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METPREDNEW IMP 16

VIEN NEN

L] D?c ky hwéng dan st dung trwée khi dung
= Dé xa tam tay tré em .
= Thudc nay chi dung theo don thuoc

THANH PHAN CONG THU'C THUOC:

Vién nén METPREDNEW IMP 16

Thanh phan dwoc chét:

Methylprednisolon ... 16 mg

Thanh phan ta dwoc:

Microcrystallin cellulose 101, Natri starch glycolat, Magnesi stearat, Natri lauryl sulfat,

Lactose monohydrat, Povidon K30, Low-Substituted Hydroxypropyl Cellulose (LH-21).
DANG BAO CHE:

Viénnén. .

Viénnén hinh oval, mau trang.

CHIiDINH:
Réiloan néi tiét:
- Thiéu nang vo thwong than nguyen phat hay thir phat (hydrocortlson hay cortison la thuéc duoc
wutién si dung; nhwng hoat chat tdng hop tuong ty co thé dwoc > dung cung v&i mineralocorticoid
khi can thiét; & tré em, viéc cung cap bb sung mineralocorticoid I r&t quan trong).
-Tangsan tuyen thuwong than bAm sinh.
-Viém tuyén giap khong sinh ma.
- Calcimau caolién quan dénungthw.
Roiloan thap khép: i . i
Laliéu phap dieu tri b tr d6i vai chi dinh ngan han (dé dwa bénh nhan qua khéi giai doan cap
haytrémtrong)trong:
-Viém khop vay nén.
- Viém khcvp dang thap, k& ca viem khop dang thap & thiéu nién (mot sb truong hop déc
biét co thé doi hai liéu phap duy tri lidu thap).
-Viém cotséng dinh khop. )
- Viém bao hoat dich cap va ban cap.
- Viém bao gan cap khong dac hiéu.
- Viém khap cép tinh do gut.
-Viém xwong khép sau chan thwong.
- Viém mang hoat dich trong chirng thoai hda khop.
- Viém mom |6i cau xuong.
Bénh hé thong tao keo: .
Dung trong giai doan tram trong hodc dé diéu trj duy tri trong nhirng trwéng hop chon loc cua:
- Lupus ban dé hé thong.
-Viémda co toan than (viém daco).
-Théptimcap.
-Dbaudaco dothap khép. .
- Viém déng mach t& bao khéng 16.
Bénh thuéc ve da:
-Bénh Pemphigus.
-Viémda bong nu-ocdang Herpes.
-Hdng ban da dang thé nang (hdi chirng Stevens-Johnson).
-Viémdatroc vay.
-Usuidang nam.
-Vay nénthé nang.
-Viém da tiét ba nhorn thé nang.
Bénh di (rng: X i .
Kiém soat cac tinh trang dj (’ng ndng hodckho diéu tri da that bai véi cac cach didu trithong thuong):
- Viém miii di 'ng theo mua hoac quanh nam.
-Bénh huyétthanh.
- Céc phan (ng qua mén véi thude.
-Viémdatiép xdc.
-Henphe quan.
-Viémdaditng.
Bénh vé mat:
Cac qua trinh viém va di 'ng man tinh va cép tinh nghiém trong & méat va cac phan phu cia
matnhuw:
- Viém loétkétmac do dj (rng.
- Nhiém triing giac mac do Herpes Zoster.
-Viémtién phong.
- Viém mang mach nho khuéch tan phia sau va viém mang mach.
-Nhan viém giao cam.
- Viém kétmac di tng.
- Viém giac mac.
- Viém mang mach - véng mac.
—Vlemthan kinh thi giac.
- Viém mong mét va viém mdéng mét - thé mi.
Bénh & dwéng hé hap:
- Bénh sarcoid cé triéu chirng. .
- Hoi chirng Loeffler khong kiém soat dwoc bang cac phwong phap khac.
-Nhiém doc berylii. i X
- Trong lao phdi thé lan tda hoic bung phat cap tinh, dung déng thoi véi liéu phap hoa tri
khang lao thich hop.
-Viém ph0| hit.
Réiloanvé huyet hoc:
- Xuét huyet giam tiéu cau vb can & nguoi lon.
- Giam tiéu cau the phaté o nguoilon.
-Thiéumautan huyet mac phal (tw mlen)
- Chirng giam nguyen hong cau (thleu mau hong cau).
- Thiéu mau giam san bam sinh (dong héng cau)
Céc bénh ung thw:
Dieu tri tam thoi trong:
-Bénh bach cau va ulympho & nguoi lon.
-Bénhbach caucép & tré em.
Tinh trang phu:
- Dé gitp bai niéu va gidm protein niéu trong hdi chirng than hw khéng kém theo uré mau
cao, hodc hoi chirng than hw do lupus ban dé rai rac.
Bénh dwong tiéu héa:
Dung dé duwa bénh nhan qua khdi con nguy kich clia bénh trong:
-Viém loétdaitrang.
- Viém doan rudt non.
Hé thankinh:
- Cacdotcap tinh clia bénh da xo clng.
- Cactrwong hop phu kéthgp véiunéo.
Céc chidinh khac:
-Cayghépnditang. .
- Lao mang nao c6 tic nghén khoang dudi nhén hodc doa tac khi diing déng thoi liéu phap
héatriliéu khanglao thich hop. .
-Bénh giun xoan lién quan dén co tim va than kinh.

LIEU DUNG - CACHDUNG:
Liéudung: ‘ ‘
Liéu diéu tri c6 thé thay dbi va can phai ca thé hoa theo bénh ly dang diu tri ciing nhw dap ting
diéu trj clia bénh nhan. o ) \
Néu bénh it nghiém trong, cac lieu thap hon thwdng 1a di, trong khi & mét so bénh nhéan co thé can
dung liéu khéi dau cao hon (bénh da xo clrng 200 mg/ ngay; phti néo 200 - 1000 mg/ ngay; ghép co
quan 7 mg/ kg/ ngay). Néu sau mét khoang thoi gian dang ké& ma chua co dap (rng 1am sang day
da, thi phai nglrng thudc va chuyén sang liéu phap diéu tri thich hgp hon cho bénh nhan.
Sau khi diéu tri bang methylprednisolon dai ngay, mudn ngirng thudc thi phai ngirng tir tir,
khong duoc ngiring ot ngot
Sau khi dung thuoc va c6 dap tng thuan lgi, can xac dinh lidu duy tri bang cach giam I|eu khoi
dautheo tirng ndc nhd, véi cac khoang cach thai gian thich hop cho téi lidu thap nhat ma van gitr
dworc dap ing 1am sang day du. Phai theo dai lién tuc d& danh gia mirc liéu st dung thich hop.
Nhing trrong hop cén diéu chinh liéu la nhieng trurong hop co thay d6i vé tinh trang lam sang
thtr phét nhu cac dot thuyén gidm hodc cac dot kich phat cia bénh, dap (rng véi thudc clia tirng
bénh nhan va &nh huéng clia cac trang thai stress khong lién quan truc tiép téi bénh dang dieu
tri. Trong trwdng hop stress khong lién quan truc tiép téi bénh dang didu tri, co thé can tang liéu
methylprednisolon trong mot khoang thoi gian phi hop véitinh trang ctia bénh nhan.
Diéu tri cach nhat:
Diéu tri cach nhatla ché do Ileu corticosteroid trong d6 dung 2 Ian liéu hang ngay vao méi bu0|
sang cach nhat (mot ngay uong mot ngay nghi). Muc dich cda cach diéu tri nay la cung cap
cho bénh nhan mét mire lidu dwoc ly dai ngay ma van dat duoc nhitng tac dung 6 lgi cua
corticosteroid, trong khi han ché dén mrc tdi thiéu cac tac dung khéng mong muon bao 6m
(rc ché truc tuyén yén - thwong than, trang thai gia Cushing, hdi chirng cai thubc va trc ché sy
phattrién ctia tré em.
Buwéngdung:
Dung duong uong. A i .
M6t so lwu y ddc biét ve xir ly thuoc trwée va sau khi ste dung thuoc:
Khéng cé yéu cau dac biét vé x( Iy thube sau khi st dung.

CHONG CHIBINH:
-Bénhnhanco nhlem nam toan than.
-Bénh nhan qua man voi methylprednlsolon hoac bét L ky thanh phan nao clia thuée.
- Chéng chi dinh diing véc-xin song hoac véc-xin sbng gidm déc luc cho bénh nhan dang
dung cac lidu corticosteroid trc ché mién dich.

CANHBAO VA THAN TRONG KHI DUNG THUOC:

Tac dung rc ché mién dich/ ting nguy co nhiém khuén

Corticosteroid c6 thé lam tang nguy co nhi@m khuan, che I4p mot s6 d4u higu nhidm khuén va
céc nhiém khu&n mai ¢ thé xay ra khi i dang dung corticosteroid. C6 thé c6 hién twong glam
dé khang va méat kha nang khu tra nhiém khuan tai cho khi str dung corticosteroid. Nhiém vi
sinh vat gay bénh bao gdm nhiém virus, vi khu&n, ndm, don bao hoac giun san & bat ki vi tri
ndo cla co thé, co thé lién quan t6i viéc st dung corticosteroid ding neng ré hodc phéi hop
vé&i cac thude tre ché mign  dich khac co tac dong 1én mi&n dich té bao, mién dich thé dich hodc
t6i chirc nang clia bach cau trung tinh. Nhitng nhiém khuén nay cé thé nhe, nhwng ciing c6
thé nghiém trong, ddi khi gay td&r vong. Khi téng liéu corticosteroid, ty |& cac bién chirng do
nhiémkhuén ciingtanglén. o . .

Bénh nhan dang st dung thuéc (e ché mién dich dé bi nhiém khuan hon nhitng ngudi khde
manh khac. Vi du & tré em hay nguoi lon chwa co mién dich, dang dung corticosteroid, khi
mac thly dau va soico thé bi nang hon va tham chi tlr vong.

Cothé dung vAc-xin chét hoac vac-xin bat hoat cho bénh nhan dang dung lidu corticosteroid
(rc ché mién dich. Tuy nhién, dap wng clia bénh nhan véi cac loai véc-xin nay cé thé giam di.
Cothé str dung cac bién phap tao mién dich cho bénh nhan dang dung cac lieu corticosteroid
khéng trc ché mién dich. ‘
St dung corticosteroid trong bénh lao hoat dong can giéi han chi trong cac truong hop lao
phdi lan téa hogc thé bung phat cap tinh, trong d6 corticosteroid dwoc dung dé kiém soat
bénh, két hop v&i phac do khang lao thich hop Khi corticosteroid dwgc chi dinh & bénh nhan
lao tiém tang hodc phan (rng véi tuberculin, can theo di chat ché vibénh co thé tai phat. Néu
dung corticosteroid dai ngay trén nhitng bénh nhan nay, can diéu tri dy phong bang cac thube
khang lao.
U Sarcém Kaposi (Kaposi's sarcoma) da duoc bao cao & nhirng bénh nhan diéu tri bing
corticosteroid. Ngirng corticosteroid co thé sé thuyen glam trénlam sang
Vai trod clia cac corticosteroid trong sé¢ nhiém khuén con chua rd rang, cac nghién clu ban
d4u cho thay c6 ca tac dung ¢6 lgi cling nhw céac anh huéng bét lpi. Gan day, viéc bd sung
corticosteroid dwgc cho rang c6 lgi cho bénh nhan dwoc xac dinh 1a s6¢ nhiém khuén va thleu
nang tuyen thwong than. Tuy nhién, viéc su dung thudng xuyén corticosteroid trong sbc
nhiém khuan khong dwoc khuyen cao. Mot tdng quan hé thdng da két luan réng diéu tri cac
cort|coster0|d lidu cao trong thoi gian ngan khong mang lai tac dung. Tuy nhién, qua phan tich
tdng hop va danh g|a cho thay str dung corticosteroid lieu thaptrong khoang thoi gian daihon
(5- 11 ngay) c6 thé lam giam tlr vong, d&c biét & bénh nhan sdc nhiém khuan phai dung thuéc
comach. -
Tac dung trén hé mién dich o
Co6 thé xay ra cac phan &ng di trng (vi du phit mach). Vi mot sb hiém cac trwong hop di ¢bng
trén da va phan (ng phan vé/ dang phan vé da xay ra & bénh nhan didu tri bang
corticosteroid, nén can cé nhwng bién phap phong ngwa thich hop trwdrc khi bat dau diéu tri
corticosteroid, ddc biét d6i voi bénh nhan co tién st dj (rng véi bat ky loai thube nao.
Tac dung trén noi tiet . . .
Bénh nhan dang trong thoi gian dieu tri bang corticosteroid ma phai chiu nhitng céng thang
bat thwdng, can chi dinh tang lieu loai corticosteroid tac dung nhanh trwéec, trong va sau
nhirng tinh huéng d6.
St dung corticosteroid & liéu c6 tac dung dugrc ly trong thei gian dai co thé dan ti trc ché truc
dwéi doi - tuyen yén - thwong than (HPA) (suy vé thuong than thir phat). Mire d6 va thoi gian
suy vo thuong than thir phat khac nhau gitra cac bénh nhan va phu thude vao liéu, tan suat,
thoi diém dung thude va khoang thoi gian diéu tri bang glucocorticoid. C6 thé giam thiéu tac
dung nay bang liéu phap dleu tri cach nhat (Xem muc L/eu dung - Cach dung).
Ngoal ra, suy thu-cvng than cap con din dén t&r vong néu dirng glucocort|c0|d dotngot.
Co thé giam thiéu nguy co y suy thwong théan thir phat do thudc bang cach giam lidu tiy tir. Kiéu
suy vo thwo’ng than nay c6 thé ton tai nhidu thang sau khi ngung diéu tri, do d6 trong thoi gian
nay, néu xay ra bat ky truong hop stress nao, nén bt dau str dung lai liéu phap hormon.
“Héi chirng cai thuéc” steroid, khong lién quan dén tinh trang suy. %) thwcyng than, co thé xuét
hién sau khi ngirng st dung glucocorticoid dot ngét. Hoi chirng nay gdm cac triéu chirng nhw:
chan an, budn ndn, nén, hdn mé, dau dau, sét, dau khép, bong da, dau co, syt can va/ hodc
ha huyét a ap. Nhirng anh huéng nay dwoc cho la do thay d6i dot ngdt ndng do glucocorticoid
hon 1a do ndng dé corticosteroid thap.
Do glucocorticoid c6 thé gay ra hoéc lam nang thém hoi chirng Cushing, khéng st dung
glucocorticoid cho bénh nhan bi bénh Cushing. i
Tac dung ctia corticosteroid tang 1&n & nhirng bénh nhan thiéu nang tuyén giap.
Tac dung trén chuyén hoa vadinh dwéng
Cac corticosteroid, bao gdm methylprednisolon, co thé lam ting glucose huyét, lam cho bénh
tiéu dwong da co nang thém va néu dung corticosteroid trong thdi gian dai c6 thé dan téi bénh
tiéu duong.
Tac dung tréntam than )
Loan tam than c6 thé xuét hién khi dung corticosteroid, tir sdng khoai, mat ngu, thay déi tam
trang, tinh khi that thudng va trdm cam naing cho dén nhitng biéu hién tam than thuc sy
Ngoai ra, cdm xuc khéng én dinh hodc khuynh hwéng tam than co thé nang hon do
corticosteroid. . . X
Kha nang gép cac tac dung khdng mong mudn nghiém trong v& tam than co6 thé xay ra khi
dung steroid theo dwdng toan than. Céc triéu chirng dic biét xuat hién trong moét vai ngay
hoac vai tudn dau didu tri. Hau hét cac triéu chirng méat di sau khi gidm liéu hoac dirng
corticosteroid, mac du co thé can phai diéu tri dac hiéu.
Anh hwéng vé tam than da dwoc bao cao khi ngwng corticosteroid, tAn suat chua xac dinh ré.
Bénh nhan/nhan vién yté nén lwuy néu nhirng biéu hién tam than xuét hién & bénh nhan, dac
biét néu nghl ngo bénh nhan bj tram cam hay co y dinh tw tr. Nén canh bao bénh nhan/ nhan
vién Y té& vé kha nang cé thé bj rbi loan tam than xay ra trong thoi gian diéu tri hodc ngay sau
khi giam lidu/ ngirng dung steroid theo dudng toan than.
Tac dung trén hé than kinh
Than trong khi dung corticosteroid trén nhirng bénh nhan dong kinh.
Than trong khi dung corticosteroid trén nhwng bénh nhan nhwoc co nang.
Mac du cac thir nghiém 1am sang co dbi chirng da cho thay corticosteroid cé higu qua tac
dung nhanh trong diéu tri bénh da xo cwng dot clp, cac thir nghiém nay cho thay
corticosteroid khéng lam anh huéng dén két qua cubi cuing hodc dién bién tw nhién ctia bénh.
Céc nghién ctru cho thay can st dung liéu corticosteroid tvong déi cao mi co tac dung rd rét.
Pa co cac bao cédo vé hién twong tich m& ngoai mang cirng & nhitng bénh nhan dung
corticosteroid, dién hinh Ia khi st dung liéu cao kéo dai.
Tac dung trén mat - .
Than trong khi dung corticosteroid & bénh nhan nhiém Herpes simplex & mat vi c6 thé gay
thaing giac mac.
Duing corticosteroid trong thoi gian dai co thé gay duc thuy tinh thé dudi bao sau va duc thiy
tinh thé & trung tam (dac biét & tré em), 16i m&t hodc téng 4p luc ndi nhan, c6 thé dan dén bénh
tang nhan ap di kém ton thvong than kinh thi giac. Nhirng bénh nhan dung glucocorticoid co
thé tang nguy co nhiém nam hodc virus th(r phat & mét. .
Liéu phép corticosteroid da tirng dwoc xac dinh cd lién quan dén bénh hac véng mac trung
tam thanh dich, c6 thé dan dén bong véng mac.
Tacdungtréntim
Céc tac dung khong mong mudn cia glucocorticoid trén hé tim mach, nhw r6i loan lipid mau
va tang huyét ap, co thé lam nhirng benh nhan d4 c6 sén nguy co vé tim mach phal chiu thém
cac anh hwéng tim mach khac, néu diéu tri liu cao va kéo dai. Vi vay, can s dung
corticosteroid than trong & nhirng bénh nhan nay va can chu y thwc hién cac bién phap dieu
chinh nguy co’ va theo déi chirc nang tim thém néu can thiét. Cac bién chiing trong. didu trj
bang corticosteroid co thé giam khi sir dung liéu phap diéu tri cach nhat va dung lidu thap.
Trong trwdng hop suy tim sung huyét, nén than trong khi st dung corticosteroid toan than va
chidung khithwe sy can thiét.
Tac dung trén mach i . X i )
D3 ¢ bao cao ve tinh trang huyét khoi, bao gom huyet khoi tinh mach xay ra khi dung
corticosteroid. Do d6, corticosteroid nén dwoc dung thén trong & bénh nhén dang bi hoac co
nguy co bj cac réiloan vé& huyétkhéi.
Than trong khi dung corticosteroid & nhitng bénh nhan cao huyét ap.
Tac dunglén ongtiéu hda
Liéu cao corticosteroid c6 thé ga\{ viém tuy cap
Khong cé quan diém théng nhat nao vé viéc chinh corticosteroid gay nén tinh trang loét
dwong tiéu hoa trong qua trinh diéu tri. Tuy nhién, diéu tri bing glucocomcmd co thé che lap
nhing triéu chirng cla loét dwong tiéu hoa, gay nén tinh trang thing hoac xuét huyét tiéu hoa
ma khong kém dau dén ré rét. Liéu phap diéu tri bang glucocorticoid co thé che d4u viém
phuc mac hay cac d4u hiéu hoac triéu ching khac lién quan dén réi loan tiéu héa nhu thing,
tac dwong tiéu hoa hoac viém tuy. Nguy co phat trién loét duwdng tiéu hoa tang khi diing ket
hop véi cac thudc chéng viém khéng steroid (NSAID).
Thaén trong khi dung corticosteroid trong viém loét dai trang khong déc hiéu néu cé doathling,
ap-xe hay nhi&m khuan sinh ma khac, viém tui thira, co chd ndi ruét non méi, dang bi hay cé
tién st bj loét dwdng tiéu hoa.
Tac dunglén gan mat . X
BDé& co bao cao ve tinh trang roi loan gan mat co thé dwoc hoi phuc sau khingwng liéu phap. Vi
vay, can cé nhivng bién phap theo déi phtrhop.
Tac dung trén hé coxwong X
Da c6 bao cao ve bénh co cap tinh khi st dung corticosteroid liéu cao, thwong xay ra & bénh
nhan bj cac réi loan dan truyén than kinh co’ (vi du nhwoc co nang) hay trén bénh nhan dang
dung céc thuéc khang chollnerglc nhu thudc tre ché than kinh co (vidu pancuronlum) Bénh
co cap tinh nay lan rong, c6 thé lien quan dén cac co mat co hd hap va co thé dan tai ligt chi.
Tinh trang tang creatinin kinase co thé xay ra. D& c6 tién trién v& mat Iam sang hay hdi phuc,
can dirng thuéc trong vong vai tudn dén vai nam
Loang xwong la tac dung khdng mong muén phd bién, nhwng it dwoc phat hién khi ding
glucocorticoid lidu cao va kéo dai.
Réiloan than vatiét nigu
Than trong khi str dung corticosteroid trén nhirng bénh nhan suy than.
Nghién ctru
Lieu trung binh ho&c cao cla hydrocortison hoac cortison co tné gay tang huyét ap, gite mudi
va nwéc va tang thai trir kali. Nhiing tac dung nay it gdp hon néu dung cac corticosteroid loai
tdng hop, triv khi duing lidu cao. Ché d6 &n han ché mudi va bd sung kali co thé can thiét. Tat
ca cac corticosteroid déulamtang daothaicalci.
Chan thwong, nhiem déc va cac bien chirng phau thuat
Corticosteroid duing toan than khong duorc chidinh, va do d6 khong nén dung dé diéu tri chan
thuwong so n&o. Mot nghién clru da trung tam cho thay téng ti1é t&r vong tai thoi diém 2tuan va
6 thang sau chan thuong & nhiing bénh nhan dung methylprednisolon natri succinat so
véi nhitng bénh nhan dung gia dwgc. M6i quan hé nhan quéa voi viéc diéu tri bang
methylprednisolon natri succinat chwa dwgc thiét lap.
Canhbaokhac
Do cac bién chirng khi didu tri bang glucocorticoid phu thudc vao lidu lwgng va thei gian didu
tri, gan can nhéc lgi ich/ nguy co trén tirng bénh nhan va thoi gian diéu tri ciing phai dwgc can
nhac dung hang ngay hay dung cach nhat.
Nén dung lidu thap nhét co hiéu qua cUa corticosteroid dé kiém soat tinh hinh diéu tri va khi co
thé giam lidu, nén glamtw ter. i i i
Can than trong khi st dung aspirin va cac thudc chdng viém khong steroid phéi hop voi
corticosteroid.
Bénh u té bao wa crém co thé gay tir vong da duoc béo cao sau khi st dung corticosteroid
toan than. V&i bénh nhén nghingo hodc d& xac dinh 1a mac bénh u té bao wa créom, chinén s
dung corticosteroid sau khi da tién hanh danh gia i ich/ nguy co phu hop.
Thubc nay co chira lactose. Bénh nhan méc céc réi loan chuyen hoa di truyén hiém gap vé&
dung nap galactose, chirng thiéu hyt lactase Lapp hoc rdi loan hap thu glucose-galactose
khéng nén st dung thuéc nay.
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Dung &tréem
Can theo dbi chit ché su tang trwéng va phat trién cla tré so sinh va tré em st dung
corticosteroid kéo dai.
Cham tang trwéng co thé gap trén tré em st dung glucocomcmd hang ngay trong thoi gian
dai, voi I|eu chia nhé va viéc st dung liéu phap nay nén han ché, chinén diing véi cac chi dinh
khan clp nhét. Liéu phép glucocorticoid dung cach nhat co thé tranh hoac giam thidu tac
dung khéng mong mudn nay.
Tré so'sinh vatré em phai dieu trj corticosteroid lau dai co nguy co dac bigt vétang ap lwcnoiso.
Corticosteroid liéu cao co thé gay viem tuy & tré em.

S’ DUNG THUOC CHO PHU N¥ CO THAI VA CHO CON BU:
Kha nang sinh san i
Cacnghién ctru trén dong vat da cho thay la corticosteroid lam suy giam kha nang sinh san.
Mang thai i X
Mbt sb nghién clru trén dong vat cho thay corticosteroid khi diing liéu cao cho me cé thé gay di
dang cho thai. Tuy nhién, corticosteroid c6 vé& nhw khéng gay di tat bAm sinh khi dung cho phu
n@ c6 thai. Do nhi*ng nghién ctru vé sinh san trén ngudi chwa dwoc tién hanh day da Vi
methylprednisolon, nén thuoc nay chinén duoc dung trong khi mang thai sau khi da can nhac
than trong ve matloiich/ nguy co cho me va thainhi.
Mbt s6 corticosteroid qua dwoc hang rao nhau thai. Mt nghién ctru dang hdi ctru cho thay ty
18 tré so sinh thiéu can tang & nh*ng ngudi me dung corticosteroid. NguyCG tré sinh ra binhe
can dwong nhu lién quan dén liéu dung va co thé dwoc giam dén mire tdi thiéu bing cach
dung lidu corticosteroid thdp hon. Tré so sinh cta nhitng ngwdi me da dung Ileu
corticosteroid dang ké trong qua trinh mang thai phai dwgc theo dai va danh gia can than vé
céac d4u hiéu suy gidm chire nang tuyén thuong than, mac du hiém gép cac trwong hop suy
thwong than & tré so sinh bj phoi nhiém véi corticosteroid trong tlr cung.
Chua biét tac dung clia corticosteroid véi qua trinh chuyén da va sinh con. .
Duc thuy tinh thé dwoc quan sat thdy & nhikng tré so sinh ma ngwdi me duoc didu tri kéo dai
bang corticosteroid trong qua trinh mang thai.
Théiky cho conbud
Corticosteroid bai tiet dwgc qua stra me. i
S phan bo clia corticosteroid vao stra me co thé (rc ché sy tang trwdng va can tré viéc san
xuat glucocorticoid ndi sinh & tré b me. Thudc nay chi nén st dung trong thoi ky cho con bu
sau khi danh gia c&n than vé i ich-nguy co' cho ngudi me va tré so'sinh.

ANHHUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Chuwa danh gia dwoc mdt cach co hé théng vé anh huwdng cua cac corticosteroid t&i kha nang
lai xe va van hanh may méc. Cac tac dung khdng mong mudn nhu choang vang, chong mat,
rbi loan thi giac va mét méi co thé xay ra sau khi diéu tri bang corticosteroid. Néu bj anh
hwdng, bénh nhan nén dirng lai xe hodc van hanh may moc.

TUONG TAC, TVONG KY CUATHUOC:
Twong tac ciia thuoc:
Methylprednisolon la co chét clia enzym cytochrom P450 (CYP) va chii yéu duoc chuyén hoa
boi enzym CYP3A4. CYP3A4 la enzym chinh cta hau hét cac phén ho CYP trong gan cua
nguoi tru’o’ngthanh Noxuctacchoquatrlnh 6B- hydroxyl héa steroid, giai doanlthletyeutrong
qua trinh Chuyen hoa cho ca corticosteroid ndi sinh va tbng hop. Ciing co6 rét nhidu chat khac
cling la co chat ciia CYP3A4, motsé chat nay &cung nhu cac thudce khac) lam thay ddi sy chuyén
héa glucocorticoid bang cach gay cam (rng (dieu hoa tang) hodc tre chéenzym CYP3A4.
Céc chét tic ché CYP3A4 - thng thudc trc ché hoat tinh CYP3A4 nhin chung lam gidm d6
thanh thai cla gan va tédng nong do cla cac thubc l1a co chat clia CYP3A4 nhw
methylprednisolon trong huyét twong. Néu co cac chéat (rc ché CYP3A4, nén chuan lidu
methylprednlsolon dé tranh bj ngod doc steroid.
Céc chat cam ting CYP3A4 - Nhung thuoc gay cam (ng CYP3A4 nhin chung lam tang do
thanh thai ctia gan, dan t&i lam gidm ndng d6 cac thubc la co chét clia CYP3A4. Co thé can
phai tang lidu methylprednisolon khi dung cung cac thuéc nay dé dat duoc két qua diéu tri
nhw mong muon. i
Céc chat la co chat cia CYP3A4 - Khi co mat mot co chat khac cua CYP3A4, qua trinh thanh
thai quagan ctia methylprednisolon cé thé bj anh hwéng, do d6 can d|eu chinh twong trng Ileu
dung ctia methylprednisolon. Co thé cac tac dung khong mong mudn khi dung riéng méi
thube sé delxay ra hon khi dung ddng thdi cac thube véinhau.
Nhirng thudce khéng cé hiéu (ing qua trung gian CYP3A4 - Cac twong tac va anh hwéng khac
xay ra véi methylprednisolon dwgc trinh bay trong bang 1.
Bang 1 bao gdm nhiing twong tac thuéc phd bién hodc quan trong v& mat lam sang véi
methylprednisolon.
Bang 1: Nhirng twong tac/ anh hwéng quan trong cida cac thuéc hodc hoat chat véi
methylprednisolon

Phan loai thuéc

- Thubc hoic hoat chét Tuong tac/ Anh huong

Khang khuan
- ISONIAZID

Chét &rc ché CYP3A4. Ngoai ra, methylprednisolon cé kha
nang tang toc do acetyl hda va do thanh thai clia isoniazid.

Khang sinh, Thuéc khang lao
- RIFAMPIN

Chét cam (ng CYP3A4.

Thuéc chéng dong
(dang uéng)

Tac dung ctia methylprednlsolon trén thubc chéng déng
duong uong co thé thay ddi tay trwong hop. Ba cé nhiéu
bao céo vé viéc tang ciing nhw gidm tac dung cda thubc
chbng déng khi dung chung véi corticosteroid. Chinh vi vy,
phai kiém tra cac chi s6 dong mau dé duy tri tac dung chéng
déng mong muodn.

Thuéc chéng co giat
- CARBAMAZEPIN

Chét cam (ng CYP3A4 (va la co chat).

Thudc chéng co giat
- PHENOBARBITAL
- PHENYTOIN

Chét cam (ng CYP3A4.

Thuéc khang cholinergic
- CHEN THAN KINH CO'

Cac corticosteroid c6 thé lam anh hwéng dén tac dung clia
cac thube khang chollnerglc

1) Da c6 bao céo vé bénh co cép tinh khi st dung liéu cao
céc corticosteroid dong thdi véi cac thubce khang cholinergic,
nhw cac thubc chen than kinh co (Xem thém vé Tac dung
trén hé co xuwong phan Cénh bao va than trong khi ding
thuoc

2) Ba)co bao cao vé& tinh déi khang trén tac dung trc ché
than kinh co' clia pancuronium va vecuronium trén bénh
nhan dung corticosteroid. Twong tac nay co thé xay ra voi
tat ca cac chat chen than kinh co co tinh canh tranh.

Thuéc trc ché enzym
cholinesterase

Céc steroid co thé lam giam tac dung clia cac thudc trc ché
enzym cholinesterase dung trong diéu tri bénh nhwoc co.

Thubc diéu tri tiéu dwong

Vi corticosteroid c6 thé 1am ting ndng do glucose mau nén

c6 thé phai diéu chinh liéu dung ctia thubc diéu tri tiéu dudng.

Thuéc chéng nén
- APREPITANT
- FOSAPREPITANT

Chét trc ché CYP3A4 (va la co chét).

Thuéc khang ndm
- ITRACONAZOL
- KETOCONAZOL

Chét trc ché CYP3A4 (va la co chét).

Thuéc khang virus
- Cac thubc trc ché
HIV - protease

Chét trc ché CYP3A4 (va la co chét):

1) Cac chét re ché protease nhw indinavir va ritonavir co
thé lam tang ndng do corticosteroid trong huyet tuong.

2) Corticosteroid co6 thé lam tang sy chuyen hoéa clia cac
thudc trc ché HIV protease dan dén giam ndng do clia cac
thudc nay trong huyét twong.

Thubc trc ché Aromatase
- AMINOGLUTETHIMID

Aminoglutethimid gay trc ché tuyen thuong than, co the lam
tr&m trong thém cac thay i v& ndi tiét do dung glucocorticoid
kéo dai.

Thuéc chen kénh Calci
- DILTIAZEM

Chét (e ché CYP3A4 (va la co chét).

Thuéc tranh thai (dang uéng|
- ETHINYLESTRADIOL/
NORETHINDRON

Chét trc ché CYP3A4 (va la co chét).

Nwéc ép bwdi

Chét trc ché CYP3A4.

Thuéc trc ché mién dich
- CYCLOSPORIN

Chét rc ché CYP3A4 (va la co chét)

1) Khi ding dong thoi cyclosponn voi methylprednlsolon thi
xuét hién sy e ché chuyen héa Ian nhau, va co thé lam
tang nong d6 trong huyét twong ctia 1 trong 2 thuoc hoéc ca
2 thuoc Vi vay, cac tac dung khéng mong muén khi diing
riéng mdi thubc co tne sé dé xay ra hon khi dung dqng thoi.
2) Ba cb bao cao ve hién twong co giat khi dung dong thoi
methylprednisolon va cyclosporin.

Thuéc trc ché mién dich
- CYCLOPHOSPHAMID
- TACROLIMUS

Co chét ciia CYP3A4.

Thuéc khang sinh ho
macrolid

- CLARITHROMYCIN

- ERYTHROMYCIN

Chét (rc ché CYP3A4 (va la co chét).

Thuéc khang sinh ho
macrolid
- TROLEANDOMYCIN

Chét rc ché CYP3A4.

NSAID (thubc chéng viém
khong steroid)

- ASPIRIN (acid acetylsalicylic
lidu cao.

1) Ty 1& xudt huyét va loét duong tiéu hoa co thé tang khi
dung methylprednlsolon cung v&i cac thubc NSAID.

2) Methylprednlsolon co thé lam tang d6 thanh thai cua
aspirin liéu cao, co thé dan dén gidm néng do salicylat trong
huyet thanh. Dirng diéu tri bing methylprednisolon co the
dén dén tang lugng salicylat trong huyét thanh, diéu nay co
thé dan dén ting nguy co ngd doc salicylat.

Phan loai thuéc
- Thuoc hoac hoat chat

Thuéc lam giam kali

Twong tac/ Anh hwéng

Khi st dung corticosteroid dong thoi voi cac thude lam giam
kali (vi dy thuéc loi tiéu thiazid hodc thudc loi tiéu quai),
bénh nhan can dugc theo doi chat ché sy xuat hién cua
chirng ha kali huyét. Nguy co' ha kali huyét ciing téng khi
st dung dong thoi corticosteroid véi amphotericin B, cac
xanthin hoac thudc chil van beta 2.

Twong ky ctiathudc:
Do chua c6 cac nghién ctru vé tinh twong ky cla thuéc, khong tron 1an thube nay véi cac
thudc khac.
TAC DUNG KHONG MONG MUON CUA THUOC:
Tacdung khéng mong mubdn va tan sut duoc Ilet ké trong m&i hé co quan trong bang 2.
Bang 2. Bang céac tac dung khéng mong muén

Phan loai theo hé co quan Tac dung khéng mong muén Tan suéat (%)

Nhiém triing va nhiém ky | Nhiém tring co hdi, nhiém triing, viém phuc | Khéng ré

sinh tring mac'

Réi loan mau va hé bach | Tang bach cau. Khéng ré

huyet

R6i loan hé mién dich Phan (rng qua man voi thudc, phan tng phan | Khong ré
vé, phan &ng dang phan vé.

R6i loan noi tiét Hoi chirng dang Cushing, suy tuyén yén, hi | Khong rd

chirng ngtrng thudc Steroid.
Nhiém toan chuyen hoa, v natri, & dich, ha | Khong ré
kali mau do nhiém kiém, réi loan m& mau, giam
dung nap glucose, tang nhu cau insulin (hoac
céc thudce ha dwong huyét dang udng & bénh
nhan dai thao dwong), chirng tich mé, tang
cam giac thém an (co thé dan dén tang can).
R&i loan cam xuc (bao gém tam trang tré’m Khong ré
cam, tam trang hwng cam, cdm xuc khong on
dinh, phu thudc thuoc c6 y dinh tu ttr), roi loan
tam than (bao gém chuirng dién cuong, hoang
twdng, &o giac, tam than phan liét), hanh vi
tam than, rdi loan tam than, thay ddi nhan cach,
trang thai It 1an, lo au, tinh khi that thwong,
hanh vi bat thwdng, mét ng, cau gét.

Tich m& ngoai mang ctrng, tang ap Iwc ndi so| Khong rd
(kém phu gai thi [tdng &p Iwc noi so lanh tinh]),
déng kinh, chirng hay quén, réi loan nhan thrc,
chéng mat, dau dau.

R6i loan chuyén héa va
dinh dwong

R6i loan tam than

R6i loan hé than kinh

R6i loan mét Bénh hac vong mac, duc thay tinh thé, tang | Khong rd
nhan ap, 16i mat.

R6i loan tai va tai trong Choéng mat. Khéng r6

R6i loan tim Suy tim sung huyét (& bénh nhan nhay cam). | Khéng ré

R6i loan mach Huyét khéi, cao huyét ap, ha huyét ap. Khong ré

Réi loan hé hép, ngwe va | Nghén mach phdi, nic cut. Khéng ré

trung théat
R6i loan tiéu héa

Loeét da day (co thé thiing do loét da day va| Khong rd
xuat huyét do loét da day), thdng ruét, xuat
huyét da day, viém tuy, viém thuc quan gay loét,
viém thwe quan, chwdng bung, dau bung, tiéu
chay, kho tiéu, budn non.

Réi loan da va mé dwéi da | Phit mach, ram long, dém xuat huyet bam mau,
teo da, sung huyet tang tiét md hoi, da ndi van,
phat ban, ngtra, may day, mun.

R6i loan co xwong va cac | Yéu co, dau co, bénh co, teo co, loang xwong, | Khéng ré

Khong ré

mé lién két hoai t})' xwong, gay xwong bénh ly, bénh khép
do than kinh, dau khép, cham tang trwéng.
Réi loan hé sinh sanva  [Kinh nguyét khong déu. Khéng ré
tuyen vua
Cac réi loan chung va rdéi | Cham lanh vét thuong, phu ngoai bién, mét | Khéng ré

loan tai ché dung thuéc
Cac chi sb xét nghiém/
kiém tra

mai, kho chiu.
Tang ap lwc ndi nhan, giam dung nap|Khéng ré
carbohydrat, gidam kali mau, tang calci niéu,
tang alanin aminotransferase, tang aspartat
aminotransferase, tang alkalin phosphatase
trong mau, tdng ure mau, trc ché phan trng voi
cac xét nghiém trén da’.

Gay xuong do dé ép cot séng, dirt gan.

Cac bién chirng do tha
thuat, chan thwong va
ngo doc

Khoéng ro

"Viéem phuc mac co thé la dAu hiéu hoéc triéu chirng chinh cda réi loan tiéu hoa nhw
thiing rudt, tic rudt hoac viém tuy (xem phan Canh bao va than trong khi ding thudc).
?Khéng phaila mét thuat ngl wu tién st dung ciia MedDRA.
Hwéng dan cach xir triADR
- Trong nhiing chi dinh cép, nén stv dung Glucocorticoid véi liéu thap nhét va trong thai gian
ngén nhét c6 hiéu lwclam sang.
- Sau diéu tri lai ngay v&i Glucocorticoid, néu (rc ché truc ddi-tuyén yén-thuong than cé kha nang
xay ra, didu cap béach Ia phai giam liéu Glucocorticoid tirng buéc mot, thay vinglrng dét ngot.
- Ap dung ché do diéu tri tranh tac dong lién tuc cGia nhiing lidu thudc co tac dong duoc ly.
Dung mét liéu duy nhét trong ngay gay it ADR hon nhitng liéu chia nho, va ligu phap cach
ngay la bién phap t6t dé giam thiéu s trc ché tuyén thwong than va nhung ADR khac. Trong
liéu phap cach ngay, ding mét lidu duy nhét ct hai ngay mot 1&n, vao budi sang.
- Theo déi va danh gia dinh ky nhiing thong sé vé loang xwong, tao huyét, dung nap glucose,
nhikng tac dung trén mét va huyét ap.
- Dw phong loét da day ta trang béng cac thuéc khang thu thé H,- histamin khi dung liéu cao
methylprednlsolon toanthan.
- TAt ca ngwdi bénh khi didu tri Glucocorticoid can ding bd sung calci de du phongloang xuong.
- Nhirng ngudi c6 kha néng bj trc ché mién dich do Glucocorticoid can duoc canh bao vé kha
nang dé binhiém khuan
- Nhitng ngudi bénh sip duoc phau thuat co thé _phai dung bd sung Glucocorticoid vi dap
(rng binh thuwdng v&i stress da bi gidm sut do (e ché truc doi- tuyen yen thu@ng than.
Thong bao ngay cho bac sy hodac dwoc sy nhirng phan rng cé hai gap phai khi st
dung thuéc.

QUALIEU VA CACH XU TRi:
Chuwa gap cac hdi chirng lam sang vé qua liéu cap tinh V@i corticosteroid. Bao cao vé doctinh
cAp valhoac tir vong sau khi qua liéu corticosteroid rat hiém. Trong trudng hcyp qua lidu,
khéng cé thubc gidi doc dac hiéu ma chi diéu tri hd tro' va diéu tri triéu ching. C6 thé thdm tach
methylprednisolon

DAC TINHDU'Q'C LUCHQC:
Nhém dworc ly: Thube chéng viem corticosteroid.
M&ATC: D07AA01, D10AA02, HO2ABO4.
Methylprednisolon la steroid chéng viém ¢ hiéu lwc chdng viém tt hon prednisolon va cling
it gay gitr nwde va natri hon prednisolon. Hiéu lyc twong dbi ctia methylprednisolon it nhat
gap khoang 4 lan hydrocortison.

DAC TiINH DU'Q'C DONG HOC:
Bactinh duoc dong hoc ctia methylprednisolon tuyén tinh, khéng phu thudc vao duwdng ding.
Hanthu:
Methylprednisolon dwgc hap thu nhanh va dat néng dé dinh trong huyét tvong khoang 1,5 toi
2,3 gi& & moi lidu lwgng sau khi ubng & ngwdi I6n khde manh binh thuwdng. Sinh kha dung
tuyét déi ctia methylprednisolon trén ngudi binh thwong, khée manh nhin chung cao (82%
dén 89%) sau khiudng.
Phén bé:
Methylprednisolon dwgc phan bd rong rai vao cac mo, qua hang rao mau nao, va bai tiét qua
stra me. Thé tich phan bd biéu kién cla thudc 1a khoang 1,4 L/kg. Kha nang gan véi protein
huyéttwong & nguoila xap xi 77%.
Chuyénhéa:
O ngudi, methylprednisolon dwoc chuy&n héa & gan thanh cac chét chuyén héa khéng hoat
tinh: hau hét thanh 20a-hydroxymethylprednisolon va 20B-hydroxymethylprednisolon.
Chuyen héa & gan chud yéu théng qua CYP3A4 (D& biét danh sach cac twong tac thuéc do
chuyén hoa qua trung gian CYP3A4, xem phan Tuwong tac, tvong ky cda thuoc)
Methylprednlsolon cting nhw nhigu co chét ciia CYP3A4, cé thé 1a co chét clia protein van
chuyén p-glycoprotein phan ho ABC ga&n ATP, anh hwéng dén su phan bb trong mé va twong
tac véi cac thudce khac.
Thaitrce:
Thoi gian ban thai trung binh clia methylprednisolon tir 1,8 dén 5,2 gi¢r. Do thanh thai toan
phan x4p xi 5 - 6 mL/phuat/kg.

QUY CACHBDONG GOI:
Hop 3vix 10 viénnén.
Hop 1 chainhwa x 50 vién nén.
Hop 1 chainhwa x 100 vién nén.
Chainhwa 500 vién nén.

PIEU KIEN BAO QUAN:
Nhiét d6 dwi 30°C, tranh &m va anh sang.

HAN DUNG:
36 thang k& tir ngay san xuét.

TIEU CHUAN CHAT LU'QNG CUATHUOC:
Tiéu chuan chéat lwgng: TCCS.

Coscdangky:

0.

IMEXPHARM

Bién thoai: (0296) 3857300

CONGTYC
S604, dwdng 30/4, phwdng 1, TP. Cao Lanh, Dong Thap, Viét Nam
Hotline: 1800 555 535
Co'sé'sén xuét:
CHINHANH CONG TY CO PHAN DU'Q'C PHAM AGIMEXPHARM -NHA MAY SAN XUAT DUW'Q'C PHAM AGIMEXPHARM
Buwong Vi Trong Phung, khom Thanh An, phwdng My Théi, TP. Long Xuyén, An Giang, Viét Nam

Email: agp@agimexpharm.com
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