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Rx-Thuédc nay chi ding theo don thuéc 

Tén thuéc: KAPREDIN 
(Methylprednisolone 16mg) 

“Dé thudc xa tam tay tré em” 

“Doc k¥§ hudng dan sit dung truéc khi ding” 

“Thong bdo ngay cho bac s¥ hodc duoc s¥ nhiing tac dung khéng mong mudn 

gdp phdi khi sit dung thudc” 

1. THANH PHAN, CONG THUC THUOC: 
Mai vién nén chita: 

Thanh phan hoat chat: Methylprednisolone 16mg 
Thanh phan té duoc: Hydroxypropylcellulose, Sodium lauryl sulfate, Lactose monohydrate, 

Microcrystalline cellulose M101, Polacrilin Potassium, Saccharine sodium, Croscarmellose 

~ sodium, Colloidal silicon dioxide, Magnesium stearate, Mau quinolin, Mau do Allura, Huong 

stra. 

2. DANG BAO CHE: 
Vién nén. 

MG ta san pham: Vién nén hinh vé sd mau hong, vi ngot, huong sia. 

3. CHI DINH: 
- Diéu tri réi loan néi tiét, Thiéu nang v6 thudng than nguyén phat hay thi phat, tang san thugng 
than bam sinh. 
- R6i loan do thdp khép: viém khép dang thap, viém khdp dang thap 6 thiéu nién, viém cét s6ng 

dinh khép. 

- Bénh collagen/ viém déng mach: Lupus ban dé toan than, viém da co toan than (viém da co), 

thap tim cp, dau co dang thap, viém déng mach do té bao khong 16. 
- Bénh thuéc vé da: Pemphigus thé thong thudng. 
- Bénh di ving: Viém mii di ting theo mda va quanh nam, bénh huyét thanh, hen phé quan, cdc 

phan ting qué man vi thudéc, viém da di ttng do tiép xtic. 
- Bénh vé mdt: viém mang bé dao truéc (viém méng mat, viém thé mi), viém mang bé dao sau, 
viém than kinh thi gidc. 
- Bénh & duéng hé hdp: sarcoid phéi, bénh lao cap hay lan téa (v6i héa tri liéu khang lao thich 

hdp), ton thudng phi do hit phi. 
- Réi loan vé huyét hoc: ban xuat huyét gidm tiéu cau tu phat, thiéu mau tén huyét (tu mién). 
- Cdéc bénh khéi u: bénh bach cau (cap tinh va bach huyét), u lympho ac tinh. 
- Bénh vé duong tiéu héa: Viém loét dai trang, béenh Crohn. 

- Khdc: lao mang nao (vdi hoa tri liéu lao thich hdp), ghép cd quan. 

4. CACH DUNG, LIEU DUNG: 
- Liéu ding:



https://vnras.com/drug/ 

Téng liéu khuyén cdo trung binh hang ngay c6 thé dude chi dinh 1 1i€u duy nhat hode chia liéu 

(ngoai trif trong liéu phdp cach ngay 1a ding liéu gap déi liéu t0i thiéu hang ngay co hiéu qua va 

ding 2 ngay 1 lan vao 8 gid sang). 

Cac téc dung khéng mong mu6n cé thé dudc giam dén mitc téi thiéu bing cdch sift dung liéu thap 

nhat cé hiéu qua trong théi gian ngan nhat. 

Liéu ttc ché ban dau cé thé khdc nhau tay thudc vao bénh dang dude diéu tri. Liéu nay duge duy 

tri cho téi khi dat dude d4p ting lam sang thda dang, khoang 3 - 7 ngay trong bénh thap khép (tri 

thap tim cap), bénh di ting anh hudng da hodc bénh dung hé hap va nhan khoa. Néu dap ting 

lam sang khéng dat trong 7 ngay, can danh gid lai bénh dé x4c dinh chan dodn ban dau. Ngay 

khi dat dudc dap ting 14m sang thda dang, liéu hang ngay nén dude gidm ty tr dén khi két thiic 

diéu tri trong cdc bénh c4p tinh (vi du: hen theo mta, viém da tréc vay, viém thi gidc cép) hoac 

dén mtic liéu duy tri t6i thiéu c6 hiéu qua trong cdc bénh man tinh (vi du: viém khdép dang thap, 

lupus ban dé hé thong, hen phé quan, viém da di ting). Trong cdc bénh man tinh, dac biét trong 

viém khdp dang thap, diéu quan trong 1a gidm liéu ti li€u ban d4u xu6ng liéu duy tri dé dat dude 

lam sang thich hdp. Su gidm liéu dude khuyén cdo 14 khéng qué 2mg trong khodng thdi gian 7- 

10 ngay. Trong viém khdp dang thap, li€u phap steroid duy tri nén 6 mife liéu thap nhat c6 thé. 

Trong liéu phdp c4ch ngay, ding liéu ‘corticosteroid gap di liéu t6i thiéu hang ngay va ding 1 

liéu duy nhat, 2 ngay 1 lan vao 8 gid sang. Yéu cau vé liéu phy thudc vao bénh dang duge diéu 

tri va dap ting ctia bénh nhan. 

Bénh nhén cao tuéi: viéc diéu tri cho bénh nhan cao tudi dac biét néu diéu tri dai ngay nén xem 

xét vé c4c hau qua nghiém trong cia cdc téc dung khéng mong mudén thuGng giép cua 

corticosteroid 6 ngudi cao tudi, dic biét, 1a bénh lodng xudng, dai théo dutng, ting huyét ap, dé 

bi nhiém khuan va lam méng da. 
Tré em: théng thudng, liéu cho tré em nén dua vao dap tng lam sang va theo su xem xét cia bac 

si. Viéc diéu tri nén gidi han 6 liéu ti thiéu trong khoang thdi gian ngan nhat. Néu co thé, nén 

ding liéu duy nhat va ding cdch ngay. 

* Liéu ludng khuyén cdo tham khdo trong mét sé trudng hgp: 

- Viém khép dang thap: nang: 12 - 1l6mg/ngay, nang vifa: 8 -12mg/ngay, nhe va tré em: 4 - 

8mg/ngay. 

- Viém da co toan than: 48meg/ngay. 

- Lupus ban dé hé théng: 20-100mg/ngay. 
- Thap tim c&p: 48mg/ngay cho téi khi toc 46 dng héng cdu (ESR) binh thudng khodng m6t tuan. 

- Bénh di ting, bénh nhén khoa: 12 - 40mg/ngay 

- Hen phé quan: c6 thé 1én tdi liéu duy nh&t 64mg/ céch ngay, co thé tdi liéu t6i da 100mg. 

- Bénh vé mat: 12 - 40mg 
- R6i loan huyét hoc va bénh bach cau, u lympho 4c tinh: 16 -100mg/ngay. 

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

- Bénh Crohn: c6 thé lén tdi 48mg/ngay trong giai doan cap. 

- Ghép co quan: cé thé lén tdi 3,6mg/kg/ngay. 

- Bénh sarcoid phéi: 32 - 48mg/ngay ding cach ngay. 

- Bénh viém d6ng mach té bao khéng 16/ dau da co do thap khdp 64mg/ngay. 

- Bénh pemphigus thé théng thu@ng: 80 - 360mg/ngay. 

* Ghi chi: trvdng hop can ding liéu 4mg, 6mg, 8mg, 12mg, 20mg thi chon ding vién c6 ham 

lugng thich hdp. 

- Cach ding: Ding dudng udéng. 
Khong c6 yéu cau dic biét vé xi ly thuéc sau khi si dung.
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5. CHONG CHi DINH: 
Qué man v6i methylprednisolone hay bat ki thanh phan nao ciia thuéc. 
Nhiém nm toan than. 
Bénh nhén nhiém tring toan than tri khi c6 bién phdp chéng nhiém tring dic biét. 
Chong chi dinh stt dung vac-xin sOng hodc s6ng gidm déc lye cho bénh nhan dang ding cdc liéu 
corticosteroid tfe ché mién dich. 

6. CANH BAO VA THAN TRONG KHI DUNG THUOC 
Tac dung tic ché mién dich/Tang d6 nhay cam véi cdc bénh nhiém khudn: Corticosteroid c6 
thé lam tang d6 nhay c4m véi nhiém khuan, che lap mét s6 dau hiéu nhiém khuan, va c4c nhiém 
khudn mdi c6 thé xay ra khi ding corticosteroid. Diéu nay c6 thé lam gidm su dé khang va mat 
kha nang khu tri noi nhiém khuan khi st? dung corticosteroid. 

Nhiém vi sinh vat gy bénh bao g6m nhiém virtt, vi khudn, nam, don bao hoac giun san 6 bat ky 
vi tri ndo cia co thé, c6 thé lién quan tdi viéc sit dung corticosteroid riéng ré hodc phdi hop vdi 
c4c thuéc tic ché mién dich khdc cé tac d6ng lén mién dich t€ bio, mién dich thé dich hoac tdi 
chife nang bach cau trung tinh. Nhiing nhiém khuan nay c6 thé nhe, nhung cting c6 thé nghiém 
trong, d6i khi gay ti vong. Khi tang liéu corticosteroid, thay ty 1é cdc bién chitng do nhiém 
khuan tang lén. 
Bénh nhan dang ding thudc tic ché hé mién dich dé bi nhiém khuan hon nhiing ngudi khdc. 
C6 thé ding v4c-xin chét hodc vdc-xin bat hoat cho bénh nhan dang ding corticosteroid vi liéu 
te ché mién dich; tuy nhién, dép tng vdi nhfing vac-xin nay c6 thé gidm di. C6 thé sit dung cdc 
bién phdp tao mién dich cho bénh nhdn dang ding cdc liéu khdng tte ché mién dich cia 
corticosteroid. 

C4n han ché sif dung corticosteroid trong bénh lao hoat dong, 6 cdc trudng hgp lao rai rac hoac 

bao phat, trong d6 corticosteroid dude ding dé quan ly bénh, két hdp vi ché d6 chéng lao thich 
hdp. Khi corticosteroid dugc chi dinh 6 bénh nhan lao tiém tang hodc phan ting véi tuberculin, 

cn quan sat rat chat ché vi bénh cé thé tai phat. Néu ding corticosteroid kéo dai thi nhitng bénh 

nhan nay can ding dy phong cdc thuéc khang lao. 
Da c6é béo cdo vé Sarcém Kaposi 3 bénh nhdn ding liéu phap corticosteroid. Khi ngiing 

corticosteroid cé thé sé thuyén gidm vé lam sang. 
Vai trd clia corticosteroid trong s6c nhiém khuan cdn chva 16 rang. 
Hé mién dich: Vi mét sé hiém cdc truGng hgp di ting trén da va phan ttng phan vé/dang phan vé 
xdy ra 6 bénh nhan duge diéu tri bang liéu phap corticosteroid, cAn thyc hién cdc bién phdp 
phdng ngi¥a thich hdp truéc khi cho diéu tri, dic biét 14 d6i vdi nhitng bénh nh4n cé tién sit di 

ting voi bat ky loai thudc nao. 
Noi tiét: G bénh nhan dang trong thdi gian diéu tri corticosteroid ma phai chiu 4p luc bat thudng, 

can chi dinh ting liéu loai corticosteroid tac dung nhanh truéc, trong va sau khi phai chiu 4p luc 

dé. 

Khi st? dung corticosteroid 4 liéu ding c6 tac dung duge ly trong thdi gian dai c6 thé dan tdi ttc 
ché truc dui déi — tuy€n yén — thugng than (HPA) (thiéu nang vé thugng than thif phat), Mifc do 
va thdi gian suy thugng than tht c&p khdc nhau giffa cdc bénh nhan va phu thudc vao liéu, tan sé, 

thoi gian stf dung va khoang thdi gian diéu tri bang liéu phap glucocorticoid. Tac dung nay c6 

thé dude gidm thiéu bing cach sit dung liéu phap diéu tri cdch ngay. 
Ngoai ra, thiéu nang thudng than con dan tdi t? vong néu ngifng ding glucocorticoid dét ngét. 

Thiéu nang v6 thugng than thif phat do thuéc c6 thé gidm thiéu bang c4ch gidm dan liéu. 
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Kiéu thiéu nang thugng than nay cé thé t6n tai nhiéu thang sau khi ngung thuéc; do dé, trong bat 
ky tinh trang stress xay ra trong théi ky nay, nén bat dau lai liéu phdp hooc mon. Vi chife nang 

bai tiét corticoid khodng cé thé bi gidm, nén chi dinh ding déng thdi vdi mudi va/hodc mét 
corticoid khodng. 

“H6i chiing ngitng d6t ngét” steroid khéng lién quan dén tinh trang suy v6 thuong than cé thé 

xuat hién sau khi ngiing stf dung glucocorticoid dét ngdt. Hdi chting nay bao gém céc triéu chitng 

nhu: chdn An, buén n6n, nén 6i, hén mé, dau dau, sét, dau khép, bong da, dau co, sut can va/hoac 

ha huyét ap. Nhitng anh hu@ng nay dude cho 1a do su thay déi dét ngdt ndng d6 glucocorticoid 
hon 1a néng dé corticosteroid thap. 
Do glucocorticoid c6 thé gay ra hodic lam nang thém héi chifng Cushing, khong ding 

glucocorticoid cho bénh nhan bi bénh Cushing. 

Tac dung ctia corticosteroid tang lén 6 nhting bénh nhan thiéu nang tuyén gidp. 

Chuyén héa va dinh du@ng: Cac corticosteroid bao gm methylprednisolone c6 thé lam tang 
glucose huyét, 1am cho bénh tiéu dudng da cé nang thém va néu ding corticosteroid trong thdi 

gian dai c6 thé dan tdi bi bénh tiéu dudng. 
Tam than: Loan tam than cé thé xuat hién khi ding corticosteroid, ti sang khodi, mat ngu, thay 
d6i tam trang, dao d6ng tinh khi va ttdm ut nang cho dén nhiing biéu hién tam than thu sv. 
Cam xtic khéng 6n dinh hay khuynh huéng tam than ciing c6 thé nang né hon bdi corticosteroid. 
Kha nang gap cdc tac dung khéng mong mu6n vé tam than nang c6 thé xdy ra khi ding steroid 

theo du@ng toan than. Cac triéu chtfng dic biét xuat hién trong vai ngay hodc vai tuan dau théi 

gian diéu tri. Hau hét cdc phan ting mat di khi gidm liéu hodc ngifng thuéc, mac di cén phai cé 
nhting diéu tri dac hiéu. 
Anh hung vé tam thin da duge bdo cdo khi ngiing corticosteroid; khéng biét dude tin suat. 
Bénh nhan/nhan vién y té nén luu ¥ néu nhw nhiing biéu hién tam than xuat hién 6 bénh nh4n, 
dac biét néu nghi ngd bénh nhén bi tram cdm hay c6 ¥ dinh ty sét. Nén cd4nh bdo bénh 
nhan/nhan vién y té vé kha nang c6 thé bi réi loan tam than xay ra trong thdi gian diéu tri hay 
ngay sau khi gidm liéu hay ngiYng ding steroid theo du3ng toan than. 

Hé than kinh: Than trong khi ding corticosteroid trén nhifng bénh nhan c6 réi loan d6ng kinh. 

Than trong khi ding corticosteroid trén nhiing bénh nhén nhu¢gc cd nang. 

Mac di cdc thif nghiém 14m sang c6 d6i chting d& cho thay corticosteroid c6é hiéu qua tac dung 
nhanh trong diéu tri da xo cting dot cp, cdc thtt nghiém nay cho thay corticosteroid khéng anh 

hung dén két qua cudi cing hodc dién bién ty nhién cia bénh. Céc nghién crfu cho thay cén stf 

dung liéu corticosteroid tudng déi cao méi cé téc dung ro rét. 

Da c6 nhiing béo céo vé chitng tich mG ngoai mang cting 6 bénh nhdn dang stt dung 

corticosteroid, thudng 1 stv dung liéu cao trong thdi gian dai. 

M&t: Than trong khi ding corticosteroid trén nhifng bénh nhan bi Herpes simplex d mat vi cé 

thé gay thing gidc mac. 
St dung corticosteroid trong thdi gian dai cé thé gay duc thity tinh thé dui bao sau va duc thiy 
tinh thé 6 trung tam (dac biét & tré em), 16i mat, hoc tang dp luc néi nhan cé thé din tdi bénh 
tang nhan dp cé thé kém hiy hoai thin kinh thi gidc. Trén nhéfng bénh nhan ding glucocorticoid 

cé thé tang bi nhiém nm hoc virus thi phat 6 mat. 
Liéu phap corticosteroid da c6 lién quan dén bénh hdc v6ng mac trung t4ém thanh dich, c6é thé 

dan dén bong véng mac. 
Tim: Cac tdc dung bat Igi cia glucocorticoid déi vdi hé tim mach, nhu réi loan m6 mdu va ting 
huyét ap, c6 thé khién bénh nhan dang dusdc diéu tri va hién c6 cdc yéu t6 nguy cd tim mach 
phai chiu thém cdc tdc dung khdc trén tim mach, néu diéu tri bang liéu cao va kéo dai.



’ https://vnras.com/drug/ 

Vi vay, can sif dung corticosteroid thin trong 6 nhitng bénh nhan nay va can chi y thuc hién cdc 

bién phdp gidm nguy co va theo déi thém cho tim néu can thiét. Ding liéu thap va cach nhat c6 
thé lam gidm ty 1é bién chiing trong liéu phap corticosteroid. 
Trong truOng hgp bi suy tim sung huyét, nén than trong khi si¥ dung corticosteroid dudng toan 

than va chi st¥ dung khi dic biét can thiét. 
Mach: Than trong khi ding corticosteroid trén nhifng bénh nhan cao huyét 4p. 

Tiéu héa: Khong cé khdi niém phé bién 1a chinh corticosteroid chiu trach nhiém vé loét dusng 

tiéu hda trong qua trinh diéu tri, tuy nhién, ding glucocorticoid c6é thé che l&p nhiing triéu chitng 

ctia loét dung tiéu hda, khién gap phai thing hodc chay mdu ma khéng c6 kém dau dén 16 rét. 
Gia ting nguy co phat trién loét dudng tiéu héa khi ding két hdp vi thudc khang viém khong 
steroid (NSAID). 

Than trong khi ding corticoid trong viém loét dai trang khéng dic hiéu néu cé dga thing, 4p-xe 

hay nhiém khuan sinh mt khdc; viém tui thifa, c6 ché néi rudt non mdi, dang bi hay cé tién sit bi 

loét duGng tiéu héa. 

Gan mat: Corticosteroid liéu cao c6 thé lam viém tuy cap. 
Co xudng: Da cé bdo cdo vé bénh co cap tinh khi st? dung corticosteroid liéu cao, thu@ng xay ra 
§ bénh nhan bi cfc réi loan dan truyén than kinh co (vi du nhude cd nang) hay trén bénh nhan 
dang ding cdc thuéc khang cholinergic nhw thuéc tfc ché than kinh co (vi du pancuronium). Bénh 

cd cap tinh nay lan réng, c6 thé lién quan dén cdc cd mat, co hd hap va co thé din tdi liét chi. 
Tinh trang ting creatinine kinase c6 thé xay ra. Dé cé tién trién vé mat lam sang hay héi phuc, 
cn ditng thudéc trong vdng vai tuan dén vai nam. 
Loang xuong 1a tac dung cé hai chung, nhung it duoc nh4n thay xy ra khi ding glucocorticoid 

liéu cao va kéo dai. 90! 
Than va tiét niéu: Than trong khi st’ dung corticosteroid trén bénh nhan suy than. ' ‘on 

Chan thuong, nhiém déc va cde bién chiing phau thuat: Khong nén ding liéu cao 6) 

corticosteroid theo dung toan than dé diéu tri vét thucng do chan thuong nao. 13 

Canh bdo khde: Do bién chiing khi diéu tri bing glucocorticoid phu thudc vao liéu va thdi gian 4A} 
diéu tri, quyét dinh diéu tri phai dua trén su can nhac giifa nguy cd/ich Idi véi ting trudng hop = 
riéng va thdi gian diéu tri cfing phai dudc cn nhac hoac ding hang ngay hodc ding cach quang. = 

Phéi hdp vdi cdc chat tte ché CYP3A, gdm cc s4n pham chtifa cobicistat, sé lam tang nguy cd 

phan ting phu toan than. Nén trénh phéi hgp tri khi ldi ich 16n hon nguy co. Trong trudng hop dé, 

bénh nhan can dude theo déi tac dung phu corticosteroid toan than. 

Nén ding liéu thap nhat cia corticoid dé kiém soat tinh hinh diéu tri, va khi c6 thé gidm liéu thi 
nén gidm dan. 
Aspirin va c4c thuéc khang viém khéng steroid can duge sit dung than trong khi két hop vdi 
corticosteroid. 

Bénh u té bao wa crém cé thé gay tf vong d& dude béo cdo sau khi sit dung cc corticosteroid 

theo du@ng toan than. Vdi bénh nhan bi nghi ngd hodc da xdc dinh 14 mac bénh u té bao wa 

crém, chi nén sif dung cdc corticosteroid sau khi da ti€n hanh danh gid rii ro/ldi ich phi hop. 

Sw dung cho tré em: Nén theo doi cAn than sy phat trién va tang trudng ctia tré khi stt dung liéu 
phap corticosteroid kéo dai. 

Tré em c6 thé chém Idn khi ding glucocorticoid hang ngay trong thdi gian dai. Viéc sit dung liéu 

phap nay vdi liéu chia nhé nén han ché, chi cho chi dinh khan c&p nhat. Tac dung phy nay co thé 
tranh duge hoc gidm thiéu khi sit dung liéu phdp glucocorticoid cdch ngay. 

Tré so sinh va tré em dude diéu tri du dai bang corticosteroid dic biét c6 nguy cd tang dp luc 

ndi sg.
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Corticosteroid liéu cao c6 thé dan dén chifng viém tuy 6 tré em. 
Sit dung cho ngui cao tudi: cdc tic dung phu thudng gap ciia corticosteroid dudng toan than cé 

thé nghiém trong hon do tuéi cao, dic biét 14 chting lodng xudng, cao huyét dp, ha kali mau, tiéu 
dudng, dé bi nhiém tring va lam mong da. Can phai gidm sat lam sang chat ché. 

* Canh bdo té dugc: Thudc cé chifa té dude lactose monohydrate, bénh nhan bi mac cdc réi loan 
di truyén hiém gap vé dung nap galactose, chifng thiéu hut lactose lapp hodc réi loan hap thu 
glucose-galactose kh6ng nén stf dung thuéc nay. 

7.SU DUNG THUOC CHO PHU NU C6 THAI VA CHO CON BU 
Khd nding sinh san: Khéng c6 bing ching nao cho thay corticosteroid c6 tac dung lam gidm kha 
nang sinh sadn. 
Phu nit cé thai: Mét s6 nghién ctfu trén dng vat cho thay corticosteroid ding cho me véi liéu 
cao c6 thé gay quai thai. Tuy nhién, c6 vé nhv corticosteroid khong gay di tat bam sinh khi ding 
cho phu nf co thai. 

Mac di cé nhiing két qua nhu vay trén déng vat, cé vé nhu it c6 kha ning gay nguy hai dén bao 

thai khi ding thudc trong théi gian mang thai. Chua co nhting nghién ctfu day du trén ngudi vdi 

corticosteroid. Vi chu’a c6 chting cif ddy di vé d6 an toan cho ngudi mang thai, nén chi ding 

thuéc nay cho ngudi mang thai khi that su can thiét. Mét sé corticosteroid dé dang qua dude 
nhau thai. M6t nghién cttu dang hdi cttu cho thay cé su ting ty 1é tré sinh thiéu can 6 nhiing ba 
me ding corticosterioid. Tré sd sinh ti ngudi me da ding corticosteroid véi liéu ding ké trong 

thoi ky mang thai cn dudc theo déi va danh gid can than vé céc dau hiéu suy thuong than, di 
hiém gap cdc trudng hop suy thugng than 6 tré so sinh bi phoi nhiém vdi corticosteroid ngay tif 

trong tif cung. 
Chua biét tic dung cia corticosteroid vdi qua trinh tr da va sinh con. Duc thiy tinh thé da dude 

quan sat thay 6 tré so sinh tif ba me dugc diéu tri kéo dai bing corticosteroid trong khi mang thai. 

Phu nit cho con bi: Corticosteroid bai tiét dudc qua stfa me. Su phan bé ciia corticosteroid vao 

stfa me cé thé tfc ché su tang trudng va gay can trd viéc sdn xuat glucocorticoid néi sinh 6 tré 
dang bi. Do chua cé nhiing nghién ctfu day di trén ngudi vé anh hudng cilia glucocorticoid véi 
kha nang sinh san, chi ding thuéc cho phu nf dang cho con bii néu xét thay Idi ich cho me hon 
han nguy co d6i vdi con. 

3. ANH HUGNG DEN KHA NANG LAI XE, VAN HANH MAY MOC 
Anh huGng clia corticosteroid 1én kha nang Idi xe va van hanh mdy méc chua dude danh gid mét 

c4ch c6 hé thong. Cac tac dung khéng mong muén, nhv chodng vang, chéng mit, r6i loan thi 

gidc va mét mdi c6 thé xay ra sau khi diéu tri bang corticosteroid. Néu bi anh huGng, bénh nhan 
khéng nén 14i xe hay van hanh may méc. 

9. TUONG TAC, TUONG KY CUA THUOC: 
Methylprednisolone 14 cd chat ctia enzym cytochrom P450 (CYP) va chi yéu duc chuyén héa 

bdéi enzym CYP3A4. CYP3A4 1a enzym chinh ctia hau hét cdc phan ho CYP trong gan 6 nguéi 

trudng thanh, No xtic tac cho qua trinh 68-hydroxyl héa steroid, giai doan I thiét yéu trong budc 

chuyén héa cho cA corticosteroid néi sinh va téng hdp. Cing c6 rat nhiéu chat khdc cfing 1 cd 
chat cha CYP3A4, mét s6 chat nay (cfing nhu c4c thudc khéc) lam thay déi sy chuyén héa 
glucocorticoid bing cach gay cém ting (diéu hoa tang) hodc tfc ché enzym CYP3A4. 
Cac chat tic ché CYP3A4: Nhitng thuéc tfc ché hoat tinh CYP3A4 nhin chung lam gidm d6 thanh 
thai cia gan va ting ndng dé cia cdc thudc 1A co chat cla CYP3A4 nhu methylprednisolone
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trong huyét tudng. Néu cé cdc chat tic ché CYP3A4, nén chuan liéu methylprednisolone dé 

tranh bi ngé déc steroid. 

Cac chat cam ung CYP3A4: Nhitng thuéc gay cdm ting CYP3A4 nhin chung 1am tang d6 thanh 

thai cia gan, din tdi lam gidm néng d6 cdc thudc 1a co chat cia CYP3A4. C6 thé cn phai tang 
liéu methylprednisolone khi ding citing cdc thuéc nay dé dat dude két qua diéu tri nhu mong 
muén. 
Cac chat la co chat ctia CYP3A4: Néu c6 céc chat 1a cd chat cha CYP3A4, qué trinh thanh thai 
qua gan cia methylprednisolone cé thé bi anh hu@ng, do 46 c4n cé su diéu chinh tung ting liéu 

ding cia methylprednisolone. C6 thé cdc phan ting c6 hai khi ding riéng mdi thudc cia médt 

trong hai thudc sé dé xAy ra hon khi ding d6ng thdi. 
- Chat cém ving CYP3A4: thuéc khang sinh, khang lao (rifampin, rifabutin), thudc chong co giat 
(phenobarbital, phenytoin, primidone). 

- Chat cdm ing va co chat CYP3A4: thuéc chéng co git (carbamazepine) 
- Chdt vic ché CYP3A4: khang sinh nhém macrolid (troleandomycin ), nuéc ép budi, thuéc ttc ché 
thu thé Hp (cimetidin), thudc khang khuan (isoniazid). 
- Chat tte ché va co chat CYP3A4: thuéc chéng nén (aprepitant, fosaprepitant), thuéc khang nam 
(itraconazol, ketoconazol), thuéc chen kénh calci (diltiazem), thudc tranh thai dang uéng 
(ethinylestradiol, norethindron), thudc tf ch€é mién dich (cyclosporin), khéng sinh nhém 

macrolid (clarithromycin, erythromycin), c4c thuéc tfc ché HIV-protease. 

- Co chat cia CYP3A4: thudc ttc ché mién dich (cyclophosphamid va tacrolimus). 
* Cac tu'ong tac khac khéng qua trung gian CYP3A4: 

- NSAID, aspirin liéu cao: TY 16 chay mdu va loét da day cé thé tang khi ding 
methylprednisolone cing vdi cdc thuéc NSAID. Methylprednisolone cé thé lam tang d6 thanh 

thai cia aspirin liéu cao, din dén gidm néng d6 salicylat huyét thanh. Negiing diéu tri bing 
methylprednisolone c6 thé lam tang néng d6 salicylat trong huyét thanh, dan dén tang nguy cd 

ngé déc salicylat. 

- Thuéc khang cholinergic (chen than kinh ca): Cac corticoid cé thé lam anh hudng dén tac dung 
clia cdc thuéc khang cholinergic. Da cé bdo cdo vé tinh déi khang vé tac dung tic ché than kinh 
cd cia pancuronium va vecuronium trén bénh nhan ding corticosteroid. Tudng tac nay cé thé 

xay ra vdi tat cA cdc chat chen than kinh co co tinh canh tranh. 
- Thudc ttc ché enzym cholinesterase: Steroid c6 thé lam gidm cdc tdc dung cia thudéc tic ché 
enzym choliesterase ding trong diéu tri chttng nhude co. 

- Thuéc chéng tiéu duong: vi corticosteroid c6 thé 1am ting néng dé glucose trong mau, cdn diéu 
chinh liéu ludng thuéc chéng tiéu dudng. 
- Thuédc chéng déng (dang uéng): Tac dung cia methylprednisolone trén thuéc chéng déng 
dudng udng bién déi. Da c6 nhiéu bdo cdo vé viéc ting hay gidm tdc dung cia thuéc chong déng 
khi ding chung vdéi corticosteroid. Chinh vi vay, phai kiém tra cdc chi s6 déng mau dé duy tri tac 

dung mong mu6n cia thuéc chong déng. 

- Thuéc lam gidm kali: khi stt dung corticosteroid d6ng thdi vdi cdc thudéc lam gidm kali (nhu 

thudc Idi tiéu thiazid hay Idi tiéu quai), bénh nhan can dude theo d6i chit ché su xuat hién cia 

chitng ha kali huyét. Neuy co ha kali huyét cfing tang khi st dung déng thdi corticosteroid véi 

amphotericin B, c4c xanthin hay thudéc chi van beta. 

- Thuéc vic ché aromatase (Aminoglutethimid): Uc ché thugng than gay ra do aminoglutethimid 
co thé lam tram trong thém nhifng thay déi vé néi tiét phat sinh tY liéu phdp glucocorticoid kéo 

dai.
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Do khéng c6 cdc nghién citu vé tinh tung ky ctia thuéc, khong tron lan thuéc nay véi thudc 

khac. 

10. TAC DUNG KHONG MONG MUON CUA THUOC 
Céc tin suat dude phan loai nh sau: rat thudng gap (21/10), thudng gap (1/100 dén <1/10), it 

sip (21/1000 dén <1/100), hiém gap (21/10 000 dén <1/1000), rat hiém gap (<1/10 000), khong 
ro tan suat. 
- Nhiém tring va ldy nhiém: thudng gap: nhiém tring (g6m tang tinh nhay cam va mite d6 nang 

ctia su nhiém tring bing cach che gidu cdc triéu ching va dau hiéu lam sang). Tan suat khong 

r6: nhiém tring co hdi, su téi phat bénh lao khdéng hoat déng. 

- Cac réi loan vé mdu va hé bach huyét: tan suat khong r6: chitng tang bach cau. 

- Cac réi loan hé mién dich: tin suat khong rd: min cim véi thuéc (bao gdm phan ting phan vé), 

gidm phan ting vdi cac test da. 

- Cac réi loan néi tiét: thudng gip: hdi chting Cushing. Tan suat khong ro: chting gidm nang 

tuyén yén, hdi chifng ngiing d6t ngét steroid. 

- Céc réi loan chuyén héa va dinh duéng: thudng gap: git natri, gitt nuéc. Tan suat khong 16: 

nhiém kiém ha kali huyét, toan chuyén hda, gidm dung nap glucose, tang nhu cau véi insulin 

hode cdc thuéc ha dudng huyét dung udng trong bénh dai théo dung, ting ngon miéng (cé thé 

dan téi tang cn), chting tich mG ngoai mang cting. 

- Cae réi loan tam than: thudng gap: r6i loan cdm xtic (chén nan hay hung ph4n). Tan sudt khéng 

16: roi loan tam than (gém chting dién cudng, do tudng, do gidc, tim thdn phan liét (am nang 

thém)), hanh vi tam than, réi loan cam xtic (g6m c4m xtic khong 6n dinh, phy thu6c vé tinh than, 

c6 ¥ dinh ty sat), r6i loan tinh than, thay déi tinh céch, tam trang lang lang, trang thai lan 16n, cv 

xf bat thudng, lo 4u, mat ngu, dé cdu kinh. 

- Cac ri loan hé thén kinh: tan sudt khéng 16: co giat, ting 4p luc ndi sq (vdi bénh pha gai thi 

gidc (tang dp luc ndi so lanh tinh)), chifng quén, ri loan nhan thifc, chong mat, dau dau. 

- Cac réi loan vé mdt: thu®ng gap: duc thiy tinh thé. Hiém gap: nhin md. Tan suat khong ro: 

bénh tang nhan ap, 16i mat, lam méng gidc mac, méng mang ctfng, bénh vng mac. 

- Cac réi loan tai va tai trong: tan suadt khéng r6: hoa mat. 

- Cac réi loan vé tim: tin sudt khong r6: suy tim sung huyét (vdi bénh nhan nhay c4m), vo tim 

sau nhoi mau co tim. 
- Céc réi loan vé mach: thuéng gip: ting huyét 4p. Tan suat khéng 16: ha huyét dp, thuyén tac 

déng mach, huyét khéi. 
- Cac réi loan hé hé hdp, nguc va trung thdt: tan suat khong r6: thuyén t&c phéi, nac. 
- Cac réi loan tiéu héa: thudng gp: loét dudng tiéu héa (cé kha nang thing va xudt huyét dudng 

tiéu hda). Tan suat khéng ro: thing ruét, xudt huyét da day, viém twy, viém loét thye quan, 

chu6ng bung, viém thuc quan, dau bung, tiéu chay, day bung, buén nén. 
- Cac réi loan gan mt: tan suat khéng r6: tang enzym gan (tang alanin aminotransferase, tang 

aspartat aminotransferase). 

- Cac réi loan trén da va mé dui da: thudng gap: teo da, mun trifng ca. Tan sudt khong r6: ban 

dé, phd mach, ngtfa, may day, vét bam mau, d6m xudt huyét, phat ban, ram léng, chting tang tiét 

mé6 héi, van da, chting giaén mao mach. 

- Cac réi loan co xutong va mé lién két: thudng gip: yéu cd, cham phat trién. Tan suat kh6ng ro: 

gay xudng bénh ly, hoai tif xuong, teo cd, bénh khdp do nguyén nhan than kinh, cdc bénh vé co, 

loang xuong, dau khép, dau cd. 

- Cac réi loan hé sinh sdn va vic: tin suat kh6ng r6: kinh nguyét khong déu.
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- Cac réi loan chung va tai noi diéu tri: thudng gap: cham lanh vét thudng. Tan sudt khéng 16: 
mét méi, kh6 4, triéu ching ngifng dét ngét (viéc gidm nhanh liéu corticosteroid sau khi diéu tri 

kéo dai) cé thé dan dén thiéu nang thudng than cap, ha huyét 4p va ti vong. 
- Cac tac dung khéng mong muén khdc: thudng gap: gidm kali mau. Tan suat khéng r6: tang 4p 
luc néi nhén, gidm dung nap carbohydrat, tang alkalin phosphatase trong mau, tang calci niéu. 

- Cac bién ching vé phdu thudat, vét thuong, ngé déc: tan sudt khong 16: ditt day ching (dac biét 
gan achilles), gay xudng s6ng do chén €p. 

11. QUA LIEU VA CACH XU TRI 
Khong nén ngung stt dung methylprednisolone mét cach d6t ngdt ma phai gidm liéu dan trong 
m6t khodng thdi gian. Can thuc hién cdc bién phdp thich hdp dé lam diu cdc triéu chiing do tac 
dung phu co thé tré nén ro rét. C6 thé can phai hé trd bénh nh4n ding cdc corticosteroid thém 
m6t thdi gian khi bi bat ctf chdn thuong nao xay ra trong véng hai nam sau khi bi qué liéu. 
Khong c6 hdi chitng lam sang vé ding qué liéu methylprednisolone. Cac bao cdo vé ngé déc 

cAp va/hoac ttt vong do ding qué liéu glucocorticoid 14 hiém. Trong trudng hdp ding qué liéu, 
khéng c6 thudc gidi déc dic hiéu, diéu tri hé trg va triéu chitin, cé thé ding phudng phap tham 
tach dé loai bé methylprednisolone. 

12. THONG TIN VE DUGC LY, LAM SANG: 
a. Dac tinh dugc luc hoe: 

Nhém dugc ly: thuéc glucocorticoid téng hp, ma ATC: HO2AB04. 

Methylprednisolone 14 mét glucocorticoid téng hdp va 14 mét dan chat methyl cla prednisolon. 

Methylprednisolone 14 mét chat chéng viém manh véi kha nang tic ché manh mé hé mién dich. 
C4c glucocorticoid tic dung chi yéu bing cdch gan két va kich hoat cdc thu thé glucocorticoid 
néi bao. Kich hoat céc thu thé glucocorticoid gin két vdi céc ving thiic day cia ADN (cé thé 
kich hoat hoac tfc ché su phién ma) va kich hoat cdc yéu t6 phién ma dan dén bat hoat céc gen 
qua su kh acetyl ctia céc histone. 

Sau khi ding glucocorticoid, ngudi ta thay c6 su tri hofn vai gid d6i vdi cdc tac dung lam sang 
do cdc thay déi trong biéu hién gen. Cac tc dung khdc khéng lién quan dén biéu hién gen c6 
thé c6 ngay lap tifc. 
Corticosteroid 4nh huéng dén than, dich va su c4n bang chat dién gidi, lipid, protein va chat 
chuyén hda carbohydrat, co xuong, hé tim mach, hé mién dich, hé than kinh va hé ndi tiét. Cac 

corticosteroid cting rat quan trong trong viéc duy tri chifc nang trong qué trinh stress. 

b. Dac tinh dugc dong hoc: 

Dusgce déng hoc ctia methylprednisolone tuyén tinh, khéng phu thuéc vao du@ng ding. 

Hp thu: Methylprednisolone dudc hap thu nhanh va dat néng dé dinh trong huyét tudng khodng 

1.5 - 2.3 gid 6 moi liéu lugng sau khi uéng 6 ngudi 1én khde manh binh thuGng. Sinh kha dung 

tuyét d6i cia methylprednisolone trén ngudi binh thudng, khéde manh nhin chung cao (82 - 89%) 

sau khi u6ng. 
Phan bé: Methylprednisolone phan b6 réng trong cdc m6, qua hang rao méu nao va tiét vao 

trong sifa. Thé tich phan b6 biéu kién cia thuéc 14 khodng 1.4 L/kg. Methylprednisolone gin véi 
protein huyét tudng ngudi véi ty 1é khodng 77%. 
Chuyén héa: O ngudi, methylprednisolone duoc chuyén héa 6 gan thanh cdc chat chuyén héa bat 
hoat, cdc chat chuyén hdéa chi yéu 1a 20a-hydroxymethylprednisolone va 208- 
hydroxymethylprednisolone. Qiia trinh chuyén héa 6 gan chi yéu qua enzym CYP3A4. 
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Gidng nhiéu loai co chat cia CYP3A4, methylprednisolone cé thé 1a co chat cho p-glycoprotein, 

protein van chuyén hinh hép gn véi ATP (ABC), anh hwdng dén sy phan bé trong mé va tong 

tac vGi c4c loai thudc khac. 

Thdi trit, Thdi gian ban thai trung binh cia methylprednisolone vao khoang 1.8 - 5.2 gid. Téc dé 

dao thai tong thé 14 Khodng 5 - 6 mL/phtt/kg. 

13. QUY CACH DONG GOI: 
H6p 10 vix 10 vién nén, Hdp 50 vi x 10 vién nén, 

Chai 200 vién nén, Chai 500 vién nén, Chai 1000 vién nén 

14. DIEU KIEN BAO QUAN: 

Trong bao bi kin, noi khé rdo, tranh 4nh sang, 6 nhiét dO khong qua 30°C. 

15. HAN DUNG CUA THUOC: 
36 thang ké tiv ngay san xuat. 

16. TIEU CHUAN CHAT LUONG CUA THUOC 
Tiéu chudn co sé (TCCS) 

17. TEN, DIA Cui CUA co sé SAN XUAT: 

CONG TY CO PHAN DUOC PHAM KHANH HOA 

Dia chi: Dudng 2 thang 4, Kh6m Dong Bic, phudng Vinh Hda, pen ph6 Nha Trang, tinh Khanh Hoa 

Nha Trang, ngay.{2_ thang 04 nam 2020 a“ 
CONG TY 


