'DOMENOL’ 4 mg

o Thudcnay chidung theo don thuéc.

© Docky huéng dan sitdung truéckhi dung.

e Déxatamtaytréem.

o Tohuéng dan sitdung néutom tat cacthongtin quantrong cia thuéc.
Né&u can thém thong tin, xin héiy kién bacsy hoacdugcsy.

THANH PHAN CONG THUCTHUGOC: M&i vién nén chifa:

Thanh phan dugc chat: Methylpredmsolon ..4mg
Thanh phan ta duuc Lactose, Tinh bot mi, Mlcrocrystallln cellulose PH101
Povidon K30, Na(tncroscarmellose,Natn lauryl sulfat, Magnesi stearat.
DANG BAO CHE: Vién nén.

M6 ta dac diém bén ngoai ctia thuéc: Vién nén mau trang, hinh tron, mot
matvién khdcvach, moét matvién khdcs64618.Canhvathanhviénlanh lan.
CHiDINH:

Methylprednisolon chl yéu dugc dung lam thudc chéng viém hodc tic ché
mién dich dé diéu trimot sé bénh bao gém:

-Viém khép dang théap.

-Lupusban dé hé théng.

- Mét s6 thé viém mach, viém déng mach théi duong va viem quanh dong
mach nét.

-Bénhsarcoid.

-Henphé&quan.

-Viém loét daitrangmantinh.

-Thi€u mau tan huyét mac phai (tu mién), gidm bach cau hatva nhimng bénh
ditngning gém caphanve.

-Trong diéu tri ung thunhu: Bénh bach cau cap tinh, ulympho, ung thuvi va
ung thutuyéntién liét.

- Methylprednisolon con c¢é chidinh trong diéu tri héi chiing than hunguyén
phat.

LIEUDUNG, CACHDUNG:

Liéudung:

Ludn dung thuéc dingliéulugng trongdon thudc.

Xac dinh liéu luong theo tiing cd nhan. Liéu bat dau la 6 - 40 mg methylprednisolon
moi ngay Liéu can thiét dé duy tri tac dung diéu tri mong mudn thap hon
liéu can thiét dé dat tac dung ban dau va phai xac dinh liéu thdp nhat c6 thé
dat tdc dung can c6 bang cach gidm liéu dan tiing budc cho téi khi thay cac
dau hiéu hodctriéu ching bénhtanglén.

Khi can dung liéu cao trong thoi gian dai, 4p dung liéu phap dung thuéc
céch ngay sau khi da kiém so4t dugc tién trinh cia bénh sé it tdc dung khéng
mong muén hon vi cé thai gian phuc héi gitra cacliéu.

Trong liéu phép céch ngay, dung 1 liéu duy nhat methylprednisolon cu
2ngay 1 18n vao budi séng theo nhip thai gian tiét tu nhién glucocorticoid.
Diéu trj con hen néing ddivéi bénh nhén néi trd: Sau khiding methylprednisolon
dang tiém dé diéu tri khdi con hen cap tinh, dung liéu uéng hang ngay
32-48mg. Sau d6 gidm liéu dan va c6 thé ngung dung thudc trong vong 10
ngay dén 2 tudn ké tirkhi bat dau diéu tri bng corticosteroid.

Con hen cdp tinh: Methylprednisolon 32 - 48 mg/ngay, trong 5 ngay, sau dé
c6 thé diéu tri b8 sung véi liéu thap hon trong 1 tuan. Khi khdi con cap tinh,
liéu methylprednisolon dugc diéu chinh gidm dan nhanh.

Nhing bénhthdp khép ndng: Lic dau, thudng dung methylprednisolon 0,8
mg/kg/ngay chiathanh nhiéuliéu nho, sau d6 diéu tri cing c6 dung 1liéu
duynhathang ngay, tiép theola gidm dan téiliéu téithiéu co tacdung.

Viém khép dang thdp: Liéu khéi dau la 4 - 6 mg methylprednisolon méi ngay.
Trong dot cap tinh, dung liéu cao hon: 16 - 32 mg/ngay, sau dé gidm dan nhanh.
Viém khép man tinh & tré em vdi nhiing bién ching de doa tinh mang: Doi khi
dung methylprednisolontrongliéu phap tdn céng, véiliéu 10-30 mg/kg/dot
(thudngdung31an).

Viém loét daitrang man tinh: Dot cdp tinh ndng: U6ng 8- 24 mg/ngay.

Héi chiing than hunguyén phdt: Khéi dau bang liéu methylprednisolon hang
ngay0,8- 1,6 mg/kg trong 6 tuan, sau d6 gidm liéu dan trong 6 - 8 tuan.

Thiéu mdu tdn huyét do mién dich: U6ng methylprednisolon 64 mg/ngay.
Phai diéu tri bang methylprednisolon it nhattrong 6 - 8 tuan.

Bénh sarcoid: Methylprednisolon 0,8 mg/kg/ngay, dé lam thuyén giam bénh.
Dung liéuduytri thSp,Smg/ngéy.

Cachdung: Dung uong

-Trudng hdp quén uéng mét liéu dung: Hay udng ngay khi nhé ra. Néu thoi
gian gan vdi lan dung thuéc tiép theo, b qua liéu da  quén va hay dung liéu
tiép theo vao thai gian thudng lé. Khéng dung liéu gap déi dé bu vao liéu da
quén.

-Trudng hgp udng qué nhiéu vién thudc: Hay gap ngay bac sy hoac téi khoa
Héi stic- Cap ctiu clia bénh vién gan nhat.

CHONG CHiDINH:

-Qua man véi methylprednisolon hay cac thanh phan khac ctia thude.
-Nhiém khuan ning trir séc nhiém khuén va lao mang néo.

-Tén thuong da do virus,ndm hoac lao.

-Bang dungvacxm virusséng.

CANH BAOVATHANTRONGKHI DUNGTHUOC

-Bénh nhan loang xuaong, ngudi mdi néi thdng mach mau, réiloan tam than,
loét da day, loét ta trang, dai thao dudng, téng huyét ap, suy tim va tré em
danglén.

-Donguy co c6 nhimng tacdung khdng mong mudn, phaistrdung thantrong
corticosteroid toan than cho ngudi cao tudi, véi liéu thap nhét va trong thai
gianngdnnhat cé thé dugc.

- Suy tuyén thugng than cip cé thé xay ra khingung thuéc dot ngot sau thoi
gian dai diéu tri hodc khi cé stress.

-Khidungliéu cao, c6 thé anh hudng dén tac dung cla tiém chiing vécxin.

- Bénh nhan c6 van dé vé di truyén khéng dung nap galactose hiém gap,
thiéu enzym Lapp lactase hodc kém hap thu glucose - galactose khéng nén
strdung thudc nay.

-Thudc c6 chira tinh bét mi, ngudi di ting véi bot mi (trirbénh coeliac) khéng
néndung thuéc nay.

Stdung thuéc cho phu nit cé thaiva cho conbu:

- Thai ky mang thai: Dung kéo dai corticosteroid toan than cho ngudi me
c6 thé ddn dén gidm nhe thé trong cua tré sa sinh. N6i chung, khi st dung
corticosteroid & phu nif mang thai can phai can nhéc lgi ich c6 thé dat dugc
s0VGinhiing rdi ro c6 thé xay ra véime va con.

- Thai ky cho con bu: Khong chéng chi dinh corticosteroid d6i véi phu nir
choconbu.

Anh huéng ctia thuéclén kha nang lai xe, van hanh may méc:

Thuéc cé thé gay nhiic dau, chéng mat. Can than trong khi léi xe, van hanh
mdy moc. i

TUONGTAC, TUGNGKY CUATHUOC:

Tuong tacchathudc:

- Methylprednisolon la ch&t gay cdm (ing enzym cytochrom P, va la co chét
ctaenzymP,,;3A, do d6 thudc nay tac dong dén chuyén héa claciclosporin,
erythromycin, phenobarbital, phenytoin, carbamazepin, ketoconazol,
rifampicin.

- Phenytoin, phenobarbital, rifampicin va cac thudc Igi ti€u gidm kali huyét
c6thélam gidm hiéu lyc ctia methylprednisolon.

- Methylprednisolon cé thé gay ting glucose huyét, do dé can dung liéu
insulincao hon.

Tuong ky ctia thuéc:

Do khéng c6 cac nghién cdu vé tinh tuong ky clia thuéc dung dudng uéng,
khongtronlanthudcnay vai cacthubckhéc.

TACDUNGKHONG MONG MUGN CUATHUGC:

Nhiing téc dung khéng mong muén (ADR) thudng xay ra nhiéu nhat khi
dung methylprednisolon liéu cao va daingay.

Methylprednisolon tc ché téng hgp prostaglandin va nhu vay lam mat tac
dung cla prostaglandin trén dudng tiéu hda, gém Uic ché tiét acid da day va
bdo vé niém mac da day. Nhiéu ADR c6 lién quan dén tac dung nay clia
glucocorticoid.

Bang tém tat cac phan img khong mong muén:

Cac co quan | Tan suét (*) Cac phan iing khéng mong muén

Noi  tiét va| Thuong gdp |Déithaodudng.

chuyénhoa ftgap Hoi chting Cushing, ic ché truc dudi déi - tuyén

yén - thugng than, cham I6n, khong dung nap
glucose, gidm kali huyét, nhiém kiém, vé kinh,
il natri va nudc, tang glucose huyét.

Théan  kinh| Thudng gdp |Matngu,thankinh dé bikich dong.

trunguong ltgdp Choéng mat, con co gidt, loan tam than, u gia

& ndo, nhuc dau, thay d6i tam trang, mé
sang, o giac, sang khoai.

Timmach ltgdp Phu, tang huyét ap.

Tiéuhoa Thuong gdp | Tang ngon miéng, khé tiéu.

It gdp Loét da day, buén nén, nén, chudéng bung,
viém loétthuc quan, viém tuy.

H6 hédp Thudng gdp |Chay méaucam.
Da Thudng gdp |Ramlong.
ltgdp Tring ca, teo da, tham tim, tang sdc t6 mé.
Than kinh co| Thudng gdp |Daukhdp.
vaxuong Tt gdp Yéu co, loang xuang, gay xuang.
Mat Thuéng gdip |Pucthlytinhthé, glocom.
Khac It gdp Phan ting qua man.

(*) Tan suat tac dung khéng mong muén dugc dinh nghia nhu sau: Rat
thudng gap (ADR = 1/10), thuong gép (1/100 < ADR < 1/10), it gap (1/1000 <
ADR < 1/100), hiém g&p (1/10000 < ADR < 1/1000), rat hiém gap (ADR <
1/10000), khéng rd (khdng thé dugc udc tinh tirditliéu cd san).

Huéng dan cach xirtri ADR:

Trong nhiing chi dinh cap, nén st dung glucocorticoid véi liéu thdp nhat va
trong thai gian ngén nhat c6 hiéu luclam sang.

Sau diéu tri dai ngay véi glucocorticoid, néu Uic ché truc dudi doi - tuyén yén -
thugng than c6 kha ning xay ra, diéu cap bach la phai gidm liéu glucocorticoid
ting budc mét thay vi ngung dot ngot.

Ap dung ché db diéu trj tranh tac dong lién tuc ctia nhiing liéu thudc cé tac
dung dugc ly. Dung mét liéu duy nhat trong ngay gy it ADR hon nhimng liéu
chia nhé va liéu phap cach ngay la bién phap t6t dé gidm thiéu su tc ché

tuyén thugng than va nhiing ADR khéc. Trong liéu phap cach ngay, dung 1
liéuduy nhatcr2 ngay 11an vao buéisang.

Theo déi va danh gi dinh ky nhiing théng sé vé lodng xuong, tao huyét,
dung nap glucose, nhimng téc dung trén mat va huyétap.

Du phong loét da day va ta trang b&ng cac thuSc khang thu thé H,-histamin
khidung liéu cao methylprednisolon toan than.

T4t c& bénh nhan diéu tri dai han véi glucocorticoid cdn dung bé sung calci
déduphonglodng xuong.

Nhiing bénh nhan cé kha nang bij tic ché mién dich do glucocorticoid can
dugc canh bdo vé kha nang dé binhiém khuén.

Nhimng bénh nhan sdp dugc phau thuat cé thé phai dung bé sung
glucocorticoid vi dap tng binh thudng vai stress da bi giam sut do tc ché
truc dudi doi-tuyén yén - thugng than.

QUALIEUVA CACHXUTRI:

Triéu ching va biéu hién khistitdung thuéc qua liéu:

Nhiing triéu chiing qua liéu gém biéu hién hoi chiing Cushing (toan than),
yéu cd (toan than) va loang xuong (toan than), tat ca chi xay ra khi st dung
glucocorticoid dai han.

Khi stt dung liéu qué cao trong thai glan dai, tdng nang vo tuyén thugng
than va tic chétuyén thugng than c6 thé xay ra.

Cach xtrtrikhidung thuéc qua liéu:

Trong nhiing trudng hgp nay can can nhic dé c6 quyét dinh ding dan vé
viéc tam ngung hodc ngung hén viéc dung glucocorticoid.
PACTINHDUGCLUCHOC:

Nhém dugc ly: Thudc glucocorticoid tdng hgp.

MaATC:DO7AA01.

Methylprednisolon la mét glucocorticoid, ddn xuét 6-alpha-methyl cta
prednisolon, c6 téc dung chéng viém, chdng di ting va tic ché mién dich rd
rét.

Do methyl héa prednisolon, tac dung corticoid chuyén héa muéi da bi loai
trdi, vi vy c6 rat it nguy cd gilt Na" va gay phu. Tac dung chéng viém cta
methylprednisolon tang 20 % so vd&i tdc dung cta prednisolon, 4 mg
methylprednisolon c6 hiéu lucbdng 20 mg hydrocortison.
PACTINHDUGCDONGHOC:

Sinh kha dung xap xi 80 %. Néng d6 huyét tuong dat murc téida 1 -2 gidsau
khi dung thuéc. Thai gian tac dung sinh hoc (Uc ché tuyén yén) khoang 1,5
ngay, c6 thé coi la tdc dung ngén. Methylprednisolon dugc chuyén hoa
trong gan, giéng nhu chuyén hoéa cia hydrocortison va cac chat chuyén hoa
dugc baitiét qua nudc tiéu. Thai gian ban thaixap xi 3 gid.

QUY CACHPONG GOI:

Hop 1vix 10vién, hop 3vix 10vién, hop 10vix 10 vién, hop 20 vix 10 vién.
DIEU KIEN BAO QUAN:

Bao quan &:Naikho, nhiét d6 dugi 30 °C, tranh anh sang.

Bao quan trong bao bi géc cliathudc.

HAN DUNG: 36 thang ké tir ngay san xuat. Khéng dung thuéc qua han s
dung daghitrénnhan.

TIEU CHUAN CHAT LUONG:TCCS.

CO SO SAN XUAT:

CONGTY COPHAN XUATNHAP KHAU Y TE DOMESCO
Bia chi: S6 66, Quéc 16 30, Phudng My Phu, Thanh phé Cao Lanh,
TinhDongThap

DOMESCO  Dién thoai: 1800.969.660
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