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Vien nén FENXICAM -M

1 BAY: Hop 2 vi x 10 vién nén
THUC: M3i vién chira
Meloxicam 7.5 mg
Td duge: Lactose. Microcrystalline cellulose, Povidone, Sodium starch
glveolate, Colloidal silicon dioxid, Magnesi stearal
DUGC LUC HOC
Fenxicam M ¢ chirza Meloxicam 1a thude chong viém khong steroid thude nhom
oxicam, ¢o tic dung chong viém. giam dau. ha sot. Meloxicam ire ché sy :(llng hop
prostaglandin, chit trung gian cd vai trd quan trong trong co ché bénh sinh cta qud Irinh
viém, sét. dau. Meloxicam 14 logi (rc ché wu tién trén COX-2, irc ché COX-2 gip khoang
10 lin COX-1. Mire 4§ tre ché COX-1 phu thude vao liéu diing va sir khéc nhau gifra cée
cit thé nguii bénh, lidu 7,5 me/ngay e ché COX-1 it hon liéu 15 me/ngiy. Meloxicam
irc ché COX-1 trén ticu ciu lam gidm tong hop thromboxan A2 nén co tic dyung ching
ké1 tip tiéu cau. Trong thyc nghiém lim sing, Meloxicam it ¢6 tae dung phu vé tiéu hod
s0 Vi cde thude ire ché khong chon loe COX.
DUQC DONG HQC
Meloxicam hap thu it qua dudmg ubng, sinh kha dung trung hinh 14 89%. Nong

4o trung binh trong huyét mong 1y 1¢ voi liéu ding: sau khi uéng 7,5mg va 15mg. néng
d¢ trung binh trong huyét twong duge ghi nhin tuomg mg: tir 0,4 dén Img/l va 0.8 dén
2mg/l (Coip Vi Coss @ tinh trang cin biing). Meloxicam lién két manh véi protein huyét
trong (khodng 99%), chil yéu gin vao albumin: Thube khuyécRijap6t vio dich khap,
ndng d¢ trong dich khdp wong duong 50% ndng dd trong huyét twong. nhung dang
thude i do trong dich khop 1gi cao gdp 2.5 lin trong huyét nrong. Meloxicam co thé tich
phin phéi thip, trung binh 11 lit vé dao ding tir 30-40% gitta cdc ¢a nhan, Thé tich phin
phdi ting néu b¢nh nhin suy thin ning. tneémg hop nay khéng nén vugt qué liéu 7.5 mg/
ngdv. Thudc bi chuyén hoa gin nhy hodn todn tai gan véi sy xtc téc chi yéu cla
CYP2C9 vt mot phin nho cia CYP3A4. Chat chuyén héa khong con hoat tinh thai trir
chu véu qua nude 1idu va qua phiin. Nira divi thai irir cia thude wrung binh 20 gid.
CHI PINH
Ching viém, giam dau trong céic truémg hop:

Thodi hod khép

Viém khop dang thip

Viém ¢t song dinh khap.

Viém khap dang thip thanh thiéu nién,
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Nén udng thube vao lic no, Lidu ding khuyén cio:
- Neweod lem

Viém khap dang thip, viém cft song dinh khop: khoi diu | vién/ ngay, 16i da 2

vién/l lin/ ngdy.

Dot dau clp cia thodi héa khop: | vién/ 1dn/ ngay. Khi cin (hoje khing d0) c6 thé

Wing i 2 vién/ lan/ ngay.

Khi diéu trj lau dai, nhit la & nguin cao woi hode ngudi ¢é nhidu nguy co tai bién

phy, licu khuyén cdo L | vién/ | ln/ ngdy. Khong duge vugt qué lidu 2 vién/ ngay.
. Tré ent trén 2 (uol:

Liéu ding 0.125mg/kg/ngdy. 1di da khong virot qua 1 5mg/ngay.

. Tré em deedi 2 tuoi: D an toan vi higu qua chua duge xdc dinh,
CHONG CHI PINH:

Qui miin véi Meloxicam hodic bt kv thinh phin nio cia thude

Tien sir hen phé quan, may day hofic cae phan img di img khic sau khi ding Aspirin
hoje NSAIDs khic.

Loét da ddy - ta tring tién trién.

Chay miu dg day, chay midu nlo,

Ding trong giai dogn phiu thujt bic ciu dong mach vanh.

Suy gan niing, suy thin njng khong loc miu,

Phy nir cd thai vl cho con bil
THAN TRONG:

Mie di Meloxicam e ché i tién COX-2 nhung viin ¢6 thé glp mdt sb tée dung
khong mong mudn nhu cdc thude ching viém khong steraid (NSAIDs) khic nén khi
diing Meloxicam phai hét sire thin trong. Wi-”'

Niny co huyét khor tim mach: Cac thude chong viém khong steroid (NSAIDSs),

khong phii Aspirin, diing dudmg toan thin, ¢o thé Fm ting nguy co xuat hién bign cb

huyét khoi tim mach, bao gom ¢ nhdi maw co tim va 4Ot quy, cb thé din 167 1 vong.

Nguy co ndy ¢6 the xudt hign som trong vai win diu dimg thude vil ¢b thé ting ¢no

Ién thea thin gian ding thude, Nauy co huyét khoi tim mach durge ghi nhin chi yvéu 6

lidu Lao.

Bae si cin dinh gid dinh k§ sy xudt hign ciu cde bién ¢b tim mach, ngay ca khi bénh

nhin khong eo cac tri¢u chimg tim moch roe do. Bénh nhin can duge canh bao vé

tricu chiimg cua cde bidn eb tim maeh nghiém trong v cin thim khim bie 5§ ngay khi
xuiil én cac tridu chimg nay.

DE pifim thidu nguy ¢o xuit hign bicn ¢d bit Wi, ¢dn < dyng Meloxicam & lidu hing

ngzis thip ahitt <o hidt qud trong thiv gian ngdn nhit co thi,

- Bién cb tiéu héa: NSAIDs, bao ghm Meloxicam ed thé gy ra tde dung phy nghiém
trong trén dudmeg tiéu hoa (G1) bao ghm: viém, chay miu, loét va thing da diy, rudt,
¢6 thé gy tir vonz. Nhimg tic dung phy nghiém trong ¢d thé xdy ra bit cir lic nio. ¢6
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hode khong €6 inéu chimg canh bao. Nguy co xiy ra ta¢ dung phy trén dudng tiéu
hoa cang cao ndu thai gian s dyng cang kéo dai, tin suit xdy ra khoing 1% bénh
nhiin didu trj vl NSAIDs trong ving 3-6 thing, khadng 2-4% sb binh nhin didu re]
trong mgL ndm. Tuy nhién, ngay ¢a khi diéu irf ngin hyn ciing khang phii 14 khing e
ril po, MOt ed vibu 1 Khde Jim ting nguy co chiy miu iy hoa bao ghme siz dyung
ding thini corticosternid udng hode thude ching ding mdn, hit thade 1, wdng g
tudi gid, vi tinh trang sire khide kém cia ngudi bénh. DE giam thidu cée nguy co tidm
in xdy ta tde dung phy toén ditmg tiéu hoa, nén ding lidu thip nhit oo hidu le trong
thiri ginn ngln nhit ¢o thé, Cln cinh gide voi nhimg diu hidu va tridu chimg cla
wigm, loét vh chity miu dinimg tidu hoa rong khi didu 1n, kip théri nhin bidt, ngimg sir
dung thude vixu 1y kip thad néu nghi ngd ¢b tie dung phy xay ra. Ching chi dinh
ding thude v nhimg bEnk nivin ¢é nguy co cao,

e tinh rén gan: Tang men gan (ALT hodie AST) ting can Xy r vdi tin swlt 1én
dén 13% o bénh nhin didu tr bing NSAIDS, bao ghm ca Meloxicam. Misc ting ALT
vl AST 1rén 3 lin gidi han binh thimg xay O Khodng 1% bénh nhin ding
NSALDs, hidm khi gy 16n thuong gan nghiém trome: vidm gan, hogl ik gan, suy gan
diin Wi tir vong. Bénh nhdn ding Meloxicam cin dirge thing bio vt theo dbt thuimg
xuvén nhimg diu higu vd ridu chimg ctia nhidm dde gan nhu budn ndn, mé mai,
ngira, ving da, tidu chiy, ting men gan, trifu chimg gidng com .. Ngung sir dung
thude va thire hién dinh gid bénh nhiin néu ¢é ddu hi¢u tm sang va trifu chimg cua
bénh gon phat trien hojie néu o6 bidu hidn: phiit ban, tng bach ciu ua eosin,..

B¢ tinh trén thind S dyng dii han ¢da NSAIDs. bao g&m Meloxicam. ¢ thé din
dién hoal tir thin nhi, suy thin, suy thin cdp. vi tdn thuong thin khic. Do tinh trén
thin ¢ing quan it thily & nlimg bénh nhin mi prostaglandin thin dong vai trd bi
trong viée duy tr tudi mdu thn. Thin wreng khi ding thude thgn héin sy thiin,
suy tim, mit pude. ri logn chire ning gan, dung ding thude lol Tidw, thude ic ché
men chuyén, thude d6i khing thu thé angiotensin 11, ngirer gid. Theo d8i chite ning
thin ¢ho nhimg bénh nhin niy, Meloxicam ¢ thé Lim séu di tinh trang 1oi logn chise
nfing thiin & bénh nhan ¢d bénh thin wr rwoe. Tranh su dyng Meloxicam o nhimp
ténh nhin oo bénh thin tién trién trir khi lor ich du Kién lém hon nguy, co chite nling
thin xiu di.

Thng ndng & kol mbu 42 duge bio cdi khi ditng NSAIDs, thim ¢hi & mdt 86 bénh
nhin kKhong ¢4 suy thin, Theo dii ndng ¢ kali mdu rong qua wink didu iri.

Suy tim sung huyét va phd: Gitr mede va phit d8 duge quan it thily & mdt =0 binh
fihdn dissg NSAIDs. Cin nhile vA sir dyng thiin trong Meloxicam & nhimg bénh nhiin
bi @itr mude, ting huyét dp hode suy tim.

Tang huyap: S dyng NSAIDs, bao gém Meloxicam, c6 thé din dén 1ng p huvdt
hodie tim xdiu di finh trng bénh cao huyét dp dang o, gop phidn vao viée tang 1 1§ 1i
bién tim mgch. Vi thé, Meloxicam nén dupc sir dung thiin trong @ bénh nhin tng
huveét ap. Cin theo &8 huyét ap chin ché rong thivi gian wong sudt qua winh dicu 1.
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Bénh nhin ding thude te ché men chuyén, thiazide, hoje thube loi tidu quai o thé
gidm disp tmg didu tri khi diing déng thoi vai NSATDs.

Phéan img phim vé: Gidng nhu vii cdc NSAIDs Khic, phin (mg phin vé xdy ra &
nhimg bénh nhiin mA khong cin 1iép xie tnsde vai Meloxicam. Tim sy giip do khin
ciip trong truong hgp xay ra mt phan Gng phan vé. Phan img chéo gitta aspirin vi
NSAIDs khie di duge biao cho & nhimg béah nhiln min cim vai aspirin. Vi viy,
chdng chi dinh dimg Meloxicam cho bénh nhin hen, viém mdi dj ing; co thit phé
quan ... do mfn cim aspirin. Theo doi khi ding thube cho ngudd ¢ tidn sir dj img,
hen (khong phai do nhay cim vai aspirin).

Phin (mg teén da: NSALIDs, bao gbm Meloxicam; o thé gy  cic tic dung phy
nghiém trong trén da nhur viém da e vay, hii chimg Stevens-Johnson (S18), djc
hoyi ur bidu bi (TEN), ¢6 thé gy tir vong. Nhimg sy Kién nghiém trong ¢6 thé xdy a
ma khéng ¢o canh bao. Ngumg sir dung thude ngay khi xuit hién cae riéu chimg diu
tién ctig phit ban da hode bit k¥ ddu higu qua min nio,

- Phan g iyt hoe: Thidu mau ¢6 thé xay m é bénh nhin sir dyng NSAIDS, bao gdm
Meloxicam. Bénh nhin diéu trj lau dai véi Meloxicam nén kiém tra hemoglobin hoje
hematocrit néu ¢6 bt k¥ diu higu hofic triéu chimg ciin bénh thitu mau. Péng this,
NSAIDs eling lam tang nguy ¢o chiy miw Cin thin theo ddi nguy co chiy miu &
cic Bénh nhin ¢ bénh ke theo nhur rii loan déng mau hede dimg dbng thin v
warfarin, wde ¢hdng ddng mau khic, thude Khing tidu ciu (Vi dy, aspirin), thube Ge
ché 1 hip thu serotomin (SSRI) va ¢hdt e ¢hé serotonin reaptake inhibitors
norepinephrine (SNRIs), Chéng chi dinh diing thude cho binh nhin chay mdu dg day,
chay miu ndo. =

- Meloxicam <6 thé giy dong som éng ding mach cia bio thai Jeinh sir dung
NSALDS, buo gdm Meloxicam & phu nir mang thai bt du tr wedn thir 30 ¢da thai k9
(ba thang cudi).

- Meloxieam e tic dung chbng viém nén c6 thé che diu cac iéu chimg viém sbt trong
cie nhi#m triing khic.

Vi cie tie dung khing mong mudn nghiém trong nhir sudt huyét tidu hoa, tn themg
gan, thin ¢d thé xiy ra mi khong ¢o tridu chimg bdo trude. nén theo dbi thuimg
xuyén comg thirc miu va sinh hos mau vai bénh nhin sir dung NSATDs kéo dai

Thude ¢co chia thanh phin lactose, bénh nhin ¢6 viin dé di truyén hiém gip khong
dung ngp galactose hofe thidu hut men Lapp-lactase hoje kém hip thu glucose-
galictose Khdng nén ding thude ndy.

TAC DUNG KHONG MONG MUON;

Gidng nhu clie thude NSAIDs khic trong nhom, ditu irj vioi Meloxicam ¢6 thé gly ra

m{t 50 de dung khdng mong mudn sau:

MNguy co huy&t Khai ding mgch (xem thém phin thin rong)
= Phi, ting huyét ap vA suy tim,
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- Cde the dung phy thudng glip nhit 13 trén hé tiéu hoa: Budn ndn, ndn, tiéu chiy, diy
honi. o bon, kha tiéu. dau bung. non ra maw, viém loét dai trang. viém dai rang Iram
trong v bénh Crohn. 1 khi gdy viém dg day. Truémg hop nghigm trong: loét da day
14 tring, thing hodc xuat huyét tiéu hoa, c6 thé gav 1 vong, diic bift 1a o ngudi gid.

- Phan tmg da nghiém trong: hoi chimg Stevens-Johnson va hoai tir biéu bi doc hai.
Phin logi tic dyng khdng mong mudn theo h§ co quan v tin suit gip:

Cic tic dung khéng mong muén duge phin logi theo tin sé glp bing cach s dung
phin logi sau: rit thuimg glip (> 1/10); thudmg gdp (> 11100, <1/10); it gap (= 171000,
<1/100): hiém gdp (= 1/10 000, <1/1000); rit hiém gip (<1/10 000), khong ude tinh
durgre 1in 86,

Mau vit hé bach huvét:

It gép- thiéu miu

Hiém gap. bt thudmg thire miu cdng thire, giam bach cdu, giam tiéu cu.

Rt hiém gap: mél bach clu hat

Hg mién dich:

It gap: phan img dj img khong phai 14 phin img phan vé

Khong wde tinh dwge tén s6: phin (mg phin vé

Rdi loan tim thin:

Hiém gdp: vam trang thay ddi, con dc mong.

Khang wac tinh dwge tdn s6: nhim 1&n, mat phiremg hidmg,

1i¢ thin kinh:

Thirdmg gdp: dau diu.

It gap: chong mat, budn ngit

Réi loan miit: .

Hiém gap. rHi loan thi gige bao gdm mo mat, viém két mgc‘:‘}v
= T va mé cung;

Jt gap: chéng mat,

Hiém gap: 0 1ai.

- Rai logn tim:

Hiém gdp: danh réng ngye.

Suy tim di dwoe bio cio trong diéu trj vin cdc thude NSAIDs.

- R logn mach méu:

It gdp: ving huyét dp

Hé hap, 10ng ngue v trung that:

Hiém gép: bénh hen suyén & ngudi di img voi aspirin hodc cac NSAID khac.

- Rbi loan tigu hoa:

Réit thieamg gap: rbi loan tiéu hoo nhu kho tidu, budn nin, non, dau bung. tio bon,

diy hai, tiéu chiy,

It gap: xudt huyét tiéu hoa, viem migng, viém dg day, ¢ hoi.
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Rt hiém gap: thing duong tidu hoa,

Chay miu, loét hoge thung dudng tiéu hoa, ddi khi ¢é thé nghiém trong va ¢6 kha
niing gy tir vong. dic biét la & nhitng bénh nhén cao wdi,

Réi loan gan mdt:

It Igap'-hﬂl tharémg chire ning gan, 1ang transaminase hay bilirubin,

Reir fuém gdp: viem gan,

Da va mé dudi da:

It gap: phit mach. ngira, phat ban.

Hiém gdp: hii chimg Stevens-Johnson, hoai tit biéu bi gdy doc, ndi mé day.

Rdt hiém gap: viém da bong nude, hing ban da dang.

Khéng woe tinh diege tén s6: nhay cam véi anh sang.

Than va tiét ni¢u:

It gdp: Giir natri vi nuée, ting Kali miu, kiém tra bt thirimg chire ning thin (tang
creatinin huyét thanh va / hojic uré huyéy),

Rat hiém: suy thin cfip tinh, ddic bi¢t la & nhimg bénh nhin c¢6 nguy co,

RO loan chung va nhimg bit thuimg toan thin:

It gap: phit né, bao gbm ca phi chi dirdi.

Théng bio cho Biic sT tic dung khing mong mudn gip phai khi ding thuic.

SU DUNG CHO PHU NU €O THAI VA CHO CON BU:

Khéng ding cho phy nir €6 thai va cho con b,

TAC PONG CUA THUOC KHI LAl XE VA VAN HANH MAY MOC:

Thudc khéng anh hudng dén ldi xe va viin hanh miy nhung do co thé gay ra tic

dung khéng mong mudn nhu chong mat, buon ngd nén 16t nhit khéng ding Meloxicam
khi tham gia ¢cic hogt ding nity.
TUONG TAC THUOC:

Thude co tic dung hiép dong ting mire trén sur tre ché cyelo-oxy Jase Vi Aspirin
v che thude chéng viém khong steroid khice & liéu cao lam tang nguy co loét da day -
té trang va chiy mau. Vi viiy. khéng diing meloxicam ciing véi Aspirin va cae thude
chéng viém khéng steroid Khic.

Thude chéng ddng mau dang ubng. ticlopidin, heparin, thude lam tan huyét khoi:
Meloxicam lam thng nguy ca chiy miuy, do viy trinh phdi hop. Trong qud trinh diéu
trj ¢in theo doi chit ¢hé tac dung ching déng mau.

Lithi: Meloxicam lam tang ndng do lithi trong maw, do viiy ¢in phai theo doi nong do
lithi trong mau trong qua trinh dimg két hop hai thude véi nhau,

Methotrexat: Meloxicam 1am ting doc tinh ciia Methotrexat trén hé thong huyét hoc,
do do ciin phai dém té bao miu dinh ky.

Ving 1ranh thai: thube lam giam hi¢u qua tranh thai cia vong tranh thai trong i
cung,
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l‘luﬁc lgi nigu: Meloxicam c6 thé lam tang nguy co suy than cip & nhimg bénh nhén
bi mét nude. Truémg hop phai ding phdi hop thi cdn phai bdi phy dii nuée cho bénh
i va phai theo doi chirc ning thin cén thin.
Thudc ha huyét ap nhu: thude irc ché Alpha -adrenergic, thude e ché enzym chuvén
dang Angiotensin, cdc thudc gidn mach: do Meloxicam irc ché tdng hop
prostaglandin nén lam giam tac dung gidn mach, ha huyét dp cia cic thude phéi hop.
- Cholestyramin: Cholestyramin gin véi Meloxicam & dudmg tiéu hod lam giam hdp
thu, ting thai trir Meloxicam.
Cyclosporin: Meloxicam Idm ting ddc tinh trén thin do viy. khi phdi hop cdn theo
doi chire nang thin cin than,
Warfarin: Meloxicam ¢é thé lam ting qua trinh chay mau, do vay cin phai theo doi
théi gian chay mau khi dang kém.
- Furosemid va Thiazid: Thude lam giam téc dung lgi niéu cua Furosemid, nhom
Thiazid.
QUA LIEU VA XU LY:

Hién nay chura ¢6 thude ddi khang dic hi¢u meloxicam nén trong trudmg hop qua
liéu, ngoai bién phap diéu trj tri¢u chimg, hoi sirc cin phai sir dung bién phéap tang thai
trir va giam hép thu thude nhu: rira da day, uong cholestyramin.

BAO QUAN: Noi khé rio, nhiét dd khong qua 30°C, tranh anh séng.
HAN DUNG: 36 thiang ké tir ngay sén xuit
THUOC NAY CHI DUNG THEO SU KE DON CUA BAC Si
POC KY HUONG DAN SUDUNG TRUGC KHI DUNG
NEU CAN BIET THEM THONG TIN XIN HOI Y KIEN THACATHUOC

Sin phiam cia: CONG TY CO PHAN TRAPHACO
75 Yén Ninh - Ba Dinh - Ha Noi — Tel: (84-24) 36810724/Fax: (84-24) 36811342
Pién thogi lién hi: 18006612
Sin xufit tai: CONG TNHH TRAPHACO HUNG YEN
Thon Binh Luong - X& Tén Quang - Huyén Vin Lam - Tinh Himg Yén A\



