Khong 1d
Phan ing dang phan vé Khong rd
R6i loan ndi Hbi chimge dang Cushing | Khong rd
tiét B v i -
— Suy tuyén yén Khong r6
Ho6i chimg ngumg thude Khong rd
Y | Steroid
R&i loan Nhidm toan chuyén héa Khéng 15
chuyén hda va U A R ~
A = natri Khong rd
dinh dudng = ——
U dich Khéng rd
Giam kiém chuyén héa do | Khong rd

B sung thong
tin theo T
thong tin sén
phim toan cau.
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ha kali mau

R&i loan m& mau Khong ro
Giam dung nap glucose Khoéng rd
Tang nhu cAu insulin Khong rd
(ho#c cac thudc ha dudng
huyét dudng uéng & bénh
nhan dai thao dudng)
Chumng tich m& Khéng 1o
Tiang cam gidc thém an Khong rd
(c6 thé dan dén tang cén)

R&i loan tAm R&i loan cam xtc (bao Khong ro

than odm tAm trang tram uat,
tAm trang phan khich.
cam xuc khong 6n dinh
phu thudc thudc. c6 v
dinh tu to
R6i loan tdm than (bao Khoéng r6
o06m hung cam. hoang
tudng., 4o gidc. va tim
than phén liét)
R6i loan tAm than Khong r6
Thay ddi tinh cach Khéng 18

T Trang théi It 14n Khong 13

Lo au Khong rd
Tinh khi théat thuong Khéng 16
Hanh vi bt thudng Khéng r&
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Mét ngu Khong 1d

Khé chiu Khong r6
Réi loan hé Tich m& ngoai mang cing | Khong r
thén kinh Tang ap luc ndi so (kém Khéng rd

phu gai [tAng ap luc ndi

so lanh tinh])

DPong kinh Khong rd

Chung hay quén Khoéng rd

R&i loan nhén thirc Khong rd

Choéng maét Khong rd
Dau diu Khong 10
R&i loan mit Hic voéng mac Khoéng 16
Duc thiy tinh thé Khoéng 10
Tang nhén ap Khéng 10
Ldi mét Khong r6
R&i loan tai va | Chéng mat Khoéng rd
tai trong
R&i loan tim Suy tim sung huyét (& Khong 1d
bénh nhin nhay cdm)
% Loan nhip tim Khéng r6
Réi loan 'I,nach Huyét khoi Khong 1o
Cao huyét 4p Khéng 15
Ha huyét ap Khéng rd
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R61 loan ho

Thuyén tic phdi

Khoéng r6

hap. nguc va

trung thét N_éggﬁ Khong 16
Réi loan tiéu Loét dudng tiéu hod (co Khong 1d
héa thé thung do loét dudng
tiéu hoa va xuét huyét do
loét dudng tiéu hod)
Thing rudt Khong rd
Xuét huyét da day Khong rd
Viém tuy Khong 1d
Viém thuc quan giy loét | Khong r6
Viém thuc quan Khong rd
Chudng bung Khéng 10
Pau bung Khong r6
Tiéu chay Khong rd
Kho ti€u Khong ré
Bu6n ndn Khong 1o
R6i loan gan Viém gan' Khong rd
mat
R&i loan da va | Phu mach Khong rd
cac mo6 dudi da Ram 160 Khone 16
Pbm xuit huyét Khong ro
V Bim mau Khong 1d
Teo da Khong rd
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B O

R

SungAfuyét* - Khong r6

Ting tiét mo6 hoi Khoéng r6

Da ndi vin Khéng rd

Phat ban Khong 1d

Ngua Khong rd

May day Khong rd

Mun Khong rd

Giam séc t6 da Khoéng r6

R6i loan co Yéu co Khong r6

Xuong va cac A 5

mo lién két Dau co Khong 16

Bénh co Khong r6

Teo co Khoéng 10

Loang xuong Khong rd

Hoai tir xrong Khoéng rd

Gay xuong bénh 1y Khoéng rd

Bénh khép do than kinh | Khong rd

Pau khép Khong 10

WV Chém tang truéng Khong 1o

R&i loan hé Kinh nguyét khong déu | Khong rd
sinh san va vi

R&i loan chung | Cham lanh vét thuong Khong ro

va rbi loan tai g 5k v R ~

e === | Phu ngoai bién Khong rd
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chd dung thuée | Mét moi Khone 18
Kho chiu Khong rd
Phan ng tai chd tiém Khong rd
Cac chi sc")qxét Tang nhin ap Khéng rd
ﬁih—le%@ Giam dung nap Khoéng 16
= carbohydrat
Giam kali mau Khong r6
T#ng calci trong nudc tiéu | Khong 16
Tang alanin Khoéng rd
aminotransferase
Téng aspartat Khong 1d
aminotransferase
Tinge phosphatase kiém Khoéng 1d

mau

Téang ure mau

thuong va ngd
doc

o —

Giam phan Ung véi cac Khong rd
r -A ~ *
xét nehiém trén da
Céc bién Gay xuong cbt song do Khong rd
ching do thu chén ép
thuét. chan s A ~
e e DPut gan Khong ro

Céc tac dune khong mong mudn dudi ddy da duoc bdo cdo vdi cac duong

dine bi chéne chi dinh sau: Noi tiy/Ngoai mang cing: Viém mang nhén,

r6i loan chitc ning dudng tiéu hoa/rdi loan chirc nang bang quang. dau dau.

viém mang ndo. liét nhe hai chi dugi/liét hai chan, dong kinh. rdi loan cam

L fiaiis 16
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oidc. Khone 1o tan sudt xuit hién cia cac tdc dung khong mong mudn nay.

* Khong phai 1a mot Thuat ngit wu tién (PT) cia MedDRA

T Viém ean di duoc bdo cdo khi tiém truyén thubc qua tinh mach (xem
phin 4.4 Canh béo va than trong déc biét khi s dung).

* Viém phic mac cé thé 1a déu hleu hoic tridu chirng tiéu biéu chinh ciia roi
loan tiéu héa nhu thung rudt. thc rudt hodc viém tuy (xem phan 4.4 Canh
bao va than trong dic biét khi sit dung).

4.9.Qua4 lidu 4.9.Qua lidu Stra 13i dich
thuat

Trong tru(mg hop qua liéu, khong c6 thube giai doc ddc hiéu Tron0 truong hop qua liéu, khong co thube giai doc dac hiéu

ma chi diéu tri hd tro va triéu chiing. Methylpredmsolon c6 thé | ma chi diéu tri hd tro va dleu tri triéu chung.

thadm tach duoc. Methylprednisolon c6 thé thim tach duoc.

5.CAC PAC TINH DUQC LY 5.CAC PAC TINH DUQC LY Stra 161 dich

5.1.C4c dic tinh dwge luc hoc

Methylpredmsolon 1a steroid eé-tée-dune chéng viem-—Né co
hiéu luc chdng viém 16n hon prednisolon va ciing co-khuvnh
huéne it giy Heh-ty nude va natri hon prednisolone.
Methylpredmsolon natri succinat ¢6 clng chuyén hoa va tée
dune chdng viém nhu methylprednisolon. Khi dung dudng
tiém va voi luong d6ng mol, thi ca 2 chét nay déu tuong
duong vé hoat tinh sinh hoc. Hiéu luc twong 461 eta
methylpredmsolon natrl succmat se—voi hydrocortison natri
succinat due 556 lugng bach ciu wa
cosin sau khi cung tiém tinh mach 1a it nhat 4:1. Diéu nay
cling trung hep voi-hiée luc tuong dbi khi so sanh hai ché
pham nay theo dudng ubng.

5.1.C4c dic tinh dwgrc lue hoc

Methylprednisolon 1a steroid chéng viém c6 hiéu luc chéng
viém 16n hon prednisolon va ciing it gdy gilt nuéc va natri hon
prednisolon.

Methylpredmsolon natri succinat c6 cung tac dung chuyén héa
va chéng viém nhu methylprednisolon. Khi dung dudng tiém
va véi luong ddng mol, thi ca 2 chét nay déu twong duong veé
hoat tinh sinh hoc. Tidm luc tuong dbi khi so sanh
methylpredmsolon natri succinat véi hydrocortlson natri
succinat vé tac dung lam giam luong bach cau 4i toan sau khi
cung tiém tinh mach, 1a it nhét 4/1. Piéu nay cling tring khép
voi tlem luc twong ddi khi so sénh hai ché phim nay theo

dudng ubng.

thuét, chinh ta

5.2.C4c dac tinh dwge dong hoc
Dic tinh duoc dong hoc ciia methylprednisolon tuyén tinh,
khoéng phu thudc vao liéu.

5.2.Cac dic tinh dwoc dong hoc
Dic tinh duoc dong hoc cua methylprednisolon tuyén tinh,
khong phu thudc vao duong dung.

Stra 161 dich
thuét, chinh ta
B6 sung thong
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Noned6-methylprednisolon-trong-huylt-tuong-duge kiem-dinh
theo-phtongphap-siekitong-hiduning-eao( PECY: Sau khi
tiém bép 40 mg methylprednisolon natri succinat cho 14 nguot

tinh nguyén nam, }én—tuoi, khoe manh, néng d6 dinh trung
binh 454 nanesam/mL dat dugc sau 1 gio. Pén gio thtt 12
thay nébng do methylprednisolon trong huyét tuong giam
xuong 31, 9 nanesam/ mL. Sau khi tiém 18 gio, khong con tim
thay methylprednlsolon Dua vao AUC——La—eha—HH clia tong
luong thude duge hép thu, thi tiém bép methylprednisolon
natri succinat trong duong voi cung liéu tiém tinh mach.
Nhitng két qua cltia nghién ctu da chung minh rang natri
succinat ester cua methylpredmsolon da—ehuyén nhanh va
manh sane-phan-methylprednisolon c6 hoat tinh sau khi dung
theo moi duong ding. Muc dd hép thu cula phﬂﬂ
methylpredmsolon tu do sau khi tiém tinh mach va tiém bép la
tuong duong va 1én hon 10 rét so v6i mire d6 hép thu sau khi
ubng dung dich va wbnge vién nén mahyhﬁedﬂﬁe{eﬁ—‘vﬁ—k&ﬁg
lugng methylprednlsolon duoc hép thu sau khi tiém bap va
tiém tinh mach la tuong duOnO—mae—daH cé luong 16n hon cua
ester hemisuccinat da vao duoc dat tudn hoan sau khi tiém tinh
mach, co thé rang ester da duoc chuyén trong mé sau khi tiém
bép véi-su hép thusau-dé dudi dang methylprednisolon tu do.

Methylprednisolon dugc phén bd rong rdi vao céc mod, qua
hang rao méau ndo, va bai tiét qua stta me. Kha néng gén v6i
protein huyét twong 1a xap xi 77%.

O ngudi, methylpredmsolon duoc chuyen héa & gan thanh cac
chat chuyén héa khong hoat tinh: hau hét thanh 200-
hydroxymethylprednisolon va 20p- hydroxymethylprednisolon.

Chuyén héa & gan chi yéu thong qua CYP3A4 (Dé biét danh

Hap thu:
Sau khi tiém bip 40 mg methylprednisolon natri succinat cho

14 ngudi tinh nguyén nam, truong thanh, khoe manh, nong do
dinh trung binh la 454 nano gam/mL dat dugc sau 1 gio. Pén
gi¢ tht 12, thdy ndng d methylprednisolon trong huyét twong
giam xubng 31,9 nano gam/ mL. Sau khi tiém 18 gio, khong
con tim thay rnethylpredmsolon Dua vao dién tich dud¢i dudng
cong (AUC), biéu hién cta tong luong thudc duoc hép thu, thi
tiém bap methylprednisolon natri succinat tuong duong voi
clng lidu tiém tinh mach.

Nhing két qua ctia mt nghién ctru da ching minh rang ester
natri succinat cua methylpredmsolon duoc chuyén d6i nhanh
va manh thanh methylprednisolon c6 hoat tinh sau khi dung
theo moi dudng dung. Mic do hép thu ctia methylprednisolon
tw do sau khi tiém tinh mach va ti€ém bap la tuong duong va
16n hon r& rét so voi muc do hép thu sau khi udng
methylprednisolon dang dung dich va dang vién nén. Vi luong
methylprednisolon duoc hép thu sau khi tiém bép va tiém tinh
mach 1a tuong duong du dd c6 luong lén hon cla ester
hemisuccinat vao duoc tudn hoan chung sau khi tiém tinh
mach, c¢6 thé cho rang ester dd duoc chuyen héa trong md sau
khi tiém biap va sau do duoc hép thu dudi dang
methylprednisolon tw do. ')én/

Phéin bd: Methylprednisolon duoc phian bd rong réi vao cac
md, qua hang rao mau nio, va bai tiét qua stta me. Thé tich
phéan b6 bidu kién cua thude 1a khoéang 1.4 [/kg. Kha ning gan
v6i protein huyet tuong & ngudi 1a xap xi 77%.

Chuyén héa: 0 nguoi, methylpredmsolon duoc chuyen héa &
gan thanh céac chét chuyén héa khong hoat tinh: hiu hét thanh
20a-hydroxymethylprednisolon va 20B-

hydroxymethylpredmsolon

Chuyén hoa & gan chu yéu thong qua CYP3A4 (D& biét danh

tin theo T¢
thong tin san
phém toan cau.
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sach céc thuée tuong tac dya trén chuyén héa trung gian qua
CYP3A4, xem mue 4.5 Tuong tac voi cac thude khac va céc
dang tuong tac khac).

Methylpredmsolon cling nhu ede co chit CYP3A4 khée; c6
thé 1a co chit clia kémh van chuyén ATP (ATP- -binding

cassette)—vaﬁ—elwyeﬂ—p-aiyeepfe’cem— anh huong dén su phan

‘_0

. .
bd té-bae va tuong tac Vi cac thude khac.

K hAno cAn olhinls Tias fronc— trironoe—hon Q1 A
Kllullb CaIrT Ulllllll ll\.«L LI\JIID Ll L‘L’llc ll\;l L JLIJ’ lll(:lll.

sach cac tuong tac thubc dua trén chuyén hoa trung gian qua
CYP3A4, xem phan 4.5 Twong tic véi cdc thudc khic va cdc
dang twong tac khac).

Methylprednisolon, ciing nhu nhiéu co chit ciia CYP3A4,
cling co thé la mdt co chit cia protein van chuyén p-
glycoprotein gin ATP (ATP-binding cassette, ABC), anh
hudéng dén su phan bd trong mo va tuwong tdc v6i cac thudc
khéc.

Thai trir:

Thoi glan ban thai trung binh cia methylprednisolon tur 1. 8
dén 5.2 gid. D) thanh thai toan phan x4p xi 5-6 mL/phut/kg.

5.3.Cac dir liéu an toan tlen Iam sang
Dua tren cac ngh1en cuu vé tinh an toan duo’c 1y, heu lap 1a1

- Doc tinh quan sat
dugc trong cac nghlen cuu 11eu 13p lai phu hep voi két qua du

= =

5.3.Cac dir liéu an toan tién lam sang

Dua trén cac nghlen ctru quy udce vé tinh an toan duoc ly va
doc tinh cta lidu 1ap lai khong nhén thdy c6 tac dung khong
mong mudn ngoai du doan nao. Doc tinh quan sat dugc trong
cac nghién clru lidu lap lai phu hop v6i két qua du tinh do phoi
nhiém lién tuc véi steroid ngoai sinh ctia v6 thuong than.

1

B6 sung thdng

tin  theo
thong tin

To
san

pham toan cau.
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tinh do iép-tue phoi nhiém vdi steroid ngoai sinh vo thuong
théan. i
Kha ning gdy ung thu tiéntang:

Kha nang doz‘ bién gen

Khi nang giv ung thu:

Methylprednisolon chua duoc chinh thirc danh gid trong cac
nghién ctru vé kha nang gay ung thu trén dong vat gam nham.
D3 thu duoc cac két qua khéc nhau v6i cée glucocorticoid khac
dugc thu nghiém vé kha ning gdy ung thu ¢ chudt nhét va
chudt cbng. Tuy nhién, dit liéu cong b6 cho thdy mot sb
glucocorticoid lién quan bao gdm budesonid, prednisolon, va
triamcinolon acetomd ¢6 thé 1am ting ty 1é bi u tuyen va ung
thu bidu mo té bao gan sau khi dung qua dudng uong & chudt
cbng duc dung thude v6i nude. Cac tdc dung hinh thanh khéi u
nay gip & céc lidu thAp hon c4c liéu lam sang thudng dung tinh
theo mg/m

Kh3 ning dot bién gen:

Methylprednisolon chua duge chinh thic danh gia vé doc tinh
gen. Tuy nhién, methylprednisolon suleptanat, co chu trac
tuong tu nhu methylprednisolon, khong gy dot bién gen bat
ké ¢6 duge kich hoat trao dbi chét hay khong & Salmonella
yyphimurium tu 250 dén 2.000 pg/dia, hodc trong thu nghiém
dot bién gen t& bao dong vat c6 va dung té bao budng tring
chudt hamster Trung Quéc tir 2.000 den 10.000 pg/mL.
Methylpredmsolon suleptanat khong gay tong hop ADN dot
xult trong phan lén té bao gan chudt cong tir 5 dén
1.000 pg/mL. Hon nita, xem xét dit liéu cong b6 cho thay
prednisolon farnesylat (PNF), co chu trac tuong tu nhu
methylprednisolon, khong gay dot bién gen bét ké c¢6 duge
kich hoat trao d6i chét hay khéng & céc chung Salmonella
typhimurium va Escherzchza coli tx 312 dén 5.000 pg/dia.
Trong mot dong té bao nguyén bao soi cua chudt hamster
Trung Qudc, PNF lam ting nhe veé L2 1& sa1 léch nhiém séc thé
chu triic véi kich hoat trao dbi chit & nong do cao nhit duoc
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Déc tinh trén hé sinh san:

thir nghiém 1a 1.500 pg/mL.

Poc tinh trén hé sinh sin:

Corticosteroid da duoc quan sat thiy lam gidm kha nang sinh
san khi dung trén chudt cong. Chudt cdng duc duge cho dung
corticosteron v6i céc lidu 0, 10, va 25 mg/kg/ngay qua duong
tiém dudi da mot lan hang ngay trong 6 tudn va giao phéi voi
con c4i khong dimg thudc. Liéu cao dugc giam xudng

20 mg/kg/ngay sau Ngay 15. Quan sat thdy giam s nit giao
cAu, tinh trang nay co thé 1a do giam trong luong co quan phu.
S6 diém trimg lam t6 va s6 bao thai sdng giam.

b3i ¢6 quan sat cho thay c4c corticosteroid gdy quai thai &
nhiéu loai khi ding lidu twong duong véi lidu & ngudi. Trong
céc nghién ctru vé sinh sdn & dong vét, cac glucocorticoid nhu
methylpredmsolon da cho thdy lam ting ty 1& di tat (h¢ ham
&ch, di tat xuong), tir vong phoi thai - thai nhi (vi du tang tai
hép thu), va lam bao thai cham phat trién trong tlr cung.

6.CAC PAC TINH DUQC HQOC
6.1.Danh muc ta dugc

Solu-Medrol 40mg: Nam—lyphebpha%e—meﬂehyéﬁ%—Dmasw

natri phosphate khan, Lactose, Nudc cAt pha tiém.

6.2.Twong ky

Su tuong hop va do 6n dinh khi tiém tinh mach dung dich
methylprednisolon natri succinat va khi tron 14n véi céc dung
dich khée-eting ti€ém tinh mach & phu thudc vao pH cua dung
dich tron 14n, vae ndéng do, thoi gian, nhiét d6 va kha nang-t
hoa tan ciia methylprednisolon. Nhu vay, de tranh céc van dé
tuong ky va anh-hudne—dén 40 dn dinh, néu c6 thé duoc thi
nén tiém dung dich natri succinat riéng &, khong trén 1an véi
cac thudc khac (Xem thém-mue 4.5).

6.CAC PAC TINH DUQC HQC

6.1.Danh muc ta dwoc

Solu-Medrol 40mg: Monobasic natri phosphate khan, dibasic
natri phosphate khan, lactose, natri hydroxide, nudc cit pha
tiém.
6.2.Twong ky %

Su tuong hop va do on dinh khi tiém tinh mach dung dich
methylprednisolon natri succinat va khi tron 14n véi cac dung
dich tiém tinh mach khac phu thudc vao pH cua dung dich tron
13n, ndng 0, thoi gian, nhiét do va kha nang hoa tan cua
methylpredmsolon Nhu vay, dé tranh céc van d& tuong ky va
d6 6n dinh, néu co thé duoc thi nén tiém dung dich
methylprednisolon natri succinat riéng r&, khong tron 1an véi
céc thube khac (Xem phan 4.5 Twong tac véi cac thudc va
cac dang twong tac khac dé biét thém thong tin).

Stra 161 dich, 16i
chinh ta
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6.3.Thoi han sit dung

Se}a—me&e%@mﬂ——24 thang ké tlr ngay san xut v6i san pham
chua pha ché.

St dung dung dich da pha trong vong 48 gi¢ sau khi tronlan.

6.4.Thén trong dic biét khi bdo quan

San phdm da pha ché: Bao quan dung dich d& pha & nhiét o
phong co6 kiém soét (dudi 25°C) St dung dung dich da-pha
trong vong 48 gio sau khi trontan.

6.5.Tinh-ehit vi-dunghwongetia-bao-bi dong goi

6.6.{%wéa+g—d?in stt dung/Fhae tac
Chuén bi cic dung dich

Co thé bit ddu diéu tri shé tiém tinh mach methylprednisolon
natri succinat trong thoi gian it nhét 5 phut (vi du voi cac lidu
t61 250 mg) cho toi it nhat 30 phut (vi du voi céac lidu 250 mg
hogc cao hon). Cac lidu tiép theo c6 thé netme va diung tuong
tu. Khi thdy can, c6 thé pha loang dé dung bang cach tron 1an
v6i cac dung mdi nhu dextrose 5% trong nudc, NaCl 0,9 %.
Dung dich euéi-eting s& 4n dinh vé hoa hoc va Ii hoc trong 48
gid.

Huéng din si dung lo Mix-O-Vial- Lo 2 khoang

dé day dung mbi vio khoang dudi.
2. Léc nhe dé eé-dune-dich. Sir dung dung dich trong
vong 48 gio.

6.3.Thoi han sit dung
24 thang ké tlr ngdy san xuét vi san phdm chua pha ché.
St dung dung dich da pha trong vong 48 gi¢ sau khi pha.

6.4.Than trong dac biét khi bio quén

San pham da pha ché: Bao quan dung dich d& pha & nhiét 6
phong c6 kiém soat(dudi 25°C). St dung dung dich trong vong
48 gid sau khi pha.

6.5.Quy cach déng goi

6.6.Luu y dac biét khi sir dung va cac thao tic khac
Chuan bi cac dung dich "yV

Co thé bat dAu didu tri bang tiém tinh mach methylprednisolon
natri succinat trong thoi gian it nhét 5 phat (vi du véi cac lidu
1én t61 250 mg) cho toi it nhat 30 phut (vi du vdi cac 1idu 250
mg hogc cao hon). Céc lidu t1ep theo c6 thé duge lay va dung
twong tw. Khi thiy can, c6 thé pha lodng d& ding bang cach
tron 14n v6i cac dung méi nhu dextrose 5% trong nuée, NaCl
0,9 %, dextrose 5% trong NaCl 0,45 % hodc 0,9%. Dung dich
sau khi pha s& 4n dinh vé& héa hoc va Ii hoc trong 48 gio.
Huwéng din sir dung lo Act-O-Vial- Lo 2 khoang

1. An ntt nhua trén nép chai, dé ddy dung moi vao khoang

dudi.

2. Lic nhe dé hoa tan bot thube trong dung moi. St dung
dung dich trong vong 48 gio.
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3. Tibtkhuannip-ctanitpittdng béng chét tiét khuén
thich hop.

4. Pam kim tiém vae—gitfa—nut-pittong cho dén khi
trong thdy dau kim. Déc nguoc 1o thudc va rut hét

thudc.

Céc thudc tiém can duoc kiém tra bang mét thuomg mdi khi c6

thé kiém-tra-dung-dich-va-bao-bi d& xem c6 vat la hodc c6 ddi

mau trude khi tiém hay khong.

Tiéu chuin thubethanh phim:—Theo—tiéu—ehuannhd san

XUuét.

Nha san xuét: Pharmacia & Upjohn Company 7000

Il’htznaoe Road, Kalamazoo, MI 49001, USA.
Nhan-hiéw-hanghod

3. Théo bo miépg nhua tron & gitta ndp thube, dé 10 phan
mang ngan dé dam kim.

4. Sét tring phan ddm kim bang chit tiét khuan thich hop.
Ch y: Phai hoan thanh buéc 1-4 trudce khi tiép tuc

5. Dam kim tiém.thang vao goc chinh gitta mang ngan cho
dén khi trong thiy .Lj.» ]

6. Dbc nguoc lo thube va it hét thue.

Céc thudc tiém can duoc kidm tra bang méat thuong mdi khi c6
thé dé xem c6 vat la hodc cé d8i mau truéc khi tiém hay
khong.

Tiéu chuidn: Nha san xuét.

Nha san xuét: Pharmacia & Upjohn Company
7000 Portage Road, Kalamazoo, MI 49001, M¥.
™Trademark

7.NGAY HIEU CHINH
LPD Date: 11 Jan, 2017 7{}
Reference CDS date: 10 Aug, 2016

Reference Belgium SPC date: Aug, 2012
Reference UK PIL date: Jan, 2017
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