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THUOC BAN THEO PON

TO HUONG DAN SU DUNG THUOC
GOMES

(Vién nén dai Methylprednisolon 16 mg)

DPoc ky hudng dan sir dung trudc khi dung
Néu cin thém thong tin xin héi y kién thay thuoc
Chi dung thude nay theo sw ké don cia thay thube

THANH PHAN:

MBJi vién nén dai c6 chira:

Methylprednisolon .................. 16 mg

Ta duoc: Lactose monohydrat, tinh bot mi, croscarmellose natri, povidon, magnesi stearat,
talc, silicon dioxyd.

Pac tinh dugc luc hoc:

Methylprednlsolon 1a mét glucocorticoid, dan xuat 6-alpha-methyl ctia prednisolon, ¢ tic
dung chdng viém, chong di ing va rc ché mién dich 10 1ét.

Do methyl hoa predmsolon tac dung corticoid chuyen hoa mudi da duoc loai triy, vi vay co
rat it nguy co giit Na* va gay phu. Tac dung chong viém cta methylprednisolon ting 20% so
v6i tac dung cua prednisolon; 4 mg methylprednisolon c6 hiéu luc biang 20 mg
hydrocortison.

Pac tinh duwgc dong hqc:

Kha dung sinh hoc xap xi 80%. Nong do huyét tuong dat mirc t6i da 1- 2 glo sau khi dung
thude. Thoi gian tac dung sinh hoc (uc ché tuyén yén) khoang 1’2 ngay, co thé coi 1a tac
dung ngin. Methylprednisolon dugc chuyen hoa trong gan, gidng nhu chuyén hoa cua
hydrocortison, cac chat chuyén hoa duoc bai tiét qua nudc tiéu. Nira doi xap xi 3 gio.

CHI PINH:

Methylprednlsolon dugc chi dinh trong li€u phap khong dic hiéu can dén tic dung chdng
viém va glam mién dich cua glucocorticoid d6i véi: Viém khop dang thap, lupus ban do hé
thong, mot sé thé viém mach: Viém dong mach thai duong va viém quanh dong mach nét,
bénh sarcoid, hen phe quan, viém loét dai trang man, thiéu mau tan mau, giam bach cau hat
va nhimg bénh di tng nang gém ca phan vé; Trong diéu tri ung thu nhu bénh leukemia cip
tinh, u lymphd, ung thu v va ung thu tuyén tién liét. Methylprednisolon con c6 chi dinh
trong di€u tri hdi ching than hu nguyén phat.

LIEU DUNG:

Liéu dung cia GOMES nén duoc diéu chinh theo tinh trang bénh ly va thé trang cua bénh
nhan. Nén dung lidu t6i thiéu dat duoc dép tmg diéu tri mong mudn. Bang liéu ding khoi dau
khuyén nghi:

Bénh Licu ding Bénh Litu diing
hang ngay hang ngay
Viém thap khop
Rét nang 12 - 16 mg
$f$fg binh 84 1 é QS Hen ph¢ quan 64 - 100 mg
Tré em 4 -8mg
Viém da toan than 48 mg | Cac bénh vé mat 12 - 40 mg

1/3

0117.T1



Llipus ban d6 toan 20 - 100 mg Cac b@:’lh v€ mau, bénh 16 - 100 mg
than bach cau

S6t thap khép ac tinh 48 mg | U bach huyét ac tinh 16 - 100 mg
Dj ting 12 - 40 mg | Viém loét rudt két 16 - 60 mg

TAC DUNG KHONG MONG MUON:
Céc tac dung khong mong mudn thuong gap la:
- Than kinh trung wong: Mét ngu, than kinh d& bi kich dong.
- Tiéu hoa: Tang ngon miéng, kho tiéu.
- Da: Ram long.
- Noi tiét va chuyén hoa: Pai thdo dudng.
- Than kinh co va xuong: Dau khép.
- Mit: Pyc thiy tinh thé, glocom.
- Ho hap: Chay méu cam.
it gap:
- Than kinh trung uong: Chong mat, con co giat, loan tim than, u gia & ndo, nhirc dau, thay
d6i tam trang, mé sang, 4o glac sang khoai.
- Tim mach: Phu, ting huyét ap.
- Da: Trimg ca, teo da, tham tim, tang sic tb mo.
- Than kinh - co va xuong: Yéu co, lodng xwong, gy xuong.
- Khdc: Phan ung qué man.,
T hong bdo cho thay thudc nhitng tic dung khéng mong mudn gap phdi khi sir dung thuéc.

CHONG CHI PINH:

Bénh nhian min cam véi cac thanh phan cua thude, dang ding vaccin séng. Nhiém khuan
ndng toan than, hay trong truong hop nhiém tring toan than trir khi c6 dung liéu phap khang
khuan dac hiéu.

TUONG TAC THUOC: ,
Methylprednisolon 1a chat gdy cam ung enzym cytochrom P450, va 1a co chat cua enzym
P450 3A, do d6 thudc nay tac dong dén chuyén hoa cua ciclosporin, erythromycin,
phenobarbital, phenytoin, carbamazepin, ketoconazol, rifampicin.

Phenytoin, phenobarbital, rifampin va céc thudc loi tiéu giam kali huyét ¢6 thé lam giam hiéu
luc cua methylprednisolon.

Methylprednisolon c6 thé gy ting glucose huyét, do d6 can dung liéu insulin cao hon.

CANH GIAC - THAN TRONG:

Pbi véi bénh nhan dung lidu toan than co heu lwong nhiéu hon lidu sinh 1y (khoang 6 mg
methylprednlsolon) trong thoi gian hon 3 tuan, khong nén duzng thudc dot ngot.
Corticosteroid c6 thé lam che lap triéu ching nhiém khuan va lam suy yéu dap tmg mién dich
tu nhién cua co thé voi nhiém khuan.

Mot s vi khuan _géy bénh nhu lao, sot rét ¢6 thé 1 bénh trong nhidu nim. Methylprednisolon
lam cho céc nhlem khuan nay tai hoat dong va gy bénh nguy hiém. Bénh nhan lao G bénh
can ding thudc chdng lao trong khi dung corticosteroid kéo dai.

Nén dac biét than trong va giam sat thuong xuyén khi st dung corticosteroid toan than cho
cac bénh nhan bi: Loang xuong (dac biét la ¢ phy nit trong thoi ky man kinh), cao huyét ap,
dang hodc co tién sir bénh tdm than, bénh tiéu duong, co tién sir bénh lao, ting nhin ap, suy
gan, X0 gan, suy than, dong kinh, loét bao tir, c6 yéu t6 bdm sinh viém tinh mach huyét khi,
viém loét rudt két, viém tai thira, nhuoc co ning.
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bé xa tam tay tré em.

SUDUNG CHO PHU NU'CO THAI VA CHO CON BU: ‘
C6 thé str dung cho phu nit cé thai va cho con bu, nhung phai than trong khi str dung li€u cao
va lau dai.

SUDUNG CHO BENH NHI: 7 i ‘
Corticosteroid ¢6 thé gdy cham 16n ¢ tré¢ em dang phat tri€n. Nén theo sy hudng dan cua thay
thudc.

PONG GOI: Hop 3 vi x 10 vién.
Hop 10 vi x 10 vién.
BAO QUAN: Noi kho réo, tranh anh sang, nhiét do khong qua 30°C.
TIEU CHUAN CHAT LUQNG: Tiéu chuan nha san xuat.
HAN DUNG: 36 thang ké tir ngay san xuat.

San xuat tai: ) ) )

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Buong D17, Khu Cong nghi¢p My Phude 1, Phuong Théi Hoa, Thi xa Bén Cat,
Tinh Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688

Tén san phaim: | GOMES

M3 sd toa: 0117.T1

. - Chuyén file in theo mau Cuc QLD cip
Kiém soat sua

adi -Bb sung thém quy céch 10 vi x 10 vién
- Chuyén ma toa tr TOA066CBB sang 0117.T1 theo SOP Q.DK.1003
Ngay: 23/11/2018
Nhan vién thiét
ké:
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