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THUOC NAY CHI DUNG THEO DON THUOC.
1. Thanh phin céng thire thude:
Mot vién nén TBMexipain 15 chira:

Thémh phin diege ehdt: MEIOXICAIMN . ... ...oiiessessss e iee e s eeesssssssas s ssarees s s eesesere 15 mg
Thanh phan té dipe: Tween 80, beta cyclodextrin, natri citrat dihydrat, cellulose vi tinh thé 101,
tinh bdt ngod, natri starch glycolat (DST), magnesi stearat, syloid 244FP................... vira du 1 vién

2. Dang bao ché: vién nén,

M5 ta: Vién nén mau vang nhat, dudmg kinh 9 mm, mét mét 16i, mot mat vét vao gitra, trén mdi mat

val ¢é ky tr “15”.

3. Chi dinh:

Meloxicam dugc chi dinh diéu tri céc triéu chirng trong:

Viém xwong khép gay dau (hu khdp, thoai hoa khdp).

Viém khop dang thép.

Viém cot sdng ciing khap.

4. Céch dung, liéu ding:

Liéu diing:

Duing theo chi dan clia bac s§.

Viém xwong khép: 7,5 mg/lan/ngay. Néu can c6 thé tang lidu dén 15 mg/lan/ngay.

Viem khép dang thap, viém cét séng ciing khép: 15 mg/ngay. Tuy dép ang didu tri, co thé giam liéu

con 7,5 mg/lan/ngay.

Bénh nhéin ¢6 nguy co cao gip nhitng phan (mg bét lgi: diéu tr khoi ddu véi lidu 7,5 mg/lan/ngay.

Lidu tdi da dugc khuyén cao: 15 mg/ngay.

Ngudi cao tudi: Liéu ding khuyén céo 7,5 mg/lan/ngay.

Suy gan, suy than: nhg va vira, khong can phai diéu chinh liéu; néu suy ning, khong ding.

Suy than chay than nhén tao: Liéu khong duoc vuot qué 7,5 mg/ngay.

Tré em dudi 18 tudi: P an toan va hiéu quéa chwa dwoc xéc dinh.

Cach dung:

Ubng véi nude. Thube khéng b gidm téc dung khi ding chung véi thiic an.

5. Chdng chi dinh:

~  Qua mén v6i meloxicam hodic véi bt ky ta dugce nao ciia thude hodic qua mén véi cic chit 6 tac
dung tuong tuw, vi du nhu NSAIDs, aspirin

~ Ba thiang cubi thai ky;

— Tré em va thanh thiéu nién dudi 16 tubi;

— Khéng nén diing meloxicam cho nhitng bénh nhén ¢6 cic déu hiéu hen suyén, polyp mii, phi
mach than kinh hoac noi mé day sau khi ding aspirin hodc cdc NSAIDs khac;

—  Suy gidm chirc nang gan nghiém trong;

—  Suy thdan ning chua loc mau;
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~ Xudt huyét duong tiéu hoa, tién sir xuit huyét ndo hodic cde roi loan xudt huyét khéc;

— Tién st xudt huyét hodc thiing dudng tiéu hoa do lién quan dén ligu phap NSAIDs trude dé;

—  Dang hodc da co tién su loét da day ta trﬂngf’xufit huyét tai phat (hai hodc nhiéu dot loét hodc ¢6
biing chimg xut huyét 10 rang);

—  Suy tim néng.

6. Cinh bdo va thiin trong khi ding thude:

Bénh nhén ¢ thé giam thiéu tac dung khong mong mudn bang cach dimg lidu thap nhit ¢6 hidu qua

trong thoi gian ngdn nhit c6 thé (xem muc 4. Cch ding, liéu ding va nguy co vé dudng tiéu hoa

va tim mach bén duéi).

Khong nén dimg vuot qud lidu t6i da hang ngay trong trudng hop khong dat hiéu qua diéu trj, dong

thari khong nén thém NSAIDs véo liéu phép vi c6 thé lam ting doc tinh trong khi lgi ich diéu tri

chua duge chirng minh.

Nén tranh st dung dong thoi Meloxicam véi NSAIDs, bao gf‘)m thube tre ché chon loc

cyclooxygenase-2 (xem myc 9. Twong tic, twong ky cita thude).

Meloxicam khong phii hop dé diéu tri cho nhiing bénh nhén cin giam dau cap tinh,

Néu khong cai thién sau vai ngay diéu tri, can danh gia lai loi ich lam sang cia phuong phap diéu

tri.

Cén tim hiéu k¥ tién st viém thye quan, viém da day va/hoic loét da day ta trang cta bénh nhéan va

dam bao bénh nhan da khoi hoan toan trude khi bit ddu didu tri bing meloxicam. Can thudng xuyén

chii y dén kha nang tai phat & nhiing bénh nhin duge didu tri bing meloxicam va ¢6 tién sir méc

bénh nay.

Anh hwing dén dwong tiéu hoa

Chay méu, loét hodc thing dudng tiéu héa, cé thé giy tir vong, di duge bdo cdo véi tit ca cic

NSAIDs tai bat ky thoi diém nao trong qua trinh diéu tri, ¢6 hodic khong co tri¢u chirmg canh bido

hoic tién sir cac bién ¢b nghiém trong & duong tiéu héa.

Nguy co chay méu, loét hoac thing dudng tidu héa tang 1&n khi tang lidu NSAIDs, & nhitng bénh

nhin ¢6 tién sir 10é1, dgc biét 12 néu ¢6 bién chimg xudt huyét hodc thing (xem myc 5. Chéng chi

dinh) va & ngudi cao tudi. Nhitng bénh nhin ndy nén bat diu didu trj voi lidu thip nhét co thé. Nén

ciin nhéc ligu phap két hgp véi cdc tée nhin bao vé (vi du nhu misoprostol hodie thude tre ché bom

proton) cho nhitng bénh nhan nay, v ca nhitng bénh nhén cin ding ddng thoi aspirin liéu thip hodc

cac thude khac cé kha nang lam ting nguy co & dudng tiéu hoa (xem bén dudi va myc 9. Twong

tic, twong ky ciia thude).

Bénh nhén c6 tién sir doc tinh trén tiéu héa, dic biét la ngudi cao tudi, nén bao cdo bit ky triéu

chimg bat thudng ndo & bung, dic biét 1a trong giai doan déau diéu tri.

Cén thén trong & nhitng bénh nhan dang diing thude déng thai do ¢6 thé lam ting nguy co loét hoiic

chay mau, chiing han nhu heparin hogic ding thude cho ngudi cao tudi, thube chdng dong mau nhu

warfarin, thude tre ché tai hip thu serotonin ¢6 chon loc hodc thude chdng tiéu ciu nhu aspirin hodc

cic thude chéng viém khong steroid khée, bao gdm axit acetylsalicylic diing véi lidu > 500 mg khi

diing mot lan hodic > 3 g khi diing téng luong hang ngdy (xem muc 9. Twong tie, twong ky ciia

thube).

Khi ¢6 xuét huyét hodc loét dudng tiéu hoa xay ra & nhitng bénh nhén dang ding Meloxicam, cén

phai ngimg diéu tri. Can than trong khi ding NSAIDs cho nhitng bénh nhén c6 tién st bénh dudng

tidu hoa (viém loét dai trang, bénh Crohn) vi nhiing tinh trang ndy cé thé tram trong hon (xem muc

10. Tée dung khéng mong mudn ciia thube).
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Anh h wong dén tim mach vi mach miu nio

Cén theo ddi va tr vin phit hop cho nhitng bénh nhén ¢6 tién str ting huyét dp vavhoic suy tim sung
huyét nhe dén trung binh vi tinh trang gitt nude va phil né da duge bao cdo lién quan dén ligu phap
NSAIDs.

Khuyén cdo nén theo doi huyét ap cho nhitng bénh nhan c6 nguy cor va dac biét la khi bit diu diéu
trj bing Meloxicam.

Dir liéu dich t& hoc va thir nghiém lam sang cho thdy viée sir dung mot s6 NSAIDs, bao gbm
meloxicam (dic biét 1a & ligu cao va trong thoi gian dai) ¢6 thé lién quan dén nguy co huyét khdi
dong mach (nhu nhoi méu co tim hodc dot quy). Khéng ¢6 di div lidgu dé loai trir nguy co nay déi
vai meloxicam,

Bénh nhan bj tang huyét dp khong kiém sodt, suy tim sung huyét, bénh tim thiéu mau cyc bd da xéc
dinh, bénh dong mach ngoai bién vd/hodc bénh mach mau nfio chi nén dugc diéu trj bing
meloxicam sau khi cin nhéc gia 1gi ich va nguy co. Cén cén nhic trong ty trude khi bat dau diéu
tri ldu dai cho bénh nhén cé cac yéu t6 nguy co méc bénh tim mach (vi du: ting huyét ap, tang lipid
mau, déi thdo dudng, hit thube).

Phin @ng trén da

Phan (mg trén da nghiém trong co thé gdy tr vong, bao gdm viém da troc vay, hoi chimg Stevens-
Johnson va hoai tir biéu bi nhidm déc, rdt hiém xay ra khi ding NSAIDs (xem muc 10. Tée dung
khong mong mudn). Bénh nhan cé thé gap phai nhitng phan (mg ndy vio giai doan diu cta qua
trinh didu tri, trong phan 6n céc truong hop thudng xdy ra trong théang dau tién diéu tri. Nén ngimg
str dung Meloxicam khi bénh nhén xudt hién phat ban da, ton thuong niém mac hodc bt ky ddu hi¢u
qué man nao khac.

» Phén (g da de doa tinh mang nhu Hoi chimg Stevens-Johnson (SJS) va hoai tir biéu bi nhiém dgc
(TEN) dé duge bao cao khi sir dung meloxicam.

» Bénh nhan can dugc théng bao vé cac ddu hiéu, triéu chimg va theo ddi chit ché cac phan mg trén
da. Trong nhitng tudn ddu tién diéu tri, nguy co xay ra SIS hodc TEN thudng 1a cao nhét.

« Néu ¢b céc triéu chimg hodc dau hiéu cta SIS hoiic TEN (vi dy: phat ban da tién trién thuong kém
theo mun nude hodic ton thuong niém mac), nén nging diéu tri bang meloxicam.

« Kiém soat SJS va TEN bang céch chéin doén sém va ngimg diéu trj bt ky loai thude nghi nge nao.
Ngtmg thude sém gitp tién lugng tot hon.

» Néu bénh nhén da ¢o triéu chirng SJS hoiic TEN khi sir dung meloxicam, meloxicam khong dugc
diéu tri lai cho bénh nhén.

Xét nghiém vé chire niing gan va thiin

Ciing nhu hiau hét cac NSAIDs, Meloxicam cé thé lam ting ndng do transaminase huyét thanh, ndng
dd bilirubin huyét thanh hogic cac thong sé chire niing gan khic, ciing nhu ting creatinin huyét thanh
va nito uré méu,... Phin 16n cac trudng hop ndy thudng nhe va thodng qua. Néu xuét hién bat ky ddu
hi¢u ndo, nén ngimg ding Meloxicam va tién hanh diéu trj thich hop.

Suy giim chire niing thin

NSAIDs (ic ché tac dung gifin mach cta prostaglandin thdn, gdy suy giam chic ning than do giam
mirc loc ciu than. Tac dyng khong mong mudn ndy phu thudc vio liéu diang. Khi bit dau diéu tri
hoiic sau khi ting lidu, can theo ddi cin thin tinh trang tiéu tién va chirc ning than & bénh nhén ¢o
yéu to nguy co sau:

« Ngudi cao tubi
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» Diing dong thoi cic thude nhu thude e ché men chuyén, thude déi khéng angiotensin-11, sartan,
thude loi tiéu (xem muc 9. Twong tic, twong ky ciia thude)
* Giam thé tich mau (do bit ké nguyén nhin nio)
« Suy tim sung huyét
* Suy thin
* Hoi chirg than hu
« Bénh thdn lupus
* Roi logan chire ning gan ndng (albumin huyél thanh <25 g/l hodic diém Child-Pugh > 10)
Trong mét s6 trudong hop hiém gap, NSAIDs ¢6 thé 1a nguyén nhan gy viém k& than, viém cau
thén, hoai tir tOy than hodce héi chirng than hu,
| Liéu ding meloxicam & bénh nhan suy thin giai doan cudi dang thim phan mau khong duge cao
| hon 7,5mg. Khéng can gidm liéu & nhitng bénh nhén suy thiin nhe hodic trung binh (tirc la ¢ nhiing
bénh nhén ¢6 do thanh thai creatinin [n hon 25ml/phat).
| Giitr natri, kali va nwée
NSAIDs ¢6 thé 1am gitr natri, kali va nude va anh huéng dén téc dung cia thude loi tidu. Ngoai ra
né cling co thé giam tac dung ctia thude ha huyét 4p (xem muyc 9. Twong tic, twong ky ciia thube).
Do d6 & nhiing bénh nhéan dé bi ton thuong c6 thé xdy ra cac tinh trang phi né, suy tim hoéc ting
huyét ap. Cén theo d&i 1am sang d6i voi nhiing bénh nhan cé nguy co (xem muyc 4. Liéu dung, cich
diing va 5. Chéng chi dinh).
| Ting kali mau
| Tang kali mau cé thé xay ra & bénh nhén tiéu dudng hf}éc di%‘ll trf ddng thoi vai cac thude Iéitn tang
| kali mau (xem muc 9. Twong tic, twong ky ciia thude). Can theo ddi thudng xuyén cac néng dod
kali mau trong nhitng trudng hop nay.
Két hop véi pemetrexed
O nhiing bénh nhén suy thin nhe dén trung binh dang diing pemetrexed, meloxicam nén dugc ngimg
sir dung tir it nht 5 ngdy trude, trong va it nhit 2 ngay sau khi ding pemetrexed (xem muc 9.
Twong tie, twong ky ciia thude).
Cac canh bdo va bién phip phong ngira khac
Céc phan (ing c6 hai thudng it duge dung nap hon & nhitng ngudi cao tudi, yéu 6t hodic suy nhuoc,
do d6 can duge theo di cin thén. Ciing nhu cac NSAIDs khdc, cin dic biét thén trong khi str dung
Meloxicam & ngudi cao tudi, ngudi bi suy giam chirc ning thén, gan va tim.
Ngudi cao tudi 6 nguy co giip phan ting c6 hai do NSAIDs cao hon, vi du nhur xuét huyét va thing
dudmg tiéu hoa, c6 thé giy tir vong (xem myc 4. Liéu ding, cdch ding).
Meloxicam, giéng nhu bt ky NSAIDs nao khéc, cé thé che gidu cdc triéu chimg cia mét bénh
truy&n nhiém tiém 4n.
Viée sir dung meloxicam, gidng nhu thude (e ché tong hop cyclooxygenase/prostaglandin, c6 thé
lam suy yéu kha ning sinh sn ctia phy nit va khéng dugc khuyén cdo & phy nit dang mudn mang
thai. O nhitng phu nir gip khé khin trong viée thy thai hodic dang trong qué trinh diéu tra vé tinh
trang v sinh, nén can nhic ngimg diing Meloxicam.
7. Sir dung thude cho phu nit ¢6 thai va cho con bu:
Phu nif c6 thai:
Khéng str dung cho phu nif cé thai.
Phu nit cho con bu: Khéng sir dung cho phu nir dang cho con bi.
8. Anh hwéng ciia thude 1én khi niing I4i xe, viin hanh may méc:
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Thude khéng anh hudng dén 14i tau xe, van hanh méy mée nhung do ¢6 thé gdy ra téc dung khong
mong mudn nhu chong mit, budn ngd nén tét nhét khong diung meloxicam khi dang tham gia céc
hoat déng nay.

9. Twong tic, twong ky ciia thude:

e Twong tic thube:

Cde nghién civu vé twong tdce thuoc chi dwoe thie hién ¢ ngieoi lom.

Riii ro lién quan dén ting kali mau

Mot s6 san pham thude hogic nhdm thude didu trj ¢6 thé lam ting kali mau nhu: mudi kali, thude lgi
tiéu gitr kali, thude e ché men chuyén angiotensin (ACE), thude déi khang thy thé angiotensin 11,
thube chdng viém khong steroid, (heparin trong lwong phan i thip hodc khong phan doan),
ciclosporin, tacrolimus va trimethoprim.

Tang kali mau c6 thé khai phat phy thude vao viée co yéu o nguy co hay khong. Nguy co nay ting
1&n khi cdc thude trén duge ding ddng thai véi meloxicam,

Tuong tic duge lwe hoc

Cde thuoe chong viem khong steroid khdc (NSAIDs) vé acid acetylsalicylic:

Khong khuyén céo két hop véi cac thude chéng viém khong steroid khac (xem muc 6. Cinh bio va
thin trong khi ding thude), bao gdm acid acetylsalicylic dung mot [an véi lidu > 500mg hoic tong
lugng hang ngay > 3g. Ding nhiéu NSAIDs ciing nhau c¢é thé lam tang nguy co loét va xudt huyét
dudng tiéu héa do thong qua tic dung hiép dong.

Corticosteroids (vi du: Glucocorticoids):

Cén than trong khi ding dong thoi véi corticosteroids vi lam tAng nguy co xudt huyét hodc loét
dudng tiéu hoa,

Thuoe chong dong mau hodec heparin

Gia tang nguy co xuit huyét, théng qua (e ché chie ndng tiéu cau va lam tn thuong niém mac da
day t4 trang. NSAIDs ¢6 thé lam tang téc dung ctia thude chc"mg dong, chang han nhu warfarin (xem
muc 6. Ciinh bdo va thin trong khi ding thude). Khong khuyén cédo str dung dong thoi NSAIDs
va thude chéng dong méau hodic heparin ding cho ngudi cao wéi hoidic & lidu didu trj (xem muc 6.
Ciinh bio va thiin trong khi diung thubc).

Trong cée trudmg hgp con lai (vi dy & lidu phong ngira), can thin trong khi sir dung heparin do tang
nguy co xudt huyét. Can theo dai cin than chi sé INR néu bt budc phai két hop thude.

Thuoc tiéu spi huvét va thude c'hrfng tiéu cau

Tang nguy co xuat huyét thong qua (rc ché chire ning tiéu ciu va gdy ton thuong niém mac da day (4
trang.

Thudc tre ché 1di hri}} thu seratonin ¢é chon loc (SSRIs)

Tang nguy co xuat huyét dudmg tiéu hoa.

Thudc loi tiéu, thude ike ché men chuyén va thude doi khdng thu the Angiotensin-11

NSAIDs ¢6 thé lam gidam tic dung ctia thude lgi tiéu va cic thude chdng ting huyét dp khac. O mot
sO bénh nhdn ¢6 chire ndng than suy giam (nhu bénh nhan mat nude hodc bénh nhan cao tudi co
chire ning than suy gidm). Viée ding dong thoi thude e ché men chuyén hodc thude ddi khang thy
thé Angiotensin-11 va cic tic nhén trc ché cyclo-oxygenase ¢6 thé din dén tinh trang suy giam chire
ndng thin, bao gdm ca kha ning suy than cép, tinh trang thudng cé thé hdi phuc. Do dé, nén than
trong khi diing phdi hgp, dac biét la & ngudi cao tudi.

Bénh nhén cin udng di nudce va cin nhéc theo dai chire nang than thudng xuyén sau khi bit dau két
hop thude (xem thém muc 6. Céinh bio va thin trong khi diing thude).




|
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Cde thuoe chong ting huycfr ap khdace (vi du: Thuée chen beta)

Co thé xdy ra tinh trang giam téc dung ha huyét ap ctia thude chen beta (do tre ché prostaglandin ¢d
tdc dung gidn mach).

Thuoe tke ché calcineurin (vi dy: ciclosporin, tacrolinmus)

Dac tinh trén than cia thude e ché calcineurin ¢o thé tang 1én do NSAIDs thong qua tic dung trung
gian prostaglandin trén thin. Trong qud trinh didu tri két hop, can theo déi chire nang thin., Khuyén
:40 nén theo ddi cin thin chirc nang thén, dic biét 13 & ngudi cao tudi.

Dung cu tir cung:

Trude diay, NSAIDs di dugce bao cdo vé tinh trang lam giam hidu qua caa dung cu tir cung nhung
van ciin thém théng tin dé xac nhén.

Twong tic dwoe dong hoe: The dong ciia meloxicam 1én dwroe ddng hoc ciia cic thube

Lithium

NSAIDs di duge bdo cdo la lam ting nf‘mg dd lithium trong mau (do giam bai tiét lithium qua thén),
c6 thé dat dén ngudng doc hai. Khéng khuyén cdo sir dung dbng thai lithium va NSAIDs (xem muyc
6. Ciinh bdo vi thin trong khi ding thube).

Néu cin phai két hop, cin phai theo dai ndng do lithium trong huyét trong khi bit diu, diéu chinh
va ngiing diéu tr| bing meloxicam.

Methotrexate

NSAIDs ¢6 thé lam giam bai tiét methotrexate & dng than do dé lam tang ndng do methotrexate
trong huyét trong. Do d6, dbi voi nhitng bénh nhan ding liéu cao methotrexate (hon 15 mg/tuan),
khong khuyén cdo sir dung dong thai véi NSAIDs (xem muc 6. Cinh bdo va thin trong khi ding
tluli‘)c}.

Ciing nén xem xét nguy co tuong tic gita cidc NSAIDs va methotrexate & nhirng bénh nhan dung
lidu thap methotrexate, déc biét 1a & nhiing bénh nhan bi suy giam chic ndng thin. Trong trudng
hop can didu tri két hop, can theo doi s6 lugng té bao méu va chire ndng than. Can thin trong trong
trudng hop cd NSAIDs va methotrexate duoc diing trong vong 3 ngdy, trong truong hop dé, ndng do
methotrexate trong huyé‘l tuong cd thé ting va gay ting doc tinh.

Mac di duge dong hoe ctia methotrexate (15mg/tudn) khong bi anh huéng dang ké khi diéu tri dong
thori véi meloxicam, nhung can can nhic ring doc tinh vé huyét hoc ctia methotrexate ¢6 thé ting
lén khi diéu tri bing thude NSAIDs (xem & trén). (Xem phan 10. Thc dung khéng mong mudn ciia
thude).

Tuong tic duge dong hoe: Tic ddng ciia cie thude khice 1én dwoe dong hoc eiia meloxicam
Cholestyramine

Cholestyramine lam téng thai trir meloxicam biing cach lam gian doan tuan hoan rudt gan dé dé
thanh thai meloxicam tang 50% va thoi gian ban thai giam xuéng con 1343 gid. Tuong tac ndy ¢ ¥
nghia l[am sang.

Khéng phat hién thay twong tic thube-thude ¢é lién quan vé mit lam sang di vai viée dung dong
thdi thude khéng acid, cimetidine va digoxin.

¢ Twong ky ciia thude:

Do khéng ¢ cdc nghién ciru vé tinh tuong ky cia thude, khong tron 1n thude ndy véi cac thube
khéc.

10. Tic dyng khong mong mudn cia thude:
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Dit liéu dich t& hoc va thir nghiém lim sang cho thiy viée sir dung mat s6 NSAIDs (dic biét & liéu
cao va trong thoi gian dai) ¢ thé din dén nguy co tang nhe cac bién ¢b huyét khdi dong mach (nhu
nhdi mau co tim hodc dot quy) (xem muc 6. Cinh bio va thiin trong khi ding thubce).

Phi né, tang huyét ap va suy tim da duge bdo cdo khi bénh nhéin duge didu tr bing NSAIDs,

Céc tac dung phu thudng gap nhit [a tc dung phu trén dudng tiéu hoa. C6 thé xay ra tinh tang loét
da day t4 trang, thing hodic xudt huyét dudng tiéu hoa, déi khi gy tir vong, dic biét 13 & ngudi cao
tudi (xem muyc 6. Cinh bio va thin trong khi dimg thudc). Budn non, nén, tiéu chay, diy hoi, tdo
bén, khé tiéu, dau bung, phéan den, nén ra mau, viém loét miéng, dot cip cua viém dai trang va bénh
Crohn (xem muyc 6. Canh bio va thin trong khi dung thude) di duge béo cdo sau khi dung thudc.
Viém da day cling duge bao cdo nhung thudng it géip hon, Céc tac dyng phyu nghiém trong trén da
(SCARs): héi chimg Stevens-Johnson (SJS) va hogi tir biéu bi nhiém doc (TEN) d duoc bio cdo
(xem muc 6. Canh bdo v thiin trong khi dung thube).

Tén sudt cic phan (mg bét loi duge dua ra dudi day dira trén tdn suit xay ra cic tac dung phy duge
bdo cdo trong 27 thir nghiém lam sang trong thoi gian diéu tri it nhat 1a 14 ngay. Théng tin nay dua
trén cac thir nghiém ldm sang lién quan dén 15197 bénh nhan duge diéu tri bing liéu udng hang
ngdy la 7,5 hodic | Smg vién nén hogic vién nang meloxicam trong thoi gian 1én dén mét nam.

Nhém tin suét duge dinh nghia bing cach st dung quy ude sau:

Rat phd bién (>1/10); Phé bién (> 1/100 dén <1/10); Khang phé bién (21/1.000 dén <1/100); Hiém
gdp (= 1/10.000 dén <1/1.000); R4t hiém gdp (< 1/10.000); va Khong rd (khong thé ude tinh tir dir
ligu cé sin). Trong mdi nhém tan sudt, cae tac dung khong mong mudn duge trinh bay theo thir t
mirc dd nghiém trong giam dén.

Bing A: Cac phan (ng ¢6 hai ¢6 thé hodc ¢6 kha ning lién quan dén meloxicam dya trén kinh
nghiém thtr nghiém [am sang va giam sat sau khi dua ra thi trudng:

Hé co quan

23 =
Tian suit

Tiac dung khong mong muon

R&i loan hé thong mau va bach
huyét

Khéng pho bién

™ A .
I'hiéu mau

Hiém gip

A . F 4 . A £
SO lugng méu bat thuong (bao gom s6
* 4 o, "y *
lugng bach cau khac biét), giam bach céu,
giam tiéu cau

Rét hiém

Giam bach céu hat'

Ta - Z . .
Ri loan hé thong mién dich

Khéng phé bién

Phan (mg di img khac véi phan ng phan
vé hofic phan (g dang phan vé

Khong rd

Phan (g phan vé

R&i loan tim than

Hiém gap

Khdng rd

Tam trang thay déi, gip dc mong

Trang thai 1t 1an, mat phuong huéng

Aw FY .
RO loan hé than kinh

Phd bién

Dau diu

Khéng phé bién

Chéng mit, budn ngu

RO loan mat

Hiém giip

Raoi loan thi gidac nhu mé mat; viém két

mac
R&i logn tai va mé dao Khéng pho bién Chong mat
Hiém gap U tai

R&i loan tim

Hiém gip

' A
Danh trong ngue

Khéng rd

Suy tim lién quan dén diéu trj bing
NSAIDs

A *
Roi loan mach mau

Khéng pho bién

Huyét 4p ting (xem muc 6. Cinh bdo va
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thin trong khi ding thude), do mat

Roi logn ho ha";p, ngue va Hiém gap Hen suyén & nhimg nguoi di tmg voi
trung thit aspirin hofic cdc NSAIDs khac
R&i loan tiéu hoa Rat pho bién Kho tiéu, budn nén, nén, dau bung, téo
bén, (Eﬁy hoi, tiéu chay
Khéng phd bién Xudt huyét tiéu hoa tiém an hodc dai thé2,
viém mi¢ng, viém da day, o hoi
Hiém gap Viém dai trang, loét da day 4 trang®, viém
thue quan
Rat hiém Thiing dudmng tiéu hoa’
Khong rd Viém tuy
Ri loan gan mit Khéng pho bién Roi loan chic nang gan (vi du: lang
transaminase hodéc bilirubin)
Rét hiém Viém gan
Réi loan da va mé dudi da Khéng phd bién Pha mach, ngtra, phat ban
Hiém gdp Hoi chimg Stevens-Johnson, hoai tir bicu
bl nhiém ddc, ndi mé day
R4t hiem Viém da bong nude, ban do da dang
Khong o Phéan (g di (g anh sang
RAi loan thin va tiét ni¢u Khéng phf') bién Gitr nude va natri, ting kali mau (xem

myc 6. Cinh bdo va thin trong khi
dang thube), xét nghiém chirc nang thin
bit thudng (ting creatinin huyét thanh
vi/hodic uré huyét thanh)

Rat hiém - Suy thin cép, dic biét & bénh nhén cé yéu
16 nguy co (xem muc 6. Cianh bdo va
thin trong khi ding thuéc).

A = . A . A - . A . , e
R&i loan chung Khong pho bién Pht né bao gom phti né & chi dudi.

"'Rat hiém truong hop mat bach ciu hat duge bdo cio & nhiing bénh nhéan dugc diéu tri bing
meloxicam va céc thude ¢é kha nang giy dée tiy khac.

2 Xuét huyét, loét hodc thung dudng tidu hoa doi khi c6 thé nghiém trong va c6 kha nang gy tr
vong, dic biét la & ngudi cao tudi (xem muc 6. Céinh bdo va thin trong khi dimg thube).

Tén thuong thin cé thé din dén suy than cdp: cac trudng hop rit hiém gip vé viém than k&, hoai tir
ong than cip, hoi chimg than hu va hoai tir nha than da duoc bdo cio (xem muc 6. Cinh bdo va
thin trong khi ding thude).

11.  Quad lidu va cdch xir tri:

Triéu chirng

Céc trigu chimg cép tinh sau khi ding qua liéu NSAIDs thudng chi gidi han & tinh trang 1& dd, budn
ngti, budn ndn, ndn va dau thueng vi, thuomg cé thé hdi phuc khi duoe chim soc hd trg. C6 (hé xay
ra tinh trang xudit huyét dudng tiéu héa. Ngd doc nghiém trong ¢6 thé din dén tang huyét ap, suy
than cap, roi loan chirc niang gan, suy hd hap, hon mé, co gidt, truy tim mach va ngimg tim. Phéan
{mg phan vé& di duge bao cdo khi udng NSAIDs dé diéu trj va 6 thé xay ra sau khi ding qua liéu,
Didu tri
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Bénh nhén can duge diéu trj bﬁng, cach chiim soc hd trg va diéu trj trigu chimg sau khi ding qua lidu
NSAIDs. Viéc logi bd nhanh meloxicam bang lidu udng 4 ¢ cholestyramine ba lan mot ngay da
dugc chirng minh trong mét thir nghiém 1am sang,

12.  Ddc tinh dwoe Ire hoc

Nhom duge Iy: Thube chéng viém khong Steroid

Ma ATC: MO1ACO06

Meloxicam la mét chét khéng viém khong steroid (Nonsteroidal anti-inflammatory drug, NSAID)
thuge ho oxicam, cé tinh khang viém, giam dau, ha st. Ciing nhu cdc NSAID khac, co ché tac dung
cia meloxicam 1a Gc ché sinh tdng hop cac prostaglandin- nhitng chét trung gian gy viém.
Meloxicam (rc ché chon loc d6i v&i COX-2 hon so véi COX-1 (trong dé COX-2 & muc tiéu cua téc
dung khang viém, COX-1 1a noi chju trdch nhiém cho céc téc dung phuy trén than va da day ciing
nhu hoat tinh chéng ngh&n mach).

13. Dae tinh dwge djng hoc

Hip thu

Meloxicam duge hp thu tét qua dudng tiéu hoa, duge phan anh qua kha dyung sinh hoc tuyét ddi
cao khodng 90% sau khi uéng (vién nang). Vién nén, hdn dich uéng v vién nang da duoce chimg
minh la tuong duong sinh hoc.

Sau khi diing mét liéu meloxicam, ndng do tdi da trung binh trong huyét twong dat dugc trong vong
2 gidr dbi voi hdn dich va trong vong 5-6 gitr voi dang bao ché rin uéng (vién nang va vién nang).
Néu ding da lidu, trang théi én dinh dat duge trong vong 3 dén 5 ngay. Liéu diing mét lan mdi ngay
din dén ndng do thude trung binh trong huyét twong véi dao dong dinh-triing twong doi nho trong
khodng 0,4 - |,0pug/mL dbi véi lidu 7,5mg va 0,8 - 2,0pg/mL déi véi lidu 15 mg (Cmin va Cmax
twong (ng & trang thai én dinh).

Nong dé meloxicam trong huyét twong t6i da trung binh & trang thai 6n dinh dat duge trong vong S
— 6 gity ddi voi vién nén, vién nang va hdn dich ubng. Hép thu meloxicam sau khi ubng khéng bj anh
hudng boi thire an hodc sir dung thude khéng axit vo co.

Phéiin bo

Meloxicam lién két rat manh véi protein huyét tuong, chi yéu la albumin (99%). Meloxicam thdm
théu vao dich hoat dich dé dat nong do khodng mot nira nong do trong huyét twong.

Thé tich phan phéi thép, khoang I 1L sau khi tiém hﬁp hogic tiém (inh mach, v cho thay sy thay déi
gifta cac ¢ thé theo thir tu 30-40%.

Chuyén hoa

Meloxicam chuyén héa chi yéu O gan. Bén cht chuyén hoa khic nhau ctia meloxicam da duoce xac
dinh trong nudc tiéu, tat ca déu khdng cé hoat tinh duoc dong hoc. Chét chuyén héa chinh, 5'-
carboxymeloxicam (60% liéu dung), duge hinh thanh do qud trinh oxy hoa mgt chat chuyén hoéa
trung gian 5'-hydroxymethylmeloxicam, chit nay ciing dugc bai tiét & mire thip hon (9% lidu diing).
Céc nghién ctu trong ong nghiém cho thdy CYP 2C9 dong vai trd quan trong trong con dudng
chuyén hoa nay, véi sy dong gép nho tir isoenzyme CYP 3A4,

Hogt dong peroxidase ctia bénh nhan ¢6 thé chiu trach nhiém cho hai chit chuyén hoa khéc, chiém
ldn lugt 16% va 4% liéu ding.

Thai tror

Meloxicam dugc bai tiét chi yéu dudi dang chit chuyén héa va xudt hién & nong do ngang nhau
trong nuée tiéu va phan. it hon 5% lidu ding hang ngdy duge bai tidt dudi dang khéng déi trong
phén, trong khi chi cé ddu vét ciia hop chit gée duoe bai tiét qua nudre tiéu.
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Thoi gian ban thai trung binh I3 khodng 20 gid. Téng lugng thanh thai huyét tuong trung binh 1a 7,5
mL/phut.

Tinh tuyén tinh/khéng tuyén tinh

Meloxicam lhe hién duge dong hoc tuyén tinh trong pham vi liéu diéu tj 7 ,Smg dén 15mg sau khi
diing du(’mg, udng hoic tiem bap.

Cice dbi tugng diic bidt

Suy gan va suy thin

Suy gan hodc suy than nhe dén trung binh déu khong anh hudng dang ké dén clm)'t. dong hoc ctia
meloxicam. Nhiing dbi tugng suy than llung, binh ¢6 do thanh thai thude toan phan cao hon déng ké.
Giam lién két protein duoe quan sat thiy & nh[’mg, bénh nhéan suy thin giai d(}glﬂ cudi. & nhiing bénh
nhén suy than giai doan cudi, su gia ting thé tich phin bé c6 thé din dén ndng dé meloxicam ty do
cao hon va liéu ding hang ngay khéng dugc vugt qué 7,5 mg.

Nguoi cao i

DY thanh thai huyét tuong trung binh & trang théi on dinh & nguoi cao (udi thdp hon so véi & nguoi
tré tudi,

14.  Quy cich dong goi:

Hop 03 vi (nhém — PVC) x 10 vién, ¢ kém theo t& hudéng dén sir dung.

Hop 10 vi (nhdm —PVC) x 10 vién, c¢d kém theo to huéng dan sir dung.

15. Piéu kién biio quin, han ding, tiu chuin chat lwrgng ciia thude:

Béo quan: Trong bao bi kin, noi khd, dudi 30°C.

Han diing: 24 théng ké tir ngay san xut.

Tiéu chudn chit lugng: TCCS.

16. Tén, dia chi ciia co' s& sdn xuit thude:

Céng ty ¢b phdn Duge phém Pharbaco Théi Binh

Tru s6: L6 CNOT — Cum cong nghiép An Ninh, X4 An Ninh, Huyén

Tién Hai, Tinh Thai Binh, Viét Nam

Sén xudt tai: L6 CNOT — Cum cong nghi¢p An Ninh, Xd An Ninh, Huyén
Tién Hai, Tinh Thai Binh, Viét Nam

PHARBACOTHAIBINH



