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Box of 5 Blisters x 10 Sofigels

DIMICOX

Meloxieam 7.5 mg
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Rx Thudc bdn theo don

Dé xa tim tay tré em

Doc ki huéng din sir dung trude khi ding
Néu can thém thong tin xin héi y kién bdc si
Dang bao ché: Vién nang mém

DIMICOX

TRINH BAY: Hop 05 vi x 10 vién nang mém

CONG THU'C: méi vién nang mém c6 chira
MEIORICEIN wcuinccusiiniossaiinsisisiniscsisssinsssinssimmmvivisvsiom s iss 7,5 mg
Ta dugce (Propylen glycol, Polysobat 80, Polyethylen glycol 600, Povidon, Gelatin, Glycerin,
Sorbitol liquid, Kali sorbat, Methyl paraben, Propyl paraben, Vanilin, Titan dioxyd, Tartrazin,
Patent blue), vira di 1 vién.

DUQC LY VA CO CHE TAC DUNG:

S~ Nhém duge ly: Thude giam dau, ha sbt, chdng viém khéng steroid

Ma ATC: MOTACO06

—  Meloxicam 1a thube chong viém khéng steroid, dan Xuit ctia oxicam. Thubc ¢6 tic dung
chéng viém, giam dau, ha sot. Ciing giéng nhu mot s thude chdng viém khong steroid khéc,
meloxicam tc ché sy tong hop prostaglandin, chat trung gian c6 vai trd quan trong trong co ché

bénh sinh ctia qué trinh viém, sbt, dau. 'g

— Meloxicam truée day duge coi 1a mot thude tc ché chon loc COX-2 vi dua vao cac nghién /A

ctru in vitro. Nhung khi thir nghiém in vivo trén ngudi, tinh chon loc e ché COX-2 so véi COX-1 [
"X

chi gip khoang 10 lan va céc phan ndo (rc ché san xuit thromboxan théng qua COX-1 cua tiéu
cdu véi ca 2 liéu 7,5 mg/ngay va 15 mg/ngay. Trong thyc nghiém 1am sang, meloxicam it c6 téc
dung phu vé tiéu héa so véi cac thube trc ché khong chon loc COX. Mirc db trc ché COX-1 cua o
meloxicam phu thudc vao lidu dung (liéu 7,5 mg/ngay it gdy tai blqn hon lidu 15 mg/ngay) va su N
khac nhau gifta cac ngudi bénh. Can theo doi thém vé 1dm sang dé danh gida ding mic d chon
loc trc ché COX-2 ciia meloxicam.
DUQC PONG HOQC:

—  Meloxicam hép thu t6t qua dudng tiéu héa, sinh kha dung dudng ubng dat 89% so véi
dudng tiém tinh mach, thirc 4n rét it anh hudng dén sy hap thu. Su hip thu dudi dang vién nén,
vién nang va dan dat truc trang tuong dwong nhau. Trong mau, meloxicam chu yéu gin vao
albumin véi ti 18 trén 99%. Thude khuéch tan tt vao dich khép, nong do trong dich khép dat
tuong duong 50% ndng do trong huyét tuong, nhung dang thudc tu do ctia thude trong dich khép
cao gp 2,5 1an trong huyét tuong vi trong dich khép ¢ it protein hon.

- Meloxicam bi chuyén héa gin nhu hoan toan & gan véi sy xic tic chii yéu cia CYP2C9
va mot phan nho cia CYP3A4. Céac chét chuyén hoa khong con hoat tinh dugc thai trir chi yéu
qua nudc tidu va qua phan. Mot lugng nhé thudce chua chuyén héa dao thai qua nude tiéu (0,2%)
va phan (1,6%).

— Thoi gian bén thai ctia thude trung binh 20 gio. 0 ngudi giam nhe hodc vira chirc nang
gan, hodc théan (cl.creatinin > 20 ml/phut) khong can phai diéu chinh lieu meloxicam. Meloxicam
khong thdm tach dugec.
CHIi PINH X kz/

— Diéu tri triéu chimg lau dai ctia bénh thodi héa khép, viém cot song dinh khép X céc bénh

khép man tinh khac.
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CHONG CHI PINH

— Min cam véi thude, ngudi ¢6 tién sir dj (mg véi aspirin hodc cac thube chéng viém khong
steroid khac. Khong dugce dung meloxicam cho nhng ngudi 6 tridu chimg hen phé quan,
polyp mili, phu mach than kinh hodc phui Quincke, may day sau khi dung aspirin hodc céc
thude chdng viém khong steroid khéc.

— Loét da day - ta trang tién trién.

— Chay mau da day, chay mau ndo.

— Suy gan né@ng va suy than nang khéng loc mau.

— Phu nir cé thai va cho con b.
LIEU DUNG-CACH DUNG:

- Viém khop dang thip, viém cot séng dinh khcrp 2 vién/l lam’ngay

— Khi diéu tri 1au dai, nhit 1a ¢ ngudi cao tudi hodc ngudi cé nhidu nguy co ¢6 tai bién phuy,
liéu khuyén cdo 1a 1 vién/1 lanfngay

— Khong duoc vuot qua lidu 2 vién/ngay

- Dot dau cap clia thodi héa khop: 1 vién/lan/ngay. Khi can (hodc khong dd), c6 thé tang tai
2 vién/lan/ngay.

—  Nguoi cao tudi: Liéu dung khuyén cdo 1 vién/1 lan/ngay.

—  Suy gan, suy thdn: Nhe va vira, khong can phai diéu chinh lidu; néu suy ning, khong ding.

—  Suy thdn chay than nhan tao: Liéu khéng dugc vugt quéa 1 vién/ngay.

—  Tré em duci 18 tuoi: P9 an toan va hiéu qua chua duge xac dinh.

Hodc theo su huéng dan cia thay thudc.
TUONG TAC THUOC

— Thudc ¢6 tic dung hiép dong tang muc trén sy c ché cyclooxygenase Vv6i céc thude
chéng viém khéng steroid khéc & liéu cao 1am tang nguy co loét da day-ta trang va chay mau, cho
nén khong dung meloxicam cling véi cac thuoc chong viém khong steroid khéc.

— Thubc chéng déong mau dang udng, ticlopidin, heparin, thudc lam tan huyét khéi:
Meloxicam lam ting nguy co chay méu, do vdy tranh phdi hop. Trong qua trinh diéu tri cin theo
ddi chit ché tac dung chéng dong mau.

— Lithi: Meloxicam lam tang ndng do lithi trong mau, do vay cén phai theo d&i ndng do lithi
trong mau trong qua trinh dung két hop hai thudc véi nhau.

—  Methotrexat: Meloxicam lam ting doc tinh clia methotrexat trén hé théng huyét hoc, do d6
can phai dém té bao mau dinh ky.

- Vong tranh thai: Thubc 1am giam hiéu qua tranh thai ctia vong tranh thai trong tir cung.

— Thubde loi niéu: Meloxicam cé thé lam tang nguy co suy than cap O nhirng ngchrl bi mét
nudc. Trudng hop phai ding phdi hop thi can phai bdi phu di nude cho ngudi bénh va phai theo
ddi chirc nang than can than.

—  Thubc chéng ting huyet ap nhu: Thude trc ché a- adrenergic. Thubc trc ché enzym chuyén
dang anglotensm cac thude gian mach: do meloxicam (rc ché téng hop prostaglandin nén lam
giam tac dung gidin mach, ha huyét ap ciia cac thude phdi hop.

— Cholestyramin: Cholestyramin gén v&i meloxicam & dudng tiéu héa lam giam hap thu,
tang thai trir meloxicam.

— Cyclosporin: Meloxicam lam ting doc tinh trén than do vy, khi phdi hop cin theo doi

chire ning than can than.
—  Warfarin: Meloxicam c6 thé 1am ting qua trinh chay mau, do vay can phai theo d&i/fhoi

gian chay mau khi dung kém.
—  Furosemid va thiazid: Thudc l1am giam tac dung lgi niéu cua furosemid, nhom thiazid.
THAN TRONG
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- Méc du thudc wa e ché chon loc COX-2 nhung van c6 thé gap mot sb tac dung khong
mong mudn nhu céc thudc chdng wem khong steroid khac nén khi ding meloxicam phai hét strc
than trong o nhlmg nglrm bénh c6 tién sir loét da day ta trang, ngudi bénh dang dung thudc chéng
dong mau vi thudc c6 thé gay loét da day ta trang, gdy chay mau. Pé giam thiéu tac dung khong
mong mudn ctia meloxicam nén dung liéu thdp nhét co tac dung trong thoi gian ngén nhit 6 thé.

— Trong qua trinh ding thudc c6 biéu hién bat thuong trén da, niém mac hodc c6 dau hiéu
loét hay chay méau dudng tiéu hoa phai ngung thudc ngay.

—  Meloxicam trc ché tong hop prostaglandin ¢ than dan dén giam su tw6i mau than. Nhimng

)

O

)

ngudi bénh ¢6 giam dong méau dén than hodc giam thé tich mau nhu suy tim, hoi chimg than hu, ITY
X0 gan, bénh than ning, dang dung thudc loi nigu hogc dang tién hanh cac phiu thudt I6n can phai 1AN
kiém tra thé tich nude tidu va chirc nang than trude khi ding meloxicam "HAM

—  Meloxicam c6 thé gdy ting nhe tho4ng qua transaminase hoic cc thong sé danh gia chirc

\ &

nang gan khac nhau. Khi céc thong so nay tiang cao vuot gidi han binh thudng cé y nghia hodc la <
tang kéo dai thi phai ngirng dung meloxicam. 8=A

— O nhimg ngudi bénh bi xo gan nhung & giai doan on dinh khi dung thudc khong can phai
giam lidu.

o — Ngudi cao tudi c6 chirc nang gan, than va tim kém khong nén ding meloxicam.
PHU NU CO THAI VA CHO CON BU:

— Nghién ctru thuc nghiém khong thiy bing chu’ng giy qual thai ciia meloxicam. Tuy nhién,
meloxicam dugc khuyén céo khong dung cho phu nir ¢6 thai, nhét 13 trong 3 thang cudi thai ky vi
so 6ng dong mach déng sém hoic céc tai bién khéc cho thai nhi.

— Khéng nén ding meloxicam trong thdi ky cho con bii. Néu can ding thudc cho me thi
khdng nén cho con bu.

TAC PONG CUA THUOC LEN VAN HANH MAY MOC VA LAI XE:

— Thube ¢6 thé gdy ra tic dung khong mong mudn nhu chéng mat, budn ngii nén t6t nhat —
khong diing meloxicam khi dang tham gia cac hoat dong nay. =
QUA LIEU VA XU TRIi: 3

— Hién nay chua c6 thudc ddi khang dic hi¢u meloxicam nén trong truong hop qua :
liéu, ngoal bién phap diéu trj triéu chl.rng, hdi sirc cin phai sir dung bién phép ting thai trir 482
va giam hap thu thudc nhu: rira da day, udng cholestyramin. ;
TAC DUNG KHONG MONG MUON: s
- Ciing gidng nhu cac thuoc chéng viém khong steroid khac, meloxicam thuong gy
- ra cac tac dung khong mong mubn & nhiéu co quan dic biét Ia trén duong tiéu hdéa, mau,

thdn va ngoai da.Vi vay dé han ché tic dung khong mong mudn trén dudng tiéu héa nén
udng thudc ngay sau khi an.
Thuong gap, ADR > 1/100
- Réi loan tiéu hoa, budn non, non, dau bung, tdo bon, chudng bung, ia chay, thiéu
mau, ngtra, phat ban trén da.
—  Pau dau, phu.
It gap, 1/1000 < ADR < 1/100
— Tang nhe transaminase, bilirubin, ¢ hoi, viém thuc quan, loét da day-ta t / chay
mau dudng tiéu héa tiém tang.
—  Giam bach cdu, giam tiéu cau.
— Viém miéng, may day.
Tang huyét 4p, danh tréng nguc, do birng mat.
Tang nf’ing do creatinin va ure mau, dau tai chd tiém.
— Choéng mit, 1 tai va budn ngu.
Hiém gdp ADR < 1/1000
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— Viém dai trang, loét thung da day — ta trang, viém gan, viém da day.
— Tang nhay cam cia da v6i dnh sing, ban hong da dang, hoi ching Stevens-
Johnson, héi chirng Lyell, con hen phé quan.
—  Phu mach thén kinh, choang phan vé.
Huéng dan cach xir tri ADR
Xem thém muc Than trong
Pé giam thiéu tac dung khong mong mudn trén duong tiéu héa cia meloxi
ngay sau khi an hodc ding két hop véi thude khang acid va bao vé niém mac

am, can udng thudc
a day.

Théng bao véi bac si cic tic dung khong mudn gip phai ciia thude f
BAO QUAN: Noi kho thoang, tranh 4nh sang, nhiét dé dudi 30°C. /e
HAN DUNG: 36 thang ké tir ngay san xuat. $

Khong sir dung qua han ghi trén bao bi

TIEU CHUAN: TCCS sé 0650-B-022-08

Logo cong ty:  [MEDISUN

Nha sén xuit: C(")ng ty Cb Phan Dugc Phim ME DI SUN

- Dia chi nha san xut: S6 521 khu phd An Loi, phuong Ho tx. Ben Cat, T.Binh Duong
Dién thoai: 0650 3589036 — Fax: 0650 3589297
inh Duong ngay 05 thang 09 nam 2016
am-doc co sé ding ky thude
-

TUQ.CUC TRUONG
p.TRUONG PHONG

GE Mink Hang





