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Rx-Thude nay chi dung theo don thudce

Tén thuoc: HYDROCOLACYL

(Prednisolon 5 mg)

“pé thudc xa tdm tay tré em”
“Poc ky hudng dan sit dung trudc khi ding”
“Théng bdo ngay cho bdc sy hodc dugc s¥ nhiing tdc dung khong mong muén
gdp phdi khi st dung thuoc”
“Thudc nay chi ding theo don cua bdc sy”
“NE&u cdn thém thong tin, xin héi y kién bdc s§”

1. THANH PHAN, CONG THUC THUOC:

Méi vién nén chia:

Thanh phdn hoat chdt: Prednisolon 5mg

Thanh phdn td dugc: Tinh bot b4p, Lactose monohydrate, Sodium starch glycolate, Povidon
K30,

Magnesi stearat, Colloidal silicon dioxide, Mau Sunset yellow.

2. DANG BAO CHE:
Vién nén.
M5 ta sdn phdm: Vién nén dai, mau vang cam, mot mat ¢6 chit “ KPC”, mdt mdt ¢é vach

ngang chia lam hai phan biing nhau, mdi phin c6 mot vét 1om, canh va thanh vién lanh lin.

3. CHI PINH:

Prednisolon dudc chi dinh dé diéu tri trong céc trudng hgp sau:

Di iing va phdn vé: Hen phé& quén, phén ng qud min do thuéc, bénh huyét thanh, phtt mach
thin kinh, s6c phan v&, di tng khong dap dng vai diéu tri thong thudng.

Viéem dong mach/bénh collagen: Viém mach t& bao khdng 16/dau da cd dang thap, bénh mo
lien k&t hdn hop, viém ndt dong mach, viém da cd.

Bénh vé mdu: Thi€u mdu tdn huy&t (ty mién), ung thu bach ciu (lympho man tinh va cap
tinh), u lympho, da u tiy xudng, ban xuit huy€t gidm ti€u cau vo cin.

Bénh tim mach: Hoi chiing sau nhdi mau cd tim, sot thap khép kém viém tim nang.

Bénh ndi tiét: Suy thugng than nguyén phdt va thi phat, ting sén thugng than bim sinh.

Bénh duong tiéu héa: Bénh Crohn, viém loét dai trang, hdi ching Coeliac dai ding (bénh
Coeliac khong ddp @ng véi viéc loai bd gluten), viém gan man tinh tu mién dang hoat dong,
bénh da hé thong tdc dong [én gan, viém phic mac mat.

Téng calci huyét: Bénh sarcoid, thira vitamin D.

Nhim tring (kem héa tri thich hgp): Nhi&m giun sdn, phdn tng Herxheimer, ting bach cau
don nhan nhiém trung, lao ké, viém tinh hoan do quai bi (ngudi 16n), viém mang ndo do lao,
bénh Rickettsia.

Bénh co: Viém da cd, viém da ¢0.

Bénh thdn kinh: Ching co thit & tré sd sinh, hoi ching Shy-Drager, viém da day than kinh
hity myelin bdn cap.

Bénh mdt: Viém cling mac, viém mang bd dao sau, viém mach vong mac, u gid hoc mit,
viém dong mach & bao khdng 15, bénh mit Grave dc tinh.
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Bénh thdn: Viém thin Lupus, viém thin m6 ké cép tinh, viém ciu thin t6n thuong t5i thiéu,
hoi chiing than hu.

Bénh duong hé hdp: Viém phdi di tng, hen suyén, hen suyé&n nghé nghiép, bénh phdi do nAm
Aspergillus, X0 phdi,viém ph& nang phdi, hit phai di vit, hit phai di vat dudng ti€u hda, u hat
phdi, bénh phdi gy ra do thudc, suy hd hdp & ngudi 16n, viém thanh quan co thit,

Bénh vé kh(fp Viém khdp dang thip, dau da cd do thip khdp, viém khép man tinh thi€u nién,
viém khdp vy nén, lupus ban dé hé thong, viém da cd, bénh mé lién két hdn hgp.

Bénh da: Pemphigus thé thong thutng, viém da tréc vdy, Pemphigoid bong nuSe, Lupus ban
dd hé thdng, viém da mi hoai thu.

Khdc: U hat, sot cao, bénh Behgets, ttc ch& mié&n dich trong cdy ghép cd quan.

4. CACH DUNG, LIEU DUNG:

* Cich dung: Diing dudng uéng, nén udng ciing hoic sau bita in.

* Liéu diing:

Nguoi lon va ngudi cao tudi: Nén st dung liéu thap nhit cé hi€u qua cho thdi gian tri liéu tdi
thi€u d€ gidm t6i da tdc dung khéng mong mudn.

Tré em: Prednisolon chi dugc diing trong nhitng chi dinh dic biét véi lidu thdp nhit ¢6 hiéu
qud trong thdi gian ngdn nhat ¢6 thé.

Lieu khoi ddu: 5 — 60 mg/ngay tdy thudc vao bénh cin didu tri, ¢6 thé chia thanh nhiéu liéu
trong ngay. Dung li€u 1 lan/ngay vao budi sdng hodc theo liéu phédp cdch ngay c6 thé gidm
thi€u nguy cd suy thugng than. O mdt s& bénh nhan ¢6 thé khéng thich hgp nhu bénh nhan
viém khdp dang thip bi citng khdp vao budi sdng, ¢6 thé chuyén sang ding thudc vio budi
to1i.

Huéng din chung khi sif dung corticosteroid:

Nén dung liéu thap nha't ¢ hiéu qua. Nhin chung, liéu khdi ddu nén didu chinh cho dé&n khi
quan sdt thily ddp ng. Liéu nén dugc gidm dan dén liéu thap nhat c6 hiéu qud 1am sang dé
gidm t6i da tdc dung khong mong muén cda thude. Nhu huéng dan, liéu hang ngay nén giam
2,5 -5 mg mdi 2 — 5 ngay (nhanh hon khi dung liéu khdi dau cao hon) dé&n khi dat dugc liéu
duy tri thap nhat ¢6 hi¢u qui. Khuyén cdo khong dung qud 10 mg/ngay.

Cén dic biét than trong & nhitng bénh nhan ding liéu cao hon 7.5 mg prednisolon/ngay hoic
tuwdng dudng trong hon 3 tuin, do nguy cd e ché& truc dudi ddi - tuy&n yén - tuyén thugng
than (HPA) cao hon & nhitng bénh nhin nay. Viéc gidm liéu nhu thé nao phu thudc phan 16n
vao vi¢c bénh ¢6 tdi phdt khi giam liéu hay khong. Sau khi di€u tri kéo dai, viéc gidm liéu
dudi 7,5 mg (duge xem 1a twdng duong véi ndng dé sinh 1y cla glucocorticoids) nén dudc tién
hanh dic biét thin trong.

C6 thé ngung tri liéu corticosteroid toin than (tri li¢u kéo dai dén 3 tudn) nhanh hon, néu
bénh khong, tai phat. O nhitng nhém b&nh nhin dudi diy, gidm dan lidu corticosteroid toin
thian can ddnh gi4 sau t6i da 3 tun: Bénh nhén di€u tri lap lai corticosteroid toan than (dac
bi¢t hon 3 tuan); diéu tri ngdn han trong 1 ndm sau khi chdm dut tri liéu dai han (hang thing
hay hang nim); bénh nhin suy gidm vo thugng than ¢é nguyén nhan, ngodi diéu tri
corticosteroid ngoai sinh; bénh nhan dung liéu corticosteroid toan than — prednisolon liéu 40
mg/ngay (hodc twdng duong); bénh nhan ding lidu lip lai vao budi t5i.

Trong qud trinh diéu tri dai han ¢6 thé ting liéu tam thdi trong giai doan stress hay biing phét
ctia bénh.
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Né&u prednisolon khéng cho ddp ung lam sang thich hgp, nén ngung thude tr tir va chuyén
sang phuong phép tri liéu khéc thay thé.

Liéu lvgng cho nhitng chi dinh cu thé:

Ché dj liéu ngdt quing: Liéu duy nhét prednisolon vio budi sdng cdch ngay hay dai hon
dude chip nhin § mot s& bénh nhan. Khi 4p dung ché& d6 nay, mitc d6 e ché thugng thian —
tuyé&n yén c6 thé duge gidm thiéu.

Hudng ddn liéu cu thé: Nhitng khuy&n cdo vé mot s bénh dap ting vdi corticosteroid chi 13
huéng dan. Nhitng bénh ning hay cip tinh c¢6 thé cin lidu khdi ddu cao hon, sau dé gidm liéu
thdp nhdt ¢6 hiéu qui dé€ duy tri. Giam lidu khong nén vugt qua 5-7,5 mg/ngay trong qua
trinh diéu tri man tinh.

Bénh da va dj ing: Liéu khdi diu tit 5-15 mg/ngay.

Bénh collagen: Liéu khdi diu tir 20-30 mg/ngay. Nhitng bénh nhin ¢6 tri¢u ching ning ¢6
thé can liéu cao hon.

Viém khdp dang thap: Liéu khdi ddu tit 10-15 mg/ngay. Nén duy tri liéu thadp nhét ¢6 thé
dung nap lam gidm cdc triéu chitng.

Bénh vé mdu va lympho: Liéu khdi ddu tit 15-60 mg/ngay, sau d6 gidm liéu khi c6 dédp dng
lam sang hay k€t qud xét nghiém mau. C6 thé ding lidu cao hon dé lam gidm bénh bach ciu
cp tinh.

Liéu Ivgng ddi véi cic ddi tugng dic biét:

Nguoi cao tdi: Khi diéu tri cho ngudsi cao wéi, dic biét trong thdi gian dai can chii ¥ nhitng
hau qud nghiém trong vé tdc dung khong mong mudn thudng gip cla corticosteroid & ngudi
cao tudi.

Tré em: Liéu ding thudng duge xdc dinh biing dép Ung ldm sang gidng nhu & ngudi 16n. Lidu
dung cdch ngay c6 thé thich hgp han.

Khong ¢6 yéu cau dic biét vé& xit Iy thudc sau khi sit dung.

5. CHONG CHi PINH:

Quéd min vdi prednisolon hoidc bat ky thanh phin nao ciia thudc.

Nhiém ndm toan than.

Chéng chi dinh ding vdc xin séng & nhitng bénh nhén dung corticosteroid liéu tc ché mién
dich.

Trong nhitng trudng hgp, diéu tri bing prednisolon c6 thé cdu song bénh nhan, khoéng cé
chdng chi dinh nao dugc 4p dung.

6. CANH BAO VA THAN TRONG KHI DUNG THUGC:

Vi cdc bi€n chitng ctlia liéu phap glucocorticoid phu thudc vao liéu lugng va thoi gian diéu
tri, nén phai ddnh gid nguy co/lgi ich trong tifng trudng hgp vé lidu lugng va thdi gian diéu
tri, cing nhu' nén st dung diéu tri hang ngay hay khong lién tuc.

Nén sif dung licu corticosteroid thap nhit ¢6 thé dé ki€m sodt bénh dang diéu tri. Khi c¢in
gidm li€u, nén gidm tix tir.

Tac dung e ché mién dich/Ting d¢ nhay cam vdi cdc bénh nhiém trung:
Glucocorticoids, bao gdm prednisolon ¢6 thé 1am ting do nhay cdm vdi nhiém triing, che 1ap
mét s6 ddu hi€u nhiém triing, va cdc nhidm tring mdi ¢6 thé xdy ra khi diing corticosteroid.
Dicu nay ¢6 thé lam gidm sy dé khing va mat kha niang khu trd noi nhi€m triing khi st dung
corticosteroid.
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Nhi€ém tring gy ra bdi nhiém virus, vi khugn, nam, don bao hodc giun sdn & bit ky vi tri nao
cla cd thé, ¢ thé lién quan téi viéc st dung corticosteroid riéng r& hodc phdi hgp véi céc
thudc e ché mién dich khic ¢6 tc dong 1én mién dich t& bao, mi&n dich dich thé€ hoic tdi
chifc ning bach cau trung tinh. Nhifng nhi€ém triing niy c6 thé nhe, nhung ciing ¢6 thé
nghi€m trong, doi khi gy tit vong. Khi ting lidu corticosteroid, thdy ty 1¢ cdc bién chitng do
nhiém tring ting lén.

Khong nén diing glucocorticoid khi bj nhiém triing ma khong dong thi diéu tri nguyén nhan.
Thiy ddu va sdi ¢6 thé nghiém trong hon hodc thim chi gay tif vong & tré em khong duge
tiém chiing va ngudi 16n duge diéu tri bing corticosteroid. Tré em hodc ngudi 16n chwa mic
cdc bénh nay va sit dung corticosteroid lidu e ch€ midn dich nén dugc khuyén cdo tranh
phdi nhiém vdi thiy ddu va sdi, va cin dudgc chdm sée khi phdi nhiém.

Can han ch€ sit dung corticosteroid trong bénh lao hoat dong, & cdc trudng hdp lao rdi rdc
hogc bung phdt, trong d6 corticosteroid duge ding dé qudn 1y bénh, k&t hgp véi ché do
chong lao thich hgp. Khi corticosteroid dudc chi dinh ¢ bénh nhén lao tiém tang hodc phin
ing vdi tuberculin, cin quan sdt rit chit ch& vi bénh c6 thé t4i phét. N&u diing corticosteroid
kéo dai thi nhitng bénh nhan nay cin dung du phong cdc thudc khédng lao.

Nén gidm sdt chidt ché nhitng bénh nhin ding vidc xin sdng va khong ding & nhitng bénh
nhén diéu tri dai han vdi corticosteroid lidu e che midn dich.

Hé mién dich: Vi mot s& hi€m céc trudng hop di ng trén da va phdn @ng phin vé/dang
phdn vé xdy ra & bénh nhan dugc didu tri bing liéu phdp corticosteroid, cin thuc hién cic
bi¢n phdp phong ngira thich hdp trude khi cho didu tri, ddc biét 1a doi véi nhitng bénh nhén
cé tien st di Wng vdi bat ky loai thude ndo. Lidu cao corticosteroid ¢6 thé€ dnh hudng dén
mién dich chi dong.

H¢ ndi ti€t: Piéu tri lau dai véi corticosteroid ¢6 thé din dén suy thugng than thit phat. Nguy
¢d ¢6 thé duge gidm bt bing cdch didu tri cich ngay.

Nhitng bénh nhidn dang ding liéu phdp glucocorticoid duy tri va c¢é nhitng stress khong
thung xuyén (nhu nhi€m trung, phiu thuit, chidn thuong) cin liéu glucocorticoid cao hon
trudc, trong va sau khi tinh trang stress X4y ra.

Nging dot ngdt diéu tri ¢6 thé din dén suy thugng thin cdp, c6 thé giy nguy hi€m tinh
mang. Thi€u ning vé thugng than thit phat do thudc cé thé gidm thi€u bling cdch gidm din
licu. Ki€u thi€u niing thugng than nay ¢6 thé tdn tai nhidu thédng sau khi ngung thudc; do dé,
trong bdt ky tinh trang stress x4y ra trong thdi ky nay, nén bdt dau lai liéu phdp hormon. Vi
chifc niing bai ti€t corticoid khodng c6 thé bi gidm, nén chi dinh dung ddng thdi vdi mudi
va/hodc mot corticoid khodng.

“Hoi chitng ngitmg dot ngdt” steroid khong lién quan dén tinh trang suy vo thugng than cé
thé xuit hién sau khi ngiing st dung glucocorticoid dot ngdt. Hoi chitng nay bao gdm cdc
tri¢u ching nhu: chdn dn, budn ndn, ndn 6i, hdn mé, dau diu, sét, dau khép, bong da, dau cg,
sut cin va/hodc ha huyé&t 4p. Nhitng dnh hudng nay duge cho la do sy thay ddi dot ngdt ndng
do glucocorticoid hon 12 ndng do corticosteroid thap.

Tédc dung cia corticosteroid ting 1én & nhitng bénh nhan suy gidp hodc xd gan.

U tdy thugng thin c¢6 thé gay tif vong, da duge bdo cdo sau khi diing corticosteroid toan than.,
Do viy corticosteroid chi nén duge ding & nhifng bénh nhin nghi ngd hodc di bi u tiy
thugng thin khi can nhic gitta nguy cd/lgi ich.
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Chuyén héa va dinh dudng: Cic corticosteroid bao gém prednisolon ¢6 thé lam ting
glucose huyét, 1am cho bénh tiéu dudng di c6 nang thém va néu diing corticosteroid trong
thdi gian dai ¢6 thé din (6i bi bénh tiéu dudng.
Tém than: Loan tim thin ¢6 thé xudt hién khi ding corticosteroid, tir séng khodi, rdi loan
gidc ngd, thay ddi tdm trang, thay d3i tinh cdch va trdm cim ndng cho dén nhitng bidu hién
tam than thyc sy. Cdm xic khong &n dinh hay khuynh hu6ng tam thin ciing ¢6 thé ning né
han bdi corticosteroid.
Céc tri¢u ching ddc biét xuit hién trong vai ngay hodc vai tudn diu thoi gian diéu tri. Hiu
hét cdc phdn tng mat di khi gidm lidu hoic ngiing thude, mic di can phdi c6 nhitng didu tri
dic hiéu.
Anh hudng vé tim thin di dugc bdo cdo khi ngitng corticosteroid; khong biét dudc tan suit.
Bénh nhan/nhdn vién y (€ nén luu ¥ néu nhy nhitng bidu hién tam than xudt hién ¢ bénh
nhan, dic biét n€u nghi ngd bénh nhén bi trAm cdm hay ¢6 y dinh ty sdt. Nén cdnh b4o bénh
nhin/nhin vién y t€ vé khd ning c6 thé bi réi loan tim than xdy ra trong thdi gian diéu tri
hay ngay sau khi gidm liéu hay nging ding steroid theo dudng toan than.
Hé than kinh: Thin trong khi dung corticosteroid trén nhifng bénh nhin ¢6 rdi loan dong
kinh.
Tim: Céc tdc dung bat Igi cia glucocorticoid déi véi hé tim mach, nhu r8i loan lipid mdu va
ting huyét dp, c6 thé khi€n bénh nhan dang duge diéu tr va hi¢n ¢6 cdc yé&u t& nguy cd tim
mach phdi chiu thém céc tdc dung khdc trén tim mach, néu didu tri biing liéu cao va kéo dai.
Vi vily, cdn sit dung corticosteroid than trong & nhitng bénh nhan nay va cin chd y thyc hién
cdc bi¢n phdp gidm nguy cd va theo ddi thém cho tim néu cin thiét, Dung li€u thdp va cdch
nhit ¢6 thé 1am gidm ty 1€ bién chitng trong liéu phdp corticosteroid.
Mach mdu: Sif dung cortison di duge bdo cdo lam ting khd ning ddong m4u trong mot s&
trutng hgp hi€m gip, do d6 lam déng mdu trong 1ong mach, ngh&n mach huyé&t khéi va viém
tinh mach huy&t khéi. Do d6 nén than trong khi dung corticosteroid trén nhifng bénh nhan bi
roi loan huyét khoi.
Tiéu héa: Li€u cao glucocorticoid c¢é thé gdy viém tuy cdp. Khéng c¢6 dit liéu cho thdy
corticosteroid gy loét dudng tiéu héa trong qud trinh didu tri, tuy nhién, diing glucocorticoid
¢6 thé che 1ap nhitng triéu chiing cia loét dudng tiéu héa, khién gdp phdi thiing hoic chdy
mau ma khong cé6 kém dau ddn rd rét. Gia ting nguy cd phit trién loét dudng tiéu héa khi
ding két hdp vdi thudc khdng viém khong steroid (NSAID). Than trong khi dung corticoid
trong viém loét dai trang khong diic hi€u néu c¢6 doa thing, dp-xe hay nhi€ém triing sinh mua
khdc; viém tii thira, ¢6 chd nGi rudt non méi, dang bi hay ¢6 tién sit bi loét dudng tiéu hoéa.
san mit: Cdc bénh ve gan mat hi€m khi duge bao cdo va trong phan 16n cdc trudng hgp nay,
finh trang bénh ¢6 thé hdi phuc sau khi ngimg didu tri. Cin 6 cédc bién phép gidm sdt thich
hgp.
Cd xuong: Ba ¢6 bdo cdo vé bénh ¢d cip tinh khi sit dung corticosteroid liéu cao, thudng xay
ra & b¢nh nhan bi cdc roi loan din truyén thin kinh co (vi du nhugc cd nidng) hay trén bénh
nhin dang ding cdc thudc khdng cholinergic nhu thudc e ch& thin kinh cd (vi du
pancuronium). Bénh ¢d cdp tinh nay lan rong, ¢6 thé lién quan dén cdc cd mit, co hd hip va
¢6 thé din t6i liét chi. Tinh trang ting creatinine kinase ¢6 thé xay ra. P€ ¢6 tién trién vé
mdt ldm sang hay hdi phuc, cin ditng thudc trong vong vai tudn dén vai nim.
Nén st dung corticosteroid thdn trong & nhitng bénh nhén bj loang xudng.
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Than va ti€t niéu: Thin trong khi sit dung corticosteroid trén bénh nhan suy than.

Bénh Iy thin (trong x¢ citng bi):

Cén than trong & nhitng b¢nh nhén bi X0 cing toan thé vi ting nguy c¢d bénh 1y thin (c6 thé
gy uf vong) & bénh nhin xd ciing bi, tdng huyét 4p va gidm lugng nudce tiéu khi dung liéu
prednisolon hang ngay (>15 mg). Do d6, huy€t 4p va chic ning thin (S-creatinine) nén dugc
theo doi thudng xuyén. Trong trudng hgp nghi ngd suy than, kiém so4t chit ché huyét 4p.
Anh hudng dén can biing dién gidi va chat I6ng: Thén trong khi ding glucocorticoid toan
thian cho bénh nhan suy tim, ting huyét 4p. Dang lidu thdp nhat ¢6 tdc dung clia corticoid dé
ki€m sodt bénh dang diéu tri. Liéu trung binh hay liéu 16n hon hydrocortison hay cortison ¢6
thé lam ting huy&t 4p, gitt mudi va nudc, tdng bai tiét kali. Nhitng tdc dong nay it ¢6 kha
nang xdy ra khi diing nhitng din xuat téng hdp trir khi ding licu 16n. C6 thé cdn han ch&
diing mudi va b sung kali trong ché& do dn. T4t ¢4 cdc corticoid ddu lam ting thdi calci.
Miit: Néu bénh nhan xudt hién céc tri¢u chitng nhuv m& mit hay cdc r6i loan thi gidc khic,
nén xem xét gip cdc bac si nhin khoa. Sit dung corticosteroid trong thdi gian dai ¢6 thé gay
duc thdy tinh thé, ting nhin 4p va cdc bénh hi€m gap nhu bénh hdc vdng mac trung tam
thanh dich (CSCR), di dudc bdo cdo sau khi sit dung corticosteroid toin thian va tai chd.

St dung cho tré em: Corticosteroid 13 nguyén nhin gy chim phdt trién & giai doan phoi
thai, ré em va thi€u nién, do d6 nén tranh diéu trj vdi lidu dugce ly kéo dai. N&u viéc diéu tri
1a can thiét, nén theo ddi chit ché su tdng trudng va phdt trién cda tré sd sinh va wé em.
Vigc sit dung liéu phdp nay vdi liéu chia nhd nén han ché, chi cho chi dinh khin cdp nhat.
Tac dung phu nay c6 thé tranh duge hodc gidm thi€u khi sit dung li€¢u phdp glucocorticoid
cdch ngay. Tré sd sinh va tré em dudgc diéu tri 1u dai bing corticosteroid dic biét ¢6 nguy cd
tang ap luc ndi so.

* Cdnh bdo td duge: Thudce ¢6 chia t4 duge lactose monohydrate, bénh nhan bi mic cic roi
loan di truyén hi€m gip vé dung nap galactose, chiing thi€u hut lactose Lapp hoic réi loan
hap thu glucose-galactose khdng nén sit dung thudc nay.

Thudc ¢6 chita td duge mau sunset yellow nén ¢ thé giy phan ing di Wng.

7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Khd ndng sinh sdn: Cdc nghién ciu trén dong vat cho thdy corticosteroid 1am giam khé ning
sinh sdn.

Phu nit ¢ thai: Nghién citu trén dong vat cho thdy corticosteroid da dugc chifng minh lam
phét sinh nhiéu loai di tit khidc nhau (h¢ vOm miéng, di tat Xuong). Sy lién quan ¢ ngudi
khong ro. Sau khi diéu tri 1du dai, gidm trong lugng nhau thai va tré mdi sinh di dugc quan
sdt thdy & ngudi va dong vit.

Ngoai ra, ¢6 nguy co suy thugng thdn & tré sd sinh trong qud trinh diéu tri lau dai. Do d6,
trong thdi ki mang thai, viéc sit dung prednisolon nén dudgc xem xét dac biét.

Phy nit cho con bi: Prednisolon di vao sita me, nhung nguy c¢d dnh hudng dén tré so sinh
dudng nhu khong xdy ra vdi liéu diéu tri.

8. ANH HUGNG CUA THUOC LEN KHA NANG LAT XE, VAN HANH MAY MOC:
Anh hudng cda thudc 1&n kha niing 14i xe, van hanh mdy moc chua duge nghién citu mot
cdch ¢6 hé thong. Céc tdc dung khong mong muén nhu chéng mat, r8i loan thi gidc va mét
mai ¢6 thé xudt hién sau khi diéu tri v4i corticosteroids. Khi gidp nhitng phan ‘ng nay, bénh
nhédn khong nén 14i xe hay van hanh mdy méc.
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9. TUONG TAC, TUONG KY CUA THUOC:

Céc phoi hgp véi prednisolon dugi diy c6 thé cin phdi chinh liéu:

Phenobarbital, carbamazepin, phenytoin: Phenobarbital (cling la chit chuyén héa ciia
primidon), phenytoin, carbamazepin don tri liéu hay phéi hgp, ting chuyén hoa
hydrocortison, prednisolon va methylprednisolon (hen suy&n & tré em), din dén cin phai
tang liéu.

Cdc thudc khdng viém non-steroid:

+ Ding corticosteroid dong thdi véi NSAIDs ¢6 thé 1am ting nguy cd loét va xuit huyé&t da
day.

+ Corticosteroid ¢6 thé 1am ting do thanh thai cda lidu cao aspirin, dan dén ndng d¢ salicylat
trong huyét thanh gidm. Nong do salicylat huy&t thanh gidm khi ph&i hgp vdi corticosteroid.
Nong do salicylat trong huy@t thanh ¢6 thé ting khi ngiing dung corticosteroid, ¢6 thé din
dén ting nguy ¢d nhiém doc ciia salicylat. Nén phdi hgp than trong, cin theo ddi chit chd téc
dung khdong mong mudn.

Thudc tri ddi thdo duong: Glucocorticoid ¢6 thé gay ting dudng huyé&t. Bénh nhan d4i thdo
dudng ding dong thdi v6i insulin va/hodc thude ha dudng huyét dang uéng c6 thé cin didu
chinh liéu.

Estrogen (bao gém thude tranh thai chita estrogen): Estrogen 1am ting ndng dd transcortin.
Tédc dung cia glucocorticoid 1ién két véi transcortin ¢6 thé duge ting cudng va cé thé can
diéu chinh lidu néu estrogen dugc thém vao hoic loai b khéi ch€ dd diéu tri 6n dinh.

Thudc lam gidm kali: khi sit dung corticosteroid déng thdi véi cdc thude 1¢i ti€u 1am gidm
kali (nhu thudc 1gi tiu thiazid, furosemid, ethacrynic acid) vd cdc thuSc khic nhu
amphotericin B, cdc xanthin hay thuSc chi vdn betas, ¢6 thé lim gidm ndng do6 kali cia
glucocorticoid. Nén gidm sdt chit ché ndng do kali huy€t thanh khi bénh nhan ding dong
thai glucocorticoid va thudc 1am gidm kali.

Rifampicin: Rifampicin lam ting qud trinh oxy héa microsome clia glucocorticoids
(hydrocortison, prednisolon, methylprednisolon). Piéu nay din dén ting lugng steroid can
dung trong khi diéu tri vdi rifampicin va gidm lugng steroid cin dung sau khi diéu tri.
Isoniazid: Prednisolon ciing 1am ting tf 1¢ acetyl h6a va do thanh thai cda isoniazid.

Thudc chdng dong duong udng: Béo céo cho thdy inh hudng dén tic dung chéng dong khi
diing dong thdi véi prednisolon. Thdi gian prothrombin (INR) nén dugc gidm st trong qua
trinh diéu tri.

Chdt itc ché CYP3A, bao gbm cd nhiing thudec chita cobicistat: Dung dong thdi lam ting nguy
¢d tic dung phu toan than. Chi dung dong thdi cdc thudc nay véi prednisolon khi 1gi ich vugt
troi hon nguy co gy tic dung phuy toan than cla corticosteroid, va né&u dung phai theo doi
chdt ché tic dung phu toan than clia corticosteroid

Thudc khdng cholinergic, thuéc iic ché thdn kinh co:

Corticosteroid ¢6 thé dnh hudng dén tic dung ctia thu6e khdng cholinergic.

+) Bénh ¢d cdp tinh dd duge bdo cdo khi sit dung ddng thai lidu cao corticosteroid va thude
chdng cholinergic nhu thudc e ché thin kinh co.

+) D6 khidng véi tdc dung (e ché thin kinh ¢d clia pancuronium vi vecuronium da dude bao
cdo ¢ nhitng bénh nhan ding glucocorticosteroid. Tuong tic nay c6 thé xdy ra vdi tit ca cic
thudc (e ché than kinh c¢d canh tranh.
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Thudc khdng cholinesterase: Tudng tic giita glucocorticoid va thudc khdng cholinesterase
nhu ambenonium, neostigmine va pyridostigmine ¢6 thé din dén gidm tdc dung ctia thudc
trong dicu tri bénh nhuge co. N&u ¢6 thé, vide didu tri vdi thude khdng cholinesterase nén
ngung it nhat 24 gidy trude khi ung glucocorticoid.

Do khong ¢6 cdc nghién cttu vé tinh tuong ky ciia thude, khong tron 1dn thudc nay véi thuse

khic.

10. TAC DUNG KHONG MONG MUON CUA THUOC:;
Cdc tan sudt duge phan loai nhu sau: rat thutng gip (21/10), thudng gip (>1/100 dén <1/10),
it gdp (=1/1000 dén <1/100), hi€m gip (>1/10 000 d&n <1/1000), r4t hi€m gip (<1/10 000),

khong ro tin suit.

Hé co quan

TAan suit

Téc dung khéng mong muén

Nhiém khuin va 1dy nhiém

Thudng gap

nhi€m khuén co hoi, hoat héa nhiém khudn (nhu
bénh lao)

Miu va hé bach huyét Khong rd Tiang bach ciu
Hé mién dich Khong rd Qud man, s6¢ phan vé
Hé noi tiét Thudng gip | Uc ¢ché ACTH ndi sinh va bai tidt cortison, triéu
chitng giong Cushing.
Chdm phét trién ( tré em)
Khong ro HOi chiing ngung steroid dot ngét, u tiy thugng

than.

Chuyén héa va dinh dudng

Thudng gip

Ha kali mdu, gilf natri, ting tSng hgp glucose, hiéu
qud di héa, lodng xuong

Khong ro

Nhiém toan chuyén héa, gitt nude, nhiém kiém
huyét, r8i loan md mdu, gidm dung nap glucose
(bénh ddi thio dudng c6 thé xau di va ddi thio
dudng tiém &n dugc bi€u hién), bénh u ma, ting
thém dn (c6 thé din dén ting can).

TAm than

Xudt hién cdc rdi loan tAm than trude dé (dung liéu
cao)

Tram cdm, hung cdm & bénh nhan khong cé bénh
tdm than trude day.

Khong ro

R6i loan cdm xic (bao gdm hung phdn, thay ddi
cdm xic that thudng, ¢6 ¥ dinh tu s4t)

R&i loan tdm thin (bao gdm hoang tuéng, do gidc,
tdm thin phén liét)

Bénh tam than, thay ddi tinh cdch, 16 1dn cdp, tinh
trang lo du, thay dGi tich cdch, hanh vi bdt thudng,
mat ngl, cdu git.

Thén kinh trung udng va
ngoai bién

Hi€m giip

Tang huy€t 4p ndi so lanh tinh

Khong ro

Tich m& trén mang cing, co git, hay quén, rdi loan
nhén thic, chng mit

Mit

it gap

Puc thiy tinh thé, ting nhin 4p
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Khéng rd Bénh hic vong mac trung tim thanh dich, 18i mat,
md mit
Tim Khong ro Suy tim (& bénh nhan nhay cdm), nhip tim chAm
Mach mdu Thudng gip | Ting huyét 4p giy phu
Khong rd | Huyét khdi
Ho6 hip, nguc, trung thit Khong rd Nic
H¢ ti€u héa Khong ro Tén thuong da day (thing hodc xuit huy€t), thiing

rut, viém tuy, loét thyc quin, trudng bung, dau
bung, tiéu chdy, khé tiéu, budn non.

Da va mo dudi da

Thudng gip

Teo da, chim lanh vét thuong

Khong rd Phi mach, rdm 16ng, dom xudt huyét, bAm mau,
cham, ran da, ngita.
Cd xuong va mo lién két Thudng gidp | Teo c¢o
Hi€m gip | Hoai ti xuong v mach, ddt gin
Khong o Nhugce cd, dau cd, bénh vé co, giy xuong bénh 1y,
- bénh khdp do than kinh, dau khdp
Thin va ti€t niéu Khong o Suy thén cdp (trong bénh xd ciing b)
H¢ sinh sdn va tuyén v Khong r Kinh nguyét khong déu
R&i loan toan thin va tai chd Khong ro Mét méi, khé chiu
Xét nghiém Khong ro Ting ndng do calci trong nudc ti€u, ting men gan

(AST, ALT, ALP), tang ure huyé€t, Wc ch& phan dng
vGi nhitng thit nghiém trén da

* Thong bdo ngay cho bdc sy hodc duge sy nhitng tdc dung khong mong muéon gdp phadi khi

sut dung thuéc.

11. QUA LIEU VA CACH XU TRI:

Trigu ching: Cdc bdo cdo vé doc tinh cdp va/hodc ti vong sau khi ding qud liéu

glucocorticoid 1a rat hi€m. Dung liéu cao, kéo dii prednisolon ¢6 thé 1am ning thém c4c tinh
—~ trang bénh da ¢ tf trude nhu loét, rdi loan dién gidi, nhidm trung va phu né.

Cdch xit tri: Lam rong da day biing than hoat tinh. Khéng ¢6 thudc gidi dc dic hiéu, diéu tri

triéu chitng va hd trg.

Tich cyc theo dai d€ ¢6 bién phdp xit tri kip thei.

12. PAC TINH DUGC LUC HQC:
Nhom dugce Iy: Thude chong viém corticosteroid; glucocorticoid. Md ATC: HO2ABO6.
Glucocorticoid téng hgp véi tic dung chdng viém, te ché mi&n dich va chdng di ng.

Theo trong lugng, prednisolon ¢6 tic dung khdng viém cao gdp 4 -5 14n so véi cortison,
nhung dnh hudng dé€n sy thay ddi dién gidi & mite do thép hon.

Cd ché hoat dong vin chua duge hiéu diy dd.

13. PAC TINH DUGC PONG HOC:
Hdp thu: Prednisolon dugc hip thu nhanh chéng & dudng ti€u hoa sau khi udng, dat ndng do
dinh trong huyét twong sau 1-2 gi®y. Thei gian bdn thdi huy€t tuong thudng tir 2 — 4 gig. bo
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hap thu ban ddu bi 4nh hudng bdi thic dn nhung sinh khi dung dudng udng khdng bi dnh
hudng.

Phan bé: Prednisolon lién k&t cao véi protein huyét tuong va ¢6 4i luwc cao vdi transcortin.
Thé tich phin b va do thanh thai ting khi chuyén tir lidu thip sang li€u trung binh.

Chuyén héa: Prednisolon duge chuyén héa chi y&€u & gan thanh chit chuyén héa khong hoat
tinh.

Prednisolon c¢6 thé dugc chuyén héa thanh prednison nhd 11B-hydroxysteroid dehydrogenase.
Sinh khd dung tuyét dGi theo dudng udng clia prednisolon xap xi 82% so vdi prednisolon
duding tinh mach sau mgt liéu 10 mg duy nhat. G liéu binh thudng, thdi gian hidu qui dugc
tinh 1a 12 - 36 gid.

Thdi trir: Prednisolon duge bai tiét trong nude ti€u dudi dang chat chuyén héa tr do va lién
hgp. Chi lugng nhé duge bai ti€t & dang khong ddi. Hon 90% thai trir qua dudng tiéu, 7 —
15% dugc théi trir dudi dang khong d6i.

14. QUY CACH PONG GOI:
Hop 10 vi x 10 vién, Hop 50 vi x 10 vién, Hop 10 vi x 20 vién, Chai 100 vién, Hop 1 chai 500
vién, Hop 1 chai 1000 vién.

15. PIEEU KIEN BAO QUAN: Dusi 30°C, noi khé rdo, trdnh 4nh séng.
16. HAN DUNG CUA THUOC: 36 thang ké tir ngay sin xu}
*
17. TIEU CHUAN CHAT LUGNG CUA THUOC: DBVN.)
18. TEN, PIA CHI CUA €O SG SAN XUAT:
CONG TY CO PHAN DUQC PHAM KHANH HOA
Bia chi: Duong 2/4, khom Déong Bic, phuong Vinh Hoa, thanh phd Nha Trang, tinh Khanh Hoa, Viét Nam
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