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Rx-Thuébe nay chi dung theo don thude

Tén thuéec: KAPREDIN

(Methylprednisolone 16mg)
“Dé thudc xa tdm tay tré em”
“Doc k§ hudng ddn sit dung trudc khi ding”
“Théng bdo ngay cho bdc s¥ hodc dugc sy nhiing tdc dung khéng mong mudn
gdp phdi khi si dung thudc”

1. THANH PHAN, CONG THUC THUOC:

Mdi vién nén chita:

Thanh phdn hoat chdt: Methylprednisolone 16mg

Thanh phdn té duge: Hydroxypropylcellulose, Sodium lauryl sulfate, Lactose monohydrate,

Microcrystalline cellulose M101, Polacrilin Potassium, Saccharine sodium, Croscarmellose
S sodium, Colloidal silicon dioxide, Magnesium stearate, Mau quinolin, Mau dé Allura, Huong

sira.

2. DANG BAO CHE:
Vién nén.
M@ td sdn phadm: Vién nén hinh v4 sd mau hong, vi ngot, huong sita.

3. CHI PINH:
- Piéu tri réi logn noi tiét: Thiéu ning vé thuong thin nguyén phat hay thi phdt, ting san thugng
thin bAm sinh.
- R6i loan do thdp khdp: viém khdp dang thip, viém khdp dang thap & thi€u nién, viém cot sdng
dinh khdp.
- Bénh collagen/ viém dong mach: Lupus ban dé toan than, viém da cd toan thin (viém da co),
thdp tim c4p, dau cd dang thip, viém dong mach do t& bao khong 10.
- Bénh thudc vé da: Pemphigus thé thong thudng.

. - Bénh dj ung: Viém miii di ¥ng theo miia va quanh nim, b&énh huyét thanh, hen ph& qudn, céc
phén ting qua man véi thude, viém da di ing do tiép xiic.
- Bénh vé mdr: viém mang bd dao trude (viém mong mit, viém thé mi), viém mang b dao sau,
viém thin kinh thi gidc.
- Bénh & duwimg hé hdp: sarcoid phdi, bénh lao cdp hay lan téa (v6i héa tri liéu khdng lao thich
hap), tén thitdng phdi do hit phai.
- R&i logn vé huyét hoc: ban xuat huyét gidm tiéu ciu t phat, thi€u mau tdn huyé&t (t mién).
- Cdc bénh khéi u: bénh bach cau (cap tinh va bach huyét), u lympho 4c tinh.
- Bénh vé duong tiéu héa: Viém loét dai trang, bénh Crohn.
- Khdc: lao mang nao (v6i hod tri li€u lao thich hgp), ghép cd quan.

4. CACH DUNG, LIEU DUNG:
- Liéu dung:
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Téng lidu khuyén cdo trung binh hang ngay c6 thé dudgc chi dinh 1 lidu duy nhat hogc chia lidu
(ngoai triY trong liéu phép cdch ngay 1a ding liéu gap doi lidu t5i thi€u hang ngay ¢6 hiéu qué va
diing 2 ngay 1 1an vao 8 gid sang)

Céc tdc dung khong mong mudn ¢ thé duge gidm dén miic t61 thiéu biing cach st dung li€u thap
nhat ¢6 hiéu qud trong thdi gian ngén nhat.

Liéu tc ch& ban ddu c6 thé khic nhau tiy thude vio bénh dang duge diéu tri. Liéu nay duge duy
tri cho téi khi dat dudc ddp ting 1Am sang thoa dang, khodng 3 - 7 ngay trong bénh thap khép (trir
thip tim c¢dp), bénh di ing dnh hu’dng da hodc bénh dudng hd hap va nhén khoa. N&u dép ting
Jam sang khdng dat trong 7 ngdy, cin ddnh gid lai bénh dé€ xdc dinh chdn dodn ban diu. Ngay
khi dat dudc ddp ting 14m sing thda ddng, liéu hang ngay nén dudc gidm tr tir dén khi két thiic
diéu trj trong cdc bénh cap tinh (vi du: hen theo mua, viém da tréc vy, viém thi gidc cip) hoic
dén muc lidu duy tri t6i thi€u ¢6 hiéu qui trong cdc bénh mén tinh (vi du: viém khdép dang thap,
lupus ban dé hé théng, hen ph& quén, viém da di ing). Trong cdc bénh man tinh, dic biét trong
viém khdp dang thdp, diéu quan trong 12 gidm lidu tir lidu ban ddu xuéng lidu duy tri d€ dat dugc
1am sang thich hgp. Sy gidm liéu dugc khuyén cdo 1a khong qud 2mg trong khodng thdi gian 7-
10 ngay. Trong viém khdp dang thép, liéu phdp steroid duy tri nén & muic lidu thap nhat c6 thé.
Trong liéu phép cdch ngay, ding liéu corucostermd gap ddi lidu t8i thiu hiang ngay va ding 1
liéu duy nhat, 2 ngay 1 lan vao 8 gid sdng. Yéu ciu vé liéu phuy thudc vao bénh dang dugc diéu
tri va ddp ting ctia bénh nhan.

Bénh nhén cao tudi: viéc diéu tri cho bénh nhin cao tudi dac biét n€u dicu tri dai ngay nén xem
xét vé cdc hiu qud nghiém trong clia cdc tic dung khong mong mudn thudng gip cia
corticosteroid & ngudi cao tdi, dic biét, 1a bénh lodng xuong, déi thdo dudng, ting huyét dp, dé
bi nhiém khudn va 1am mdng da.

Tré em: thdong thuding, liéu cho tré em nén dya vao ddp tng 1dm sang va theo su xem xét clia bic
si. Viéc diéu tri nén gidi han & lidu t6i thi€u trong khodng thdi gian ngin nhat. N&u c6 thé, nén
diing liéu duy nhat va ding cdch ngay.

# Liéu lugng khuyén cdo tham khao trong mét s8 trudng hdp:

- Viém khdp dang thdp: nidng: 12 - 16mg/ngay, ning vifa: 8 -12mg/ngay, nhe va tré em: 4 -
8mg/ngay.

- Viém da cd toan than: 48mg/ngay.

- Lupus ban dd hé théng: 20-100mg/ngay.

- Thip tim c&p: 48mg/ngay cho t6i khi tc d 1dng hong cdu (ESR) binh thudng khodng mot tuan.
- Bénh di dng, bénh nhén khoa: 12 - 40mg/ngay

- Hen ph€ qudn: c6 thé 1&n tdi lidu duy nhit 64mg/ cich ngay, c6 thé t6i lidu t6i da 100mg.

- Bénh vé mit: 12 — 40mg

- R&i loan huyét hoc va bénh bach ciu, u lympho 4c tinh: 16 -100mg/ngay.

- Viém loét dai trang: 16 - 60mg/ngay.

- Bénh Crohn: ¢6 thé 1én tdi 48mg/ngay trong giai doan cap.

- Ghép cd quan: c6 thé 1én t6i 3,6mg/kg/ngay.

- Bénh sarcoid phdi: 32 - 48mg/ngay ding cdch ngay.

- Bénh viém déng mach t&€ bio khdng 16/ dau da cd do thap khdp 64mg/ngay.

- Bénh pemphigus thé thong thudng: 80 - 360mg/ngay.

* Ghi chii: trudng hgp can dung liéu 4mg, 6mg, 8mg, 12mg, 20mg thi chon ding vién ¢6 ham
lugng thich hgp.

- Céach diing: Diing dudng udng.

Khong c6 yéu cau dic biét vé xit 1y thudc sau khi stt dung.
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5. CHONG CHI PINH:

Qu4 mén véi methylprednisolone hay bt ki thanh phan nao ciia thudc.

Nhiém nidm toan than.

Bénh nhan nhiém tring todn than tri khi ¢6 bién phdp chéng nhiém tring dic biét.

Chéng chi dinh sit dung vdc-xin s6ng hodc sdng gidm doc luc cho bénh nhan dang ding cic liéu
corticosteroid tic ch& mién dich.

6. CANHBAO VA THAN TRONG KHI DUNG THUOC

Téc dung e ch& mi&n dich/Téing d6 nhay cam véi cdc bénh nhiém khudn: Corticosteroid ¢
thé 1am ting d6 nhay cdm véi nhiém khuén, che 1dp mét s6 ddu hiéu nhi&m khudn, va cdc nhiém
khuin mdi c6 thé xdy ra khi ding corticosteroid. Piéu nay c6 thé lam gidm su dé khang va mat
kha ning khu trii noi nhiém khu#n khi sif dung corticosteroid.

Nhi&m vi sinh vat gy bénh bao gém nhiém virtit, vi khudn, ndm, don bao hodc giun sdn § bat ky
vi trf ndo clia co thé, c6 thé lién quan t6i viéc st dung corticosteroid riéng ré& hoic phdi hgp véi
cdc thude e ch& mién dich khédc c6 tdc dong 1én mién dich t€ bao, mién dich thé dich hoic tdi
chifc nidng bach ciu trung tinh. Nhitng nhiém khuin nay c6 thé nhe, nhung ciing ¢6 thé nghiém
trong, doi khi giy tf vong. Khi ting liéu corticosteroid, thdy ty 1& cdc bién ching do nhiém
khu#n ting lén.

Bénh nhén dang diing thudc ¢ ch& hé mién dich d& bi nhiém khuin hon nhiing ngudi khéc.

C6 thé ding vic-xin chét hoic vdc-xin bit hoat cho bénh nhan dang ding corticosteroid véi liéu
tic ch& mién dich; tuy nhién, ddp tng vdi nhitng vic-xin nay c¢6 thé gidm di. C6 thé sit dung céc
bién phdp tao mién dich cho bénh nhin dang ding cdc liéu khoéng tic ché mién dich cila
corticosteroid.

Can han ché skt dung corticosteroid trong bénh lao hoat dong, & cdc trudng hgp lao rédi rdc hodc
bao phit, trong d6 corticosteroid duge diing dé€ quin 1y bénh, k&t hgp vdi ché do chong lao thich
hap. Khi corticosteroid dugc chi dinh & bénh nhin lao tiém tang hodc phdn ing véi tuberculin,
cAn quan sét rat chit ché vi bénh c6 thé tdi phat. Néu diing corticosteroid kéo dai thi nhitng bénh
nhin nay can ding dy phong cdc thudc khdng lao.

Pi c6 bdo cdo vé Sarcom Kaposi 8 bénh nhin diing liéu phdp corticosteroid. Khi ngiling
corticosteroid c6 thé sé& thuyén gidm vé 1am sing.

Vai trd clia corticosteroid trong séc nhiém khuén con chua 16 rang.

Hé mién dich: Vi mot s6 hiém cédc trudng hgp di tng trén da va phéan ing phdn vé&/dang phan vé
xdy ra & bénh nhan dugc di€u tri bing liéu phdp corticosteroid, can thyc hién cdc bién phip
phong ngita thich hdp trude khi cho diéu tri, dic biét 12 d6i véi nhitng bénh nhin c6 tién sit di
ting v6i bat ky loai thudc nao.

Ni ti€t: O bénh nhén dang trong thdi gian diéu tri corticosteroid ma phai chiu 4p Iuc bat thudng,
cin chi dinh ting liéu loai corticosteroid tdc dung nhanh trude, trong va sau khi phai chiu 4p Iuc
do.

Khi st dung corticosteroid & liéu ding c6 tdc dung dudc 1y trong thdi gian dai c6 thé din t6i tc
ché truc dudi d6i — tuyé&n yén — thugng than (HPA) (thiéu ning vé thugng than thi phat). Miic do
va thdi gian suy thugng than thit cdp khadc nhau gifta cdc bénh nhin va phu thude vao liéu, tan s6,
thdi gian st dung va khodng thdi gian di€u tri bing liéu phdp glucocorticoid. Tdc dung nay cé
thé dugc gidm thi€u biing cdch st dung liéu phép diéu tri cdch ngay.

Ngoai ra, thiéu ning thugng than con din tdi tif vong néu ngimg diing glucocorticoid dot ngot.
Thiéu ning vé thugng than thif phat do thude ¢6 thé gidm thi€u bing cdch gidm din licu.
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Kiéu thi€u ning thugng than nay c6 thé ton tai nhiéu thang sau khi ngung thudc; do dé, trong bét
ky tinh trang stress xdy ra trong thdi ky nay, nén bit ddu lai liéu phdp hooc mén. Vi chifc niing
bai ti€t corticoid khodng c6 thé bi gidm, nén chi dinh ding ddng thdi véi mudi va/hodc mot
corticoid khodng.

“Hoi ching ngiing dot ngdt™ steroid khong lién quan dén tinh trang suy v thugng thin cé thé
xuat hién sau khi ngiing st dung glucocorticoid dot ng6t. Hai chifng ndy bao gbm cdc triéu chifng
nhu: chdn in, budn nén, nén 6i, hdn mé, dau diu, sot, dau khdp, bong da, dau cd, sut cidn va/hodc
ha huy€t dp. Nhitng 4nh hudng nay dugc cho 12 do su thay ddi d6t ngdt nong do glucocorticoid
hon 12 ndng d6 corticosteroid thap.

Do glucocorticoid ¢6 thé gdy ra hoic lam ning thém hoi ching Cushing, khong ding
glucocorticoid cho bénh nhén bi bénh Cushing.

Téc dung ctia corticosteroid ting 1én & nhitng b&énh nhén thiéu ning tuyé&n gidp.

Chuyén héa va dinh dudng: Céc corticosteroid bao gém methylprednisolone ¢6 thé lam ting
glucose huyét, 1am cho bénh tiéu dudng da c6 ning thém va néu diing corticosteroid trong thoi
gian dai c6 thé din tdi bi bénh tiéu duding.

Tam than: Loan tAm than c¢6 thé xudt hién khi diing corticosteroid, ti¥ sdng khodi, mét ngd, thay
dGi tdm trang, dao dong tinh khi va tidm udt ning cho dén nhitng biéu hién tim thin thuc su.
Cém xiic khéng 6n dinh hay khuynh huténg tdm thin ciing ¢6 thé ning né hon bdi corticosteroid.
Khd niing gip cdc tdc dung khong mong mudn vé tdm thin niing c6 thé xdy ra khi ding steroid
theo dudng toan than. Cdc triéu chifng dic biét xuat hién trong vai ngay hoic vai tudn diu thdi
gian diéu tri. Hau hét cdc phdn tng mit di khi gidm liéu hodc ngiing thudc, mic dit cdn phai c6
nhitng diéu tri dic hiéu.

Anh huéng vé tim thén di dugc bdo cdo khi ngiing corticosteroid; khong biét dudc tin sudt.
Bénh nhan/nhén vién y t€ nén Iuu ¥ néu nhu nhitng biu hién tim than xuat hién & bénh nhén,
dic biét n€u nghi ngd bénh nhin bi trdim cdm hay ¢é ¥ dinh ty sit. Nén canh bio bénh
nhdn/nhén vién y t€ vé khd ning ¢6 thé€ bi r6i loan tAm thin xdy ra trong thdi gian diéu tri hay
ngay sau khi gidm liéu hay ngitng diing steroid theo dudng toan than.

Hé than kinh: Than trong khi diung corticosteroid trén nhitng bénh nhin ¢6 r6i loan dong kinh.
Thén trong khi dung corticosteroid trén nhifng bénh nhin nhudc c¢d ning.

Mic dit céc thif nghiém 1am sang c6 doi chitng di cho thdy corticosteroid ¢6 hiéu qud tdc dung
nhanh trong diéu tri da X0 ciing dgt cdp, cdc thif nghiém nay cho thdy corticosteroid khong dnh
hudng dén k&t qud cudi cliing hoidc dién bién tr nhién clia bénh. Cdc nghién cifu cho thdy can sif
dung liéu corticosteroid tuong d6i cao méi ¢6 tic dung rd rét.

Pi c¢6 nhiing bdo cdo vé ching tich md ngodi mang cing & bénh nhin dang s dung
corticosteroid, thudng 1a sit dung liéu cao trong thdi gian dai.

Mit: Than trong khi diing corticosteroid trén nhiing bénh nhén bi Herpes simplex ¢ mit vi ¢6
thé gay thiing gidc mac.

St dung corticosteroid trong thdi gian dai c6 thé giy duc thily tinh thé dudi bao sau va duc thily
tinh thé & trung tdm (dic biét & tré em), 181 mit, hoic ting dp Iy n6i nhin c6 thé din téi bénh
tdng nhin 4p c6 thé kém hidy hoai thin kinh thi gidc. Trén nhitng bénh nhin diing glucocorticoid
c6 thé ting bi nhiém nam hoic virus thit phat & mét.

Liéu phdp corticosteroid da c6 lién quan dén bénh hic vong mac trung tim thanh dich, c6 thé
din dén bong vng mac.

Tim: Cdc tdc dyung bat 1gi cla glucocorticoid déi véi hé tim mach, nhu rdi loan m& mdu va ting
huy€t 4p, c6 thé khi€n bénh nhan dang dudc diéu tri va hién c6 cdc yéu td nguy cd tim mach
phéi chiu thém cdc tdc dung khdc trén tim mach, néu dic¢u tri bing li¢u cao va kéo dai.
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Vi véy, cin st dung corticosteroid thin trong & nhitng bénh nhin nay va can chid y thyc hién céc

bién phédp gidm nguy cd va theo doi thém cho tim néu can thi€t. Dung liéu thap va cdch nhit ¢6

thé 1am gidm ty 1& bién chitng trong liéu phdp corticosteroid.

Trong trudng hgp bi suy tim sung huyét, nén thin trong khi sit dung corticosteroid dudng toan

than va chi st dung khi dic biét can thiét.

Mach: Thén trong khi diing corticosteroid trén nhitng bénh nhéin cao huyét 4p.

Tiéu héa: Khong c6 khdi niém phé bi€n 1 chinh corticosteroid chiu trach nhiém vé loét dudng

tiéu héa trong qud trinh di€u tri, tuy nhién, ding glucocorticoid cé thé che 14p nhitng triéu chitng

clia loét dudng tiéu héa, khi€n gip phdi thing hodc chdy mdu ma khong c6 kém dau ddn rd rét.

Gia ting nguy cd phdt trién loét dudng tiéu héa khi diing k&t hgp véi thude khang viém khong

steroid (NSAID).

Than trong khi diing corticoid trong viém loét dai trang khong dic hiéu néu c6 doa thing, dp-xe

hay nhiém khu&n sinh mt khdc; viém tii thita, cé chd néi rudt non mdi, dang bi hay ¢6 tién sit bi

loét dudng tiéu héa.

Gan mat: Corticosteroid liéu cao ¢6 thé 1am viém tuy cap.

Co xuong: P ¢6 bdo cdo vé bénh cd cap tinh khi sit dung corticosteroid lidu cao, thudng x4y ra

& bénh nhén bi cdc r8i loan din truyén than kinh c¢d (vi du nhudge cd ndng) hay trén b&énh nhan

dang ding cdc thude khdng cholinergic nhu thudc tic ché than kinh c¢d (vi du pancuronium). Bénh

cd cap tinh nay lan rong, c¢6 thé lién quan dén cdc cd mit, cd ho hap va c6 thé din tdi liét chi.

Tinh trang ting creatinine kinase ¢6 thé xdy ra. D& ¢6 (ién trién vé mit 14m sang hay héi phuc,

can difng thudc trong vong vai tudn dén vai niam.

Lodng xuong 14 tdc dung c6 hai chung, nhung it duge nhin thady x4y ra khi ding glucocorticoid

liéu cao va kéo dai. 00!
| Thén va ti€t niéu: Thén trong khi st dung corticosteroid trén bénh nhan suy thén. '
Chan thuong, nhiém déc va cdc bi€n chitng phiu thuat: Khong nén ding lidu cao
corticosteroid theo duding toan thian d€ diéu trj vét thudng do chin thuong nio. ¢
Cdnh bdo khdc: Do bién chitng khi diéu tri biing glucocorticoid phu thude vao lidu va thdi gian
diéu tri, quyét dinh diéu trj phdi dya trén sy cin nhic giita nguy co/ich Igi vdi tiing trudng hdp
riéng va thdi gian diéu tri cling phdi dudc cin nhic hodc diing hang ngay hoic ding cdch quing. =
Ph&i hdp vdi cdc chit tc ch€ CYP3A, gdm cdc sdn phdm chita cobicistat, s& lam ting nguy cd

phan ing phu toan than. Nén tranh phoi hgp trir khi 1¢i ich 16n hon nguy cd. Trong trudng hap d6,

bénh nhin cin dugc theo ddi tdc dung phu corticosteroid toan thén.

Nén ding liéu thip nhat cla corticoid dé kiém sodt tinh hinh diéu tri, va khi ¢6 thé gidm liéu thi

nén gidm din.

Aspirin va cédc thudc khdng viém khong steroid cin duge st dung than trong khi két hgp véi
corticosteroid.

Bénh u t€ bao wa crom c6 thé gy tl vong dd dudc bdo cdo sau khi sit dung cdc corticosteroid

theo dudng toan thdn. VGi bénh nhin bi nghi ngd hoic di xdc dinh 12 mic bénh u t&€ bio wa

crom, chi nén st dung céc corticosteroid sau khi da ti€n hanh ddnh gid rii ro/lgi ich phit hap.

St dung cho tré em: Nén theo ddi cdn thin sy phét trién va ting trudng ctia tré khi sit dung liéu

phdp corticosteroid kéo dai.

Tré em c6 thé chdm 16n khi diing glucocorticoid hiang ngay trong thdi gian dai. Viéc st dung liéu

phédp nay vdi liéu chia nhd nén han ché, chi cho chi dinh khdn cap nhét. Tdc dung phu nay c6 thé

trdnh dugc hodc gidm thi€u khi st dung liéu phdp glucocorticoid cdch ngay.

Tré sd sinh va tré em dugc di€u tri 1au dai bing corticosteroid dic biét cé nguy co ting 4p luc

noi so.

"ON
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Corticosteroid liéu cao ¢6 thé din dén chiing viém tuy & tré em.

Stt dung cho ngudi cao tudi: céc tic dung phu thudng gip ciia corticosteroid dudng toan thin cé
thé nghiém trong hon do tudi cao, dic biét 14 chiing lodng xuong, cao huyét dp, ha kali mdu, tiéu
dudng, dé bi nhiém tring va 1am mdng da. Cin phdi gidm st 1dm sing chit ché.

* Canh bdo td diige: Thudc c6 chita td dugc lactose monohydrate, bénh nhin bi mic cdc roi loan
di truyén hi€m gip vé dung nap galactose, chiing thi€u hut lactose lapp hodc rdi loan hdp thu
glucose-galactose khong nén st dung thude nay.

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

Khd ning sinh sdn: Khong cé biing chiing nao cho thdy corticosteroid ¢é tdc dung lam gidm kha
ndng sinh sdn.

Phy nit c6 thai: Mot s8 nghién ctu trén ddng vt cho thiy corticosteroid ding cho me véi liéu
cao c6 thé gay qudi thai. Tuy nhién, c6 vé nhu corticosteroid khong giy di tat bAm sinh khi diing
cho phu nft c6 thai.

Mic di ¢6 nhitng két qua nhur vay trén dong vit, c6 vé nhit it c6 khd niing gdy nguy hai dén bao
thai khi diing thudc trong thdi gian mang thai. Chua cé nhiing nghién cttu diy dd trén ngudi véi
corticosteroid. Vi chita ¢6 chitng cif ddy di vé @ an toan cho ngudi mang thai, nén chi ding
thudc nay cho ngudi mang thai khi that sy cin thit. Mot s6 corticosteroid dé dang qua dude
nhau thai. Mot nghién ctfu dang hoi ctfu cho thiy ¢6 sy ting ty 1 tré sinh thi€u cin & nhiing ba
me diing corticosterioid. Tré sd sinh tif ngudi me dd ding corticosteroid vdi liéu ding k& trong
thd#i ky mang thai can dudc theo déi va ddnh gid cin thian vé cdc dau hiéu suy thudng thin, du
hi€m gip cdc trudng hgp suy thugng thin & twé sd sinh bi phdi nhiém vdi corticosteroid ngay tif
trong ti cung.

Chua biét tdc dung ciia corticosteroid véi qud trinh trd da va sinh con. Puc thily tinh thé da dudc
quan sit thiy & tré sd sinh 6 ba me dugc diéu tri kéo dai biing corticosteroid trong khi mang thai.
Phu nit cho con bii: Corticosteroid bai ti€t dudc qua sita me. Su phdn bd clia corticosteroid vao
sita me c6 thé ifc ché sy ting trudng va gy cdn trd viée sdn xuat glucocorticoid ndi sinh & tré
dang bd. Do chua c6 nhiing nghién cifu ddy dd trén ngudi vé 4nh hudng cla glucocorticoid vdi
khd ning sinh sdn, chi ding thudc cho phu nit dang cho con bii n&€u xét thay 1¢i ich cho me hon
hin nguy cd d&i véi con.

8. ANH HUGNG PEN KHA NANG LAI XE, VAN HANH MAY MOC

Anh hudng cta corticosteroid 1én kha ning 14i xe va van hanh mdy méc chua duge dénh gid mot
cdch c6 hé thong. Céc tdc dung khéng mong mudn, nhu chodng vang, chéng mit, réi loan thi
gidc va mét mdi c6 thé xay ra sau khi diéu tri bing corticosteroid. Néu bi 4nh hutdng, bénh nhén
khong nén l4i xe hay vin hanh mdy moc.

9. TUGNG TAC, TUONG KY CUA THUOC:

Methylprednisolone 14 cd chét clia enzym cytochrom P450 (CYP) va chii y&€u duge chuyén héa
bdi enzym CYP3A4. CYP3A4 1a enzym chinh clia hdu hét cdc phian ho CYP trong gan & ngudi
trudng thanh. N6 xitic tdc cho qud trinh 6B-hydroxyl héa steroid, giai doan I thi€t yéu trong budc
chuyén héa cho cd corticosteroid ndi sinh va tdng hdp. Ciing c¢6 rit nhiéu chat khdc ciing 1 cd
chit clia CYP3A4, mot s6 chit nay (ciing nhu cdc thuSc khéc) lam thay ddi sy chuyén héa
glucocorticoid biing cdch gdy cdm ting (diéu hoa ting) hoic tc ché enzym CYP3A4.

Cdc chdt e ché CYP3A4: Nhitng thudc tic ché hoat tinh CYP3A4 nhin chung lam gidm d6 thanh
thdi ctia gan va ting ndng do cla cdc thude 14 co chit cia CYP3A4 nhu methylprednisolone
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trong huyét tudng. Néu c6 cdc chat e ché€ CYP3A4, nén chudn liéu methylprednisolone dé
tranh bi ngd doc steroid.

Cdc chdt cam ving CYP3A4: Nhilng thudc gdy cdm tng CYP3A4 nhin chung lam ting do thanh
thdi clia gan, din t6i 1am gidm ndng do cdc thudc 12 cd chdt cia CYP3A4. C6 thé cin phéi ting
liéu methylprednisolone khi ding ciing cdc thudc nay dé dat duge két quéd diéu tri nhu mong
mudn.

Cdc chdt la co chdt clia CYP3A4: Néu c6 cdc chat 1a cd chit cia CYP3A4, qud trinh thanh thai
qua gan clia methylprednisolone c6 thé bi 4nh huéng, do d6 cin c6 su diéu chinh tuong ing liéu
diing ctia methylprednisolone. C6 thé cdc phin ting c6 hai khi ding riéng mdi thudc clia mot
trong hai thudc s& dé xdy ra hon khi ding dong thdi.

- Chat cdm ung CYP3A4: thudc khdng sinh, khang lao (rifampin, rifabutin), thudc chéng co giat
(phenobarbital, phenytoin, primidone).

- Chét cam ing va co chdt CYP3A4: thude chéng co git (carbamazepine)

- Chdlt itc ché CYP3A4: khing sinh nhém macrolid (troleandomycin ), nuéc ép budi, thudc e ché
thu thé H, (cimetidin), thudc khdng khuin (isoniazid).

- Chat vic ché va co chdt CYP3A4: thudce chéng nén (aprepitant, fosaprepitant), thuéc khing nim
(itraconazol, ketoconazol), thudc chen kénh calci (diltiazem), thudc trdnh thai dang uéng
(ethinylestradiol, norethindron), thudc tc ch€ mién dich (cyclosporin), khdng sinh nhém
macrolid (clarithromycin, erythromycin), cdc thude e ché HIV-protease.

- Co chét ciia CYP3A4: thubc tic ché€ mién dich (cyclophosphamid va tacrolimus).

* Cac tudng tac khac khong qua trung gian CYP3A4:

- NSAID, aspirin liéu cao: Ty 1& chdy mdu vi loét da diy c6 thé ting khi ding
methylprednisolone ciing vdi cdc thudc NSAID. Methylprednisolone ¢6 thé 1am ting do thanh
thdi cia aspirin liu cao, din dén gidm ndng d6 salicylat huyét thanh. Nging diéu tri bing
methylprednisolone ¢6 thé lam ting ndng do salicylat trong huyét thanh, din dén ting nguy cd
ngd ddc salicylat.

- Thuéc khing cholinergic (chen than kinh co): Céc corticoid ¢6 thé 1am 4nh hudng dén tdc dung
clia cdc thudc khang cholinergic. Pi ¢6 bdo cdo vé tinh d6i khang vé tdc dung dc ché than kinh
cd clia pancuronium va vecuronium trén bénh nhin ding corticosteroid. Tudng tic nay cé thé
x4y ra vdi tit cd cdc chat chen than kinh cd ¢6 tinh canh tranh.

- Thuéc tic ché enzym cholinesterase: Steroid cé thé 1am gidm cdc tdc dung clia thudc e ché

enzym choliesterase diing trong diéu tri chifng nhudc co.

- Thuéc chéng tiéu duomg: vi corticosteroid c6 thé 1am ting ndng do glucose trong mau, cin diéu
chinh liéu lugng thudc chéng tiéu dudng.

- Thuéc chéng déng (dang udng): Tac dung cla methylprednisolone trén thuGc chdng dong
duding udng bién ddi. P c6 nhiéu bdo cdo vé viéc ting hay gidm tdc dung cia thudc ch6ng dong
khi diing chung vdi corticosteroid. Chinh vi vay, phai k1em tra cdc chi s6 dong mau dé duy tri téc
dung mong mudn cta thudc chdng dong.

- Thuéc lam gidm kali: khi s dung corticosteroid dong thdi véi cdc thude 1am gidm kali (nhu
thude 1di ti€u thiazid hay 1gi tiéu quai), bénh nhan cin dude theo dbi chit ché su xuét hién cia
chitng ha kali huyét. Nguy cd ha kali huyét ciing ting khi st dung ddng thdi corticosteroid véi
amphotericin B, cdc xanthin hay thudc cht vén betas,.

- Thude itc ché aromatase (Aminoglutethimid): Uc ché& thugng thin giy ra do aminoglutethimid
¢6 thé 1am tram trong thém nhiing thay ddi vé ndi tiét phét sinh tif liéu phép glucocorticoid kéo
dai.
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Do khéng ¢6 cdc nghién ctu vé tinh twong ky cla thudc, khong trdn 14n thude nay véi thudc
khdc.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Céc tAn suat dugc phan loai nhu sau: rdt thudng gip (>1/10), thudng gip (>1/100 dén <1/10), it
gip (=1/1000 dé&n <1/100), hi€m gip (>1/10 000 dén <1/1000), rat hi€ém gip (<1/10 000), khéng
rd tan sudt.

- Nhiém triing va ldy nhiém: thudng gip: nhiém tring (g0m ting tinh nhay cdm va mic d ning
clia sy nhiém triing biing cdch che gidu céc triéu ching va ddu hiéu 14m sang). Tan suit khong
rd: nhiém tring cd hoi, sy tdi phat bénh lao khdng hoat dong.

- Cdc réi loan vé mdu va hé bach huyét: tin suit khong r6: chiing ting bach céu.

- Cdc réi loan hé midn dich: tin suit khong r&: min cidm véi thude (bao gdm phén ting phn vé),
gidm phdn ng vdi cdc test da.

- Cdc r6i loan néi tiét: thudng gip: hoi ching Cushing. Tan sudt khong ro: ching gidm nadng
tuyén yén, hoi chitng ngitng d6t ngdt steroid.

- Cde rdi loan chuyén héa va dinh dudng: thudng gip: giif natri, giff nude. Tan suit khong ro:
nhidm kidm ha kali huy&t, toan chuyén héa, gidm dung nap glucose, tdng nhu cau vdi insulin
hoiic cdc thude ha dudng huyét dudng udng trong bénh d4i thdo dudng, ting ngon miéng (c6 thé
din tdi ting cin), ching tich m3 ngodi mang cung.

- Cdc r6i logn tdm thdn: thudng gip: roi loan cdm xuc (chdn ndn hay hung phén). Tan sudt khong
r: 11 loan tAm than (gém chiing dién cudng, 4o twdng, 4o gidc, tim thin phén liét (1am ning
thém)), hanh vi tim thin, r&i loan cim xiic (gdm cdm xic khong &n dinh, phu thude vé tinh thin,
c6 ¥ dinh tuf sat), r&i loan tinh thin, thay déi tinh cdch, tim trang lang lang, trang thdi lan 16n, cu
xtt bat thuding, lo 4u, mit ngu, dé cdu kinh.

- Cdc r6i logn hé than kinh: tAn suit khong rd: co gidt, ting dp lyc ndi so (véi bénh pha gai thi
gidc (ting dp luc ndi so lanh tinh)), chitng quén, r8i loan nhén thifc, chéng mit, dau dau.

- Cdc réi loan vé mdr: thudng gip: duc thiy tinh thé. Hi€m gip: nhin md. Tan suit khong 13:
bénh ting nhan ap, 161 mit, 1am mdng gidc mac, méng mang ciing, bénh vdng mac.

- Cdc réi loan tai va tai trong: tan sudt khong rd: hoa mit.

- Cdc réi logn vé tim: tin suft khong ro: suy tim sung huyét (v6i bénh nhadn nhay cdm), v8 tim
sau nhoi mau cd tim.

- Cdc ré6i logn vé mach: thudng gip: ting huyét 4p. TAn suit khong r6: ha huyét dp, thuyén tic
dong mach, huyét khéi.

- Cdc réi loan hé hé hdp, nguc va trung thdt: tin suat khong ro: thuyén tic phoi, nic.

- Cdc réi loan tiéu héa: thudng gip: loét dudng tiéu héa (c6 kha ning thiing va xudt huyét dudng
tiéu héa). TAn suédt khong rd: thing rudt, xudt huyét da day, viém tuy, viém loét thuc qudn,
chudng bung, viém thuc quan, dau bung, tiéu chdy, ddy bung, budn non.

- Cdc réi loan gan mdt: tn suit khong r6: ting enzym gan (ting alanin aminotransferase, ting
aspartat aminotransferase).

- Cdc réi loan trén da va mé dudi da: thudng gip: teo da, mun trifng cd. Tén suit khong rd: ban
d6, phit mach, ngita, may day, vét bim m4u, d6m xudt huy&t, phat ban, rdm 16ng, ching ting tiét
mob hdi, vin da, chiing gidn mao mach.

- Cdic réi loan co xuong va mé lién két: thudng gip: y&u cd, chim phét trién. Tan sudt khong ro:
gdy xudng bénh 1y, hoai tf xuong, teo cd, bénh khdp do nguyén nhin than kinh, cdc bénh vé cd,
lodng xuong, dau khdp, dau ca.

_ Cdc réi loan hé sinh sén va vi: tan sudt khong ro: kinh nguyét khong déu.



https://vnras.com/drug/

- Cde rdi logn chung va tai noi diéu tri: thudng gip: chdm lanh vét thuong. Tan suat khong ro:
mét méi, kho &, triéu ching ngiing dot ngdt (viée gidm nhanh liéu corticosteroid sau khi diéu tri
kéo dai) cé thé din dén thiéu ning thudng than cip, ha huyét 4p va tif vong,.

- Cdc tdc dung khéng mong mudn khdc: thudng gip: gidm kali mdu. Tan suat khong ro: ting dp
luc ndi nhén, gidm dung nap carbohydrat, ting alkalin phosphatase trong mdu, ting calci niéu.

- Cdc bién chitng vé phdu thudt, vét thuong, ngd déc: tan suit khong rd: ddt diy ching (dic biét
gin achilles), gdy xudng s6ng do chén &p.

11. QUA LIEU VA CACH XU TR

Khéng nén ngung st dung methylprednisolone mdt cdach dot ngdt ma phai gidm liéu din trong
mot khodng thdi gian. Cin thyc hién cdc bién phdp thich hgp dé€ 1am diu céc triéu ching do tdc
dung phu c6 thé trd nén 1 rét. Cé thé cin phai hd trg bénh nhéin diing cdc corticosteroid thém
mdt thdi gian khi bi bt cit chdn thuong nio xdy ra trong vong hai nim sau khi bi qud liéu.
Khong c¢6 hdi ching 1dm sang vé diing qué liéu methylprednisolone. Cdc bdo cdo vé ngd doc
cip vi/hoic tif vong do ding qud liéu glucocorticoid 1a hi€m. Trong trudng hop ding qud liéu,
khong cé thudc gidi doc dic hiéu, diéu tri hd trg va triéu chiin, ¢6 thé diing phudng phip thim
tdch dé€ loai bd methylprednisolone.

12. THONG TIN VE DUGC LY, LAM SANG:

a. Pac tinh dugc lyc hoc:

Nhém duoc Iy: thuse glucocorticoid téng hgp, ma ATC: HO2ABO4.

Methylprednisolone 1a mdt glucocorticoid tdng hgp va 1a mdt din chat methyl ciia prednisolon.
Methylprednisolone 1a mot chiat chdng viém manh vdi kha néing fc ché manh mé& hé mién dich.
Cic glucocorticoid tic dung chli y&€u bing cdch gin két va kich hoat cédc thy thé glucocorticoid
ndi bao. Kich hoat cédc thu thé glucocorticoid gin két véi cdc viing thic ddy ciia ADN (c6 thé
kich hoat hoic c ch€ sy phién mi) va kich hoat cdc y€u tO phién mad din dén bat hoat cdc gen
qua su khit acetyl ciia cdc histone.

Sau khi diing glucocorticoid, ngudi ta thdy c¢6 su tri hodn vai gid doi vdi cdc tdc dung 14m sang
do cédc thay ddi trong biéu hién gen. Cdc tdc dung khdc khong lién quan dén biéu hién gen c6
thé c6 ngay 14p tic.

Corticosteroid 4nh hudng dén than, dich va su can bing chat dién gidi, lipid, protein va chat
chuyén héa carbohydrat, cd xuong, hé tim mach, hé mién dich, hé than kinh va hé noi tiét. Cic
corticosteroid ciing rat quan trong trong viéc duy tri chifc ning trong qu4 trinh stress.

b. Péc tinh dugc djng hoc:

Dugc dong hoc ciia methylprednisolone tuyén tinh, khéng phu thudc vao dudng ding.

Hdép thu: Methylprednisolone dugc hap thu nhanh va dat ndng do dinh trong huyét twong khodng
1.5 - 2.3 gid & moi liéu lugng sau khi udng & ngudi 16n khde manh binh thudng. Sinh khd dung
tuyét d6i clia methylprednisolone trén ngudi binh thudng, khde manh nhin chung cao (82 - 89%)
sau khi udng.

Phén b6: Methylprednisolone phin bd rdng trong cdc md, qua hang rao mdu ndo va tiét vao
trong sita. Thé tich phan b biéu kién cda thudc 1a khodng 1.4 L/kg. Methylprednisolone gin véi
protein huyét tuong ngudi vdi ty 1& khodng 77%.

Chuyén héa: G ngudi, methylprednisolone dugc chuyén héa & gan thanh cdc chat chuyén héa bat
hoat, cdc chit chuyén héa chi yéu 1a 20a-hydroxymethylprednisolone va 208-
hydroxymethylprednisolone. Qia trinh chuyén héa 3 gan chi y&u qua enzym CYP3A4.
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Giéng nhidu loai ¢d chit ctia CYP3A4, methylprednisolone ¢6 thé 1a cd chdt cho p-glycoprotein,
protein vin chuyén hinh hop gdn véi ATP (ABC), dnh hudng dén sy phan bo trong md va tidng
tdc vdi cdc loai thude khdc.

Thdi trir: Thai gian ban thai trung binh cda methylprednisolone vao khodng 1.8 - 5.2 gid. Téc do
dao thdi t6ng thé 12 khodng 5 - 6 mL/phiit/kg.

13. QUY CACH PONG GOI:
Hop 10 vi x 10 vién nén, Hop 50 vi x 10 vién nén,
Chai 200 vién nén, Chai 500 vién nén, Chai 1000 vién nén

14. PIEU KIEN BAO QUAN

Trong bao bi kin, ndi kho rédo, tranh dnh sdng, § nhiét dd khong qué 30°C.
15. HAN DUNG CUA THUOC:

36 thang k€ tif ngdy sdn xuat.

16. TIRU CHUAN CHAT LUQGNG CUA THUOC
Tiéu chuén cd s& (TCCS)

17. TEN, PIA CHI CUA CcO sO SAN XUAT:
CONG TY CO PHAN DUQC PHAM KHANH HOA
Pia chi: Puding 2 thang 4, Khém Dong Bic, phuding Vinh Hoa, thanh ph8 Nha Trang, tinh Khédnh Hoa
Nha Trang, ngdy.[3 théng 04 nam 2020 "
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