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Rx-Thudc nay chi ding theo don thudc 

Tén thudc: HYDROCOLACYL 
(Prednisolon 5 mg) 

“pé thudc xa tam tay tré em” 

“Doc k¥ hudng dan sit dung trudc khi ding” 

“Thong bdo ngay cho bac sy hodic dugc s¥ nhitng tac dung khéng mong muon 

gap phdai khi su dung thudc” 

“Thudc nay chi ding theo don cia bac sy” 

“Néu can them thong tin, xin hdi ¥ kién bade s¥” 

1. THANH PHAN, CONG THUC THUOC: 

Méi vién nén chita: 

Thanh phan hoat chat: Prednisolon 5 mg 

Thanh phan té duge: Tinh bot bap, Lactose monohydrate, Sodium starch glycolate, Povidon 

K30, 

Magnesi stearat, Colloidal silicon dioxide, Mau Sunset yellow. 

2. DANG BAO CHE: 
Vién nén. 

M6 ta san pham: Vién nén dai, mau vang cam, mét mat c6 chit “ KPC”, mét mat c6 vach 

ngang chia lam hai phan bing nhau, mdi phan c6 mét vét 16m, canh va thanh vién lanh lan. 

3. CHi DINH: 
Prednisolon dude chi dinh dé diéu tri trong cdc trubng hgp sau: 

Di ting va phan vé: Hen phé quan, phan ting qué man do thuéc, bénh huyét thanh, pht mach 

thin kinh, séc phan vé, di ting kh6ng dap ting vdi diéu tri thong thudng. 

Viém dong mach/bénh collagen: Viém mach té bao khéng 16/dau da co dang thap, bénh mé 

lién két hon hdp, viém nut dong mach, vieém da co. 

Bénh vé mdu: Thiéu mau tan huyét (ty mién), ung thu bach cdu (lympho man tinh va cap 

tinh), u lympho, da u tly xuong, ban xuat huyét gidm ti€éu cu v6 can. 

Bénh tim mach: HGi ching sau nhdi mau co tim, s6t thap khép kém viém tim nang. 

Bénh néi tiét: Suy thugng thin nguyén phat va thit phat, tang san thugng than bam sinh. 

Bénh dudng tiéu hoa: Bénh Crohn, viém loct dai trang, hdi chttng Coeliac dai dang (bénh 

Coeliac khong dap ttng vdi viéc loai b6 gluten), viém gan man tinh tu mién dang hoat d6ng, 

bénh da hé théng tac dong lén gan, vieém phtic mac mat. 

Tang calci huyét: Bénh sarcoid, thifa vitamin D. 

Nhiém tring (kém héa tri thich hgp): Nhiém giun san, phan ting Herxheimer, tang bach cau 

don nhin nhiém tring, lao ké, viem tinh hoan do quai bi (nguGi lén), viém mang nao do lao, 

bénh Rickettsia. 

Bénh co: Viém da co, viém da co. 

Bénh than kinh: Ching co that 6 tré so sinh, hdi chtfng Shy-Drager, viém da day than kinh 

hay myelin ban cap. 

Bénh mdt; Viém cling mac, viém mang bé dao sau, viém mach vong mac, u gia hdc mat, 

viém dng mach té bao khéng 16, bénh mat Grave dc tinh.
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Bénh than: Viém than Lupus, viém than m6 ké cp tinh, viém cdu than ton thuong t6i thiéu, 
hdi chttng than hu. 

Bénh dudng hé hap: Viém phéi di tng, hen suyén, hen suyén nghé nghiép, bénh phéi do ndém 
Aspergillus, xo phéi,viém phé nang phéi, hit phai di vat, hit phai di vat duGng tiéu héda, u hat 
phéi, bénh phéi gay ra do thuéc, suy hé hap 6 ngudi 1én, viém thanh quan co that. 
Bénh vé khdp: Viém khdp dang thap, dau da co do thap khép, viém khép man tinh thiéu nién, 
viém khép vay nén, lupus ban 46 hé thong, viém da cd, bénh m6 lién két hén hgp. 
Bénh da: Pemphigus thé thong thuGng, viém da tréc vay, Pemphigoid bong nuéc, Lupus ban 
dé hé thong, viém da mu hoai thu. 

Khac: U hat, s6t cao, bénh Behgets, tte ché mién dich trong cay ghép co quan. 

4. CACH DUNG, LIEU DUNG: 
* Cach ding: Ding dudng udng, nén u6ng ciing hodc sau bifa an. 
* Liéu ding: 

Nguoi ldn va ngudi cao tudi: Nén stt dung liéu thap nhat c6 hiéu qua cho thoi gian tri liéu tdi 
thiéu dé gidm t6i da tac dung khéng mong muén. 
Tré em: Prednisolon chi duge ding trong nhifng chi dinh dac biét vdi liéu thap nhat c6 hiéu 
qua trong thdi gian ngdn nhat cé thé, 

Liéu khdi ddu: 5 — 60 mg/ngay ty thudc vao bénh can diéu tri, c6 thé chia thanh nhiéu liéu 
trong ngay. Ding liéu 1 ldn/ngay vao buéi sang hodc theo li¢u phdp cdch ngay c6 thé gidm 
thiéu nguy cd suy thugng than. O mO6t sé bénh nhan co thé khéng thich hdp nhu bénh nhan 
viém khdép dang thap bi cttng khép vao budi sng, c6 thé chuyén sang ding thuéc vao buGi 
tdi. 

Hu6ng dan chung khi st’ dung corticosteroid: 
Nén diing liéu thap nh&t c6 hiéu qua. Nhin chung, liéu khéi dau nén diéu chinh cho dén khi 
quan sat thay dap tng. Liéu nén duoc gidm dan dén liéu thap nhat c6 hiéu qua lam sang dé 
gidm ti da tac dung khong mong mu6n ctia thudc. Nhu hudng dan, liéu hang ngay nén gidm 
2,5 — 5 mg m6i 2 — 5 ngay (nhanh hon khi ding liéu khdi dau cao hon) dén khi dat dude liéu 
duy tri thap nhat c6 hiéu qua. Khuyén céo khong dung qua 10 mg/ngay. 
Can dic biét than trong 6 nhifng bénh nhan ding liéu cao hon 7,5 mg prednisolon/ngay hoac 
tuong dudng trong hon 3 tuan, do nguy co tte ché truc dui déi - tuyén yén - tuyén thudng 
than (HPA) cao hon 6 nhitng bénh nhan nay. Viéc gidm liéu nhu thé nao phu thu6c phan Id6n 
vao viéc bénh cé tdi phat khi gidm liéu hay khong. Sau khi diéu tri kéo dai, viéc gidm liéu 
du6i 7,5 mg (dude xem 1a tudng duong véi nong dé sinh ly ctia glucocorticoids) nén dude ti€én 
hanh dac biét than trong. 

C6 thé ngung tri liéu corticosteroid toan than (tri ligu kéo dai d€n 3 tuan) nhanh hon, néu 
bénh khéng tdi phat. O nhifng nhém bénh nhan dui day, gidm dan liéu corticosteroid toan 
than can danh gid sau t6i da 3 tudn: Bénh nh4n diéu tri lip lai corticosteroid toan than (dac 
biét hon 3 tuan); diéu tri nga&n han trong | ndm sau khi chém ditt tri li€u dai han (hang thang 
hay hang nam); bénh nhan suy gidm vd thugng than cé nguyén nhan, ngoai diéu tri 
corticosteroid ngoai sinh; bénh nhan ding liéu corticosteroid toan than — prednisolon liéu 40 
mg/ngay (hode tong dudng); bénh nhan ding liéu lap lai vao budi téi. 
Trong qué trinh diéu tri dai han c6 thé tang liéu tam thdi trong giai doan stress hay bing phat 
cua bénh. 
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Néu prednisolon khéng cho dap tng lam sang thich hdp, nén ngung thuéc ti tiv va chuyén 
sang phudng phdp tri liéu khdc thay thé. 
Liéu lugng cho nhifng chi dinh cu thé: 
Ché dé liéu ngdt qudng: Liéu duy nha&t prednisolon vao buéi sang cdch ngay hay dai hon 
duge chap nhan 6 mt s6 bénh nhan. Khi dp dung ché d6 nay, mifc d6 tte ché thugng thin — 
tuyén yén c6 thé duge gidm thiéu. 
Huéng dan liéu cy thé: Nhttng khuy€n céo vé mét sO bénh dap tng vdi corticosteroid chi 1A 
huéng dan. Nhiing bénh nang hay cap tinh c6 thé cdn liéu khéi du cao hon, sau d6 gidm liéu 
thap nhat c6 hiéu qua dé duy ti. Gidm liéu khéng nén vugt qué 5-7,5 mg/ngay trong qua 
trinh diéu tri man tinh. 
Bénh da va dj ting: Liéu khdi dau tit 5-15 mg/ngay. 
Bénh collagen: Liéu khéi d4u tit 20-30 mg/ngay. Nhifng bénh nhan cé triéu chitng nang cé 
thé can liéu cao hon. 
Viém khép dang thép: Liéu khéi dau tit 10-15 mg/ngay. Nén duy tn liéu thép nhat c6 thé 
dung nap lam gidm cdc triéu chifng. 
Bénh vé méu va lympho: Liéu khéi dau ti 15-60 mg/ngay, sau d6 gidm liéu khi c6 dap ting 
lam sang hay két qué xét nghiém mau. Co thé ding liéu cao hon 4é lam gidm bénh bach cau 
cap tinh. 

Liéu lugng d6i véi cdc d6i tugng dic biét: 
Nguoi cao tudi: Khi diéu tri cho ngudi cao tudi, dic biét trong théi gian dai can chi y nhiing 
hau qua nghiém trong vé tac dung kh6ng mong muén thuGng gap cla corticosteroid 6 nguéi 
cao tudi. 

Tré em: Liéu ding thudng dude xdc dinh bing dap ting lam sang gidng nhu 6 ngu@i Idn. Liéu 
ding cach ngay c6 thé thich hop hon. 
Khong c6 yéu cau dac biét vé xit ly thudc sau khi sit dung. 

5. CHONG CHi DINH: 
Qua man véi prednisolon hoac bat ky thanh phan nao ctia thudc. 
Nhiém nam toan than. 
Chong chi dinh ding vac xin sOng 6 nhitng bénh nhan ding corticosteroid liéu tte ché mién 
dich, 

Trong nhifng trudng hgp, diéu tri bing prednisolon c6 thé cttu s6ng bénh nhan, khong cd 
chéng chi dinh nao dude dp dung. 

6. CANH BAO VA THAN TRONG KHI DUNG THUOC: 
Vi cdc bién ching ctia ligu phdp glucocorticoid phu thudc vao liéu lugng va thdi gian diéu 
tri, nén phai danh gid nguy co/ldi ich trong tifng trudng hgp vé liéu lugng va thdi gian diéu 
tri, cing nhu nén stf dung diéu tri hang ngay hay kh6ng lién tuc. 
Nén stt dung liéu corticosteroid thap nhat c6 thé dé kiém soat bénh dang diéu tri. Khi can 
gidm liéu, nén gidm tv tiv. 
Tac dung ttc ché mién dich/Tang d6 nhay cam véi cdc bénh nhiém tring: 
Glucocorticoids, bao gdm prednisolon cé thé lam tang dé nhay cdm vdi nhiém tring, che lap 
m6t so dau hiéu nhiém tring, va cdc nhiém tring mdi co thé xdy ra khi ding corticosteroid. 
Diéu nay cé thé lam gidm su dé khang va mat kha nang khu tré noi nhiém tring khi sit dung 
corticosteroid.
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Nhiém tring gay ra béi nhiém virus, vi khudn, nam, don bao hoac giun san 6 bat ky vi tri nao 
ctia cd thé, c6 thé lién quan tdi viéc st? dung corticosteroid riéng ré hoadc phdi hdp vdi cdc 
thuée tte ché mién dich khac c6 tac d6ng lén mién dich té bao, mién dich dich thé hoac téi chtfe nang bach cau trung tinh. Nhitng nhiém trang nay c6 thé nhe, nhung cting c6 thé 
nghiém trong, d6i khi gay tt vong. Khi ting liéu corticosteroid, thay ty 1é cdc bién chitng do 
nhiém tring tang lén. 
Khéng nén ding glucocorticoid khi bi nhiém tring ma khong d6ng thdi diéu tri nguyén nhan. 
Thuy dau va sdi c6 thé nghiém trong hon hoac tham chi gay tit vong 6 tré em khéng dudc 
tiém ching va ngudi dn dude diéu tri bing corticosteroid. Tré em hoac ngudi 1é6n chu'a m&c 
cdc bénh nay va sit dung corticosteroid liéu tte ché mi&n dich nén duge khuyén céo tranh 
phoi nhiém véi thiy dau va sdi, va cAn dude cham s6c khi phoi nhiém, 
Can han ché sit dung corticosteroid trong bénh lao hoat d6ng, 6 cdc trudng hgp lao rai rac 
hoae bing phat, trong dé corticosteroid duge ding dé quan ly bénh, két hop vdi ché d6 
chong lao thich hdp. Khi corticosteroid duge chi dinh 6 bénh nhan lao tiém tang hoac phan 
ting vdi tuberculin, can quan sat rat chat ché vi bénh cé thé tdi phat. Néu diing corticosteroid 
kéo dai thi nhifng bénh nhan nay can dung du phong cdc thuéc khang lao. 
Nén gidm sat chat ché nhifng bénh nhan ding vac xin séng va khong ding 6 nhitng bénh 
nhan diéu tri dai han vdi corticosteroid liéu ttc ché mién dich. 
Hé mién dich: Vi mét sé hiém cdc trudng hgp di tng trén da va phan tng phan vé/dang 
phan vé xdy ra 6 bénh nhan due diéu tri bang liéu php corticosteroid, cdn thuc hién cdc 
bi¢n phép phong ngifa thich hgp truéc khi cho diéu tri, dic biét 14 d6i vi nhitng bénh nhan 
cé tién stt di ting vdi bat ky loai thude nao. Liéu cao corticosteroid c6 thé anh hudng dén 
mién dich chi dong. 
Hé n@i tiét: Diéu tri lau dai vdi corticosteroid c6 thé din dén suy thugng than thit phat. Nguy 
cd c6 thé dude gidm bét bing cach diéu tri c4ch ngay. 
Nhting bénh nhan dang ding liéu phap glucocorticoid duy tri va cé nhifng stress khong 
thuéng xuyén (nhu nhiém tring, phdu thuat, chan thugng) cAn liéu glucocorticoid cao hon 
truéc, trong va sau khi tinh trang stress xay ra. 
Ngitng d6t ng6t diéu tri c6 thé din dén suy thugng than cap, c6 thé gay nguy hiém tinh 
mang. Thiéu ning vé thugng than thit phat do thudc cé thé gidm thiéu bing cd4ch gidm dan 
liéu. Kiéu thiéu nang thugng than nay c6 thé tn tai nhiéu thang sau khi ngung thude; do dé, 
trong bat ky tinh trang stress xay ra trong thoi ky nay, nén bat ddu lai ligu phdép hormon. Vi 
chic ning bai tiét corticoid khodng c6 thé bi gidm, nén chi dinh ding déng thdi véi mudi 
va/hoac m6t corticoid khodng. 

“HOi ching ngifng dot ngdt” steroid khéng lién quan dén tinh trang suy vd thugng than cé 
thé xudt hién sau khi ngifng sit dung glucocorticoid dot ngot. Hdi chitng nay bao gdm cdc 
tri¢u chiing nhu: chan an, budn nén, nén 6i, hon mé, dau dau, sot, dau khép, bong da, dau co, 
sut can va/hodc ha huyét dp. Nhifng anh hugng nay duge cho 1a do su thay déi dét ng6t nong 
do glucocorticoid hdn 1a néng dé corticosteroid thap. 
Tac dung cua corticosteroid tang lén 6 nhitng bénh nhan suy gidp hodc xd gan. 
U tuy thugng than c6 thé gay tit vong, da duc bdo cdo sau khi ding corticosteroid toan than. 
Do vay corticosteroid chi nén dude ding 6 nhifng bénh nhan nghi ngd hoac da bi u tiy 
thugng than khi can nhac gitfa nguy co/Idi ich. 
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Chuyén héa va dinh du@ng: C’c corticosteroid bao g6m prednisolon c6 thé lam tang 
glucose huyét, lam cho bénh tiéu dudng da c6 nang thém va néu ding corticosteroid trong 
thi gian dai c6 thé dan tdi bi bénh tiéu dudng. 
Tém than: Loan tam than c6 thé xudt hién khi ding corticosteroid, tiv sing khodi, roi loan 
gidc ngu, thay déi t4m trang, thay déi tinh cdch va tram cdm nang cho dén nhifng biéu hién 
tam than thy sy. Cam xtic khong 6n dinh hay khuynh hu@ng t4m than cting c6 thé nang né 
hon bdi corticosteroid. 
Cac trigu chiing dac biét xudt hién trong vai ngay hodac vai tudn dau thdi gian diéu tri, Hau 
hét cac phan ting mat di khi gidm liéu hodc ngling thuéc, mac di can phai c6 nhifng diéu tri 
dac hiéu. 

Anh huéng vé tam thin da duige bao cdo khi ngifng corticosteroid; khong biét dugc tan suat. 
Bénh nhan/nhan vién y té nén luu ¥ néu nh nhitng biéu hién tam thdn xuat hién & bénh 
nhan, dic biét néu nghi ngd bénh nhan bi tram cam hay c6 ¥ dinh ty sat. Nén cdénh bdo bénh 
nhan/nhan vién y té vé kha nang co thé bi ri loan tam than xay ra trong thdi gian diéu tri 
hay ngay sau khi gidm liéu hay ngting diing steroid theo dudng toan than. 
Hé than kinh: Than trong khi ding corticosteroid trén nhifng bénh nhan cé réi loan déng 
kinh. 

Tim: Cac téc dung bat Idi cia glucocorticoid déi véi hé tim mach, nhu r6i loan lipid mau va 
tang huyét dp, c6 thé khién bénh nhan dang dude diéu tri va hién cd cdc yéu t6 nguy co tim 
mach phai chiu thém cdc tac dung khac trén tim mach, néu diéu tri bing liéu cao va kéo dai. 
Vi vay, can stf dung corticosteroid than trong 3 nhifng bénh nhan nay va can chi y thuc hién 
cdc bién phap gidm nguy co va theo ddi thém cho tim néu can thiét. Ding liéu thap va cdéch 
nhat c6 thé lam gidm ty 1é bién chifng trong liéu phap corticosteroid. 
Mach mau: Sit dung cortison di dude bdo c4o lam tang kha nang d6ng mdu trong mét sé 
trudng hp hiém gap, do dé lam déng mAu trong long mach, nghén mach huyét khéi va viém 
tinh mach huyét kh6i. Do dé nén than trong khi ding corticosteroid trén nhtfng bénh nhan bi 
rdi loan huyét khéi. 

Tiéu héa: Liéu cao glucocorticoid cé thé gay viém tuy cap. Khong cé6 dif liéu cho thay 
corticosteroid gay loét dung tiéu héa trong qua trinh diéu tri, tuy nhién, ding glucocorticoid 
c6 thé che lap nhifng triéu chitng ctia loét dung tiéu héa, khién gap phai thing hoac chay 
mau ma khéng cé kém dau dén r6 rét. Gia tang nguy co phat trién loét dudng tiéu héa khi 
ding két hgp vdi thuéc khang viém khéng steroid (NSAID). Than trong khi ding corticoid 
trong viém loét dai trang khéng dac hiéu néu c6 doa thing, 4p-xe hay nhiém tring sinh mi 
khac; viém tui thiva, c6 ché n6i ruét non mdi, dang bi hay cé tién sit bi loét dudng tiéu hda. 
Gan mat: Cac bénh vé gan mt hiém khi dude bdo cao va trong phan I6n cdc trudng hdp nay, 
tinh trang bénh c6 thé hdi phuc sau khi ngifng diéu tri. Can c6 cdc bién phap gidm sat thich 
hdp. 

Co xudng: Da cé bao céo vé bénh co cap tinh khi st? dung corticosteroid liéu cao, thudng xdy 
ra 6 bénh nhan bi cdc ri loan dan truyén than kinh co (vi du nhude cd nang) hay trén bénh 
nhan dang ding cdc thuéc khdng cholinergic nhu thudc tte ché than kinh co (vi du 
pancuronium). Bénh co cap tinh nay lan rong, cé thé lién quan dén cdc co mat, co hd hap va 
c6 thé dan tdi liét chi. Tinh trang ting creatinine kinase c6 thé xdy ra. Dé c6 ti€n trién vé 
mit lam sang hay hdi phuc, can difng thuéc trong vong vai tudn dén vai nam. 
Nén stf dung corticosteroid than trong 6 nhifng bénh nhan bi loang xu@ng. 
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Than va tiét niéu: Than trong khi st? dung corticosteroid trén bénh nhan suy than. 
Bénh ly than (trong xo citing bi): 
C4n than trong 6 nhitng bénh nhan bi x¢ ctfng toan thé vi tang nguy co bénh ly than (cé thé 
gy ttf vong) 6 bénh nhan xo cting bi, tang huyét 4p va gidm lugng nu6c tiéu khi ding liéu 
prednisolon hang ngay (>15 mg). Do do, huyét Ap va chitc nang than (S-creatinine) nén dudc 
theo d6i thudng xuyén. Trong trudng hgp nghi ng suy than, kiém soat chat ché huyét dp. 
Anh huéng dén can bing dién gidi va chat léng: Than trong khi ding glucocorticoid toan 
than cho bénh nhan suy tim, tang huyét dp. Dang liéu thap nhat c6 tac dung cia corticoid dé 
kiém soat bénh dang diéu tri. Liéu trung binh hay liéu 1én hon hydrocortison hay cortison cé 
thé lam ting huyét 4p, gif mudi va nuéc, tang bai tiét kali. Nhiing téc déng nay it cé kha 
nang xdy ra khi ding nhitng dan xuat téng hop triv khi ding liéu Ign. C6 thé can han ché 
ding mudi va bé sung kali trong ché d6 an. Tat ca cdc corticoid déu lam tang thai calci. 
Mat: Néu bénh nhan xuat hién cdc tri€u chiing nhu mé mat hay cdc réi loan thi gidc khac, 
nén xem xét gap cdc bac si nhan khoa. Sit dung corticosteroid trong thdi gian dai c6 thé gay 
duc thiy tinh thé, ting nhdn 4p va cdc bénh hiém gdp nhu bénh hdc vong mac trung tam 
thanh dich (CSCR), da duoc béo cdo sau khi st? dung corticosteroid toan than va taiché. 
Su dung cho tré em: Corticosteroid 1a nguyén nhan gay cham phat trién 6 giai doan phéi 
thai, tré em va thi€u nién, do d6 nén tranh diéu tri vdi liéu duge ly kéo dai. Néu viéc diéu tri 
14 can thiét, nén theo ddi chat ché su tang truéng va phat trién cia tré so sinh va tré em. 
Viéc sit dung ligu phdp nay vdi liéu chia nhé nén han ché, chi cho chi dinh khan cap nhat. 
Tac dung phy nay co thé tranh dude hodc gidm thiéu khi st? dung liéu phap glucocorticoid 
cach ngay. Tré so sinh va tré em duge diéu tri lau dai bang corticosteroid dac biét c6 nguy cd 
tang dp luc ndi so. 

* Cdnh bdo té dugc: Thuéc c6 chita t4 dude lactose monohydrate, bénh nhan bi mic cdc rdi 
loan di truyén hiém gap vé dung nap galactose, chifng thiéu hut lactose Lapp hoac réi loan 
hap thu glucose-galactose khong nén stf dung thuée nay. 
Thudc c6 chtfa ta dude mau sunset yellow nén cé thé gay phan ung di ting. 

7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU: 
Kha nang sinh sadn: Cac nghién cttu trén d6ng vat cho thay corticosteroid lam gidm kha nang 
sinh san. 

Phu nit cé thai: Nghién ctu trén déng vat cho thay corticosteroid da dude chtfng minh lam 
phat sinh nhiéu loai di tat khéc nhau (ho vom miéng, di tat xuong). Su lién quan 6 ngudi 
khéng r6. Sau khi diéu tri ldu dai, gidm trong lugng nhau thai va tré mdi sinh da dude quan 
sat thdy 6 ngudi va dong vat. 

Ngoai ra, c6 nguy co suy thugng than 6 tré so sinh trong qué trinh diéu tri lau dai. Do dé, 
trong thoi ki mang thai, viéc stt dung prednisolon nén dudc xem xét dac biét. 
Phy nit cho con bi: Prednisolon di vao sita me, nhung nguy co anh hung dén tré so sinh 
dudng nhu khéng xdy ra véi liéu diéu tri. 

8. ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC: 
Anh huGng cua thuéc lén kha nang Idi xe, van hanh may méc chua dugc nghién cttu mét 
cach c6 hé thong. Cac tac dung khong mong mu6n nhu chéng mat, r6i loan thi gidc va mét 
moi cé thé xuat hién sau khi diéu tri vi corticosteroids. Khi gap nhifng phan ting nay, bénh 
nhan kh6ng nén Idi xe hay van hanh may moc. 
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9. TUONG TAC, TUONG KY CUA THUOC: 
Cac phéi hgp véi prednisolon duéi day c6 thé cdn phai chinh liéu: 
Phenobarbital, carbamazepin, phenytoin: Phenobarbital (cing 14 chaét chuyén héa cia 
primidon), phenytoin, carbamazepin don tri ligu hay phdi hgp, tang chuyén héa 
hydrocortison, prednisolon va methylprednisolon (hen suyén 6 tré em), din dén can phai 
tang liéu. 
Cac thuédc khéng viém non-steroid: 
+ Dung corticosteroid dong thi v6i NSAIDs c6 thé lam ting nguy co loét va xudt huyét da 
day. 

+ Corticosteroid c6 thé 1am tang d6 thanh thai cia liéu cao aspirin, din dén néng dé salicylat 
trong huyét thanh gidm. Néng d6 salicylat huyét thanh gidm khi ph6i hgp vdi corticosteroid. 
Nong d6 salicylat trong huyét thanh c6 thé tang khi ngifng ding corticosteroid, c6 thé din 
dén tang nguy co nhiém déc ctia salicylat. Nén phéi hop than trong, cn theo doi chat ché tac 
dung kh6ng mong mu6n. 
Thudc tri dai théo duéng: Glucocorticoid c6é thé gay tang dudng huyét. Bénh nhan déi thdo 
dudng ding déng thdi vdi insulin va/hodc thuéc ha duéng huyét dang udng c6 thé can diéu 
chinh liéu. 

Estrogen (bao gdm thudc trénh thai chita estrogen): Estrogen lam tang néng dé transcortin. 
Tac dung cua glucocorticoid lién két véi transcortin c6 thé dugc ting cudng va co thé can 
diéu chinh liéu néu estrogen dude thém vao hodc loai bd khéi ché d6 diéu tri 6n dinh. 
Thudc lam gidm kali: khi sit dung corticosteroid déng thdi v6i cdc thudc Igi tiéu lam gidm 
kali (nhu thuéc Idi ti€u_ thiazid, furosemid, ethacrynic acid) va cdc thudéc khdc nhu 
amphotericin B, cdc xanthin hay thuéc chi van betas, c6 thé lam gidm néng dé kali cia 
glucocorticoid. Nén gidm sat chat ché néng d6 kali huyét thanh khi bénh nhan ding déng 
thdi glucocorticoid va thuéc lam gidm kali. 
Rifampicin: Rifampicin lam ting qué trinh oxy héa microsome ctia glucocorticoids 
(hydrocortison, prednisolon, methylprednisolon). Diéu nay din dén tang luong steroid cin 
ding trong khi diéu tri vdi rifampicin va gidm luong steroid can ding sau khi diéu tri. 
Isoniazid: Prednisolon ciing lam tang ti 1é acetyl héa va d6 thanh thai ctia isoniazid. 
Thuéc chéng déng duéng udng: Bao cdo cho thay 4nh hudng dén tac dung chéng dong khi 
ding déng thdi vdi prednisolon. Thii gian prothrombin (INR) nén dude gidm sat trong qua 
trinh diéu tri. 

Chait vc ch CYP3A, bao gém cd nhiing thudc chita cobicistat: Ding d6ng thdi lam ting nguy 
cd tac dung phy toan than. Chi ding déng thdi cdc thudc nay vdi prednisolon khi Idi ich vuct 
troi hdn nguy co gay tac dung phy toan than ctia corticosteroid, va néu ding phai theo doi 
chat ché tac dung phu toan than ctia corticosteroid 
Thudc khdéng cholinergic, thudc ttc ché than kinh co: 
Corticosteroid c6 thé Anh hung dén téc dung ctia thuéc khang cholinergic. 
+) Bénh co cap tinh di dugec bao cdo khi st dung déng thdi liéu cao corticosteroid va thudc 
chéng cholinergic nhu thuéc tfc ché than kinh co, 
+) Déi khang véi tac dung tic ché than kinh co cia pancuronium va vecuronium da dudc bdo 
cdo 6 nhifng bénh nhan ding glucocorticosteroid. Tudng tac nay c6 thé xay ra voi t&t cd cdc 
thudéc tte ché than kinh co canh tranh. 
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Thuédc khdng cholinesterase: Tuong tac gitta glucocorticoid va thuéc khdng cholinesterase 
nhuf ambenonium, neostigmine va pyridostigmine cé thé din dén gidm téc dung ctia thuéc 
trong diéu tri bénh nhudge co. Néu cé thé, viéc diéu tri véi thudc kh4ng cholinesterase nén 
ngung it nhat 24 gid trudc khi udng glucocorticoid. 
Do khong c6 céc nghién ctu vé tinh tudng ky cia thudc, khong tr6n lan thuédc nay véi thudc 
khac. 

10. TAC DUNG KHONG MONG MUON CUA THUOC: 
Cac tan suat duge phan loai nhu sau: rat thuGng gap (21/10), thudng gap (=1/100 dén <1/10), it gp (21/1000 dén <1/100), hiém gap (21/10 000 dén <1/1000), rat hiém gap (<1/10 000), 
khéng ro tan suat. 

Hé co quan Tan suat Tac dung khéng mong muén 
Nhiém khuan va lay nhiém Thudng gap nhiém khudn cd hOi, hoat héa nhiém khugn (nhu 

bénh lao) 
Mau va hé bach huyét Khong r6 Tang bach cau 
Hé mién dich Khong r6 Qua man, s6c phan vé 
Hé ndi tiét Thuong gap Uc ché ACTH néi sinh va bai tiét cortison, triéu 

chifng gidng Cushing. 
Cham phat trién (4 tré em) 

Khong r6 HOi chting ngung steroid dot ngét, u tiy thudng 
than. 

Chuyén héa va dinh dudng Thudng gap | Ha kali mdu, gif natri, tang tong hgp glucose, hiéu 
qua di héa, loang xuong 

Khong ré Nhiém toan chuyén hda, giif nuéc, nhigém kiém 
huyét, r6i loan m6 méu, gidm dung nap glucose 
(bénh dai thio dudng c6é thé xdu di va ddi thdo 
dudng tiém dn dude biéu hién), bénh u mo, tang 
thém 4n (c6é thé dan dén tang cAn), 

7 Tém than it gap Xudt hién cée ri loan tam than truéc dé (ding liéu 
cao) 

Hiém gap | Tram cam, hung cém 6 bénh nhan khéng c6 bénh 
tam than truéc day. 

Khéng ro R6i loan cdm xtic (bao g6m hung phan, thay déi 
cdm xtic that thudng, cé y¥ dinh tu sat) 
R6i loan tam than (bao gdm hoang tung, do gidc, 
tim than phan liét) 

Bénh tam than, thay déi tinh cach, li lan cap, tinh 
trang lo au, thay d6i tich cAch, hanh vi bat thudng, 
mat ngu, cdu gat. 

Than kinh trung uong va | Hiém gap Tang huyét 4p ndi so lanh tinh 
ngoai bién Khong r6 Tich md trén mang ctfng, co giat, hay quén, réi loan 

nhan thttc, chéng mat 
Mat it gap Duc thiy tinh thé, tang nhan 4p 
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Khong r6 Bénh hac vong mac trung tam thanh dich, 16i mat, 
md mat 

Tim Kh6éng r6 Suy tim (6 bénh nhan nhay cam), nhip tim cham 
Mach mau Thu6ng gap | Tang huyét 4p gay pha 

Khong r6 Huyét khéi 
Hé hap, nguc, trung that Khong ro Nac 
Hé tiéu héa Khong ro Ton thudng da day (thing hodc xuat huyét), thing 

rudt, viém tuy, loét thye quan, truéng bung, dau 
bung, tiéu chay, kho tiéu, budn non. 

Da va m6 duéi da ThuOng gap | Teo da, cham lanh vét thuong 
Khong ro Phd mach, ram léng, dém xudt huyét, bim mau, 

cham, ran da, ngtfa. 
Co xudng va mé lién két Thudng gap | Teo co 

Hiém gap _| Hoai tt xudng vé mach, ditt gan 
Khong r6 Nhugc co, dau cd, bénh vé co, gay xuong bénh ly, 

bénh khép do than kinh, dau khép 
Than va tiét niéu Khong r6 Suy than cap (trong bénh xo cting bi) 
Hé sinh san va tuyén vi Khéng ré Kinh nguyét khong déu 
R6i loan toan than va tai ché | Khéng rd Mét mi, kh6 chiu 
Xét nghiém Khong r6 Tang nong d6 calci trong nuéc tiéu, ting men gan 

(AST, ALT, ALP), tang ure huyét, ttc ché phan ting 
vGi nhifng thf nghiém trén da 

* Thong bdo ngay cho béc s¥ hode duge s¥ nhitng tac dung khéng mong muén gap phai khi 
sit dung thuéc. 

11. QUA LIEU VA CACH XU TRI: 
Trigu ching: Cac béo céo vé déc tinh cap va/hodc ti vong sau khi ding qua liéu 
glucocorticoid 1a rat hiém. Ding liéu cao, kéo dai prednisolon cé thé lam nang thém cac tinh 
trang bénh da c6 ti truéc nhu loét, réi loan dién gidi, nhiém tring va phi né. 
Cach x trt: Lam rng da day bang than hoat tinh. Khong c6 thudc gidi déc dic hiéu, diéu tri 
triéu chiing va hé tro. 

Tich cyc theo déi dé co bién phap xt tri kip thdi. 

12, BAC TINH DUGC LUC HOC: 
Nhom duge ly: Thudc ch6ng viém corticosteroid; glucocorticoid, Ma ATC: HO2ABO06. 
Glucocorticoid téng hgp vdi tac dung chong viém, tte ché mién dich va chéng di tng. 
Theo trong lugng, prednisolon cé tac dung khang viém cao gap 4 -5 ldn so vdi cortison, 
nhung anh hung dén sy thay déi dién gidi 6 mifc dé thap hon. 
Co ché hoat dong van chua duge hiéu day di. 

13. BAC TINH DUGC DONG HOC: 
Hdp thu: Prednisolon duge hap thu nhanh chong 6 duGng tiéu héa sau khi udng, dat nong dé 
dinh trong huyét tuong sau 1-2 gid. Thdi gian ban thai huyét tudng thudng ti 2 — 4 gid. D6 
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hap thu ban dau bi anh hudng bdi thie an nhwng sinh kha dung dung u6ng khéng bi anh 
huéng. 

Phan bé: Prednisolon lién két cao véi protein huyét tudng va c6 di luc cao véi transcortin. 
Thé tich phan b6 va d6 thanh thai ting khi chuyén ti liéu thap sang liéu trung binh. 
Chuyén héa: Prednisolon duge chuyén héa chi yéu 6 gan thanh chat chuyén héa khong hoat 
tinh. 

Prednisolon cé thé dude chuyén héa thanh prednison nhéd 11B-hydroxysteroid dehydrogenase. 
Sinh kha dung tuyét d6i theo dung uéng ctia prednisolon x4p xi 82% so véi prednisolon 
dung tinh mach sau mot liéu 10 mg duy nhat. G liéu binh thudng, thdi gian hiéu qua duge 
tinh la 12 - 36 gid. 

Thai trit: Prednisolon dude bai tiét trong nuéc tiéu dudi dang chat chuyén héa tu do va lién 
hgp. Chi lugng nhé duge bai tiét 6 dang khéng déi. Hon 90% thai trv qua dudng tiéu, 7 - 
15% due thai triy dudi dang khéng déi. 

14. QUY CACH DONG GOT: 
H6p 10 vi x 10 vién, Hp 50 vi x 10 vién, H6p 10 vi x 20 vién, Chai 100 vién, H6p 1 chai 500 

vién, Hop | chai 1000 vién. 

15. DIEU KIEN BAO QUAN: Dui 30°C, noi khé ro, tranh anh sang. 

16. HAN DUNG CUA THUOC: 36 thang ké tiv ngay san xug 
* 

17. TEU CHUAN CHAT LUONG CUA THUOC: DBPVN.7 

18. TEN, DIA CHi CUA CO SO SAN XUAT: 
CONG TY CO PHAN DUGC PHAM KHANH HOA 
Dia chi: Dung 2/4, khom Déng Bac, phudng Vinh Hoa, thanh phé Nha Trang, tinh Khanh Hoa, Viét Nam 

Nha Trang, ngay /$ thang ©} nim 2023 44” 
~ CONG TY CP-B¥C: PHAM KHANH HOA, 
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