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San xuét tai Han Quéc bdi
@D BCWORLD PHARM.CO,LTD.

[Thanh Phan] M3i lo chira:
Natri methylprednisolon succinat 53,12mg
(twong duong 40mg Methylprednisolon)

[Dang bao ché]
B4t dong khé pha tiém

[Chi dinh, Lidu lwgng va cach ding,
Chéng chi dinh, Cac théng tin khac]
Xin doc t& huéng dén sir dyng.

[Bao quan]

Bao quan trong bao bi kin, tranh anh sang
va &m, nhiét d¢ duéi 30°C.

Dung dich sau khi pha nén ding ngay.

Lot No.(S6 16 SX) :
Exp. Date(HD)




R.THUOC BAN THEO PON

CREAO Inj.

Natri methylprednisolon succinat 53,12 mg tuong duong véi 40 mg methylprednisolon
Poc ki hwong din si dung truwoc khi diing
Néu cin thém thong tin xin hoi y kién bdc sy, dwoc syp.
Thubc chi diing khi cé sw ké don cua bdc si.

Tén thudc: CREAO Inj.
Thanh phéin: M3i lo ¢6 chira:
Hoat chat:
Natri methylprednisolon succinat 53.12 mg tuong duong véi 40 mg methylprednisolon
Td dige: Natri dihydro phosphat khan, dinatri hydrophosphat khan, nudc cét pha tiém (bay hoi
hét trong thanh pham).
Dang bao ché: Bot dong kho pha tiém.
Quy cich dong goi: Hop 10 lo. <D’I
Diic tinh dwoce lue hoe: =
Nhom duge ly: Glucocorticoids, md ATC: HO2AB04

Methylprednisolon la mdt glucocorticoid, ddn xut 6 - alpha - methyl ctia prednisolon, c6 tac
dung chéng viém, chéng di ng va trc ché mi&n dich rd rét. Do methyl hoa prednisolon, tac
dung corticoid chuyén héa mubdi da dugc loai trir, vi vy co rat it nguy co gir Na+, va gdy
phii. Tac dung chdng viém cua methylprednisolon tang 20% so v&i tac dung cua prednisolon,
4 mg methylprednisolon ¢6 hiéu luc biang 20 mg hydrocortison.

Ching viém, bat ky thugc bénh can nao déu duoc dac trung boi su thodt mach va thim cua cac bach
cau vao mo (vi tri) bi viém. Cac glucocorticoid (rc ché cac hién tuong nay. Glucocorticoid dung
duong toan than lam tang sé lugng céc bach cau trung tinh va giam sb lugng céc té bao lympho.
bach cau ua eosin, bach cau don nhén trong mau ngoai bién. Bach cau trung tinh tang la do sy tang
huy dong cac bach cdu trung tinh tir dy trir o tiy xuong ra. do nira doi cua ching trong méu luu
thong dugc kéo dai va do su thoat mach va thdm nhiém vao vi tri viém bi giam di. C6 I& nguyén
nhan cudi ciing nay 1a mot trong nhimg co ché chinh vé tic dung chdng viém ctia glucocorticoid.
Glucocorticoid con tic ché chiic ning cua cac té bao lympho va cua céc dai thuc bao ctia mo.
Kha nang dap tng cua ching véi cac khang nguyén va cac chat gdy gian phan bi giam. Tac
dung cua glucocorticoid 1én céc dai thuc bao dic biét rd rét, lam han ché kha nang thuc bao
cua chung, han ché kha nang di¢t vi sinh vat va han ché viéc san sinh interferon - gama,
interleukin - 1, chat gdy sdt, cac enzym collagenase va elastase, yéu té gdy hoai tir chd sung
va chét hoat hda plasminogen. Glucocorticoid tic dung lén té bao lympho lam giam san sinh
interleukin - 2.

Ngoai tac dung trén chirc nang cua bach cau, glucocorticoid con tac dong dén phan mg viém
bing cach lam giam tong hop prostaglandin do hoat héa phospholipase A2. Glucocorticoid
lam ting ndng dd mot s6 phospholipid mang co tac dung tc ché su tong hop prostaglandin.
Corticosteroid ciing lam tang ndng do lipocortin, la protein gy giam tinh kha dung cua
phospholipid. co chat cta phospholipase A2. Cudi cting. glucocorticoid lam giam su xudt hién

cyclooxygenase ¢ nhing té bao viém, do d6 lam giam lugng enzym dé;sénjsi_nl1 prostaglandin.
TR




Glucocorticoid lam giam tinh thim mao mach do trc ché hoat tinh cua Kinin va cac ndi doc td
vi khudn va do lam giam luong histamin giai phong boi bach cau ua base.

Natri methylprednisolon succinat chuyén hoa va tac dung chong viém gidng
methylprednisolon. C6 tac dung chdng viém manh hon prednisolon, it tac dung phu vé giir
mudi, nude hon.

Diic tinh dugc dong hoc: %

Hdp thu:

Thude dung qua dudng tiém hip thu nhanh. Sau khi tiém bép 40 mg methylprednisolon natri
succinat cho 14 nam gidi truong thanh tinh nguyén khoe manh, nong dé dinh trung binh 454
nanogam/mL dat dugc sau | gio.

Pén gio tha 12, thdy ndng do methylprednisolon trong huyét tuong giam xudng 31.9

nanogam/mL. Sau khi tiém 18 gid, khong con tim thdy methylprednisolon. Dua vao AUC, chi

thi cua tong lugng thude dugc hap thu, thi tiém bip methylprednisolon natri succinat tuong

duong véi cung liéu tiém tinh mach.

Nhirng két qua cua nghién ctru da chimg minh rang natri succinat ester ctiia methylprednisolon

da chuyén nhanh va manh sang phan methylprednisolon c6 hoat tinh sau khi dung theo moi

dudng dung. Murc do hép thu cua phan methylprednisolon tu do sau khi tiém tinh mach va

tiem bip la tuong duong va Ién hon 1o rét so voi mae do hap thu sau khi uonL dung dich va

udng vién nén methylprednisolon. Vi ring lugng methylprednisolon dugc hap thu sau khi

tiém bap va tiém tinh mach la tuong duong, mic du ¢ lugng 16n hon cua ester hemisuccinat

da vao dugc tuan hoan chung sau khi tiém tinh mach, ¢ thé ring ester da duoc chuyén trong

md sau khi tiém bép vai sy hdp thu sau d6 dudi dang methylprednisolon tu do.

Phdn bo:

Methylprednisolon dugc phan bd rong khip cdc mo, qua hang rao mau nio, va bai tiét qua sira

me. Thé tich phan bd biéu kién khoang 1.4 L/kg. Kha nang gin protein huyét tuong cua

methylprednisolon ¢ ngudi khoang 77%.

Chuyén hoa:

Methylprednisolon lién két voi protein huyét tuong, chi yéu la globulin, mot it v&i albumin.

chi corticosteroid khong lién két co tac dung duoc ly hodc dugc chuyén hoa. Qua trinh chuyén

hoa chi yéu & gan boi CYP3A4 va it hon & than. O ngudi. methylprednisolon dugc chuyén

hoa & gan thanh cic chat chuyén hoa khong hoat dong: chi yvéu thanh 200-

hydroxymethylprednisolon va 203-hydroxymethylprednisolon.

Methylprednisolon, ciing nhu nhiéu co chat cia CYP3A4, ciing c6 thé 1a mdt co chit cua

protein p-glycoprotein van chuyén hinh hop gin ATP, anh hudng dén sy phan b6 ¢ md va

tuong tac voi cac thude khéc.

Thai trir:

Céc chét chuyén hoa dugc bai tiét trong nudc tiéu.

Thoi gian ban thai xap xi 3 gid. DO thanh thai khoang 5-6 ml/ phut / kg.

Khong can hiéu chinh liéu 1a & nguoi suy than. Methylprednisolon c6 thé tham tach loc mau

duoc.

Chi dinh:

Methylpledmsolon dugc chi dinh trong li¢u phap khong dac hiéu can dén tac dung chong

viém va giam mien dich cua glucocomcond déi voi:

- Bénh di tng nang: Hen phé quan, sdc phan vé. phu né thanh quan cép.

- R&i loan thap khop (didu tri bd trg ngin ngay dé kiém sodt giai doan ¢ip tinh hodc dot
kich phat): Viém xuong khép sau phdu thuat; viém mang hoat dich trong viém xuong
khap: viém khop dang thip. ké ca viém khép dang thap ¢ thiéu Q@i{“\,’iém tui hoat dich




cdp va ban cip: viém mom trén 15i cau. viém bao hoat dich cdp tinh va khong dic hiéu:
viém khop cép tinh dang gut: viém khdp vay nén: viém dt séng cimg khap.

- Lupus ban do.

- Viém cau than lupus giai doan nang. phu do viém cdu than.

- Bénh nhan trén 13 tudi mac hoi ching suy giam mién dich (AIDS) can diéu tri

glucocorticoid ngoai rudt dé hd trg diéu tri nhiém tring Preumocystis carinii viém phoi tir

trung binh dén nang.

- Bénh trén hé than kinh: Phu ndo thir cap sau do khéi u nguyén phat hodc di cin va/hodc
két hop vé6i phau thuat hay xa tri, lao mang nao, dot kich phat ctia xo cing.

- Diéu tri thiéu hut van dong va/ hodc cam giac va giam nguy co liét ¢ bénh nhan ton
thuong tiy song cép tinh.

- Viém thanh quan ¢ tré em. 6)7

Liéu dung va cach st dung:

Li¢u dung:

Xac dinh liéu theo tirng ca nhan. Liéu bét dau 1a 6-40 mg methylprednisolon mdi ngay. Liéu
can thiét dé duy tri tac dung diéu tri mong mudn thap hon liéu can thiét dé dat tac dung ban
dau va phai xdc dinh liéu thap nhét co thé dat tac dung can c6 bing cach giam lidu din ting
budce cho tdi khi thay cac triéu ching bénh tang Ién.

Khi can dung liéu I6n hon trong thoi gian dai, ap dung lidéu phap dung thude cach ngay sau
khi da kiém soat duoc tién trinh ciia bénh va s& it tac dung khong mong mudn hon co thoi
gian phuc hoi gitta mdi lidu. Trong liéu phdp cach ngay, dung mot liéu duy nhat
methylprednisolon 2 ngay mot lan vao budi sang theo nhip thoi gian tu nhién glucocorticoid.

- Cac truong hop de doa téi tinh mang nhu séc phan vé: Nguoi 16n: Liéu tiém tinh mach
ban ddu 30 mg/kg va lap lai mdi 4-6 gio. Trong truong hop nay thude duoc tiém tinh
mach true tiép trong thoi gian 3-15 phat. Sau d6 bo sung liéu truyén tinh mach cham lién
tuc 30 mg/kg mdi 12 gid trong 24-48 gio. Tiép tuc diéu tri liéu cao cho dén khi tinh trang
bénh nhan da 6n dinh va thoi gian diéu tri khong nén vuot qué 48-72 gio.

- Hen phé quan cip: tiém tinh mach 40-120 mg mdi 6 gid dén khi kiém soat duge con hen:
tré em: 1-2 mg/kg/ngay: lidu dung cho tré em nén dua vao tinh trang bénh & dap (mg cua
bénh nhan hon la dua vao tudi hay kich thudc: liéu thap nhit & tré em 1a 0.5 mg/kg/ngay.

- R&i loan thap khop khong dap ung diéu tri chuan hoac giai doan kich phat: | g/ngay x 1-4
ngay hodc | g/thang x 6 thang, tiém tinh mach it nhat 30 phut; ¢6 thé nhéc lai néu khong
cai thién sau | tuan diéu tri hodc do diéu kién ctia bénh nhan doi hoi.

- Lupus ban do hé thdng khong dap tng diéu tri chudn hodc giai doan kich phat: 1 g/ngay x
3 ngay, tiém tinh mach it nhat 30 phat; c6 thé nhic lai néu khong cai thién sau | tuan diéu
tri hoic do diéu kién ctia bénh nhan doi hoi.

- Trang thai pht (viém ciu than, viém than do Lupus) khong dap Gmg diéu tri chudn hodc
giai doan kich phat: 30 mg/kg cach ngay, trong 4 ngay hodc | g/ngay, trong 3.5 hoac 7
ngay. tiém tinh mach it nhét 30 phat; c6 thé nhic lai néu khong cai thién sau | tudn diéu
tri hodic do diéu kién cta bénh nhan doi hoi.

- Da xo cung khong dap tmg diéu tri chuan hodc giai doan kich phat: 1 g/ngay x 3 hoic 3
ngay. tiém tinh mach it nhit 30 phat; c6 thé nhic lai néu khong Lap{hu,n sau | tudn diéu
tri hodc do diéu kién cia bénh nhan doi hoi .

.\w" ?

-

Iy



- Bénh nhan trén 13 tudi mic hoi chimg suy giam mién dich (AIDS) can diéu tri
glucocorticoid ngoai rudt dé hd tro diéu tri nhiém tring Preumocystis carinii viém phoi tir
trung binh dén nang: nén bét dau trong vong 72 gid trong diéu tri khoi ddu, tiém tinh
mach methylprednisolon 40 mg/lan, mdi 6-12 gio cho dén téi da 21 ngay hoac cho dén Khi
két thac qua trinh diéu tri.

- Diéu trj thiéu hut vén dong va’hodc cam giac va giam nguy co liét & bénh nhan ton thuong
tiy song cép tinh: Diéu tri glucocorticoid nén bat ddu cang sém cang tot ngay sau khi
chan thuong tuy séng vi hiéu qua dang ké chi quan sat dugc khidiéu tri voi
methylprednisolon trong vong 8 gid sau chan thuong. V&i bénh nhan bt dau diéu tri
trong vong 3 gid sau chin thuong, liéu khoi ddu tiém tinh mach 30 mg/kg trong 15 phut.
nghi 45 phut, sau do truyén tinh mach 5.4 mg/kg/gid trong 23 gid. Vi bénh nhan bét dau
diéu tri trong vong 3-8 gio sau ton thuong, tiém tinh mach 30 mg/kg trong 15 phut. rdi
nghi 45 phut, sau do truyén tinh mach 5.4 mg/kg/gio trong 47 gio.

- Viém thanh quan & tré em: AAP khuyén céo lidu tiém tinh mach ban dau la 1-2 mg/kg va
liéu tiém tinh mach tiép theo la 0,5 mg/kg mdi 6-8 gio.

Cich sir dung: /)7
Natri methylprednisolon succinat duing dé tiém bap. tiém tinh mach hoac truyén tinh mach.

Thude duge hoa tan trong nudc cat vo khuan, lac déu cho tan hoan toan, dung dé tiém bap hay
tiém tinh mach. Tiém tinh mach cham trong thoi gian it nhat 5 phut.

Chuén bi dung dich truyén tinh mach: Pha loang dung dich pha tiém véi dung dich dextrose
5%, dung dich natri clorid 0,9%, dung dich dextrose 5% trong natri clorid 0,9% pha tiém.
Chi tiém khi bénh nhin khéng thé ding thuéc dwong udng hay ding tai ché.
Thubc nay chi ding khi cé don ciia bdc sy
Chéng chi dinh:
Nhiém khuén nang. trir séc nhiém khuan va lao mang néo.
Qué man v&i methylprednisolon.

Tiém bap ¢ bénh nhan bi tan huyét giam tiéu cau
Bénh nhan bi nhiém ném, thuong ton da do virus, ndm hoc lao.
Dang dung vaccin virus song.

Thén trong:

Nhiing tac dung khong mong mudn 6 thé giam thiéu bang cach su dung licu thap nhat trong
khoang thoi gian ngin. Viée kiém tra thuong xuyén la can thiét dé chuan do licu diéu tri thich
hop tuy tinh hinh hoat dong cua bénh ly.

Thiéu nang vo thirong than:

- Thiéu nang vo thugng than thir phat do thude c6 thé giam téi mirc t6i thiéu boi giam liéu
dan dan. Loai thiéu nang nay c6 thé ton tai vai thang sau khi ngung diéu tri; do do, bat cu
tinh hudng cing thing nao xay ra trong thoi gian nay, diéu tri bing hormon nén dugc bit
dau lai. Do su bai tiét mineralcorticoid c6 thé bi giam, mudi va/hodc mot mineralcorticoid
nén dugc dung dong thoi.

Ue ché mién dich:

- Corticoid ¢6 thé che gidu mdt vai triéu chimg nhiém khuan va trong khi st dung c6 thé
xuét hién cac nhiém khuin méi. Do co thé lam giam stic dé khang va khong thé khu tra
nhiém khuan khi st dung corticoid. Cac nhiém khuan bat ky nguyén nhan gdm nhiém
virus. vi khudn, vi ndm. don bao. giun san, & bit cir noi nao um;o thé ¢o thé két hop voi
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viée str dung corticoid don doc hay phdi hop véi cac tac nhan lam giam mién dich déu anh
huong téi mién dich té bao, mién dich dich thé hoac chirc nang bach cau trung tinh.

- Céc nhiém khuan nay c6 thé 1a nhe, ¢6 thé nang va cé khi chét nguoi. Voi su tang licu
corticoid, dg bién chimg nhidm tring tang theo.

- Bénh thuy dau la mot méi lo ngai khong thé coi thuong boi vi can bénh binh thuong nay
¢6 thé gay tir vong & nhitng bénh nhan bi suy giam hé mién dich. Nhirng bénh nhan (hoic
cha me cua nhiing daa tré duogc diéu tri bing methylprednisolon) khong ¢o bénh sur ro
rang vé bénh thuy dau duoc khuyén céo nén tranh tiép xuc truc tiép voi bénh thuy dau
hodic bénh zona, néu c6 tiép xiic, ho can phai dugc chii y cham soc y té khan cp. Su tao
mién dich thu dong bang immunoglobin varicella/zona (VZIG) la can thiét cho nhiing
bénh nhan tiép xuc truc tiép ma khong ¢6 sy mién nhiém ¢ bénh nhan dang st dung
glucocorticoid bang dudng toan than hodc da sir dung glucocorticoid trong ba thang truoc,
va viée tao mién dich thu dong can duoc thyuc hién trong vong muoi ngay sau khi bénh
nhan tiép xuc véi bénh thuy dau. Néu chan doan bénh thuy dau dugc xac nhan, cin dam
bao co su cham sdc ciia chuyén gia va diéu tri khan cap: Khuyén cdo khong nén ngung sur
dung glucocorticoid va nén tang liéu.

- Khong nén st dung vaccin sdng cho nhiing ai c¢o kha nang dap tmg kém vé mién dich. su
dap tng cua cac khang thé trude cac vaccin khac ¢6 thé bi giam.

- Nén han ché sir dung methylprednisolon & nhirng bénh nhan mac bénh lao dang phat. ké
ca bénh lao dot phat hodc bénh lao lay lan. Néu sir dung glucocorticoid trong cac truong
hop nay can két hop voi ché do khang lao thich hop. Néu glucocorticoid dugc chi dinh
diéu tri cho nhiing bénh nhan bj bénh lao tiém an hogc tai phat, phai theo doi ky vi bénh
c¢6 kha nang tai phat. Trong diéu tri lau dai bang glucocorticoid, cdc bénh nhan nay cin
nhédn dugc li¢u phap hdéa du phong.

Co, xwong, khdp: 0)1

- Mac du cac thir nghiém 1dm sang co6 kiém tra da ching to corticoid ¢6 hiéu qua trong giai
quyét nhanh tinh trang trdm trong cép tinh cta xo cung lan toa, ching khong ching to
duoc corticoid anh hudng dén bénh sir ty nhién ciia bénh. Nhiing khao sét chi ra ring liéu
corticoid tuong dbi cao can thiét dé biéu 16 mot tac dung cé y nghia.

- Mot bénh co cép tinh duoc nhén thdy vai su str dung lidu cao corticoid. hau hét thuong
xay ra ¢ bénh nhan co ri loan dan truyén than kinh co (nhu nhuoc. co). hay & bénh nhan
diéu tri dong thoi voi thude e ché than kinh (nhu 1a pancuronium). Bénh co cap tinh nay
¢6 tinh toan than, ¢6 thé anh huong cac co van nhin va co hd hap va dua dén liét ti chi.
Tang creatin kinase co thé xuat hién. Su cai thién 1am sang hay phyc héi sau khi ngung
corticoid c6 thé can dén hang tuan hay hang nam.

- Dt gan, dac biét [a gan Achille

- Dung lau dai glucocorticoid ¢ thé din dén nguy co lodng xuwong va giy xuong.

Roi logn miede va dién giai:

- Liéu trung binh va lidu cao glucocorticoid c¢é thé gay tang huyét ap, & mudi va nude, ting

bai tiét kali. Cac hiéu tng nay it gibng nhu khi sir dung cac dan xuét tong hgp, ngoai trir

khi dugc ding vai liéu cao. Co thé can thiét giam mudi va b sung kali. Tat ca cic loai
glucocorticoid déu lam tiang bai tiét calci.
Mait:

- Dung glucocorticoid lau ngay co thé gay ra ching duc sau thiy tinh thé hoac glocom. gay

hai cho than kinh mit, va ting nhiém trung mat th(r phat do nam hodc virus.
S &
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- Nén than trong khi ding glucocorticoid cho nhiing bénh nhan bi ecpet mét dé tranh nguy
co thung gidc mac.

Roi logn néi tiét va c/n/)'én hoa:

- Dung thude trong thoi gian dai ¢6 thé dan dén réi loan ndi tiét nhu hoi chimg Cushing. vo
kinh hodc kinh nguyét it.

- Tang hodc giam kha nang van dong va s luong tinh tring ¢ nam gigi.

- C6 thé lam giam dung nap glucose, tang san sinh duong huyét va nguy co gy bénh dai
thao duong.

- Téc dung cua glucocorticoid ¢ tang cuong ¢ b¢nh nhan suy giap. @7

Tim mach: -

- Mot s6 it bao cdo cac truong hop chimg loan nhip tim va/hodc truy mach va/hodc ngung
tim co lién quan tryc tiép dén viéc tiém methylprednisolon nhanh vao tinh mach ¢ liéu cao
(liéu cao hon 500mg dugc sir dung trong khoang thoi gian duéi 10 phat). Co bao cdo cho
thdy nhip tim bi cham trong va sau khi sir dung methylprednisolon vai nhiing liéu cao, va
¢6 thé khong lién quan dén tdc do va thoi gian truyén.

- Than trong khi diing thudc & nhirng bénh nhan suy tim va tang huyét ap.

Da:

- Tac dung phu trén da khi dung glucocorticoid toan than bao gdm: lanh vét thuong. teo da
va mong da, mun trimg cd. tang tiét md hoi. ram 16ng. ban do & mat, ddm xudt huyét. w
méu. Cam gidc bong rat hodc ngira ran hau mon co thé gap khi tiém tinh mach. Ngoai ra
¢6 thé gap rdi loan sac té da. seo, chai, teo da va ap xe vo tring. U thit Kaposi da dugc
bdo cdo xay ra ¢ nhirng bénh nhan dugc diéu tri biang glucocorticoid, triéu chimg thuyén
giam khi ngimg diéu tri v6i thude.

- Than trong khi str dung dé giam thiéu ty 1& teo da va té chirc dudi da.

Tiéu hoa:

- Téc dung phu cua corticoid trén tiéu héa bao gdm budn non, non, chan an dan dén giam
cin, thém an dan dén tang can, tiéu chay hodc tao bon, trudng bung, viém tuy. kich tmg da
day. viém va loét thuc quan. Cac thude glucocorticoid co thé lam phat trién, téi phat.
thing. xuat huyét va cham lanh vét loét da day t4 trang.

- (o thé han ché tac dung phu nay bing cach st dung c6 chon loc céc liéu phap phong
chdng loét da day — ta trang.

Than kinh trung wong:

- Téc dung phy trén hé than kinh cta glucocorticoid bao gdm dau dau. chong mat. mat ngu.
bdn chdn va tang van dong. dau than kinh do thiéu mau, dién nao do (EEG) bat thuong va
co gidt. Glucocorticoid c6 thé thuc ddy cac réi loan tim than, Mirc do trdm trong clia céc
rdi loan phu thude loai thude.

Tic dung khong mong mudn:

Nhirng tac dung khong mong mudn thudng xay ra nhiéu nhét khi diing methylprednisolon liéu
cao va dai ngay.

Methylprednisolon (ic ché téng hop prostaglandin va nhu vdy lam mét tac dung cua
prostaglandin trén duong tiéu hda, gdm (e ché tiét acid da day va bao vé niém mac da day.
Nhiéu ADR ¢6 lién quan dén tac dung nay cuia glucocorticoid.

Thirong gap, ADR>1/100

Trén than kinh trung uong: Mat ngu. than kinh dé bj kich dong.




Trén hé tiéu hoa: Tang ngon miéng, kho tiéu.
Trén da: Ram long.
Trén noi tiét va chuyén hoa: Déi thao duong
Thén kinh co va xuong: Pau khop.
Trén mét: Puc thuy tinh thé dugi bao sau, glocom.
Trén hé hap: chay mau cam
It gap. 1/1000< ADR <1/100
Than kinh trung vong: Chéng mat, con co gidt, loan tam than, u gia & ndo. nhirc diu. thay doi
tdm trang. me sang, ao giac, sang khoai.
Tim mach: Phu, ting huyét ap. G)'(
Da: Tring ca, teo da, tham tim, tang sic td mo. -
Noi tiét va chuyén hoa: Hoi chimg Cushiljg, L'I'C~Ché truc tuyén yén- thuong than, cham [on,
khong dung nap glucose, giam kali huy€t, nhiém ki€m, vé kinh, gilr natri va nudc. ting
glucose huyet.
Tiéu hoa: Loét da day, budn nén, non, chuéng bung, viém loét thuc quan, viém tuy.
Thén kinh- co va xuong: Yéu co. lodng xuong va giy xuong.
Khac: Phan tmg qua man.
Hiréng dan cdch xir tri ADR
Trong nhiing chi dinh cdp, nén st dung glucocorticoid véi liéu thdp nhdt va trong thoi gian
ngan nhit ¢ hiéu lyc lam sang.
Sau diéu tri dai ngay véi glucocorticoid, néu tc ché truc ddi - tuyén yén - thuong than co kha
ning xay ra. diéu cdp bach la phai giam liéu glucocorticoid timg bude mot. thay vi ngimg dot
ngot.
Ap dung ché do diéu tri tranh tac dong lién tuc cua nhimg lidu thude co tic dung duoc ly.
Dung mot liéu duy nhit trong ngay gdy it ADR hon nhiing lidu chia nho, va liéu phap cach
ngay la bién phap tét dé giam thiéu su Gc ché tuyén thuong than va nhitng ADR khac. Trong
liéu phap cach ngay. dung mot liéu duy nhét ctr hai ngay mot ldn, vao budi sang.
Theo doi va dénh gia dinh ky nhiing thong s vé loang xuong, tao huyét, dung nap glucose.
nhirng tdc dung trén mit va huyét ap.
Du phong loét da day va ta trang bang cic thude khang thu thé H2 - histamin khi dung liéu
cao methylprednisolon toan than.
Tat ca bénh nhan diéu tri dai han vai glucocorticoid cin ding bé sung calei dé du phong
lodng xuong.
Nhirng ngudi ¢6 kha ning bi trc ché mién dich do glucocorticoid can dugc canh bao vé kha
niang dé bi nhiém khuan.
Nhirng nguoi bénh sip duge phau thuat ¢é thé phai dung bé sung glucocorticoid vi dap tng
binh thudng vai stress da bi giam sit do G ché tryc doi - tuyén yén - thugng than.

Thong bdo cho bdc st nhivng tac dung khong mong muén gap phai khi si dung thuéc.
Twong tic voi thude khic:

Th u&'c anh hwong dén enzym microsom ¢ gan

Mot sb glucocorticoid dugc chuyén hoa boi cytochrom P-450 (CYP) isoenzym 3A4, va cic
thube gay cam (g, trc ché, hogc canh tranh i isoenzym nay ¢6 thé lam thay doi su trao ddi chat
va giai phong cua glucocorticoid. Ngugce lai, mot sé glucocorticoid e ché hoat dong cua
CYP3A4, lam thay doi su trao doi chat cia cac thude chuyén hoa b0| CYP3A~4
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Cyclosporin

Khi ding dong  thoi cylosporin  véi  methylprednisolon  thi  giam nong  do
cuamethylprednisolon va tang ndng dgcylosporin trong huyét tuong. Thém vao do. da co bdo
cdo vé hién tuong co gidt & ca ngudi truong thanh va tré nhi xay ra khi ding lidu cao
glucocorticoid cing cyclosporin. Do vay, phai hiéu chinh liéu dong thoi xem xét nguy co ¢o
thé gap phai khi sir dung dong thoi methylprednisolon va cylosporin.

Thuéc khdc

Thude giy cam (ng cytochrom P-450 (CYP) isoenzym 3A4 (vi du, barbiturat, phenytoin.
rifampin, ephedrin, carbamazepin) c6 thé lam ting su trao doi chét va lam giam nong do
glucocorticoid. Liéu glucocorticoid khi dung cung vai cytochrom P-450 can tang lén dé dat
duoc dap ing mong mudn. Nguoe lai, ding dong thoi mot sd glucocorticoid vai cac thude e
ché CYP3A4 (vi du, thudc khang sinh nhom macrolid, ketoconazol) ¢6 thé lam giam giai
phong glucocorticoid; liéu glucocorticoid khi dung vai chat tc ché cytochrom P-450 phai
giam xudng dé tranh tac dung khong mong mudn.

Thubc diéu tri ddi thdao dwong 0)7

Glucocorticoid ¢ thé lam ting ndng do glucose huyet bénh nhan dai thdo duong dang diéu
tri v&i insulin va/hodc thude ha dudong huyét cin didu chinh liéu.

Estrogen

Estrogen lam téng tac dung cua hydrocortison, bang cach tang ndng do cua transcortin va do
do glam chuyén héa hydrocortison.

Thubc ching viem khong steroid

Dung dong thoi thude ulcerogenic nhu indomethacin cuing liic voi glucocorticoid ¢6 thé lam
tang nguy co loét da day — té trang. Than trong khi duing aspirin két hop vai glucocorticoid ¢
nhirng bénh nhan giam prothombin mau.
Ham luong cua methylprednisolon ¢6 thé lam tang thanh thai aspirin liéu cao dung lau ngay.
Diéu nay dua dén nong do salicylat huyét thanh giam hodc lam tang nguy co nhiém doc
salicylat khi ngung dung methylprednisolon. Aspirin phai duge dung can than khi phdi hop
voi corticoid & bénh nhan méc chimg giam prothombin mau.
Thubc ha kali
Thude loi tiéu ha kali mau (thiazid, furosemid, acid ethacrynic) va céc loai thude khac lam
giam Kkali nhu amphotericin B ¢ thé lam tang nguy co mét kali cta glucocorticoid. Nong do
kali trong mau can duoc theo ddi chit ché ¢ bénh nhan ding dong thoi glucocorticoid va céc
thude ha kali.
Vaccin song giam dic
Glucocorticoid tic ché phan ung khang thé, giy bét hoat vaccin sdng giam doc, do d6 tao
nguy co gdy bénh lan rong, nguy co ndy ting cao ¢ ngudi da bi suy giam mién dich do mot
bénh tiém an. Can luu y khi phdi hop. tot nhét la dung mot vaccin mat hoat tinh néu ¢6 (vi du
trong bénh viém sét bai liét).
Thubc chong dong dwong ué'ng
Téc dung cua methylprednisolon trén thude chong dong dudng udng rét thay doi. DA co nhicu
bdo cdo cho la tac dung clia thude chdng dong dugc tang lén cting nhu nhiéu bao céo cho la bi
giam di khi dung chung voi corticoid. Cho nén, chi s6 dong mau phai dugc kiém tra dé duy tri
tac dung cua thude chong dong theo yéu cau.
Tuong ky:
Su tuong hop va do 6n dinh khi tiém tinh mach dung dich methyprednisolon natri susccinat
va khi tron 1an voi cac dung dich khac cling tiém tinh mach la phu thudc vao pH cua dung
dich tron 1an, vao nong do, thoi gian, nhiét do va kha nang ty hoa tan cua methyprednisolon.
Nhu vay, dé tranh cic van dé tuong ky va anh huong dén do 6n dinh, neu.CQ the dugc thi nén
tiém dung dich natri succinat riéng ré, khong tron 1an véi cac thude k [N
&
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Swr dung cho phu nir ¢6 thai va cho con bu:

Thoi ky mang thai: Dung kéo dai corticosteroid toan than cho ngudi me ¢6 thé dan dén giam
nhe thé trong cua tré so sinh. N6i chung, sir dung corticosteroid & ngudi mang thai doi hoi
phai can nhéc loi ich co thé dat dugc so vai nhitng rui ro ¢6 thé xay ra véi me va con.

Thoi ky cho con bu: Khong chdng chi dinh corticosteroid dbi véi nguoi cho con bu.

Anh huwong dén kha ning liai xe va vin hanh miy méc: Mot s6 tac dung khong mong
mudn 1én than kinh trung vong (nhu chdng mit. nhirc ddu, ao giac. than kinh dé bj kich dong)
¢6 thé lam giam sy tap trung va kha nang phan g, do dé khong nén lai xe hodc van hanh

may moc. @7

Qua li¢u & xir tri: -

Nhiing triéu chimg qua liéu gdm biéu hién hoi chimg Cushing (toan than), yéu co (toan than).
va lodng xuong (toan than). tit ca chi xay ra khi sir dung glucocorticoid dai han.

Khi str dung liéu qua cao trong thoi gian dai, ting nang vo tuyén thuong than va tc ché tuyén
thuong than c6 thé xay ra. Trong nhiing trudng hop nay can cin nhic dé c6 quyét dinh ding
din tam ngimg hodc ngig hin viée diing glucocorticoid

Bio quin: Bao quan trong bao bi kin, tranh anh sang va am, nhiét do dudi 30°C.

Han dung: 36 thang ké tir ngay san xuat. Dung dich sau khi pha nén diing ngay.

DE THUOC TRANH XA TAM TAY TRE EM.
Nha san xudt
BCWORLD PHARM CO., LTD.
872-23. Yeojunam-ro, Ganam-eup. Yeoju-si. Gyeonggi-do. Han Qudc.
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