Rx Thu6c nay chi dang theo don thuéc Sty

Stadxu:am 15

Tén thude’ \ !
Stadxicam 15 ’ i

Céc d&u hiéu Itru y va khuyén céo khi dung thtidc
DE xa tam tay tré em

Doc ky hirgng dan siv dung uude khi dang
Thanh phin cong thec thud c L,
Thanh phan hoat chat:

R NCIORICETIT .. oo s e, . OGN S VaRRi- B e nie e 15 mg

Thanh phén téa duwoc:
Lactose monohydrat, microcrystallin, ceIIquse powdon K30 croscarmellose
natri, natri citrat, tinh bot natn glycolat, magnesn stearat, colloidal snllca khan.

Pang bao ché, =~

Vién nén.

~Vién nén tron, mau vang, hai mét khum, mot mat co k,héc vach, met mat tron.
“Vién c6 thé bé doi. : : ;

Chi dinh ) y

Meloxicam, duwgc sir dung trong, dleu tri viém khdp dang thap, digu tri triéu
chieng ngan han bénh viém xuong khép cap tinh, tram trong, va digu tri triéu
chirng viém cieng dot song. Thudc cling ¢4 thé dugc ste dung trong chung viém
khép. tir phat & tré vi thanh nién. ¢

Céach dung, liéu dung

Stadxicam 15 dwoc st dyung bang dudong udng o

Chirng viém khép dang thép va viém cing dét s6ng Meloxicam du-qc st
dung V@i ligu,don thong thugng 1a,15 mg/ngay. Ngudi c6 nguy co €ao vé phan
rng phuy, nén khéi dau véi ligu 7,5 mg/ngay: Dieu trilau dai 6 nguoi cao{um Vi
lidu 7,5 mg/ngay. 4

Bénh viém xwong khép cép tinh trdm trong: Ligu thutrng ding héng ngay
clia meloxicam la 7,5 mg, néu can thiét ting dén lidu don ti da la 15-mg/ngay.
Strdung & nguwoi suy-than: Meloxicam thuéng chéng chi dinh & nhCrng bénh
nhén suy than nang. Tuy nhién & nhirng bénh nhﬁn thém tach, cd thé sir dung
meloxicam véi liéu 7,5 mg/ngay. 2

Ch6ng chi'dinh

Qué méan véismeloxicam hodc bét c:thanh-phan nao ciia thuéc: i

Tién st bj chirng may day, phii'mach, co thét phé quan; viém mi trﬁm trong,
hodc s6c¢ khi két'hop véi aspirin hodc cac thudc NSAID khéc.

Tién st nhay cam véi aspmn benh hen suyén vé polyp mdi.

Suy gannang. 00591

Suy thén nang khéng duwgc thdm tach.

*'Chay mau dudrng tiéu héa; tien strxuét huyét mach mau’ndo:

Canh béo va than trong khi diing thuéc

Nguy co’ huyét khéi tim mach:

+ Céc thubc chdng viém khong steroid (NSAIDs) khﬁng phal aspirin, dung
dirdng toan than-cd thé lam tang nguy co xuét hién bigh ¢6 huyét khoi tim
mach, bao gdm c& nhdi mau'cor'tim va dot quy, c6 thé dan dén tir vong. Nguy
co nay c6 thé xuét hién Sém trong 'vaituin dau ding thudc va c6 thé tang len
theo thoi’gian dung thudc. Nguy ca huyét kh6| tim mach dtrgc ghi nhan cha
yéu & ligu cao.

+ BAc si can danh gia dinh ky sw'’xust hién ctia cac bién c6 tim mach, ngay ca
khi bénh nhan khong c6 céc triéu chung tim mach trir&¢'d6. Bénh nhan can
dwoc canh bao ve cac triéu chirng clia bién c6 tim mach nghlem trong va can
tham kham bac si ngay khi xuét hién cac triéu chung nay

+ D€ giam thiéu nguy co xuét hién bién cd bat lgi, can sir dung Stadxicam 15
& lidu hang ngay th&p nhat c6 higu qua trong thoi gian ngén nhét c6 thé.

Anh hwéng trén dwong tiéu héa; Nguy co ctia nhitng anh hudng tram trong

trén dudng tiéu héa (nhu chay mau, loét, thiing), cé thé xay ra bat ct thoi gian

nao c6 hoac khéng ¢6 nhi*ng déu hiéu va triéu ching canh bao. Nhirng phirong
phép tri liéu két hop cd thé lam téng nguy co bao Bm tién,str chdy mau ho#c
loét duong tiéu hoa, diéu tri lau dai véi thude NS/&D dléu tri v&i thude chdng
dodng hodc véi cac thube corticosteroid dudng. udng, hut thudc, nghl.én wou,
tinh trang strc khde chung kém hoac &, nhu'ng nguai cao tudi (nguy co cao hon

_V& bién chirng durdng tiéu héa gay tir. vong).

Tédng huyét 4p: St dung céac thuéc NSAID, bao gom meloxncam cd thé gay ra

,18ng huyét 4p khéi phat hodc lam tram trong thém bénh ting huyét &p san co,

tredng hop nay 1am téng ty 1é méc bénh tim mach. .

Anh hwéng trén than: Hoai ti nha than hoac thay d6i tuy than cé thé xay ra
khi dung lau dai cac thuéc NSAID. -

Phén rng qué mén: Phan (rng qua man bao 95m phan u'ng phan vécé thé xay
ra & nhttng b&nh nhan khéng cé sy méan cam véi meloxicam trurdre d6;~ \
Nhitng phan trng da nghiém trong (nhw viém da troc-mang,:hoi chung
Stevens-Johnson,:ddc hoai-tér biéu bi):c6-thé xéy ra. & nhirpg bénh nhan dung
meloxicam.

Anh hwéng huyét hoc: Bénh thiu mau da auqc béo céo, chu yéu xay ra'@
nhirng bénh nhan dung meloxicam lau dai (th&i gian khoang 6 thang).
Stadxicam 15 c6 chira lactose. Khdng nén dung thudc nay:cho bénh:nhan ¢
cac van dé vé di truyén hiém gadp khong dung nap galactose, thiéu hut enzym
lactase toan phan hay kém hép thu glucose-galactose: == %

Str dung thudc cho phu ntp cé thai va cho con bu

Phu ni¥ c6 thai:* ' ..~

Trénh dung thudc trong 3 théng cu6| thai ky vi c6 khénang gay déng,sém 6ng
dong mach clia bao thai.

Kha:néing cham chuyén dakhi ding thudc vao cudi thai ky.

Rhu ni¥chojcon bu %5
Meloxicam bai tiét qua stra & chudt, nén ngwng cho con bu hoéc ngung dung
thudc vi kha néngnguy hiém trén tré bu me.. .

10.  Anh hwéng cua thudc 1én kha ndng I4i xe, van hanh may méc
Chura c6 nghién ctru chuyén biét vé kha nang lai xe va van hanh may maéc.

11. Twong tac, twong ky, cua thuéc
Twong téc cua thube

- Céc thu6c NSAID va acid acetylsaltcyllc z 3 g/ngéy Két hop véi céc thusc
khang viém khong steroid khéac, bao gém ‘acid acetylsalicylic véi liéu khang
viém (lidu don > 1 g hay t6ng liéu hang ngay 23 g) khéng dugc chidinh.

- Corticosteroid: Nén than trong khi str dung chung véi corticosteroid vi tang nguy
co chay mau hay loét da day rudt. -

- Thuéc chéng déng hay heparin chidinh cho n ngu'orl cao tubi hagrtabhéu diéu trj:
Lam t&ng nguy co chay mau, thdng qua trc ché chirc nang tiéu cauwvapha hiy
niém mac da day rudt.

e Thubc lgi ti€u, (rc ché enzym chuyen va déi khang angiotensin : Cé.c thudc
NSAID c6 thé lam giam tac dung cua thube loi ti€uva céc thudc! ch6ng téng
huyét ap khac.

- Céc thubc chéng tang huyét &p khac (nhu' thuéc chen kénh: beta)' Nhu nhirng
thudc trén, giam tac dung ha huyét ap cuia cac thudc chen kénh beta (do trc ché

o -prostaglandin v&i tac dung glén mach) c6thé xay ra. 2+b

- Cyclosporin: Bc tinh than cla cyclosporin cé thé tang 1én khi st dung NSAID
thdng qua tac dong trung gian prostaglandin & than.

- Lithi: Thudc NSAID duwoc bao céo la lam tang ndng do cua lithi trong méu (théng
qua lam giambai tiét lithi & than), didu nayc6 thé dan dén ngudng gaydoc.

= Methotrexat: Thu6c NSAID c6:thé lam giam s bai tiét-methotrexat ¢ 6ng than

) do lamvtang ndng dd methotrexat trong huyét trong:

- Cholestyramin: Cholestyramin lam ting s\ dao'thai meloxicam bang cach ngin
chan chu trinh gan - rudt, vi thé do thanh théc wamelaxm &nglén-so% va
thoi gian bén thai giam ct)n 13+ 3 gw 1912 ITDE |

° Twong ky cda thuéc' ' "o:

i/-Dokhéng cé'cac nghién ciru vé tlnh tuang ky cﬂa thudc, khong trOn 1&n thuéc

/- nay véicac thube khac.

12. Tac dung khéng mong mudn ctia thudc
“Nguy'co’ huyét khdmm maoh (xem thém phﬁn Canh béo va than trong khi ding
01 thuée):

R&t thufmg gép (1/105ADR) Khé tleu buon non, non dau bung tao'bon, day
hoi, tiéu chay.
Thuong gap (1/100 sADR < 1/10): Dau dau.
It g&p (1/1000 < ADR' 1/100): Xuét huyét tiéu héa, viém miéng, viém da day, ¢
hoi, thifu mau, chéng mat, ngu ga. ngua. phéat ban, dﬁ ljung m&t tang
transaminase'hay bilirubir. L
Hiém'gédp (1/10:000 <ADR < 1/1000) Vém thanh ruot két, ung thw' da day, thure
quan, hol chirng Stevens-Johnson, néi may day, phan &ngding hay phan (rng
qua man, danh tr6ng ngure, U tai, phan l?ng nhay uém Vi énh sang

13. Qua liéu va cach xur tri )

Céc triéu chirng qua lidu NSAID cép tinh thubng gi6éi han & trang thai’'hon mé,
ngay ngat, budn noén, ndn 6i'va dau thurgng vi, nhin chung-déu phuc hdi khi
duoc diéu tri nang d&. Chay mau dwdng tiéu héa c6 thé xay ra: Mét vai truong
hop ngd doc nang c6 thé dan @én tang huyét &p, suy than ‘cdp tinh, r6i loan
chi¥c n&ng-gan, sty ho hap, hon mé, co giat, suy tim' va ngieng tim: Cac phan
(rng phan vé da diroc bao ¢do khi dl)ng NSAID du'tmg u6ng va c6 thé xay ra khi
qué liéu.

Bénh nhan¢an duoc k|ém soat cac tneu chirng va diu tri nang dé khi qua ligu
NSAID.'C6'‘thé ddy nhanh'sir dao thai meloxu:am b&ng céch dung 49
cholestyramin dwdng uéng 3 Ién/ngay I

14. " 'Pac'tinh dwoe lwe hoe '~ 15 )

"2 SNhom -duge-ly: Thu6c ch6ng wém vé ch6ng thép khérp, khﬁng Sterotd Céac

T ROXICaT.SeaN o

M& ATC: MO1ACO6.
‘Meloxicam 14 thudc khang viém khéng steroid (NSAID) thudc ho oxicam, c6 dac
tinh khdng viém, giam dau'va ha s6t.'Hoat tinh 'khang viém' ctia meloxicam da
dugc chirng minh trén nhirng dang viém nhiém kinh dién. Nhir ‘cac NSAID
kha¢] co ché tac dung chinh'x4c van chura duoc bit rd. Tuynhién; ¢é' it nhat
mot co ché chung ‘¢ia nhém NSAID (bao gom ca meloxicamy) |a rc “ché sinh
téng hop prostaglandin, dirgc biét la chﬁnrung gian gy viéer. "

15. ' '‘Pic tinh dwoc dong hoc i
Meloxicam duroc hép thu tét sau khl udng. Thudc g&n két 99% véi protein huyét
tvong. Meloxicam c6 thoi gian bén thai trong huyét tuong khoang 20 gio.

" Thudc 'droc chuyén héa‘chl yéu ‘qua'qué trinh oxy 'héa va dugc bai tiét mot
lvgng trrong dirong qua niéc tiéu va phan, duréi 5% lidu ding duoc ba| tiét
duréi dang khong déi. Thé tich phan bé tdng '1én khi suy than:*

16. Quy cach déng g6i o ;

ST SNA'10 vién. Hop 2 vi. 4 4 DN A81
Vi 10 vién. Hop 3 vi. el VLR
17.  Diéu kién bao quan, han ding, tléu chuﬁn ch&t luovng cua thudc
17.1. Diéu kién bao quan
""'B40 quéan trong bao bi kin, non Kho, tranh &m. Nhlét do khong qué 30°C.

17.2, Han'dung : i

© 24 thang ké tir ngay san xuét. e

17.3. Tiéu chudn chét lwvong - 4 <

- TIOR =

18. ' Tén, dia chicta co’ s& san xuit thuéc
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