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Rx THUGC BAN THEO PON

KAMELOX 15

Meloxicam 15 mg

100
dai

Sin xwdl aic . i
CTCP DUGC PHAM KHANH HOA

KAMELOX 15

Rx THUGC BAN THEO BON
SDK/Reg.No:

Composition:
Meloxicam : 15mg
Excipient.................... R s smentioyie miprcnaid for one caplet

Indications 1
Daosage - Administration :
Contra - indications
Precautions
Adverse effect
and other informations
Specifications: VI |V
Storage: Below W'C, in dry place, protect from light.
KEEF OUT OF REACH OF CHILDREN
READ CAREFULLY INSTRUCTIONS BEFORE USE
Manufactured by:
Khanh Hoa pharmaceutical joint stock company
2/4 street - Vinh Hoa ward - Nha Trang city

Please see
enclosed
leaflet
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Cong thic:
Meloxicam

Chidinh

Cich diing - Lidu diing

Chéng chi dinh

Thintrong

Tic dyng khing mong mudn

va cic thing tin khic T

Tiéu chudn : DDVN IV

Bao quin: Dudi 30°C, noi khé rdo, rinh inh sdng.

BE XA TAM TAY TRE EM
BOC KV HUGNG DAN U/ DUNG TRUGC KHI DUNG

San xudl tai: Nha may dlm_ehfm
CONG TY CP DUQGIC PHAM KHANH HOA
| Duing 2/4, P.Vinh Hoa, TP. Nha Trang, T. Khianh Hoa

Xin doc
trong td hudng
din st dung




3. Toa hudéng dan s dung thudc:

"KAMELOX 15

Vién nén dai

THANH PHAN: 1vién
[T LT F S S 15mg
Téa dugc viradd ... 1 vién nén dai’

(T4 dugc gbém: Lactose, Tinh bdt mi, Sodium starch glycolat (DST), Povidon
K30, Magnesi stearat, Aerosil)
DANG TRINH BAY: Hop 10 vix 10vién nén dai.
CHUY: -BOCKY HUGNG DAN SUDUNG TRUGC KHIDUNG.

-NEUCAN THEM THONG TIN, XIN HOI Y KIEN BAC ST,

-THUGC NAY CHIDUNG THEOBON CUA THAY THUGC.
DUGC LYCHOQC:
Meloxicam |4 thuéic khang viém khéng steroid, dén xust clia oxicam, Thudc cé
tac dyng khéng viém, gidm dau, ha s&t. Cd ché& khang viém clia Meloxicam la
tc ché sinh tdng hgp prostaglandin, chat trung gian gay viém, s&t, dau.
DUQC BONG HOC:
-Hép thu: Sau khi uéng, Meloxicam c6 sinh kha dyng trung binh |4 89%, Néng
dd trong huy&t tuong ti 18 véi liéu ding: sau khi uéng 7,5mg va 15mg, néng dé
trung binh trong huy &t tudng dugc ghi nhan tuong Ung tir 0,4 - 1mg/lva ti 0,8 -
2mgll.
-Phan b&: Meloxicam lién két manh vdi protein huyét tuong, chl yéu 4 albumin
(>99%).
Thuéic khuéch tan t8t vao djch khdp, néng dd trong dich khdp dat tuong dudng
50% ndng dd trong huy&t tudng, nhung dang thuic ty do clia thudc trong dich
khdép cao gép 2,5 I&n trong huyét tudng vi trong dich khép cé it protein han.
-Chuyén hda: Thude dugc chuyén hod gan nhu hoan toan & gan, nhétla bj oxy
hod & géc methyl clia nhan thiazolyl, véi sy xtc tac chil yéu clia CYP2C9 va
métphannhd cliaCYP3A4,
-Théi trir: TT1@ san phdm khong bj bién ddi dugc bai tiét chiém 3% so vdi lidu
ding. Thudc dugc bai tiét phan nita gua nudc tiéu va phan nita qua phan. Thai
gian b&n huy do thai trung binh 1a 20 gié. Tinh trang can bing dat dugc sau 3 -
5ngay. Do thanh thai & huy&ttuong trung binh 14 8 mI/ phit va gidm & ngudi lén
tudi.
CHIDINH: Didu trj tridu chiing:
-Viém dau xudng khdp (hu khdp, thodi hoa khdp)
-Viém khdp dang thép, viém codtsdng dinh khdp.
LIEUDUNG:
-Thudc ban theo don, ding theo chi dinh cla thdy thudc.
-Dung dudng udng. Liéu théng thudng cho ngudilén:
+Viém khdp dang thdp, viém cdt séng dinh khdp: ding liéu duy nhét 15
mg/ngay.
+ Déi véi ngudi cé nguy co cao bj nhitng phan tng bat Igi: diéu trj bat d&u vai
liéu7,5mg/ldn/ngay.
+D8i véi ngudi 16n twdi didu trjlau dai: 7,5 mg/ldn/ngay.
+ Viém dau xudng khdp trdm trong: 7,5 mg/ldn/ngay. N&u cén ¢ thé tang lidu
dé&n 15 mg/ngay, diing liéu duy nhat.
+Bénh nhan suy than n&ng phai chay th&n nhan tao: dung liu 7.5
mg/lan/ngay.
CHONG CHIPINH:
-M&n cAm vdi thudic, ngudi cé tién sl dj Ung vdi aspirin hodc cac thudc chéng
viém khéng steroid khac.
-Nhiing bénh nhan cé ddu hiéu hen, polyp mii, phit mach than kinh ho#c bj
phi Quincke, may day sau khi ding aspirin ho#c cac thudc khang viém khéng
steroid khac.
-Loétda day, t4 trang tién trién; Chay mau da day, chay mau néo;
-Suy gan néng, suy than néng;
-Tré em dudi 18 tudi
-Phy ni¥ ¢é thai ho&c cho con b,
THAN TRONG:
-Déi vdi bénh nhan c6 tién sl loét da day — ta trang hodc dang diéu tri bang
thudc khang déng khi ding meloxicam phai hét stc than trong vi thudc c6 thé
gay loét da day - t4 trang, gay chay mau.
-Trong qud trinh ding thuéc cé bidu hién bat thuéng trén da, niém mac hodccé
d&u hiéu loét hay chay mau duding tiéu héa phai ngung thusc ngay.
-Meloxicam Uic ché& tdng hgp prostaglandin & than d& dan dén hién tugng méat
nudc, xo gan, suy tim xung huyét, bénh Iy & than.
-Dung than trong va c6 theo ddi d&i véi nhiing b&nh nhan bi suy than.

TAC DUNG KHONG MONG MUGN:

-Thuéng gé&p, ADR > 1/100 :R&i loan tiéu héa, buén ndn, ndn, dau byng, tao

bén, chudng bung, lachay, thifu mau, ngita, phatban trén da. Dau ddu, pha.

-it gép, 11000 < ADR < 1/100: Tang nhe transaminase, libirubin, ¢ hai, viém

thic quén, loét da day — t4 trang, chay mAu dudng tidu héa tiém tang; Giam

bach céu, giam tiéu cdu; Viém miéng, may day; Tang huyét dp, danh tréng

nguc, do bifng mat; Tang ndng dé creatinin va ure mau, dau tai chd tiém;

Chéng mét, U tai va bubn ngl.

-Hiém g&p, ADR < 1/1000 : Viém dai trang, loét da day - t4 trang, viém gan,

viém da day : Tdng nhay cam clia da vdi anh sang, ban héng da dang, hoi

ching Stevens — Johnson, hdi ching Lyell, con hen phé quan; Phi mach thédn

kinh, chodng phén vé.

* Huéng dén cach xiftri ADR:

Dé giam thiu tac dung khdng mong mudn trén dudng tiéu héa clia Meloxicam,

cén udng thudc ngay sau khi &n hodc diing kém vdi thudc khang acid va bao vé

niém mac da day,

Luuy: Théng béo cho béc s§ nhiing tdc dyng khéng mong mudn gdp phéi khi

surdyng thude.

SU'DYNG CHO PHY NU MANG THAI VA CHO CONBU:

-Phy nil ¢6 thai: thudc cé dc tinh cao, c6 nhiéu tac dung khéng mong mudn lén

hé tigu hod, huyét hoc, da, hd hdp va than kinh trung uong nén khéng dugc

dung cho phu nii cd thai,

-Phy nil cho con bi: khéng dugc diing.

TAC DYNG CUA THUGC KHI LAI XE VA VAN HANH MAY MOC:

Thudc cé tac dyng phy gay chéng mat va budn ngll nén khéng dugc sl dyng

cho ngudi l4i xe va van hanh may mdc.

TUONG TAC THUGC:

*Khéng nén phdi hap vdi:

Céc thudc khang viém khéng steroid khéc (k& ca salicylate liu cao): ding

nhiéu thudc khang viém khong steroid cing lic c6 thé Iam ting nguy cd gay

loétva xudthuyéttiéu hod do tac dung hiép déng.

-Thudc uéng chéng déng mau, ticlopidin, heparin, nhiing thudc tidu huy&t khéi:

nguy cd xudt huyét tang. Cén tang cudng theo ddi tac dyng chdng dong mau

néu phéiphdihgp.

-Lithi: Meloxicam lam ting néng dd lithi trong méau, do vay cén phai theo ddi

néng dé lithi trong mau trong qud trinh diing k&t hgp hai thudc véinhau.

-Methotrexate: cling nhu céac khang viém khéng steroid khac, Meloxicam lam

tang doc tinh trén mau cla methotrexat. Trudng hgp nay nén theo doi satcong

thire méu.

-Dyng cy tranh thai d&t trong tlf cung: céc thuéc khang viém khéng steroid c6

thé lam gidm hiéu qua ngira thai.

* Thén trong khi phéi hop vdi:

-Thudc Igi tiéu: diing chung véi cac thudc khang viém khéng steroid ¢6 nhiéu

kha nang dua dé&n suy than cép & nhiing b&énh nhan matnudc. Bénh nhan ding

Meloxicam vdi thudc Igi ti€u phai duge bu nudc ddy dl va theo ddi chic ning

than trudc khi diéu tri.

-Thudc trj cao huy&t &p (Uc ché& alpha - adrenergic, Uc ché men chuyén, gian

mach, Igi tiéu): diéu trj bAng khdng viém khéng steroid cé thé lam gidm tac

dung ha huy&t ap do tic ché téng hgp c4c prostaglandine gay gianmach,

-Cholestyramin: Cholestyramin gén vdi Meloxicam & dudng tiéu héa lam giam

hépthu, tAng thaitrs Meloxicam.

-Ciclosporin: cac thudic khdng viém khong steroid cé thé 1am tang ddc tinh trén

than clia ciclosporine. Trudng hgp cdn phéi hgp, nén theo ddi chic nang than.

-Warfarin: Meloxicam cé thé Iam tdng qud trinh chay mau, do vay cdn phai theo

ddi thdii gian chay mau khi dung kém.

QUA LIEU VA XU TRi:

-Hién tai chua cé thudc giai ddc déc hidu,

-Ti#n hanh céc bién phap cép cdu thich hgp: gay nén mia, sic rudt, ding

cholestyramin s& lam tang dao thai Meloxicam.

-Biéu trj tridu chiing va didu trj ho trg.

BAO QUAN -HANDUNG: /

Béoquan: Dudi30°C,noikhd rdo, trdnh dnh séng. b
BE THUGC XA TAM TAY TRE EM, /

Han ding: 36 thang ké tif ngay san xuat.

Tiéu chudn: DDVN IV,

Sin xudt tai:
NHA MAY DUGC PHAM-CONG TY CO PHAN DUGC PHAM KHANH HOA
WHO - GMP Duﬂng 2!4, P.Vinh H()a, TP Nha Tlaﬂg, Tinh Khdnh Hod

Nha Trang, ngay *° théng 05 nam 2014
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