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Rx Thuéc nay chi ding theo don thube
HUONG DAN SU DUNG THUOC
SOLUBOSTON 20

MB&i vién nén phén tan trong miéng chira:
— Thanh phén hoat chét
ProlniS OlOM. cvssmspsmmumenssamnsmsmmsrssssssesmsmmpssnssasas i s A R RS AR P R8s 20 mg
(Dudi dang prednisolon natri m-sulfobenzoat ... 31,4 mg)

— Thanh phén ta duoc: Mannitol, povidon K30, crospovidon, magnesi stearat, sucralose.
DANG BAO CHE
Vién nén phan tan trong miéng.
M@ td sdn phdm: Vién nén tron, mau trang, hai mat khum.
CHI PINH

Prednisolon duoc st dung dé didu tri hodc giam tinh trang viém, di img trong cac truong hop sau:
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Colagen - mo lién ket
— Giai doan tién trién cua cac bénh hé thong, bao gdom: lupus ban do6 hé thong, viém mach méu, viém || * L\
da co, bénh nhiém sarcoid & ndi tang. !

Da liéu

\

— Céc bénh bong nudce tu mién trén da ning: dic biét 1a pemphigus va pemphigoid bong nudc.
— Bénh angiomas tré em dang nang (u mau dudi da).

— Bénh Lichen phéng.

— Bénh may day cap tinh.

Bénh da tdng bach cdu trung tinh dang nang.

Tiéu hoa:
— Giai doan tién trién cta bénh loét dai trang, bénh Crohn’s (viém rudt timg ving).
— Bénh viém gan ty mién thé hoat ddng man tinh (c6 hodc khong ¢ xo gan).

/e

— Viém gan cdp nang do rugu (c6 chimg minh tién sir).

Noi tiét
— Viém tuyén giap ban cap de Quervain (dang c6 u hat) ning.
— Tang calci huyét.

Huyét hoc

Ban xuét huyét giam tiéu cau mién dich nang.

Thiéu méu mat hong cau tu mién.
— Két hop v6i hoa tri @& diéu tri bénh lympho é&c tinh. h/
— Giam nguyén hdng cau man tinh méc phai hogc bam sinh.

Nhiém trung

— Viém mang ngoai tim do lao va tinh trang lao tram trong, de doa dén tinh mang.



— Viém phéi do Pneumocystis carinii kém thiéu oxy huyét tram trong.

Ung thw phdi

— Giam phi va viém co6 lién quan dén cac phwong phap diéu tri ung thu phdi (xa tri va hoa tri)

Piéu trj chdng budn ndn trong qua trinh hoa tri ung thu phdi.

Thin

Hoi chimg than hu kém tén thuong cau than t6i thiéu.

Hoi chimg than hu do hyalin héa (kinh hoa) cuc b va b céu than.
Giai doan III va IV cta bénh than lupus

U hat sarcoid trong than

Viém mach mau kém suy than.

Viém cdu than tang sinh mach.

Thén Kkinh

Mit

Nhuoc co.

Phi niio do khdi u.

Viém da ré - day than kinh ty phat man tinh.

Co giat & tré so sinh (hoi chimg West) / hdi chimg Lennox-Gastaut.
Da xo ctmg khi tiém tinh mach corticosteroid lap lai.

Viém mang bd dao trude, viém mang bo dao sau nghiém trong.
Phu 161 mat.

Céc bénh ly than kinh & mat, do tiém tinh mach corticosteroid (trong chi din nay, dudng udng khong
phai la khuyen céo dau tién).

Tai — mili — hong

|

|

Viém tai gitta co xuét dich.

Polyp miii.

Viém xoang cip hodc min tinh.

Piéu tri ngén ngay trong viém miii di timg theo mua

Viém thanh quan cép tinh kém thé rit (viém thanh moén thanh quan) & tre em.

Hoé hip

— Hen suyén lién tuc, t6t nhét cho dot diéu tri ngan, trong truong hop thét bai trong diéu tri dang hit lidu
cao.

— Bénh phdi tic ngh&n man tinh, trong ddnh gia kha nang tai phat ctia hoi ching tac nghén,

Hen cap, déc biét 12 hen cap nang.

Phat trién sarcoidosis.

Xo phoi mé ké lan toa.

Khép

Viém khép dang thap va mot vai truong hop viém da khop.
Pau co dang thap va bénh Horton (viém dong mach toan than).
S6t do thap khép cép tinh.

Viém ddy than kinh cénh tay ¢ nang, kich phat.

[38]
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Ciy ghép co q.uan va té bao gbe tao miu

— Du phong hoic diéu tri cdy ghép.

— Du phong hodc diéu tri bénh 1y tic chu chéng lai ghép.
LIEU DUNG VA CACH DUNG
Liéu ding

San pham thich hop cho diéu tri tin cong hoac didu tri ngén ngay voi yéu cdu liéu trung binh/cao & nguoi
16m hodc tré em trén 10 kg.

Trong trudong hop diéu tri duy tri va déi véi lidu duy tri thdp hon 20 mg/ngay, sir dung céc san pham khac
thich hop hon.

Nguoilon
Liéu dung phu thudc vao chan doan, mirc do nghiém trong, tién luong, kha nang dap tmg va dung nap thube
cua bénh nhén. Sir dung lidu thap nhét c6 hiéu qua trong thoi gian ngan dé giam thiéu tac dung khéng mong

mudn. L L,, fm/ p}/a, s

Piéu tri tAn cong: 0,35 - 1,2 mg/kg/ngay Trong céac truong hop viém nang: 0,75 - 1,2 mg/kg/ngay

P ———

Péi véi cac truomg hop dic biét khac dug'c chép nhén, c6 thé yéu céu lidu cao hon.

Tré em

Tre em trén 10kg

Liéu dung phu thudc vao tinh trang va cin ning cua tré em. Diéu tri tAn cong: 0,5 — 2 mg/kg/ngay. /

Liéu phap corticosteroid cach nhat (mdt ngay khong dung corticosteroid va ngay tiép theo str dung lidu gép
dbi so véi liéu hang ngay duoc chi dinh) duoc st dung ¢ tre em dé han ché coi xuong. Liéu phap cach nhat
duoc xem xét sir dung chi khi da kiém soat viém bang lidu cao corticosteroid va trong qua trinh diéu tri
khong bi tai phat.

Tré em khong qud 10kg: St dung céc san pham liéu thap thich hop hon.
Khuyén cdo chung

Nén tiép tuc sir dung liéu tan cong cho dén khi tinh trang bénh duge klem soat tot Trong trudng hop su
dung kéo dai, viéc giam liéu phai duge thuc hién tir tir. D6i khi, néu can thiét, tiép tuc st dung & lidu duy
tri (lidu tdi thiéu c6 hiéu qua).

béi voi trudong hop sir dung lidu cao kéo dai, lidu dau tién c6 thé duge chia thanh 2 1an trong ngay. Sau do,
hing ngay co thé sir dung mdt lidu duy nhéat trong bita an sang.

Ngung dung th uéc

O nhitng bénh nhan nhan lidu corticosteroid toan than cao hon lidu sinh 1y (xap xi 7.5 mg prednisolon)
trong thoi gian nhiéu hon 3 tuan thi khong nén ding thude dot ngdt. Tde dd ngung thude phu thude chu
yéu vao thoi gian diéu tri, liéu khoi dau va bénh can diéu tri.

Qua trinh diéu tri v6i corticosteroid lam giam tiét cac hormon nhu ACTH va cortisol, kéo dai c6 thé gy
suy giam chtrc nang tuyén thuong than. Cin ngung thuoc tir tir dé dam bao su hdi phuc ciia truc HPA va
tranh nguy co bi tai phat bénh: trung binh giam 10% méi 8 - 15 ngay.

Dbi v6i dot didu tri ngdn hon 10 ngay: c6 thé khong cin phai giam liéu tur tir.

Cach dung

Dung duong uéng.

Vién phan tan nhanh duomg udng la vién nén c6 kha nang rd rt nhanh trong miéng biang nudc bot.
Dit thudc vao miéng, dé no tu tan, nudt va ubng mot cde nude.

D01 vai tré em dudi 6 tudi, ¢o thé 1am rd thudc bang mat it nude rdi nuot. W
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Khéng nhai vién dé tranh nguy co bi dang.

CHONG CHI PINH

Qua man dbi v&i thanh phan hoat chat hodc bét cir ta duoe nao.

Moi truemg hop nhiém tring, trir cac trudng hop c6 chi dinh dic biét.

Céc tromg hop nhiém virut dang phat trién (bao gdm: viém gan, herpes, thiy dau, zona).
Tinh trang roi loan than kinh chua duoc kiém soat b.%mg diéu tri.

Pang dung vic xin séng hodc giam hoat luc (khi ding liéu corticosteroid gay trc ché mién dich).

CANH BAO VA THAN TRONG KHI DUNG THUOC

Trude khi bat dau diéu tri bang corticosteroid trong thoi gian dai, phai kiém tra dién tim do, huyét 4 ap, chup
X quang phoi va cot song, lam test dung nap glucose va danh gia chtic nang truc dudi ddi — tuyén yén —
thuong than (HPA) cho tat ca cac bénh nhén.

Can cung cap mdt to hudng dan sir dung cho bénh nhéan dbi voi san phdm nay. Nén ghi lai 1o rang cac bién
phap dé phong d€ giam thicu rui ro va cung cap thong tin chi tiét nhu ngudi k€ don, thudce, licu dung, thoi
gian diéu tri.

Téc dung e ché mién dich/ bénh nhiém khuén

Téc dung trc ché dap g gy viém va chirc ning mién dich ctia corticosteroid cé thé lam tang sy nhay cam
vOi cac truong hop nhiém khudn, nhim nim, nhidm virus. Cac triéu ching 1am sang c6 thé bi che lap va

khong dién hinh, anh huong dén két qua ghan doan. Vi du nhu & tré em hodc nguoi lon dang dung
corticosteroid khi mac thuy ddu va soi co thé bi nang hon, thdm chi la tir vong.

Néu chua c6 tién sir mdc bénh thiy d4u bénh nhan nén tranh tiép xuc tric tiép véi nguoi bi thay dau hoic
ngudi bi nhiém Herpes zoster. Bénh nhén ciing nén tranh tiép xuc v6i ngudi bi si. Trong truong hop bi
phoi nhiém nén dén trung tam y t& dé duoc hd tro kip thoi. Mién dich thu dong véi khang thé thuy dau/zona
(VZIG) la can thiét & nhitng bénh nhan khéng mién dich, dang sir dung corticoid toan than hodc nhiing
nguoi da sir dung corticosteroid trong vong 3 thang trudc; viéc nay phai duogc thuc hién trong vong 10 ngay
ké tir ngay tiép xtc véi thuy dau. Khong nén ngimg thude corticosteroid ma cé thé tang liéu diéu tri.

Khong nén dung vic xin bat hoat hoic vic xin giam déc luc cho bénh nhan dang dung corticosteroid véi
li¢u e ché mién dich vi phan ng khang thé v&i nhimg vac xin nay co6 theé giam di, dong thoi nhimg bénh
nhén suy giam mien dich thudng cé nguy co cao phat bénh vi khong c6 kha néng e che sy nhén [én cua
cdc virus song giam doc luc, gay ra nhiéu bién chiing ning né.

Viéc str dung corticosteroid & bénh lao hoat dong chi nén gidi han trong trudng hop lao dang hoat dong dé
kiém soat bénh va phai két hop véi phac d6 khang lao thich hop. Khi corticosteroid duge chi dinh cho
nhitng bénh nhén lao tiém tang, ¢6 phan tng vai tuberculin, nhimg nguoi ¢o tién si lao hodc X-quang c6
nhitng thay doi dac trung ctia bénh lao, can quan sat chat ché vi bénh c6 thé tai phat. Néu dung corticosteroid
kéo dai thi nhitng bénh nhan nay can dung céc bién phap du phong cung cac thude khang lao.

Qui man

Mot 56 it truomg hop xay ra phan ung trén da va phan ung phan vé/gia phan vé khi s dung corticoid. Do
do, can thuc hién cac bién phap phong ngtra thich hop trude khi dung thudc dic biét 1a cho bénh nhan c6
tién sir bi di ing voi bét ki céc loai thude nao.

Téc dung trén hé ndi tiét

Prednisolon c¢6 thé gdy tang nang vo thuong than, teo vo thuong than hoac e ché truc HPA, dic biét o tré
em va nhitng bénh nhéan dung lidu cao trong thdi gian dai. Khi ngung thube phai than trong va giam tir tir.
Theo d5i chat ché nhimg bénh nhan dang dung corticosteroid toan than chuyén sang dang hit vi c6 thé gy
thiéu hut hormon hodc khi ngung thubc, ké ca ting cdc triéu ching di ung dic biét 1a nhitng bénh nhin
dang dung prednisolon > 20 mg/ngay.

\



Suy tuyén thu’é_mg than ¢ thé xay ra khi ngung thude dot ngdt sau thoi gian dai diéu tri, hodc c6 stress.
Nhitng bénh nhén sap duoc phau thuat co thé phai ding bo sung corticosteroid vi dap g binh thuong vai
stress bi giam sut do su tc ché truc HPA.
Nhiing bénh nhan sau cin phai giam lidu tir tir du thoi gian diéu tri 1a nhiéu hay it hon 3 tuan:
+ Bénh nhan da c6 cac dot diéu tri 1ap lai corticosteroid tic dung toan than, dac biét néu dung trén 3
tuan.
+ Khi duoc ké don ngén han trong vong mdt nam sau khi ngimg mot dot didu tri dai han (vai thang hodc
vai nam).
+ Bénh nhan ¢ céc nguyén nhan khac co thé giy suy thuwong than (khong phai do diéu tri bang
corticosteroid ngoai sinh).
+ Céc bénh nhan ding liéu hon cao 40 mg prednisolon mdi ngay.
+ Bénh nhan dung liéu lap lai vao budi tbi.

Trong subt qua trinh diéu tri kéo dai bat ky cac bénh 1y kém theo khéc, chén thuong hodic phau thuit s& doi
hai su gia tang liéu tam thoi; néu corticosteroid da duoc nging sau khi diéu tri kéo dai, c6 thé can phai tam
thoi str dung lai.

Vi corticosteroid co thé gdy ra hodc lam ning thém hoi chimg Cushing nén khong dung corticosteroid cho
bénh nhan bi bénh Cushing.

Can thén trong va theo dai thuong xuyén khi sir dung corticosteroid toan than cho nhitng bénh nhén suy
tuyén giap.

Co giat c6 lién quan dén u tiy thuong thin, thim chi dan téi tir vong da duoc bao céo sau khi sir dung
corticosteroid. Can danh gia lgi ich — nguy co sir dung corticosteroid doi véi bénh nhan nghi ngd bi hodc
da bi u tuy thuong than

Téc dung trén tim thin

Bénh nhan hoc ngudi nha nén duoc canh bao vé cac tac dung khong mong mudn vé tam than cé thé xay
ra. Cac triéu chung thuong xudt hién trong vong vai ngay hodc vai tuan sau khi bat dau didu tri. Mac du
thoi diém khoi phat, phan loai, mic dd nghiém trong hoic thoi gian kéo dai thuong khéng du doan duoc
qua lidu sir dung nhung nguy co xay ra tac dung khong mong muén nay cao hon khi sir dung lidu cao, téc
dung toan thén (twong tac duge dong co thé lam gia tang tac dung khong mong muon) Phén 16n s& hoi
phuc sau khi giam liéu hoac ngung str dung nhung diéu tri dic hiéu cling rat can thiét.

Bénh nhan/ngudi nha nén duge khuyen khich dén gap bac si néu thay cac triéu chig tam than, dic biét
néu c6 diu hiéu tm trang chan nan hodc nghi ngd ¢6 ¥ nghi tu tir. Bénh nhan/ngudi nha ciing can dugc
canh béo vé nhimg rdi loan tdm than c6 thé xay ra trong hodc sau khi giam lidu hogic ngimg thude dot ngot
mac du nhitng phan tmg nay xay ra khéng thuong xuyén.

Cén dic biét luu y khi can nhéc sir dung corticosteroid tac dung toan than & bénh nhan dang hodc da timg
¢6 dau hiéu réi loan cam xuc tram trong (bénh tram cam, hung tram cam hodc roi loan tam than do steroid
truéde do), hoac gia dinh co tién sir roi loan cam xtc.

Dai thao dwong

Cac corticosteroid bao gém prednisolon c6 thé 1am tang glucose huyét, lam trAm trong hon tinh trang tién
dai thao duong va co thé din t6i bénh dai thio dudng khi sir dung trong thoi gian dai. Cén than trong khi
sir dung thudc cho ngudi bi dai thao dudng (hoic cé tién sir gia dinh bi dai thao duong).

Heé thin kinh

Cén than trong khi st dung corticosteroid cho bénh nhéan déng kinh.

Miit

Thén trong khi dung corticosteroid trén bénh nhén tang nhan 4p (hoéc gia dinh cé tién sir taing nhan ap),
bénh nhén bi herpes simplex ¢ mat vi c6 the gdy thung gidc mac. Sir dung corticosteroid trong thoi gian dai
c6 thé gdy duc thuy tinh thé dudi bao sau va duc thuy tinh the trung tdm (¢ tré em), 16i mat hodc tang ap
luc néi nhan c6 thé dan den t6i bénh téng nhan ap kém theo huy hoai than kinh thi gidc. Corticosteroid c6
thé ting nguy co nhiém nim hodc virus thi phat & mat, co thé lién quan dén bénh héc véng mac trung tdm
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thanh dich va c¢6 thé dan dén bong vong mac. Néu bénh nhan c6 biéu hién cac triéu chimg nhu mo mit hodc
rbi loan thi gidc khéc, can gap béc si nhan khoa ngay dé dugc danh gia nguyén nhan.

Tim va mach mau

Céc tac dung bat loi cua corticosteroid d6i v6i hé tim mach nhu r6i loan m& méu va tang huyét ap, co thé
Jam ting thém cac nguy co tim mach cho bénh nhén, néu diéu tri bang liéu cao va kéo dai. Vi vay, can st
dung corticosteroid than trong & nhimg bénh nhan nay va can cha y thuc hién céc bién phap giam nguy co
va theo d6i tim néu can thiét. Dung liéu thap va diéu tri cach nhét co the lam giam ti 1€ bién chimg trong
liéu phap corticosteroid.

Chi st dung corticosteroid toan than cho b¢nh nhén suy tim sung huyét hodc nhdi mau co tim khi that can
thiét. Phai thn trong va theo doi thuong xuyén khi ding corticosteroid toan than cho bénh nhén nay.

Nén can than khi st dung cho bénh nhén dang sir dung cac thudc chéng loan nhip nhw digoxin.
Corticosteroid da dugc bao cdo lam tang déng mau va két tta huyét khéi trong mach, thuyén tac huyét khoi,
huyét khoi tinh mach (du rat hiém), nén dung corticosteroid than trong & bénh nhan c¢6 nguy co méc bénh
huyét khoi.

HE tiéu héa

CAn than trong khi str dung corticosteroid cho bénh nhén loét da day. Két hop véi cac thude khang viém
khong steroid lam ting nguy co viém loét da day-rudt. Truong hop co tien su loét, liéu phéap corticosteroid
c6 thé duoc ké don két hgp véi theo ddi 1am sang, hodc noi soi vét loét néu can thiét.

Suy gan

Can than trong khi sur dung corticosteroid cho bénh nhan suy gan hodc xo gan. Tac dung cua corticosteroid
¢6 thé tang cudng ¢ nhitng bénh nhén bi bénh gan man tinh kém suy giam chirc nidng gan.

Co xwong

Bénh co cap tinh khi str dung corticosteroid lidu cao da dugc bao cdo, thuong xdy ra ¢ bénh nhan bj céc rdi
loan dan truyen than kinh co (nhu nhuge co) hay trén bénh nhan dang dung cac thude khang cholinergic
nhu céac thude tre ché than kinh co (pancuronium). Bénh thuong lan rong, dén ca co mat, co ho hap va co
thé din dén liét tr chi. Can theo ddi creatinin kinase.

Cén than trong khi sir dung corticosteroid & bénh nhan loang xuong (dac biét 1a phu nir sau khi man kinh)
va theo doi bénh nhan thuong xuyén.

Corticosteroid dudng ubng hoic tiém co thé 1am tang nguy co mic cac bénh 1y vé gin thim chi dut gan &
nhing dbi tugng dang st dung fluoroquinolon, dang loc mau, cuong can giap thir phat, hodc cay ghép than.
Bénh thin

Cén than trong khi sir dung corticosteroid cho bénh nhan suy than va theo doi bénh nhan thuomg xuyén.

Bénh thén do xo ctiing bi (co thé gay tir vong) kém tang huyét ap, luong nude tiéu giam dugc quan sat thdy
v6i lidu hang ngay tir 15 mg prednisolon tro [én ¢ nhing bénh nhin xo cimg bi hé théng. Do vay, nén
thuong xuyén kiém tra huyét ap va chirc nang than (creatinin huyét thanh) & nhitng bénh nhan nay, néu co
nghi ngd c¢o bénh than, can kiém soat chit ché huyét ap cua bénh nhan.

Cac d6i twong dic biét

Tré em: Corticosteroid gay cham phat trién & tré so sinh, tré nho va thanh thiéu nién, c6 thé khong hdi phuc
duoc. do vy, nén tranh ding lidu duge 1y kéo dai. Néu bét bude phai didu tri kéo dai, nén sir dung trong
mitc gidi han nham giam thiéu téi da su tre ché truc HPA va tang trudng ¢ tré. Su ting truong va phat trién
clia tré so sinh va tré em can duoc theo dai chit ché. Nén sir dung li¢u phap cach nhat d6i véi tré em.

Nguoi cao tudi: Nén luu v nhitng hdu qua cua cac tac dung khong mong mudn phéd bién khi ding
corticosteroid kéo dai & ngudi gia, dac biét la lodng xuong, dai thao duong, cao huyét ap, ha kali mau, nhay

cam v&i nhidm tring va 1am mong da. Phai sir dung thén trong voi liéu thap nhat, trong thoi gian ngén nhat,
theo ddi lam sang nghiém ngat dé tranh cac phan ing de doa tinh mang.

Luwu y trong trudong hop sir dung corticosteroid kéo dai

Trong qua trinh didu tri c6 thé 1am ting dudng huyét va réi loan chuyén héa protein vdi can bang nito 4m.,
nén thuc hién ché do an giau dam, it dudong hap thu nhanh.



Dé dam bao huyét ap, luong mudi s& duge giam trong l‘chéu phan an khi li‘éu diéu tri cao hon 15 — 20mg
prednisolon/ngay va giilt lugng mubi trung binh trong diéu tri kéo dai vai liéu thap.

B6 sung kali trong truong hop diéu tri kéo dai véi lidu cao corticosteroid, hodc két hop diéu tri ha kali huyét
khi ¢6 nguy co loan nhip.

Bénh nhén cling nén dugce bo sung calei va vitamin D.

Can luu y ddi véi cac van dong vién, thanh phan hoat chét nay cé thé gay duong tinh gia ddi vai céc phép
kiém tra dopping.

Cinh bio lién quan dén ti duoc
Mannitol

San phém ¢6 chira mannitol, c6 thé giy ra tdc dung nhuén trang nhe.

SU' DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Str dung thubc cho phu nit ¢é thai

O dong vat, thi nghiém cho thay anh huong gy quai thai thay dbi theo loai. Str dung corticosteroid trong

thai ky mang thai co6 thé gay ra nhitng bét thudng cho su phaét trién clia bao thai, bao gdm: vom miéng,
cham phat trién trong tir cung, anh hudng dén su hinh thanh va phat trién ctua ndo bJ.

O ngudi, prednisolon qua dugc nhau thai nhung cac nghién ctru dich t& hoc chwa tim thay nhiing nguy co
mic cac bat thudng bam sinh ¢6 lién quan dén viéc sir dung corticosteroid trong 3 thang dau. Tuy nhién, st
dung thoi gian dai va ldp lai corticosteroid dé diéu tri cac bénh maén tinh trong sudt thoi ky mang thai, ¢6
thé tang nguy co chdm phat trién trong tir cung. Dung liéu phap corticosteroid liéu cao & ngudi me mang
thai c6 thé gay suy tuyén thugng than & tré so sinh.

Tuy nhién, trong truong hop can thiét, corticosteroid van co thé duge ké don cho phu nir dang mang thai
nhung cAn duge can nhéc gifra loi ich — nguy co ¢6 thé xdy ra & ngudi me va tré so sinh. Dong thoi can
theo d&i lam sang (can nang, tiéu tién,..) va kiém soat chi dau sinh hoc cua tre. Pbi v6i bénh nhan c6 diu
hiéu tién san giat hodc gilt nudc cén dugc theo ddi chat ché.

St dung thube cho phu nit cho con bu
Corticosteroid duge bai tiét lugng nho vao sita me, tuy nhién lidu dén 40 mg/ngay hau nhu khong tac dung

toan than Ién tré nho. Trong truong hop ngudi me dung lidu cao trong thoi gian dai, khong nén cho con bu
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do co6 kha nang anh hudng dén tang truong va phat trién cua tré b me va anh huong dén san Xuat
corticosteroid ndi sinh. Néu bat budc phai ding prednisolon cho nguoi dang cho con bi, phai dang lieu
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thap nhat, trong thoi gian ngin nhat du dé dat hi¢u qua lam sang. Nhimng dira tré c6 me sir dung liéu 40 mg
trér [lén/ngay can phéi dugc theo doi cac dau hi¢u vé chirc nang tuyén thuong thén, nhung loi ich cua viée
cho con bt hiu nhu cao hon bat ky nguy co 1y thuyét nao.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Chua c6 bang chimg vé anh huong dén kha ning 1ai xe hay vén hanh may moc.

TUONG TAC, TUONG KY CUA THUOC
Twong tac cua thube

Chong chi dinh phoi hop

+ Viic xin séng giam déc luc

Trir duong hit hodc dung tai chd, lidu 16n hon 10 mg prednisolon/ngéy (hodc > 2 mg/kg/ngay ¢ tr¢ em hoac
20 mg/ngay ¢ tré em trén 10 kg) trong hon 2 tuan va truyén tinh mach nhanh corticosteroid: c6 thé gay bién
chimg do sir dung vac xin, tham chi ¢6 thé bi tir vong.

Vic xin song giam doc luc duoc chong chi dinh sir dung trong vong 3 thang sau khi ngung liéu phap
corticosteroid.
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Khong nén ding

+ Acid acetylsalicylic (aspirin). Tang nguy co xuit huyét. Khong nén phéi hop véi lidu khang viém cua
acid acetylsalicylic (= 1g/liéu hodc 3g/ngay).

Thén trong khi sic dung

+ Thubc chong dong duong uéng: Corticosteroid e ché su chuyén hoa cua cac thube chéng dong duomg
ubng va cac yéu td dong mau. Nguy co cao chay mau (0 niém mac tiéu hoa, hodc noi c6 thanh mach mong)
xay ra khi sur dung corticosteroid & lidu cao, trong thoi gian trén 10 ngay. Cin theo di chi so INR hoac
thoi gian prothrombin dé tranh chay mau tu phat.

+ Cdc tdc nhan ha kali huyét khdc: Tang nguy €O ha kalirhuyét quéa muc. Can phai theo doi nong do kali
huyét thanh va di€u chinh néu can. Céc thudc ha kali huyet nhu: 101 tiéu ha kali huyét, thudc nhuén trang
kich thich, glucocorticoid, tetracosactid, amphotericin B (tiém tinh mach).

+ Thude chdng dong kinh cam ing enzym: Carbamazepin, phenobarbital, phenytoin, primidon diy manh
su chuyén hoa corticosteroid & gan lam giam nong d6 va hiéu qua cia chung. Hau qua ddc biét nghiém
trong & nhitng ngudi nghién dugc dicu tri véi hydrocortison va bénh nhan cdy ghép. Can theo doi 1am sang
va sinh hoc, diéu chinh liéu corticosteroid trong qua trinh sir dung va sau khi ngimg sir dung chat cam ung.
+ Digoxin: Tang doc tinh va nguy co loan nhip do ha kali huyét. CAn nhan biét cac tac nhén ha kali huyét
trude khi sir dung, theo doi lam sang, dién giai, dién tim.

+ Isoniazid: Giam nong do clia isoniazid do tang chuyén hoa ¢ gan.

+ Thude ¢6 thé gdy nguy co vodn dinh: Tang nguy co loan nhip thét, dic biét 1a xo4n dinh. Can nhén dién
cac tac nhan ha kali huyet trude khi sir dung, theo doi lam sang, dién giai, dién tim.

+ Chdt cam itng CYP 3A: Nhing thube cam ung enzym gan CYP 3A lam tang chuyén hoa cac corticosteroid
dan dén giam nong d¢ thudc trong huyét twong, lam giam dap tng diéu tri. Can phai tang liéu corticosteroid
trong mot so truong hop.

+ Chdt e ché CYP3A: Nhing thude e ché enzym gan CYP 3A (nhu ketoconazole, troleandomycin,

cobisitat, ...) €0 thé lam giam su dao thai cua corticosteroid, dan dén gia tang tac dung khéng mong mudn

toan than. Trong truong hop bét budc phéi hop, can danh gia loi ich — nguy co cua viée sur dung va hig¢u
chinh liéu, dong thoi theo doi tac dung khong mong mudn cua corticosteroid & bénh nhén.
Cin xem xét

+ Fluoroquinolon: Tang nguy coO méc cac bénh 1y vé gan, thdm chi cO thé bi dut gan, ddc biét o nhimg
bénh nhén st dung liu phap corticosteroid kéo dai.

+’Acid acetylsalicylic: Tang nguy co xut huyét. Cin dugce cin nhéc khi st dung ¢ liéu giam dau hodc ha
sdt (= 500 mg/ licu, hoac < 3 g/ ngay).

+ Thudc khang viém khong steroid: Tang nguy co loét hodc xuét huyét da day.

+ Ciclosporin: Lam giam sy dao thai cua prednisolon, tang nong do prednisolon trong huyét twong, gia
tang tac dung cua prednisolon: hdi chimg Cushing, giam dung nap carbohydrat.

Mot sé twong tac thude khac

+ Thudc diéu tri dai thdo dwong: Corticosteroid c6 thé 1am tang nong dd glucose trong mau. Bénh nhan
d4i thao duong dang diéu tri bang insulin hodc cac thuoc duong uong can phai hiéu chinh liéu cho phtt hop.

+ Khdng sinh: Rifamycin lam ting dao thao corticosteroid nén lam giam hi¢u qua diéu tri cua ching.

Erythromycin G ché chuyén hoéa ciia methyprednisolon va co thé véi cac corticosteroid Khac.

+ Khdng virus: Ritonavir c6 thé 1am tang nong do trong huyét tuong cua prednisolon va cac corticosteroid
khac.

+ DPoc té bao: Tang nguy co d6c tinh mau voi methotrexat

+ Mifepriston: Hiéu qua cua corticosteroid ¢o thé bi giam 3-4 ngay sau khi dung mifepriston.
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+ Estrogen: Estrogen c6 thé anh huong dén hié¢u qua cua corticosteroid nén can phai hiéu chinh liéu khi
estrogen dugce thém vao hodc rut khoi phéc d6 dicu tri on dinh.

+ Somatropin: Hiéu qua thic ddy tang truong ¢6 thé bi e ché.
Twong ky, cia thude

Do khong c6 cac nghién ctru vé tinh tuong ky cua thubc, khong tron 1an thube nay vai cac thudc khéc.

TAC DUNG KHONG MONG MUON CUA THUOC

Mot loat cac phan Gmg tam than, bao gém: ri loan cam xtc (nhu kich thich, hung phé‘m, chan nan, tam
trang khong on dinh, c6 suy nghi tu ti), cé4c phan tng loan than (bao gém hung cam, hoang tuong, ao giac,
tam than phan liét ning), rbi loan hanh vi, kho chiu, lo lang, rdi loan giéc ngu, va rdi loan nhén thirc bao
g6m nhim 13n va mat tri nhé da duoc bao cao. Nhitng tac dung nay rét pho bién va c6 thé xay ra & ca nguoi
16n va tré em. O ngudi lon, tAn suit cac phan timg nang khoang 5-6%. Anh huéng tam than da duge bao
c4o khi ngung corticosteroid; tan suat: Chua rd.

Ty 18 tac dung khong mong mubn khéng mong muédn c6 thé du doan duge, bao gdm giam chirc néng truc

tuyén yén — dudi déi — thuong thén (HPA)

thude va thoi gian dicu tri.

Tac dung khong mong mudn duoc phar
1/100 dén < 1/10), it gap (= 1/1000 dé

tuong quan voi higu luc cua thudc, liéu luong, thoi diém dung

n logi theo tan suét nhu sau: RAt thuong gap (> 1/10), thuong gap (2
= 1/100). hiém gap (> 1/10.000 dén < 1/1.000), rit hiém gp (<

1/10.000), chua rd (khong thé ude tinh tir dit liéu co sén).

=]
T Nhom co quan Tén suat Biéu hi¢n
Chuard | Tang kha nang mac phai va mirc do nhiém trung, che dau,
Nhiém trung, truyén nhiem G ché céc triéu chimg va dau higu 1am sang, tang nhiém
khuén tht phat va tai phat cac thé lao tiém tang
R6i loan mau va hé bach huyét Chuard | Tang bach cau
R&i loan hé mién dich Chuard | Qua mén cam bao gbém: phan vé, mét moi, kho chiu
Chuard | Hoi chung Cushing, giam tiét ACTH, teo co, ting can,
giam dung nap carbohydrat, biéu hién bénh dai thao
Ro6i loan ndi tiet duong tiém an, chim phat trién ¢ tré em, roi loan kinh
nguyét, vo kinh, dong kinh (lién quan dén u tuy thuong
than)
R&i loan chuyén hoa va dinh Chuard | Gilt nude va natri, nhidm kiém kém ha kali mau, mat kali,
dudng can bing nito va can bang calei am.
Chuard | Hung phén, 1é thudc tinh than, tram cam, mét ngi, chong
Roi loan tdm than mat, trAm trong thém tinh trang tam than phan liét, tram
cam.
Chua o | Tang ap luc ndi nhén, ting nhén ap, phu gai thi, duc thiy
£, Z tinh thé dudi bao sau, 16i mat, mong cung mac hoac giac
RO1 loan mét X ¢ A % Z = \
mac, tram trong thém cac bénh nhiém nam hogc virus ©
mat, giam thi luc, nhin mo.
R6i loan tim Chuard | Suy tim sung huyét, ting huyét ap
R6i loan mach mau Chuard | Thuyén thc huyét khoi.
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Chuard | Kho ticu, budn non, loét da day kém thung va xuét huyét,
R&i loan da day- rudt chudng bung, dau bung, thém an dan dén ting can, tiéu

chay, loét thuc quan, dau that nguc, viém tuyén tuy

Chuard | Ram long, teo da, thdm tim, ran da, gidn mao mach
£, e telanciectasia), mun, ta tiét md hoi, ue ché cac phé
R6i loan da va mo dudi da ( & 1,) ;e Mg B ey . pha

{mg trong phép thu di Ung trén da, ngua, phat ban, may

day.

Su xuét hién cla bénh than do xo cing bi khac nhau & nhilng nhoém d6i tuong khac nhau. Nguy co cao nhét
duoc bio cao ¢ nhiing bénh nhan mac xo cing hé thong lan toa. Nguy coO thap nhit duge bao cédo ¢ bénh
1han xo cimg hé théng cuc b (2%), va tre em bi xo cmg hé thong (1%).

(**) Hpi chung cai thudc (ngung thuéc): Viée giam lidu diing corticosteroid qua nhanh sau khi diéu tri thoi
gian dai co thé din dén suy thuong thén cap tinh, ha huyét ap va tir vong. Mot hoi chimg cai steroid khong
lién quan dén suy tuyén thugng than cling 6 thé xudt hién khi dung dot ngot corticosteroid. Hoi chimg nay
bao gf‘)m: chan an, budn non, 6i, hdn mé, nhuc d4u, sot, dau khdp, hoai tir, dau co, viém khop, viem két
mac, noi hat ngaa va dau trén da, giam can, ha huyét ap. Nhimng anh hudng nay dugc cho la do su thay d6i
dot ngdt nong do corticosteroid hon 1a do sy giam nong do corticosteroid.
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Pau co tim, lodng xuong, gay Xuong song
dai, xo vira dong mach, dut gan, dau co

va cac xuong

R4i loan co xuong va mo lién két

Réi loan than va dudong tiét niéu Bénh than do xo cimg bi®”

R&i loan chung va tai noi diéu tri Cham lanh , hoi ching cai thude

() Bénh than do xo cirng bi

Cic tac dung khong mong muén khéc & tré em va thanh thiéu nién:

Uc ché truc dudi dbi — tuyén yén — thugng than (HPA), dac biét trong khoang thoi gian bi stress, nhu trong
chén thuong, phau thuat hoac bénh tat, lam cham su tang truong & tré so sinh, tré nho va thanh thiéu nién.
Tang ap lue ndi so kem phi gai thi (khdi u gia trong ndo) o tre em thuong xuat hién sau khi didu tri hoi
chimg cai thudc (ngung thuoc).

Bio cdo cac tic dung Khong mong muon cé nghi ngo:

Bio cao cac tac dung khong mong mubn c6 nghi ngd sau khi mot thudc da duge cap phép 1a rat quan trong.
Viéc nay cho phép tip tuc theo d&i can bang loi ich - nguy c0 ctia cac san pham thude. Cac can bd y té can
duge yéu cau béo cao cac phan ung c6 hai ¢6 nghi ngo thong qua hé thong bao cio qudc gia vé Trung tam
Thong tin thude va Theo ddi phan ung c6 hai cua thudc.

QUA LIEU VA CACH XU TRI

Qua liéu

Céc bao c4o vé doc tinh cAp hoac tir vong sau khi dung qua lidu corticosteroid la rat hiém. Triéu ching
gidng nhu tac dung khong mong mudn.

Cich xir tri

Khéng co thude giai doc dac hi¢u.

- Piéu tri qua lidu cap: Rura da day ho#ic gdy ndn ngay 1ap tirc sau d6 diéu tri triéu chimg va ho tro.

- Diéu tri qua lidu man & bénh nhéan méc bénh nang can phai tiép tuc ding corticosteroid co thé giam lidu
prednisolon tam thoi hodc ludn phién ngay diéu tri.

DPUQC LUC HOC

Nhom duoc 1y: Thubc chong viém corticosteroid, glucocorticoid.

Mi ATC: HO2ABO6
Co ché tac dung
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Corticosteroid tac dong 1én cac thu thé ndi bao dic hiéu thugec nhom cac protein nhan c6 kha nang gin két
véi ADN va didu hoa diéu hoa hoat dong gen. Khi kich thich thu thé s& dan dén su tong hop protein ¢o tac
dung nhu céc enzym lam thay doi hoat dong te bao.

Prednisolon 1a mot steroid vo thugng than tong hop c6 nhitng ddc tinh cia corticosteroid dugc stir dung chu
yéu dé khang viém va uc ché mién dich & liéu duoc ly.

Prednisolon trc ché qué trinh viém (phu, ling dong fibrin, gidn mao mach, di chuyén bach cau va dai thuc
bao vao 6 viém) va giai doan sau cua lanh s¢o vét thuong (ting sinh mao mach, ling dong collagen, hinh
thanh seo). Co ché chong viém: On dinh mang lysosom, cua bach cAu, ngan can giai phong cac hydrolase
acid pha huy tir bach cau, e ché su tap trung dai thuc bao tai 6 viéem, lam giam sy két dinh bach cau véi
ndi md mao mach, lam giam tinh thAm thanh mach va hinh thanh phu, giam thanh phan b thé, d6i khang
v6i hoat tinh cua histamin va giai phong kinin, giam tang sinh nguyén bao soi, lang dong collagen va hinh
thanh seo & giai doan sau va co thé boi cac co ché khac chua biét.

Prednisolon trc ché hé théng mién dich do lam giam hoat tinh va thé tich ctia hé théng lympho, giam té bao
lympho, giam globulin mién dich va ndng dd bo thé, giam phitc hop mién dich qua mang va ¢6 thé bai lam
giam phan tng cia mo v6i twong téac khang nguyén — khang thé.

Hiéu qua chuyén hoa va giit mudi ctia corticosteroid tong hop thap hon so v6i hydrocortison, tang giir natri
va lam mét kali trong té bao, ¢ thé dan dén dong natri va tang huy¢t ap.

DUQC bONG HQC

Hip thu

Prednisolon duoc hap thu dé dang tir duomg tiéu hoa. Nong do dinh trong huyét tuong dat dugce tir 5 gio

1

sau khi udng. Su hap thu ban dau cia prednisolon bi anh huong cia thie an. Prednisolon c6 thoi gian ban
thai sinh hoc kéo dai nhiéu gio nén phu hop cho céc phac do diéu tri cach nhat.

Phén bb

Prednisolon lién két véi protein khoang 65 — 91%, giam & nguoi cao tudi. Thé tich phan b6 ciia thude 1a

.

0,22 — 0.7 lit/kg. Dugc dong hoc cua prednisolon phu thudc vao liéu dung. Khi tang lidu s& dan dén tang

thé tich phan bd va do thanh thai huyét tuong. Mitc do gin két protein huyét tuong anh huéng dén kha ning
phan bo va sy thanh thai cua duoc chét, do vy can phai giam lidu d6i voi bénh nhan giam albumin mau.
Chuyén hoa

Prednisolon duge chuyén hoa chu yéu qua gan va cling duoc chuyén hoa & hau hét cac md, thanh dang
khong c6 hoat tinh. Céc bénh ly & gan lam kéo dai thoi gian béan thai cua prednisolon, khi do, néu bénh
nhan kém theo thiéu albumin mau s& din dén tang ty 1& duoc chét & trang thai tu do va co thé lam ting tac
dung khong mong mudn.

Thai trw
Prednisolon dugc thai trir qua duong nudc tiéu ¢ dang céac chét chuyén hoa tu do, lién hop sulfat hoac

glucuronid va mdt lugng nho khong ddi cua prednisolon. Thoi gian ban thai tir 2,5 dén 3.5 git. Thoi gian
tac dung la 18 — 36 gio.

QUY CACH PONG GOI

Ep vi AVAL Hop 2 x10 vién nén phan tan trong miéng.

Ep vi AI/AL Hop 5 <10 vién nén phén tan trong miéng.

Ep vi AI/AL Hop 10 x10 vién nén phén tan trong miéng.

PIEU KIEN BAO QUAN

Bao quan noi kho, dudi 30°C, tranh anh sang.

HAN DUNG

24 thang ké tir ngdy san xuat. Khong dung thudc qua thoi han sir dung.
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TIRU CHUAN CHAT LUQNG CUA THUOC
Theo TCCS

TEN, DIA CHI CUA CO SO SAN XUAT
Tén nha san xuat: CONG TY CO PHAN DUGC PHAM BOSTON VIET NAM.

Dia chi: S6 43, Duong s6 8, Khu cong nghiép Viét Nam - Singapore, Phuong Binh Hoa, Thi xa Thuén An,
Tinh Binh Duong, Viét Nam.

Pién thoai: 02743 769 606 Fax: 02743 769 601

Email: boston@bostonpharma com.vn.
NGAY XEM XET SUA DOI, CAP NHAT NOI DUNG HUGNG DAN SU DUNG THUOC
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