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Keep out of reach of children COMPOSITION - Each tablet contains Melaxicom 7.5 mg
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STORAGE - Store below 30°C. Protect from moisture and light.
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HUGNG DAN SU DUNG THulC
Rx

MEroCAM 75
(Meloxicam 7,5mg)
Thude ban theo don. Bgc ki hudng din si dyng trudc khi ding.
Néu cdn thém thing tin xin héi § kién bac sT. DE xa 18m tay cia ré em.

THANH PHAN: Mdi vign nén chia:

Ouge chit: Meloxicam 7.5 mg

Td duge:  Tinh bt ng6, lactose monohydrat, croscarmellose natri, povidon K30, natri lauryl sulfat, natri starch glycolat, magnesi
stearat, talc, colioidal silicon dioxid.

DuQc LYT HOC

Meloxicam 12 ddn xuat clia oxicam ¢6 tic dung chdng viém, gidm dau, ha s6t. Meloxicam iic ch& cyclooxygenase (COX) 1am gidm
t8ng hop prostaglandin, chat trung gian cd vai tro quan trong trong cd ché bénh sinh clia qua trinh vidm, s6t, dau.

Do meloxicam itc ché COX-2 chi gdp 10 I&n COX-1 nén dugc xép véo loai dc ché w tién trén COX-2 khong xép vao loai tc ché
chon loc trén COX-2. Mdc d (o chd COX-1 clla meloxicam phy thudc vao lidu ding va sy khdc nhau gita cdc cd thé clia ngudi
bénh. Meloxicam liu 7,5 mg/ngdy Uc ché COX-1 trén tifu cdu 1am gidm thromboxan A2 nén cf téc dung chang ket tip tigu cdu.
Mdc di co tac dyng dc ché COX-1 nhung meloxicam it c6 tac dyng phy trén tiéu héa hon so véi cdc thubc Uc ché khéng chon lgc
COX.

DUGC BONG HOC

Hap thu: Meloxicam hdp thu t6t qua duing tidu hoa, sinh khd dung duting ubng dat 89% so voi tiém tinh mach, thic &n rat it 4nh
huGng d&n sy hdp thu. Sy hdp thu dat dugc ndng dg t6i da trong mau sau 6 gid. Trong mdu, meloxicam chl y&u gdn vio albumin
vdi 17 18 trén 99%.

Phan bé: Thudc khuy€ch tén 6t vio dich khdp, ndng d4 trong dich khdp dat tuong dudng 50% ndng d6 trong huyét tuing, nhung
dang thudc ty do clia thuc trong dich khdp cao gdp 2,5 I4n trong huy€t tudng vi trong djch khép c6 it protein han,

Chuyén hda: Meloxicam bi chuyén hda gdn nhu hoan toan & gan véi sy xic tic ch yéu clia CYP2C9 va m6t phédn nhé cia CYP3A4,
Céc chét chuyén hoa khang con hoat tinh Gugc thai trir ch y8u qua nuéc tigu va phan. M6t lugng nhé thudc chua chuyén hoa dao
thdi qua nudc tifu (0,2%) va phan (1,6%).

Théi tri. Théi gian ban thai ciia thudc trung binh 20 gid. O ngudi gidm nhe hodc viia chic ndng gan, ho¥c thin (Cl, > 20 mi/phat)
khdng cén phai diéu chinh lifu melaxicam,

CHI DINH

Dung dai ngay trong bénh thodi hda khdp, viém c6t sng dinh khdp, cdc bénh khdp man tinh khdc va viém khdp lia tudi thanh
thi€u nién.

LIEU DUNG VA CACH SU DYNG

Cach ding:

Thubc uGng ngay 1 I&n, udng véo lic no hodce bat o lic ndo, ¢6 ding thude khdng acid hay khéng.

Liéu ding:

8ot dav cap cda viém xuong khdp (ngdn han)

- Thanh thigu nién 16 - 17 tudi: 7,5 mg/Adn/ngay, sau d6 néu cdn cd thé tang dén khéng qud 15 mg/1 1dn/ngay.

- Noudi Ign: 7.5 mg/ldn/ngay, sau do néu cdn ¢4 thé tang dén khGng qua 15 mg/1 I&n/ngay.

Bau va viém trong bénh viém khdp dang thap, viém cot séng dinh khdp

- Thanh thiéu nién 16 - 17 tw6i: 15 mg/1 in/ngdy, sau dd gidm xubng 7,5 ma/1 14n/ngay néu duge yéu cdu.

- Noudi Ign: 15 mo/1 1dn/ngdy, sau d6 gidm xubng 7.5 mg/1 n/ngdy ndu dugs yéu céu.

- Ngudi cao wdi: 7,5 mg/1 1n/ngay.

Gidm dau va viém trong viém khdp vo can & trd vi thanh nién va cdc 167 loan ca xvong khédc ¢ tré em khi khdng dung nap vdi
cdc thudt khdng viém khdng steroid (NSAIDSs) khéc

- Thanh thigu nign 16 - 17 tudi (c4n nZng < 50 ko): 7,5 mg/ Iin/ngay.

- Thanh thigu nign 16 - 17 tudi (cén ndng = 50 kg): 15 ma/1 lanmoay.
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Suy gan, suy than: Nhg va viia, khéng cdn didu chinh liu; ndu suy ning, khdng ding.

Tré em dubi 2 tusi: DY an todn va higu qua chua duge xc dinh.

CHONG CHI BINH

Man cdm vdi thubc, ngudi c6 tién sif dj ing vai aspirin hodic cdc thude NSAIDS khic. Khéng duge ding meloxicam cho nhiing nguoi
¢§ trigu ching hen phé qudn, polyp mii, phil mach thén kinh hodc bj phi Quincke, may day xudt hién khi dung aspirin hodc cdc
thudc NSAIDs khdc.

Lost dg ddy - t4 tring tién trién.

Chdy mdu da day, chdy mdu nao.

Piu trj dau sau phiu thugt bic cdu ndi mach vanh,

Suy gan ndng va suy thin ning khdng lpc mdu.

Phu nd ¢6 thai va cho con ba.

THAN TRONG

HEL siic than trong & nhiing ngudl bénh <6 tién sT loét da day - t4 trang, ngudi bénh dang dung thudc chéing déng mau vi thudc cé
thé gdy loét da day - t trang, gdy chdy méu. D€ gidm thidu tac dyng khong mong mun ciia meloxicam nén ding liéu thdp nhat
c6 tdc dyng trong thei gian ngén nhat ¢d the.

Trong qud trinh ding thudc ¢4 bidu hién bAt thuing trén da, niém mac hoic c6 dau hiéu lost hay chdy mdu duding tifu hoa phdi
ngung thudc ngay.

Meloxicam Gc ¢hé€ tGng hgp prostaglandin & than din dén gidm sy tusi mau than. Nhiing ngudi bénh ¢6 gidm dong mau dén than
hodc gidm thé tich mu nhu suy tim, h6i ching thdn hu, xd gan, bénh than ndng, dang dung thudc Igi nidu hodc dang tién hanh
cdc phu thudt I6n cdn phdi kiém tra thé tich nufic tiéu v chitc nding thén trudc khi ding meloxicam,

Meioxicam ¢ thé gay ting huyét 4p hofic 1am nZng thém bénh tang huyst 4p, do do khi dung thudc cdn thubng xuyén theo dai
huy€t dp. Meloxicam c6 thé gdy tang nhe thodng qua transaminase hoic cic théng s6 dénh gia chitc nang gan khac nhau, Khi cdc
thong s nay ting cao vugt gidi han binh thuding & mic ¢é ¥ nghta hodc 12 ting kéo dai thl phadi ngiing ding meloxicam.

0 nhing ngudi bénh bj xa gan nhung 3 giai doan 6n dinh khi dung thudc khéng cdn phai gidm lidu.

Ngudi cao Wdi co chic ndng gan, thén va tim kém khong nén diing meloxicam.

Nauy co huy€t khi tim mach: Cdc thudc chdng vigm khong steroid (NSAIDS), khong phdi aspirin, ding dudng toan than, ¢6 thé
lam tang nguy cd xudt hign bign cf huy€t khdi tim mach, bao gm ¢& nhéi mau co tim va dgt quy, c6 thé din dén tir vong. Nouy
co nay ¢ thé xudt hign som trong vai tufn ddu ding thudic va o thé ting 1én theo thi gian ding thudc. Nguy co huyét khdi tim
mach dugc ghi nhdn chi yéu & lidu cao.

Bdc sT cdn ddnh gid dinh ky sy xudt hidn cla cdc bién of tim mach, ngay ca khi bénh nhdn khéng c6 cdc tridu ching tim mach
trudc dd. Benh nhan cdn duge canh bdo vé cdc triéu ching cla bign c6 tim mach nghiém trong va cdn thim kham béc si ngay khi
xudt hign cdc trigu ching nay.

BE giam thifu nguy co xudt hign bign c§ bét Igi, cdn sit dung MEROCAM 7.5 & liéu hang ngay thdp nhat co higu qud trong thoi
gian ngdn nhat cd thé.

Vien nén MEROCAM 7.5 c6 chia lactose monohydrat. B§nh nhdn bi rdi loan di truy8n hism gdp nhu khong dung nap galactose,
thi€u hut lactase hoan todn hodc kém hép thu glucose-galactose khdng nén ding thusc nay.

PHY NU CG THAI VA CHO CON BU

Phu ni ¢d thai:

Nghién ciu thyc nghiém khing thay bing ching gdy quéi thai clia meloxicam. Tuy nhién, meloxicam duge khuyén cdo khéng ding
cho phy nif ¢ thai, nhdt 12 trong 3 théng cudi thai ky vi ko ngai 6ng d6ng mach déng sdm hodc cdc tai bi#n khdc cho thai nhi.
Fhy ni cho con bu:

Khéng nén ding meloxicam trong théi ki cho con b,

Néu cén dung thude cho me thi khéng nén cho con ba.

TAC DONG CUA THUGC KHI LAI XE VA VAN HANH MAY MGC

Thudc khéng gdy anh hudng dén khd nang 14l tau xe, vin hdnh mdy moc nhung ¢6 thé g4y ra cdc tdc dung khong mong mudn nhu
chong mat, bun ngd, t6t nhdt khong nén ding mefoxicam khi dang tham gia cdc hoat déng nay.

TUONG TAC THUBC

Thudc ¢6 tac dung higp déng ting mdc trén sy dc ché cyclooxygenase véi cac thusc NSAIDs khac & lidu cao lam tang nguy co loét
da day - ta trang va chdy mdu, cho nén khéng diing meloxicam vdi cdc thudc NSAIDs khic.
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Thudc chéng dng mau dang ubng, ticlopidin, heparin, thudc lam tan huy8t khdi: Meloxicam 1am tang nguy cd chdy méu, do vay

trénh phi hop. Trong qud trinh diéu tri c4n theo d6i chit ché tic dung ching déng mau.

Lithi: Meloxicam lam tang néng ag lithi trong mau, do vy cdn phal theo dgi néng dg lithi trong mau trong qud trinh ding két hgp

hai thudt vdi nhau,

Methotrexat: Meloxicam [am t&ng dgc tinh clla methotrexat trén hé théng huy&t hoc, do d6 c&n phdi dém t€ bao mau dinh ky.

Vong trédnh thai: Thufic lam gidm higu qud tranh thai cGa véng tranh thai trong ti cung.

ThuGc loi nigu: Meloxicam ¢6 the Iam ting nguy co suy than cdp & nhiing ngudi bénh bj mat nude. Trudng hgp phai ding phdi hop

thi cdn phai béi phy il nutic cho ngudi bénh va cdn phai theo ddi chic ndng than c&n than,

Thube chéng ting huyét 4p nhu: Thudc (c chd alpha-adrenergic, thudc dc ché enzym chuyén dang angiotensin, cdc thudc gidn

mach: Do meloxicam (¢ ch& tdng hgp prostaglandin nén lam gidm tdc dung gidn mach, ha huyét dp clia cdc thude phéi hap.

Cholestyramin: Cholestyramin gdn vai meloxicam & éudng titu hda 1am gidm hap thy, t&ng thai trlr meloxicam.

Cyclosporin: Meloxicam Iam tang ddc tinh trén than do vdy, khi ph6i hgp cdn theo dai chic nang thén cin than,

Warfarin: Meloxicam co thé lam ting qud trinh chdy méu, do vy cdn phdi theo ddi thai gian chdy mau khi ding kém.

Furosemid va thiazid: Thudc lam gidm tac dung Igi nigu cla furosemid, nham thiazid,

TAC DUNG KHONG MONG MUON (ADR)

Thifdng 92p (ADR > 1/100):

R6i loan tigu hoa, budn non, ndn, dau bung, tdo bén, chudng byng, Ta chay, thisu mau, ngifa, phat ban trén da, nhiém khudn ducn%

ho hép trén, hdi ching gidng cim, ho, viém hdu hong, dau cd, dau lung. Pau ddu, phu, thi8u mau khi ding kéo dai. AN

it gép (1/1000 < ADR <1/100): | ‘;

Tang nhe transaminase, bilirubin, ¢ hai, viém thyc quin, loét da day - t4 tran 4%, mau gudng tigu hoa tiém tang. ; u-"

Gidm bach cdu, gidm tifu cdu. = ;

Viém migng, may day.

Tang huy€t dp, ddnh tréng nguc, do bliing mat.

Tang ndng d¢ creatinin va ure mau.

Chong mat, U tai va budn ngd.

Hiém gdp (ADR < 1/1000):

Viem dai trang, loét thing da day - td trdng, vidm gan, vism da day.

Tang nhay cdm cla da vi dnh séng, ban hdng da dang, hoi chiing Stevens - Johnson, héi ching Lyell, con hen phé quén.

:hu mach th.én kmh.‘ chodng phan v, TUQ.CUC TRUGNG
guy o huy€t khdi tim mach (xem thém myc Than trong) e

Thang béo cho bac T hodc duge ST nhdng phan Ung oo hai gdp phdi khi st dung thuse, I TRUCONG PHONC

Hudng dén céch xi¥ irf ADR ‘.f”,{‘_fg((@rén 3 -’i:_'g(m Sk

Xem thém myc Than trong o

D€ gidm thifu tdc dung khong mong mudn trén dudng tiéu hoa clia meloxicam, cdn ubng thudc ngay sau khi dn hoc ding k&t hop

véi thudc khang acid va bdo vé nidm mac da day.

QUA LIEU VA CACH XU TRi

Hién nay chua cé thuc doi khang dic hidu meloxicam, nén trong trfing hop qud liu, ngodi bign phap diéu tri tridu chinag, héi stc

cdn phdi s dyng bign phdp ting thdi trir va gidm hép thu thulc nhu ria da day, udng cholestyramin.

HAN DUNG: 36 thang k& tr ngdy sin xust,

BAD QUAN: Dudi 30 °C. Tranh &m va dnh sing.

TIEU CHUAN:  TCCS.

TRINH BAY: HGp 02 i, vi 10 vién.

Ngdy xem xét sira A1, cép nh4t hudng din si dyng: 10.07.2018
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