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MELOXICAM

1\DE THUBC XA TAM TAY TRE EM.
POC K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG
TH NAY CHI DUNG THEO BON BAC SY.
THONG BAD NGAY CHO BAC SY HOAC DUGC §Y
NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUGC.
NEU CAN THEM THONG TIN XIN HOI ¥ KIEN BAC SY

THANH PHAN CONG THUC 1 vién nén
Thanh phén dugc chalt: MeloXiCarusmsssssssss e sssssussssssss 3l 7,5 mg
Thanh phén ta dugc gém: Natri citrat, Iactnae, rnicrnc:rystallin ca!!ulnsa M1ﬂ1 ::ruspnwdnn povidon
K30, magnesistearat..............cc...i.. b R s VOB O oo sanonans s Rbanb R kg EReR i . 1viénnén
DANG BAO CHE: vién nén }‘

MO TA SAN PHAM: Vién nén tron mau vang, hai mat tron, canh va thanh vién 1anh 1an

QUY CACHBONG GOI: Hop 10 viX10 vién nén, Chai 200 vién nén.

CHIi BINH:

Biéu tri dai ngay trong bénh thoai hoa khdp, viém cdt sfng dinh khdp, cdc b&nh khdp man tinh va viém
khdp Ida tudi thanh thiu nién.

CACH DUNG VA LIEU DUNG:

- Céch dung: Thutic bén theo ddn, diing theo chi dinh cla thiy thubic. 4

Dang dudng uing, c6 thé uding lic no holic bt cd idc nao. :

gian ngén nhét o thé va vdi lidu thdp nhatcd hiéu qua.
Liéu t6i da hang ngay dugc khuyén cao clia meloxicam 1a 15mg. Bénh nhan nuy thén néng dang lpc méu,
liéu t&i da hang ngayla 7,5 mg

- Ligu ding: :
Viém khép dang thép, viém ctt song dinh khdp: khdi ddu 7,5 mg/ ngay va c thé t8i da 15 mg/ 1&n/ ngay.
Khi diéu trj l4u dai, nhat 12 ngudi caotudi hoiic ngudi c6 tai bign phy, liéu kh uyﬁn céola7,5mg/l8n/ ngay.
Khéng duge vugt qua lidu 15 mg/ ngay.
Bgt dau cdp cla theal héa khdp: 7,5 mg/ 1n/ ngay. Khi cén (hodic khéng d8) c6 thé tang 16i 15 mg/ 14n/
ngay. B6i vai ngudi cé nguy co ai bifn cao, liéu khdi ddu 1A 7,5 mg/ ngay. Thgi gian diéu tri 2- 3 ngay.
B6i wi thanh thidu nién: liéu 15i da dugc khuyén cdo 12 0,25 mg/kg. N6 ::hung, chi gidi han sii dyng cho
thanh thidu ni&n va ngudi idn.
Ngudi cao tudi: lidu khuysncéo 7,5 mg/ 1an/ ngay
Suy gan, suy théin nhe va viia: khdng cin phai chinh éu, néu suy ning thi khf}ng diing.
Suy thén, chay than nhan tao; lidu khdng vuot qué 7,5 mg/ ngay.
Khong c6 yéu cu ddc bist vé xl’“‘;'h.ﬁcs-aumsuﬁuﬁg .
CHONG CHI BINH: \
Man cam vai thudc, ngudi co tién .f.JgJ di ¥ng vd&i aspirin hodic cdc thufic chﬁiiq viem khdng steroid khac.
Khéng dugc ding meloxicam cho ;: nhiing ngudi ¢6 triéu ching hen ph&iquén, pelyp mii, phit mach
thén kinh hodc bj phi Quincke, may day xuit hi&n khi dung aspirin hodc cﬁc thudc chéng viém khéng
steroid khac.
Loét da day- té trang tign trién.
Chay méau da day, chay maunie, r
Biéu tri dau sau phu thuat bic cﬁd@mvﬁm*
Suy gan né&ng va suy than nang khdng loe rrypu‘ _ _‘j"

Phuy nd.co thal va cho con _

CANH Biﬁmﬁﬂ%- IDUNG THUSC:

Thudic cé chia lactose nén bénh nhan méc céc rdi loan di truyén hiém gp v4 dung nap galactose, chiing
thidu hyt lactose Lapp hodc réi loarihdp thu glucose-galactose khiing nén sirdyng thudc nay.

di thube dc ché uu tién COX-2nhung vin cé thd gap mét téc dung khdng Meng mudn nhu céc thudc
chong khong steroid khac néntkhi ding meloxicam phai hét sdc than trgng & nhiing ngudi b&nh co
tién sitloét da day- té trang, ngudi bfah dang ding thudc ching dng méu vi thudc cthé gay logt da day-
& trang, gay:chiy mau. D& gidm thiu téc dung khang mong mudn clia meloxicam nén ding lidy’ thap
ﬂhﬂfﬂﬁ]ﬂt dyng trong thai gian ngé tcd thé.

NSAIDs lam tdng nguy cd gap céc c& huyét khi tim mach nhu nhéi maucd tim, ddt guy, co thé gay
tlr vong. b

Meloxicam Uc ché 18ng hop prostaglandin & than din dén gidm sy tuéi mau . Nhilng ngudi bénh co
giam déng mau dén than hodc giam ch mau nhu suy tim, hdi ching than A, xd gan, bénh thén néng,
dang ding thudic Igi niéu hodc dang tién hanh cac phiu thust idn cin phai kidm tra thé tich nudc tidu va
chic ndng than trudc khidong melnﬂnnm !

Trong qua trinh diing thudc c& biéuhién ba! thudng trén da, niém mac hodc cb d&u hidu loét hay chay
mau dudng tiéu hba phai ngung thudengay.

Meloxicam c6 thé gay tang huy&t 4p holic lam n&ng thém bénh ting huyst 4p, do d6 khi ding thudc cén
thudng xuyén theo dai huy&t 4p. Meloxicam c6 thé gay tang nhe thoang qua transaminase hoic cac
théng s& dénh gid chic nang gan khée nhau. Khi cdc théng s nay tang cao qw.fdt gidi han binh thudng &
muc c6 y nghia hodc ia tAng kéo dai thi phdi ngliing ding meloxicam.

O nhiing nguai bénh bi xo gan nhung @ giai doan &n dinh khi ding thudc khéng céin phai giam liéu.

Nguai cao tudi cé chde nang gan, than va tim kém khéng nén ding meloxicam)

Nguy cd huyst khai tim mach: cac thudic chéng viém khong steroid (NSAIDs), khong phai aspirin, dung
Audng toan than c6 thé lam tan co yulit hién bi#n cf huyét khdi tim mach, bao gém ¢ nhéi mau co
tim va ddt quy, cb thé din dén td von :Nguy co nay c6 thé xusit hién s6m trong vai tudn ddu ding thubc va
¢6 thé ting I&n theo thdi gian ding Ihuﬁ: Nguy cd huy8t kh&itim mach dl.l'ﬁcg nhén chi y&u dliéu cao.
Bac sicén danh gid dinh ky sy xust hién clia cac bién ¢ tim mach, ngay ca khjbénh nhin khang cé trigu
chung tim mach trudc dé. Bénh nhan gdn dugc cnh bao vé céc tridu ch ing cia bién cé tim mach nghiém
trong va cn tham kham bac singay khi xusit hién céc tridu chiing nay.

D& giam thidu nguy cd xust hién bién cb bt Igi, c4n sl dung meloxicam & Jl@u hang ngay thap nhét co
hlﬁu qué trong thdi gian ngén nhat cé thé.

SUDYNG CHOPHU NI CO THAI VACHO CON BU

Théi ky mang thai: khéng thy c6 bang chiing gay quéi thai. Tuy nhién, dugc Ichuyén céo khdng nén ding
meloxicam cha phy nd co thai, dac biétla 3 thang cudi vi lo ngai 6ng ddng mach déng sdm hoc céc tai
bién khéc cho thai nhi

Thdiky cho con bii: Khdng nén ding meloxicam trong thdi ky cho con bad, néu ¢én ding thufic cho me thi
khdng nén cho conbi.

ANH HUGNG CUA THUGC LENKHANANG LAI XE VA VAN HANH MAY MOG

Chua cé béing chiing vé &nh hudng cla thusec d&n kha nang l4i xe, van hanh may nhung do c6 thé gay téc
dung khéng mong mudn nhu chéng mat, buén ngd, nén t6t nhit khéng ding meloxicam khi dang tham
gia cac hoatdong nay.

TUONG TAC, TUONG KY CUA THUGC:

Thudc c6 tac dung hiép dbng tdng miic trén sy Uc ché cyclooxygenase vdi cac thuc chéng viém khang

steroid khac & lidu cao |am tAng nguy cd loét da day-t4 trana va chav mau. cho nén khéna dina

Vi nguy cd cé nhiing phan dUng bat Igi ?g theo liéu va thdi gian sl l.':ll,llm,,L n si dyng thubc trong théi '




https://nhathuocngocanh.com/

Aspirin: khi dung déng thdi véi aspirin (1000 mg, 3 lAn/ngay) trén Tiauﬁi finh nguyén khde manh c6 xu
huéng lam tang AUC (10%) va Cmax (24%) clia meloxicam. Y nghia jam sang clia tuong tac nay chua
dugc biét, tuy nhién cling giding nhu cac thudc NSAIDs khac, khong nén diing meloxicam vdi aspirin vi
nguly cd gay tang lac dung phy. '

Thudic chéing déng mau dang uéng, ticlopidin, heparin, thudc lam tan huy&t khdi: meloxicam lam tang
nguy cd chay mau, do vay tranh phdi hgp. Trong qua trinh diéu tri céin fheo dbi chat che tac dung chéng
déng mau.

Lithi: Meloxicam lam tang néng dé lithi trong méu, do vay cén phai theo doi néng da lithi trong méu trong
qué trinh ding két hgp hai thude véinhau. |

Methotrexat: Meloxicam lam t&ng doc tinh cia methotrexat tren he théng huy&t hoe, do dé can phai dém
t& bao mau dinh ky.

Woéng tranh thai: thudc 1am giém higu g ud tranh thai clia véng tranh thaitrong ti cung.

Thudc Igi niéu: meloxicamn c6 thé Jam tang nguy co suy than cép & nhiing ngudi bénh bi mét nude. Trudng hep
phdi diing ph&i hop thi céin phai bdi phiydii nude cho ngudi bénh va phaitheo ddi chiie nang than can than.
Thufic chéng tang huyét dp nhu: thudc e ché alpha-adrenergic, thudc Uc ché enzym chuyén dang
angiotensin, cac thuéic gian mach: do meloxicam uc ché téng hop prostaglandin nén lam giam tac dung
gian mach, ha huyét ap clia cac thuie phéi hap.

Cholestyramin: cholestyramin gén vdi meloxicam & dudng tiéu héa lam gidm hép thu, tang thai tri
meloxicam.

Cyclosporin: meloxicam lam téng doc tinh trén than do véy, khi phéi hop ¢én theo doi chlic nang than cén than.
Wafarin: meloxicam 6 thé Iam ting qué trinh chay mau, do vay ¢An phai theo dbi thdi gian chay mau khi
ding kém.

Furosemid va thiazid: thudc lam giam tac dyng Igii nigu clia furosemid, nhém thiazid.

Khoing cd tudng téc duge ding hoc dudc phéat higén khi st dung déng thai vdi cimetidin va digoxin.

*Do khéng cé cac nghién cliu ¥é tinh fudng ky clia thudc, khong tron 1&n thudic nay vdi thudc khac.

TAC DUNG KHONG MONG MUON CUA THUOC:

Thuding gdp, ADR > 1/100: _

R&i loan tidu hda, bubn nén, ndn, dau bung, t40 bén, chudngbyng, fa chay, thiéu mau, ngda, phat ban
trén da, nhiém khudn dudng ho hap trén, hdi ching giéng cim, ho, viém hau hong, dau cd, dau lung.

Blau d4u, phu, thiéu mau khi ding kéo dai.

itgdp, 1/1000 < ADR < 1/100:

Tang nhe transaminase, bilinubin, g hoi, vigm thuc audn, loét da day-t4 trang, chiy mau dudng tiéu héa
tiém tang.

Giam bach cdu, gidm tidu cau.

Viém miéng, may day.

T#&ng huy&t dp, danh tréng nguc, dd bing mét.

T#ng ndng d creatinin va ure mau.

Chéng mat, & taiva bubnngd. .

Nguy cd huySt khditim mach -L,

Hiém gap, ADR < 1/1000: %

Viém dai trang, loétthiing daday-ta trang, viém gan, viém da day.

Tang nhay cam cla da vdi anh sang, ban héng da dang, hi ching Stevens-Johnson, hdi ching Lyell,
con hen phé quan.

Phii mach thén kinh, chedng phan va. {

QUA LIEU VA CACH XU TRI: 1

Tridu chiing: Cac tridu ching sau khi ding qua liéu NSAID cAp tinh bao gém buén ngdl, budn non, non va
dau viang thugng vi- Xust huy#ttiéu hoa cé thé xay ra. Qué liéu nghiém trong co thé din d&n ting huyét
ap, suy than cép, r8i loan ehuc nang gan, suy hé hép, hén mé, co giit, suy tim va ngung tim. Phén dng
phén vé da dugc bao cao. .,

X{f tri: Hidn nay chua c6 thific d5i khang dac hiéu meloxicam nén trong trudng hop qua liéu, ngodi bign
phép didu tri triéu ching, hsi stic cén phai sl dyng Dién pnap tang tha trifva giam h&p thu thufic nhu rira
da day, ubng cholestyramin. ' .
THONG TIN VE DUGC LY, LAM SANG: :

1. Béc tinh duge lyc hoc: i

Ma ATC: M01 ACOB. ,

Maloxicam I& din xust clia oxicam cé tdc dung chdng viem, giam
thudie chéng viem khéng steroid khéc, meloxicam e ché cycloo
prostaglandine, chét trung gian ¢d vai tro quan trong trong cdché
2. pac tinh dugc déng hoe:

Hép thu: Meloxicam hap thu 15t qua dung tiéu héa, sinh kha dung g dat §9% so vdi tiém tinh
mach, thuc &n rét it anh hifing d&n sy hip thu. Sy hap thu dusi dangyi@nnén, vien nang va dan dat trifc
trang tudng dudng nhau vi_é.‘.laldﬁﬂ: néng 9o tGi da trong mau sau b gid.

Phan bé: Trong mau, melaxicam chi yéu gan vao aibumin vOIti 1§ t2n 9% Thudc khuéch tan t6t vao
dich khdp, néng dé trong dich khép dat tong duong S0% néng @6 trong huyét tudng, nhung dang thudic
1 do ciia thudc trong dich khép cao gap 2.5 |&n trong huyéttuong vitrong dich khap ¢d it protein han.
Chuyén héa: Meloxicam bi chuy&n héa gén nhu hoan toan & gan vdisy xictac chu ySucla CYP2Cava
mét phén nhi cia CYP3A4. Cac chét chuyén hoa khéng con hoattinh duge thai trd chi y&u qua nudc
tidu va qua phan. Mot lugng hd thudc chua chuyén héa dao thaigua nudc tidu (0,2%) va phan (1,6%).
Thai tri: Thai gian ban thai cua thudc trung binh 20 gid. O ngudl chic néng gan, ho#c than (Cl. >
20mi/phut) gidm nhe hodcy ia khong cAn phai didu chinh liéu meloxicam. Meloxicam cé thé tich phan b
khoang 10 1itva khéng tham téch dude.

* Dugic ddng hoe trén d8itugng dac biét:

Mgudi cao tudi: Bénh nhén cao tudi 14 nam gidi co cac thong 56 duge dong hoc trung binh fudng duong
vdi nam gidi tré tudi. Bénhinhan cao Incﬁ:ﬂjlﬁglﬁm%la RAUC cao hdn va thisi gian ban thai dai
han s0 véi cac bénh nhan fré tudi c& nam va nl. Ba thanh th i huy@ikudng trung binh & trang théi 8n dinh
& ngudsi cao tudi kém hdn nguditré tudi khang dang ké. 4

Tré em: Noéng dd 18i da tfﬂ:!ig huyét tugng Cmax cing nhu dién tl’é@;{dﬂ duding cong AUC & nhom tré (tu
2.6 tudi) thdp hon so vdi tré (7 dén 14 tudi). Gid tri AUC & 1ré (7 dén 14 tudi) tuong ty hodc gidm nhe so vai
ngudi I6n. Thai gian ban tI_'E'r ciia meloxicam 4 tré em |2 15 gig, hdi thdp hon so vdi ngudi Idn. Dugc déng
hoe & tré dudi 2 tudi chua dugc thist lap.

Bé&nh nhén suy gan: suy gan tifnhe dén vila khadng Anh hudng dén dugc ddng hoc clia meloxicam. Chua
¢6 nghién ciju vé duge ddng hoc cia meloxicam & bénh nhan suy gan nang.

Bénh nhan suy than: suy thén til nhe dén visa cling khong Anh huéing déng k& dén dugc dong hoc
meloxicam. B&nh nhan suy than mic @5 trung binh =6 thanh thai thudc cao hon déng ké. Da quan sat
théy gidm lién két proteindang k& & nhiing bénh nhan suy than gial doan cu8i. Trusng hop suy théan giai
doan cudi, thé tich pha&n bé téng co thé& dAn dén tang ndng 46 ty do clia meloxicam cao hdn va khdng nén
sif dyng qué 7,5 mg/ngay.

BAOQUAN - HAN DUNG:

Baoquén: Dudi30°C. Noikharao, tranh dnh sdng.

Han diing : 36 thang ké tif ngay sén xudt.

Tiéu chudn: DEVNIV.

4, ha s6t. Ciing giéng nhu mot s&
enase (COX) lam gidm téng hdp
i sinh clia qud trinh viém, sStedau.

San xuét tai: ,
cONG TY GO PHAN DUGC PHAM KHANH HOA
Pudng 2/4, Khém Bong Bic, P. Vinh Hoa,




