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UEU DUNG - CACH DUNG:
Né&n udng thudc véo e no. Lidu ding khuyén cdo:
Nguai Idn:

- Viiém khdp dang thdp. viém cét sSng dinh khdp: khdi
ddu 1 vién/ngdy. 181 da 2 vién/1 1dn/ngdy.

- Byt dau cdp cda thodl hda khdap: 1 vien/ldn/ngdy. Knl
cdn (hodc khéng A8) cé thé tang 181 2 vidn/ 1An/ngdy.
- Khi didu trj lau dai, nhét 1a & ngudi cao tudl hodic
ngudi cé nhiéu nguy ca tal bidn phuy, idu khuyén cdo
Ié& 1 vién/1 idn/ngay. Khéng duge vugt qud lldu 2 vidn/
ngay

Tré em irén 2 tudi:

Lidu dung 0,125 mg/kg/ngdy. 13l da khang vugt gud 15
mg/ngdy.

Tré em dudi 2 tudk

B an todn va hiéu gud chua dugce xac dinh,

Hop 2 vi x 10 vién nén
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H6 so dang ky Fenxicam-M

Vién nén FENXICAM -M

BAY: Hop 2 vi x 10 vién nén
THU'C: Mbi vién chira
Meloxicam 7,5 mg
Ta dugc: Lactose, Microcrystalline cellulose, Povidone, Sodium starch
glycolate, Colloidal silicon dioxid, Magnesi stearat
DUQC LUC HQC

Fenxicam M ¢6 chira Meloxicam la thude chéng viém khong steroid thudc nhém
oxicam, ¢6 tic dung chong viém, giam dau, ha sét. Meloxicam tc ché su tdng hop
prostaglandin, chat trung gian c6 vai trd quan trong trong co ché bénh sinh ciia qué trinh
viém, sbt, dau. Meloxicam la loai trc ché wu tién trén COX-2, rc ché COX-2 gip khoang
10 lan COX-1. Mirc d6 trc ché COX-1 phu thudc vao lidu dung va su khac nhau giira céc
ca thé nguoi bénh, lidu 7.5 mg/ngay Gc ché COX-1 it hon lidu 15 mg/ngay. Meloxicam
e ché COX-1 trén tiéu cdu lam giam téng hop thromboxan A2 nén c6 tac dung chéng
két tap tiéu cdu. Trong thuc nghiém 1am sang, Meloxicam it ¢6 tac dung phu vé tiéu hoa
50 v6i cac thube e ché khong chon loc COX.
DUQC PONG HQC

Meloxicam hép thu tét qua dudmg udng, sinh kha dung trung binh 1a 89%. Nong

do trung binh trong huyét tuong ty 1& véi lidu dung: sau khi udng 7,5mg va 15mg, nong
do trung binh trong huyét tuong dugc ghi nhan twong tmg: tir 0,4 dén Img/l va 0,8 dén
2mg/l (Cmin VA Cmax & tinh trang cin bing). Meloxicam lién két manh véi protein huyét
twong (khoang 99%), chii yéu gin vao albumin. Thudc khuyéchyfant6t vao dich khép,
ndng do trong dich khép twong duong 50% nong do trong huyét twong, nhung dang
thude tu do trong dich khép lai cao gép 2.5 14n trong huyét trong. Meloxicam c6 thé tich
phan phdi thap, trung binh 11 lit va dao dong tir 30-40% giira cac ca nhan. Thé tich phan \
phdi ting néu bénh nhan suy thin nang, trudng hop nay khong nén vuot qua lidu 7,5 mg/

ngay. Thudc bi chuyén héa gan nhu hoan toan tai gan véi sy xic téc chu yéu ctia
CYP2C9 va mdt phin nho ciia CYP3A4. Chat chuyén hoa khong con hoat tinh thai trir

chii yéu qua nudc tiéu va qua phan. Nura doi thai trir cua thude trung binh 20 gid.

CHI DINH

Choéng viém, giam dau trong céc trudng hop:

- Thoai hoa khép

~ Viém khép dang thép

~ Viém ¢ot séng dinh khép.

~ Viém khép dang thép thanh thiéu nién.
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LIEU DUNG - CACH DUNG:

Nén udng thudc vao lic no. Liéu dung khuyén cdo:

. Nguoi lon:

- Viém khop dang thap, viém cot song dinh khop: khoi dau 1 vién/ ngay, t6i da 2
vién/1 lan/ ngay.

- Dot dau cép cia thoai hoa khép: 1 vién/ 1an/ ngay. Khi can (hodc khong d&) c6 thé
tang toi 2 vién/ lan/ ngay.

- Khi diéu trj lau dai, nhét 1a & ngudi cao tudi hodc ngudi ¢6 nhidu nguy co tai bién
phy, liéu khuyén cdo 1a 1 vién/ 1 1an/ ngay. Khong dugce vugt qua liéu 2 vién/ ngay.

. Tre em trén 2 tuoi:

Liéu ding 0,125mg/kg/ngay, téi da khong vuot qua 1Smg/ngay.

. Tré em dudi 2 tuéi: PO an toan va hiéu quéa chua duge xéc dinh.

CHONG CHI PINH:

- Qud mén véi Meloxicam hodc bat ky thanh phin nao ciia thude

- Tién st hen phé quan, may day hodc céc phan ung di ing khac sau khi dung Aspirin

hodc NSAIDs khac.

- Loét da day - ta trang tién trién.

- Chay méu da day, chay mau ndo.

- Dung trong giai doan phau thuét bic cau dong mach vanh.

- Suy gan nédng, suy than ndng khong loc mau.

- Phu nir ¢6 thai va cho con bt.

THAN TRONG:

Mic di Meloxicam tre ché wu tién COX-2 nhung vin cé thé gip mot sb tac dung
khong mong mudn nhu céc thude chong viém khong steroid (NSAIDs) khac nén khi
dung Meloxicam phai hét strc than trong. 9\

- Nguy co huyét khoi tim mach: Cac thudce chéng viem khong steroid (NSAIDs),
khong phai Aspirin, dung dudng toan than, cé thé lam tdng nguy co xuat hién bién ¢
huyét khéi tim mach, bao gém ci nhdi mau co tim va dot quy, ¢0 thé dan t6i tir vong.
Nguy co nay co thé xuat hién som trong vai tuan dau dung thudc va c6 thé tang cao
lén theo thoi gian dung thude. Nguy co huyét khdi tim mach dwgc ghi nhan chu yéu ¢
liéu cao.

Béc si can danh gia dinh ky sy xuat hién cua cic bién cd tim mach, ngay ca khi bénh

nhan khong c6 cac tridu chimg tim mach truéc d6. Bénh nhéan can duoc canh bio vé

triéu chirng cua cac bién o tim mach nghiém trong va can tham kham bac si ngay khi

XUt hién cac triéu chirng nay.

Dé giam thiéu nguy co xuat hién bién ¢4 bat loi, can sir dung Meloxicam & liéu hang

ngdy thap nhit ¢6 hiéu qua trong thoi gian ngén nhat ¢6 thé.

- Bién ¢b tiéu hoa: NSAIDs, bao gdm Meloxicam c6 thé gay ra tac dung phu nghiém
trong trén dudng tiéu hoa (GI) bao gom: viém, chdy mau, loét va thing da day, rudt,

c6 thé gy tir vong. Nhiing tac dung phu nghiém trong c6 thé xay ra bét cir lic nao, ¢6
11
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Traphaco®

Hoé so dang ky Fenxicam-M
hodc khong ¢6 tri¢u ching canh bdo. Nguy co xay ra tdc dung phu trén dudng tiéu
hoa cang cao néu thoi gian st dung cang kéo dai, tin suat xay ra khoang 1% bénh
nhan diéu trj véi NSAIDs trong vong 3-6 thang, khoang 2-4% sd bénh nhan diéu tri
trong mdt ndm. Tuy nhién, ngay ca khi diéu tri ngdn han ciing khong phai 1a khéng 6
rui ro. Mot s6 yéu t khac lam ting nguy co chdy mau tiéu hoa bao gdm: sir dung
dong thoi corticosteroid udng hodc thuc chéng dong mau, hut thude 14, ubng ruou,
tudi gia, va tinh trang sirc khoe kém ciia ngudi bénh. Pé giam thiéu cac nguy co tiém
an xdy ra tic dung phu trén dudng tiéu hoa, nén dung lidu thdp nhit c6 hiéu luc trong
thoi gian ngin nhat ¢6 thé. Can canh giac véi nhimg ddu hiu va triéu ching cia
viém, loét va chay mau dudng tiéu hoa trong khi diéu tri, kip thoi nhan biét, ngimg st
dung thudc va xur ly kip thoi néu nghi ngdr ¢6 tac dung phu xay ra. Chdng chi dinh
dung thudc véi nhirng bénh nhan cé nguy co cao.

Doc tinh trén gan: Tang men gan (ALT hodc AST) ting cao xay ra véi tin suét 1én
dén 15% & bénh nhan diéu tri bing NSAIDs, bao gdm ca Meloxicam. Mirc ting ALT
va AST trén 3 lan gi6i han binh thuong xiy ra & khoang 1% bénh nhén dung
NSAIDs, hiém khi giy ton thwong gan nghiém trong: viém gan, hoai tr gan, suy gan
dan t&i t vong. Bénh nhan ding Meloxicam can dugc thong bao va theo ddi thuong
xuyén nhing déu hiéu va triéu chimg cta nhiém doc gan nhu budn ndn, mét moi,
nglra, vang da, tiéu chay, ting men gan, triéu ching giong cum... Ngung sir dung
thude va thue hién danh gia bénh nhan néu c6 dau hiéu lam sang va triéu chung cua
bénh gan phat trién hodc néu c6 biéu hién: phat ban, ting bach ciu va eosin. ..

Ddc tinh trén than: Sir dung dai han ciia NSAIDs, bao gdbm Meloxicam, c6 thé dan
dén hoai tr than nha, suy than, suy thin cép, va tén thuong than khac. Pdc tinh trén
than cling quan sat thiy & nhitng bénh nhan ma prostaglandin than dong vai tro bu
trong vi¢c duy tri twdi mau than. Than trong khi dung thude er}ién suy than,
suy tim, mat nudc, rdi loan chirc nang gan, dang dung thude lg ticu, thudc e ché
men chuyén, thudc ddi khang thu thé angiotensin II, nguoi gia. Theo ddi chirc nang
than cho nhitng bénh nhan nay, Meloxicam c6 thé 1am xau di tinh trang rbi loan chirc
nang than ¢ bénh nhan cé bénh than tir trwée. Tréanh st dung Meloxicam & nhiing
bénh nhin c6 bénh than tién trién trir khi lgi ich du kién 16n hon nguy co chirc ning
than x4u di.

Tang ndng do kali mau da duge bao cdo khi ding NSAIDs, tham chi & mot sé bénh
nhan khong ¢6 suy thén. Theo dai néng dd kali méu trong qua trinh diéu tri.

Suy tim sung huyét va phu: Gilr nuée va phu da duge quan sét thay & mot s6 bénh
nhan dung NSAIDs. Céan nhéc va su dung thén trong Meloxicam ¢ nhitng bénh nhén
bi gilr nudc, ting huyét ap hodc suy tim.

Tang huyét ap: Str dung NSAIDs, bao gdbm Meloxicam, ¢ thé dan dén tang ap huyét

hodc lam xdu di tinh trang bénh cao huyét 4p dang c6, gép phan vao viéc tang ty 1¢ tai

bién tim mach. Vi thé, Meloxicam nén duge sur dung than trong ¢ bénh nhén tang

huyét ap. Can theo ddi huyét ap chit ché trong thoi gian trong sudt qua trinh diéu tri.
12
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Traphaco®
H6 so dang ky Fenxicam-M
Bénh nhan dung thudc e ché men chuyén, thiazide, hodc thudc 1gi tiéu quai c6 thé
giam dép tng diéu tri khi dung dong thoi véi NSAIDs.

- Phan tng phan vé: Giéng nhu véi cac NSAIDs khac, phan (rng phan vé xay ra ¢
nhiing bénh nhan ma khéong can tiép xuc trude voi Meloxicam. Tim sy gitp d& khén
cAp trong truong hop xay ra mot phan tng phan vé. Phan ing chéo gilra aspirin va
NSAIDs khac da dugc bao ciao ¢ nhitng bénh nhin min cam véi aspirin. Vi vy,
chéng chi dinh ding Meloxicam cho bénh nhén hen, viém mii dj @mg, co thit phé
quéan ... do man cam aspirin. Theo ddi khi ding thudc cho ngudi ¢é tién st di ng,
hen (khong phai do nhay cam véi aspirin).

- Phan tng trén da: NSAIDs, bao gom Meloxicam, ¢6 thé gy ra cac tac dung phu
nghiém trong trén da nhu viém da tréc vay, hoi chimg Stevens-Johnson (SJS), doc
hoai tir biéu bi (TEN), ¢é thé gy tir vong. Nhitng su kién nghiém trong c6 thé xay ra
ma khong c6 canh bao. Ngung sir dung thudc ngay khi xuét hién cac triéu chimg déu
tién cta phét ban da hodc bat ky dau hiéu qua man nao.

- Phan ng huyét hoc: Thiéu mau c6 thé xay ra & bénh nhan sir dung NSAIDs, bao gém
Meloxicam. Bénh nhan diéu tri lau dai véi Meloxicam nén kiém tra hemoglobin hoac
hematocrit néu c6 bat ky déu hiéu hodc triéu chimg cta bénh thiéu mau. Dong thoi,
NSAIDs ciing lam ting nguy co chay mau. Cén thén theo ddi nguy co chay mau &
cac bénh nhan c6 bénh kém theo nhu rdi loan dong méau hodc dung dong thoi voi
warfarin, thudc chéng dong mau khac, thudc khéng tiéu chu (vi du, aspirin), thubc trc
ché tai hdp thu serotonin (SSRI) va chit (rc ché serotonin reuptake inhibitors
norepinephrine (SNRIs). Chdng chi dinh dung thudc cho bénh nhan chay mau da day,
chay mau néo.

- Meloxicam c6 thé gdy dong sém Ong dong mach cia bao thai.Cﬂ}:ﬂf,uh str dung
NSAIDs, bao gdbm Meloxicam & phu nit mang thai bit dau tir tudn thir 30 cia thai ky
(ba thang cudi).

- Meloxicam ¢ tac dung chéng viém nén c6 thé che diu cac triéu chimg viém st trong
cac nhiém trung khac.

- Vi cdc tic dung khong mong mudn nghiém trong nhu xuat huyét tiéu héa, tén thuong
gan, than c6 thé xay ra ma khong c6 triéu chung bao trude, nén theo doi thuong
xuyén cong thirc mau va sinh héa mau véi bénh nhéan sir dung NSAIDs kéo dai
Thude ¢6 chira thanh phan lactose, bénh nhan ¢ van dé di truyén hiém gap khong
dung nap galactose hodc thiéu hut men Lapp-lactase hodc kém hap thu glucose-
galactose khong nén dung thudc nay.

TAC DUNG KHONG MONG MUON:

Gidng nhu cac thuée NSAIDs khéc trong nhom, diéu tri voi Meloxicam c6 thé gay ra
mdt s tac dung khong mong mudn sau:

- Nguy co huyét khoi dong mach (xem thém phz"in than trong)

- Phu, tang huyét 4p va suy tim.

13
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- Céc tac dung phy thudng gap nhét 1a trén hé tiéu héa: Budn ndn, nén, tiéu chay, dy

hoi, tdo bon, kho tiéu, dau bung, ndn ra mau, viém loét dai trang, viém dai trang tram

trong va bénh Crohn. It khi gay viém da day. Truong hop nghiém trong: loét da day

ta trang, thing hodc xuat huyét tidu hoa, co thé gay tir vong, dic biét 1a & ngudi gia.

- Phan irmg da nghiém trong: hoi chirg Stevens-Johnson va hoai tir biéu bi doc hai.

Phin loai tic dung khéng mong mudn theo hé co quan va tin suit gap:

Céc tdc dung khong mong mudn duge phén loai theo tan sé gap bang céch sir dung
phan loai sau: rat thuong gip (= 1/10); thudong gip (> 1/100, <1/10); it gédp (= 1/1000,
<1/100); hiém gap (= 1/10 000, <1/1000); rat hiém gap (<1/10 000), khong wdc tinh
dugc tan sb.

- Mau va hé bach huyét:

It gap: thiéu mau

Hiém gép: bét thuong thirc mau cong thire, giam bach cau, giam tiéu cu.

Rét hiém gdp: mat bach cau hat
- Hé mién dich:

It gap: phan Gng di tmg khéng phai 1a phan ing phan vé

Khong wde tinh duwgc tan sé: phan ing phan vé

-
- R&i loan tdm thén: !
Hiém gdp: tm trang thay d6i, con 4c mong. i
Khéng wéc tinh duwoc tdn sé6: nham 1an, mat phuong hudng. H
- Hé thén kinh: l
Thuong gép. dau déau. ;:r'

It gdp: chong mat, budn ngu.

- Réi loan mit:
Hiém gap: r6i loan thi giac bao gdm md mat, viém két I]lE_lC.QV(“/
- Tai va mé cung:
Jt gdap: chong mat.
Hiém gap: 1 tai.
- Réi loan tim:
Hiém gap: danh trong nguec.
Suy tim da dugc bao céo trong diéu tri vdi cac thudec NSAIDs.
- R&i loan mach mau:
[t gaip: tang huyét ap
- Ho hap, 16ng nguc va trung that:
Hiém gdp: bénh hen suyén & ngudi di ing vdi aspirin hodc cac NSAID khiéc.
- Réi loan tiéu hoa:
Rét thirong gap: rdi loan tiéu héa nhu kho tiéu, budn nén, non, dau bung, téo bon,
day hoi, tiéu chay.
It gdp: xuit huyét tiéu hoa, viém miéng, viém da day, ¢ hoi.
Hiém gap: viém dai trang, viém loét da day ta trang, viém thuc quan.
14
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o Hb so dang ky Fenxicam-M
Rat hiém gap: thing duong tiéu hoa.
Chay mau, loét hogc thung duong tiéu hoa, doi khi c6 thé nghiém trong va c6 kha
nang gay tr vong, dic biét la & nhitng bénh nhén cao tudi.
- Réi loan gan mat:
It gap: bat thuong chire nang gan, tang transaminase hay bilirubin.
Rat hiém gdp: viém gan.
- Dava mo dudi da:
It gap: phu mach, ngura, phat ban.
Hiém gdp: hdi chimg Stevens-Johnson, hoai tir biéu bi gdy ddc, ni mé day.
Rat hiém gap: viém da bong nude, hong ban da dang.
Khong wéc tinh duege tan sé: nhay cam voi anh sang,
- Than va tiét niéu:
It gdp.: Gilt natri va nudc, ting kali mau, kiém tra bt thuong chirc ning than (tdng
creatinin huyét thanh va / hodc uré huyét).
Rdt hiém: suy than cép tinh, dic biét 13 & nhitng bénh nhan ¢ nguy co.
- Réi loan chung va nhitng bit thudng toan than:
[t géip: phu né, bao gdm ca phu chi dudi.
Théng bdo cho Bic s tic dung khéng mong mudn gdp phdi khi ding thuéc.

SUDUNG CHO PHU NU CO THAI VA CHO CON BU:

Khong dung cho phu nir ¢6 thai va cho con bu.

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

Thudc khong anh hudng dén lai xe va van hanh may nhung do ¢o thé géy ra tac
dung khong mong mudn nhu chéng mat, budn ngti nén tét nhit khong ding Meloxicam
khi tham gia cac hoat dong nay.

TUONG TAC THUOC:

~ Thube co tic dung hiép dong ting mirc trén su tc ché cyclo-oxygqﬁ@e/ vGi Aspirin
va cac thude chong viem khong steroid khac ¢ liéu cao lam tdng nguy co loét da day -
td trang va chay mau. Vi vay, khong dung meloxicam cung véi Aspirin va cac thude
chéng viém khong steroid khac.

_ Thubc chéng dong mau dang udng, ticlopidin, heparin, thuc 1am tan huyét khéi:
Meloxicam lam ting nguy co chay mau, do vdy trdnh phéi hop. Trong qué trinh diéu
tri can theo ddi chat ché tac dung chong dong mau.

- Lithi: Meloxicam lam tang nong d¢ lithi trong mau, do vay can phai theo doi nong do
lithi trong mau trong qua trinh ding két hgp hai thuéc véi nhau,

~ Methotrexat: Meloxicam lam tang ddc tinh ciia Methotrexat trén hé thong huyét hoc,
do d6 can phai dém té bao mau dinh ky.

Vong tranh thai: thuéc lam giam hi¢u qua trdnh thai cua vong tranh thai trong tir
cung.

15
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~ Thubc lgi niéu: Meloxicam c6 thé lam tang nguy co suy than cip ¢ nhitng bénh nhéan
bi mat nudc. Truong hop phai dung phdi hop thi can phai bdi phu du nuée cho bénh
nhén va phai theo dai chirc ning thin cin than.

- Thude ha huyét dp nhu: thudc e ché Alpha -adrenergic, thude (rc ché enzym chuyén
dang Angiotensin, cic thudc gian mach: do Meloxicam Uc ché tdng hop
prostaglandin nén lam giam téc dung gin mach, ha huyét ap cua céc thude phéi hop.

- Cholestyramin: Cholestyramin gin véi Meloxicam ¢ duong tiéu hod lam giam hap
thu, tang thai tr Meloxicam.

- Cyclosporin: Meloxicam lam tang doc tinh trén than do vay, khi phdi hop can theo
ddi chire nang than can than.

- Warfarin: Meloxicam c6 thé lam tdng qua trinh chay mau, do vAy can phai theo doi
thoi gian chay mau khi dung kém.

- Furosemid va Thiazid: Thubc lam giam tac dung loi ni€u cua Furosemid, nhom
Thiazid.

QUA LIEU VA XU LY:

Hién nay chua cé thudc dbi khang dic hiéu meloxicam nén trong truong hop qua
liéu, ngoai bién phap diéu trj triéu chimg, hdi strc can phai sir dung bién phéap ting thai
trir va giam hép thu thudc nhu: ria da day, ubng cholestyramin.

BAO QUAN: Noi kho rdo, nhiét dj khong qua 30°C, tranh 4nh sang.

HAN DUNG: 36 thang ké tir ngay san xudt

THUOC NAY CHI DUNG THEO SU KE PON CUA BAC Si
PQC KY HUONG DAN SU DUNG TRUOC KHI DUNG
NEU CAN BIET THEM THONG TIN XIN HOI Y KIEN THRLTHUOC

Sin phim cia: CONG TY CO PHAN TRAPHACO
75 Yén Ninh - Ba Dinh - Ha Noi — Tel: (84-24) 36810724/Fax: (84-24) 36811542
Pién thogi lién hé: 18006612
San xuit tai: CONG TNHH TRAPHACO HUNG YEN
Thon Binh Lwong - Xa Tan Quang - Huyén Van Lam - Tinh Hung Yén

TUQ.CUC TRUONG
PTRUGNG PHONG
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