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AstaMelox 7.5 mg/ 15 mg

Néu can thém théng tin, xin hdi y kién béc si.
Doc ky hudng dan strdung trude khi ding. D€ xa tam tay cta tré em.

THANH PHAN CONG THU'C THUOC

AstaMelox 7.5 mg

M&i vién nén chtra:

Thanh phan hoat chat: Meloxicam .................. 7,5 mg

Thanh phdn ta dugc: Trisodium citrate dihydrate, Lactose monohydrate 200M, Tinh bdt bap (Maize Starch),
Microcrystalline cellulose 101, Croscarmellose sodium, Povidone K30, Sodium starch glycolate (type A), Calcium
stearate, Colloidalsilicon dioxide.

AstaMelox 15 mg

M®&i vién nén chira:

Thanh phan hoat chat: Meloxicam .................. 15 mg

Thanh phan td dugc: Trisodium citrate dihydrate, Lactose monohydrate 200M, Tinh bdt bap (Maize Starch),
Microcrystalline cellulose 101, Croscarmellose sodium, Povidone K30, Sodium starch glycolate (type A), Calcium
stearate, Colloidalsilicon dioxide.

DANG BAO CHE: Vién nén

Mo ta:

AstaMelox 7.5 mg: Vién nén hinh tron, hai mét cau 6i, mau vang nhat, mdt mat cé hoa ti€t s8 7.5, mdt matco hoa tiét
dudng ngang.

AstaMelox 15 mg: Vién nén hinh tron, hai mat cau 16, mau vang nhat, mot mat cé hoa tiét s6 15, mot mat c6 hoa tiét
duoing ngang.

CHi DINH

Diu tri triéu chitng ngan han clia cac dot cap viem xuang khép.

Diéu tri triéu chitng dai han cta viém khdp dang thap hodc viém cot séng dinh khdp.
Thudc duge chi dinh cho ngudi Lén va tré em tir 16 tuditrd én.

CACH DUNG, LIEU DUNG

Cach dung: DUng dudng udng.

Ligu dlung:

Téng lidu dung hang ngay nén dugc st dung dudi dang don ligu (dung mdt [an).

Tac dung khdng mong mudh c6 thé duoc gidm thiéu bang cach sir dung litu th&p nhat cé hiéu qué trong thoi gian ngan
nhat can thiét dé kiem soat triéu ching.

Nhu c3u gidm triéu chitng va dap (ng diéu trj ctia bénh nhan cén dugc danh gid lai dinh ky, dac biét & bénh nhén bi
viém xuong khép.

Viém xuong khép cdp tinh: 7,5 mg/ngay. Néu can thi€t lieu c6 thé tang [én thanh 15 mg/ngay.

Viém khdp dang thdp, viem cot séng dinh khdp: 15 mg/ngay. Ty theo dép (tng diéu tri, liéu c6 thé gidm xudng thanh
7,5 mg/ngay.

Khong dung qua ligu 15 mg/ngay.

D6i twong dac biét:

Nguoi cao tudi: Ligu khuyén céo cho dieu tri dai han viém khép dang thdp va viém c6t séng dinh khdp & ngudi cao tudi
la 7,5 mg/ngay

O’'bénh nhan cé nguy co'cao bj nhitng phén tng bét loi: chang han nhu cé tign st bénh Ly tiéu hoa hoac yéu té nguy co
tim mach, nén bat dau diéu tri vdi lieu 7,5 mg/ngay.

Suy than: Thudc nay chdng chi dinh ¢ bénh nhan suy than nang khong chay than nhan tao. O bénh nhan suy than giai
doan cudidang chay than nhan tao, lidu dung khéng duoc vuot qua 7,5 mg/ngay. Khong can giam liéu & bénh nhén suy
than nhe dén trung binh (d6 thanh thai creatinine Ldn hon 25 mUphat).

Suy gan: Khéng can giam lieu & bénhnhan suy gan nhe dén trung binh. Chang chi dinh v6i bénh nhan suy gan néng
Tré em: Vién nén Meloxicam chéng chi dinh & tré em dudi 16 tudi

CHONG CHi DINH
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- Ba thang cudi ctia thai ky.

-Tré em va thanh thigu nién du'di 16 tudi.

- Di tng vdi hoat chat hodc bat ky ta duoc nao.

-C6 kha nang man cadm chéo ddi vdi acid acetylsalicylic va cac thudc chdng viém khong steroid khac (NSAIDs).

- Khéng diing thudc cho bénh nhan titng cé ddu hiéu hen phé quan tién trién, polyp mi, phit mach hodc ndi may day
sau khi dung acid acetylsalicylic hodc cac thudc chéng viém khéng steroid khac.

-Tién stf loét hoac thiing da day - ta trang lién quan dén diéu tri NSAID trudc dé.

- Loét da day - ta trang tién trién hodc tién st loét tai phat/huyét khéi tai phat (hai hoac nhiéu dot loét hodc chay mau
da day - td trang da dugc xac nhan.

-Suy gan nang.

-Suy than nang khong chay than nhan tao.

- Xuat huyét tiéu héa, tién st xuat huyét ndo hodc réi loan d6ng mau khac.

-Suy tim nang.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Céc thudc chdng viém khong steroid (NSAIDs), khdng phai aspirin, dung dudng toan than, c6 thé [am tang nguy co
xudt hién bién c6 huyét khéi tim mach, bao gém ca nhdi mau ca tim va dot quy, c6 thé dan dén tir vong. Nguy co nay
c6 thé xuat hién sém trong vai tuan dau dung thudc va c6 thé ting lén theo thdi gian dung thubc. Nguy co huyét khai
tim mach dwgc ghi nhan chi yéu & litu cao. Bac si can danh gid dinh ky su xuat hién clia cac bién ¢ tim mach, ngay
ca khi bénh nhan khéng cé cac triéu ching tim mach trude dé. Bénh nhan cin dugc canh bdo vé céc triéu ching clia
bién c& tim mach nghiém trong va cén thdm kham bac si ngay khi xuit hién cac triéu chitng nay. Dé giam thiéu nguy
co xudt hién bién cd bat lgi, can stt dung thudc & ligu hang ngay thap nhat cd hiéu qua trong thoi gian ngan nhéat co thé.
Nhu céc thudc chong viém khong steroid khac, can than trong khi diing thudc nay ¢ nhiing bénh nhan cd tién st bénh
dudng tiéu hod va nhitng bénh nhan dang diéu tri véi thudc chdng déng méau. Can theo ddi can than nhitng bénh nhan
cé triéu chitng clia duong tidu hod. Phai ngung diing thude néu xuat hién loét da day ta trang hodc xuat huyét duong
tiéu hod.

Ciing nhu cac NSAIDs khéc xuét huyét duding tiéu hod, loét hodc thing, cé kha nang gay tirvong, cd thé xay ra bat ct
lic nao trong qua trinh digu tri ma cé hay khéng cé nhitng dau hidu canh bao hodc tién s bi céc tai bién tram trong
trén duong tiéu hoa. Hau qua clia nhiing bién chiing trén thudng tram trong hon ¢ bénh nhan nguoi cao tudi.

Céac phan Ung nghiém trong & da, mot s6 co thé gay tU vong, bao gom viém troc L& da, hoi chitng Stevens- Johnson,
hoai t&r déc biéu bl, rat hiém duogc bao céo lién quan véi viée str dung cac thudc chdng viem khong steroid. Nhirng
bénh nhan gap phai nguy co cao nhat clia nhitng phan (ing bat loi nay thuting & giai doan sdm khi bat dau didu tri, trong
phan Lén cac trudng hop, phan tng khdi phat trong thang dau tién diéu tri. Nén nging s dung thudc ngay khi xuat hién
phat ban trén da, thuong ton & niém mac hodc bat ¢ ddu hiéu man cam nao.

Cac thudc chdng viém khong steroid (NSAIDs) (rc ché téng hop cac prostaglandin ¢ thédn c6 vai tro ho trg trong viéc
duy tri su tudi mau than. Nhiing bénh nhan cé thé tich va lru luong mau qua than giam, viéc diing thudc NSAIDs c6
thé nhanh chong 1am 16 ro sy mat bu ctia than, tuy nhién tinh trang nay thuong dugc phuc hoi trd lai trang thai ct nhu
trudc khi digu tri néu ngung dung thudc chéng viém khong steroid.

Nhitng bénh nhan cé nguy cd cao nhat bj phan ting trén la cac bénh nhan cao tudi, cac bénh nhan bi mat nwdc, suy
tim sung huyét, xa gan, hoi chirng than hu'va bénh 1y taithan rd rét, bénh nhan dang diu tri ddng thoi voi thude Loi tieu,
thudc trc ché men chuyén hoac (e ché thu thé angiotensin Il hodc nhitng bénh nhan dang phai trai qua nhiing dai phau
ma ¢ thé dan dén giam thé tich mau. &' nhirng bénh nhan néi trén can kiém tra chit ché thé tich nwdc tiéu va chic
nang than lic bt dau diéu tri.

Hiém gap hon, cacthudc chdng viém khéng steroid cd thé gay viém théan ké, viém cau than, hoai tif nhu mo than hoac
hoi chitng than hu.

Ligu dung ctia thudc trén nhitng bénh nhan suy than giai doan cudi dang loc mau khéng dugc vugt qud 7,5 mg. Khéng
can giam ligu & nhitng bénh nhan suy than nhe hodc trung binh (nhu L& & nhitng bénh nhan vdi do thanh thai Creatinin
trén 25 mL/phut).

Nhu da s6 c4c thudc chéng viém khong steroid khéc, su ting thodng qua transaminase huyét thanh hodc céc thong
s8 khac clia chitc néng gan da dugc ghi nhan. Trong da s8 céc trudng hop thdy su'tang nhe trén gidi han binh thudng
va thodng qua. N&u sy bat thudng déng ké hodc kéo dai, c&n ngung dung thudc va tién hanh céc xét nghiém theo déi.
Khéng can giam litu ¢ nhitng bénh nhén xo gan 6n dinh trén ldm sang.

Can theo d6i cin than & nhiing bénh nhan thé trang y&u hay suy nhurgc mé kém chiu dung céc téc dung phu clia thudc.
Nhu véi céc thudc chdng viem khong steroid khac, can than trong khi dung thuéc ¢ nhitng bé&nh nhén ngudi cao tudi vi
ho dé cé tinh trang suy giam chirc nang than, gan hay tim.

Trang 2/ 8

PR

A

oo



https://trungtamthuoc.com/

Cac NSAIDs cd thé gy gilr mudi natri, kali va nudc cling nhu ngén can tac dung kich thich bai tiét natri trong nuwéc tiéu
clia thudc loi tiéu. Suy tim hodc tang huyé&t dp co thé xudt hién hodc nang thém & nhirng bénh nhan man cam. Nhing
bénh nhan cd nguy co nén duoc theo doi sat trén lam sang.

Meloxicam, cling nhur cac NSAIDs khéc c6 thé lam che phui cac triéu ching clia bénh nhiém khuan chinh.

Str dung meloxicam ciing nhu céc thudc tc ché cyclooxygenase/ tong hop prostaglandin khac co thé gay anh huang
¢6 hai dén su sinh san va dugc khuyén cao khdng nén duing cho phu ni mudn cé thai.

Do dg, cdc phu nit khéd mang thai hoac nhitng phu nit dang ti€én hanh kiém tra chitc nang sinh san kém can xem xét
viéc nglrng digu trj voi meloxicam.

Véi nhirng tuwong téc thude ién quan can su chdm s6c dac biét, xin xem phan“Tuwong tac, tuong ky cta thudc”. Chua
c6 nghién clru dac hidu vé &anh hudng clia thudc [&n kha nang i xe va van hanh may mdc. Bénh nhan co rdi loan thi
giac, ngu ga, hoac cac rdi loan than kinh trung wong khac can trénh nhiing hoat déng do.

Thudc cd chira lactose. Trén nhirng bénh nhén ¢ tinh trang khéng dung nap vdi galactose, vi du galactoza huyét, thiéu
men Lapp-lactase hodc hép thu kém glucose- galactose do yéu t8 di truyén, di hiém khi xay ra, thi khdng nén sl dung
san pham nay.

SU’ DUNG THUGC CHO PHU NU' CO THAI VA CHO CON BU

Thoi ky mang thai:

Chéng chi dinh thuéc cho phu nif cé thai.

Uc ché tdng hop prostaglandin c6 thé anh huding dén thai phu va/hodc su phat trién clia phdi thai. D liéu tir céc
nghién ctu dich t& hoc cho thay su tang nguy co sy thai va dj tat tim va thoat vi bdm sinh loai gastroschisis (bénh ho
thanh bung bam sinh) sau khi stz dung thudc trc ché tong hop prostaglandin ¢ giai doan sém cla thai ky. Nguy co tuyét
d6i gay di tat tim tang tir dudi 1% L&n khoang 1,5%. Ngudi ta tin rang nguy co nay tang khi tang lieu va khoang thoi gian
digu tri. Trong c4c nghién ctu tién 1am sang, diéu tri bang chéat trc ché téng hop prostaglandin cho thay tang sdy thai
trudic va sau khi lam t6 va ti & chét thai. Thémvao do, tang ti L& cac dj tat khac bao gom tim mach dugc béo cao trong
cac nghién cliu tien ldm sang cd str dung chat trc ché prostaglandin trong thoi gian tao thanh cac coquan.

Trong 3 thang cudi clia thai ky, tt cd cac chét (rc ché téng hop prostaglandin cd thé gay trén thai nhi;

-Déc tinh trén tim phéi (d6ng s6m &ng ddng mach va ting huyét ap tinh mach phdi).

- R&i loan chitc ndng than, c6 thé dan dén suy than, cé sy hién dién thiéu 6i anh hudng trén me va trén thai nhi giai
doan cudi clia thai ky.

-Tang thoi gian chay mau, tac dung chong kéttap tiéu cau co thé xay ra tham chi & ligu rat thap.

-Uc ché co bép tircung lam cham thdi gian chuyén da.

Thoi ky cho con bu: Cac NSAIDs duge tiét vao sita me, khdng co kinh nghiém cu thé nao xayra vdi thude. Do do, chdng
chidinh sl* dung trén phu nir dang cho con bu.

Viéc str dung meloxicam, giong nhu vdi bat ky thudc nao duge biét (e ché tdng hop cyclooxygenase/ prostaglandin,
¢6 thé lam suy gidm kha nang sinh san va khong dugc khuyén cédo st dung trén phu nit ¢ k€ hoach mang thai.
Meloxicam c6 thé tn hodn rung tritng. Do dé, nén can nhac ngung meloxicam ¢ nhiing phu nit khé thy thai, hodc dang
dugc chan doan danh gia va sinh.

ANH HUONG CUATHUGC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Chuta c6 nghién cliu v anh hudng ctia thudce 1&n kha nang Lai xe va vin hanh may méc. Tuy nhién, nén canh bao bénh
nhan [ cé thé gap céc tac dung khdng mong mudn nhu rdi loan thi gidc k& ca nhin md, xay xdm, budn ngl, chong mat
va céc r6i loan than kinh trung wong khéc.

Do véy, nén khuyén bénh nhéan than trong khi lai xe hodc van hanh may mdc.

N&u bénh nhan gép bat ky cac tac dung khdng mong mudn nay, nén tranh nhirng hoat dong c6 kha nang gay nguy hiém
nhu ldi xe hodc van hanh may méc.

TWONG TAC, TUONG KY CUA THUGC

Twong tac thudc: Cac nghién cliu vé tuong tac chi dugc thuc hién trén nguoi Lan.

Nguy co'lién quan dén tang kali mau:

MGt s6 thudc hodc nhém didu tri c6 thé gay tang kali mau, bao gdm: Mudi kali, Thudc Lgi tiéu gilr kali, Thudc trc ché
men chuyén angiotensin (ACE), ThuSc d&i khang thu thé angiotensin Il, Thudc chdng viém khong steroid (NSAIDs),
Heparin (trong lugng phan tlr thap hodc khong phan doan), Cyclosporin, Tacrolimus, Trimethoprim.

Su khoi phat ctia tang kali mau cé thé phu thudc vao cac yéu té di kem khac. Nguy co nay tang [én khi cac thudc trén
duoc st dung dong thai véi meloxicam.

Tuong tac dugc luc hoc:

NSAIDs khéc (bao gém cd thudc (e ché chon loc cyclooxygenase-2) va Aspirin > 3g/ngay:
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Viéc st dung két hop vai céc thude chdng viém khong steroid khac, bao gdm ca aspirin vdi lieu chdng viem (2 500 mg
moi ligu hodc 2 3 gtdng ligu hang ngay), khong dugc khuyén cao. Nguyén nhan 1a do viéc st dung nhigu NSAIDS cling
lic c6 thé lam tang nguy co loét va chdy mau dudng tiéu hda dotac dung hiép dong.

Corticosteroid (vi du: Glucocorticoid):

Str dung dong thai vai NSAIDs lam tang nguy co tac dung phu trén duong tiéu hda, nhur chay mau hodac loét da day - ta
trang.

Thudc chéng déng mdu hodc heparin ding cho ngudi cao tudi hodc vdi ligu diéu tri:

Nguy co chay mau tang dang ké do (rc ché chirc nang ti€u cau va ton thuong niém mac da day - té trang. NSAIDs ¢6
thé lam tdng tac dung clia thudc chdng ddng méu, chang han nhu warfarin. Viéc st dung dong thoi NSAIDs v6i thudc
chong déng hoac heparin ¢ ngudi cao tudi hodc voi ligu digu trj khéng dugc khuyén cdo.

Trong trudng hop bat budc phai str dung heparin, can than trong do nguy co chay mau ting cao.

Cén theo doi chat ché chi s6 INR néu khdng thé tranh viéc két hop hai loai thudc nay.

Thudc tiéu soi huyét va thubc chéng két tap tiéu céu:

Tang nguy ca chay méu do Ut ché chirc nang ti€u cau va ton thuong niém mac da day - ta trang.

Thudc trc ché tai hap thu serotonin c6 chon loc (SSRIs):

Tang nguy co chay mau duong tiéu héa.

Thuéc loi tiéu, thuéc tre ché men chuyén ACE va thudc déi khang thu thé Angiotensin II:

NSAIDs c6 thé lam giam tac dung clia thudc Loi tiéu va c&c thudc ha huyét dp khac. O mot s6 bénh nhan cé chire nang
than bi suy giam (vi dy: bénh nhdn méat nudc hodc ngudi cao tudi cé chire nang than suy giam), viéc stz dung dong thoi
thudc tc ché men chuyén ACE, thudc ddi khang thu thé angiotensin |l va thudc trc ché cyclooxygenase cd thé lam suy
giam thém chirc ndng than, thdm chi gy suy than cp tinh, mac du tinh trang nay thudng co thé hoi phuc.
Do d6, can than trong khi phéi hop, dac biét & ngudi cao tudi. Bénh nhan can dugc cung cap di nude va nén theo dai
chitc ndng than trudc khi bat dau didu tri phéihop, ciing nhu dinh ky sau do.

Cdc thudc ha huyét dp khéc (vi du: thuc chen beta):

NSAIDs c6 thé lam giam hiéu qua ha huy&t dp clia thudc chen beta (do trc ché prostaglandin cd tdc dung gian mach).
Thudc trc ché calcineurin (vi du: cyclosporin, tacrolimus):

NSAIDs c6 thé lam tang ddc tinh trén than cua thudc tc ché calcineurin do tac dong qua trung gian prostaglandin
than. Khi diéu tri ph6i hop, can theo doi chite nang than mot cach cén théan, dac biét ¢ ngudi cao tudi.

Deferasirox:

Strdung dong thoi meloxicam va deferasirox co thé lam tdng nguy co'tc dung phu trén duong tiéuhdéa. Can than trong
khi két hop hai thude nay.

Mifepristone:

Khang nén str dung NSAIDs trong vong 8-12 ngay sau khi diing mifepristone, vi NSAIDs ¢6 thé lam giam hiéu qua cla
mifepristone.

Dung cu tircung (Intrauterine devices - IUDs):

NSAIDs dirgc bao c4o 13 c6 thé lam gidm hiéu qua clia dung cu tlr cung. Tac déng nay da dugc ghi nhan nhing van can
cd thém xac nhan tlr cdc nghién cru khac.

Khang sinh quinolone:

D{¥ liéu tif ddng vat cho thdy NSAIDs c6 thé lam tang nguy co co gidt khi s dung chung véi khang sinh quinolone.
B&nh nhan diing dng thoi NSAIDs va quinolone cd thé ¢ nguy cd cao bico giat.

Zidovudine:

Nguy co doc tinh huyét hoc tang Lén khi NSAIDs duoc ding cling véi zidovudine. C6 bang chirng cho thay nguy co xuét
huy&t trong khdp (haemarthroses) va tu mau (haematoma) tang cao ¢ bénh nhan HIV(+) bi bénh mau khé dong khi
diéu tri dong thoi véi zidovudine va ibuprofen.

Twrong téc duwrg'c dong hoc (Anh hurdng ctia meloxicam lén durgc déng hoc cua cac thudc khéc):

Lithium:

Cac thudc chéng viém khong steroid da duoc ghi nhan am tang lithium huyét twong (do lam gidm tiét lithium qua
than), cd thé dan dén mirc gay doc. Knong khuyén céo st dung dong thoi lithium va NSAIDs. Néu can thiét phai két
hop 2 thudc nay, can phai theo déi nong dé lithium huyét twong can than trong khi bat dau diéu tri, digu chinh va khi
dirng meloxicam.

Methotrexate:

NSAIDs cé thé lam gidm tiét methotrexate qua than do d6 lam tang ndng dd methotrexate trong huyét tuong. Vi li do
nay, vdi cac bénh nhan dung lieu cao methotrexate (trén 15 mg/tuan), khdng khuyén cdo dung dong thoi vai NSAIDs.
Nguy co trong tac giita cac san pham NSAID va methotrexate cling nén dugc xem xét trén bénh nhan ding léu thap
methotrexate dac biét 12 bénh nhan chirc nang than suy giam. Trong truong hop can thiét két hop diéu tri, can theo déi
cong thitc mau va chitc nang than. Can than trong trong trirdng hop diing dong thai NSAIDs va methotrexate trong
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vong 3 ngay, khi ma nong dé methotrexate huyét turong c6 thé tang va 1am ting doc tinh. Mac du dugc dong hoc clia
methotrexate (15 mg/tuan) khong bj &nh hudng khi sir dung dong thoi véi meloxicam, can xét dén déc tinh trén hé tao
mé&u clia methotrexate cd thé bj khuéch dai do digu tri cling NSAIDs.

Pemetrexed:

Khi str dung meloxicam cung véi pemetrexed & bénh nhan co do thanh thai creatinine tir 45 - 79 ml/phut, can ngimng
diéu tri voi meloxicam it nhat 5 ngay trude, vao ngay sirdung, va it nhat 2 ngay sau khi diing pemetrexed. N&u can phoi
hop meloxicam va pemetrexed, can theo d6i chat ché bénh nhén do nguy co (rc ché thy xwong va cdc phan ¢ng c6 hai
trén dudng tiéu héa. O bénh nhan suy than nang (dd thanh thai creatinine < 45 ml/phuit), khdng khuyén cao st dung
meloxicam clng véi pemetrexed.

O’ bénh nhan cé chirc nang than binh thuding (d6 thanh thai creatinine = 80 mUpht), lidu 15 mg meloxicam c6 thé lam
giam qua trinh dao thai pemetrexed, lam tang nguy co tac dung phu clia thudc nay. Do dé, can than trong khi phéi hop
meloxicam (ligu 15 mg) vdi pemetrexed & nhdm bénh nhan nay.

Twong tic dwgc dong hoc (Anh hwéng cua céc thubc khéc lén dwoc déng hoc ctia meloxicam)

Cholestyramine:

Cholestyramine thic ddy quéa trinh dao thai meloxicam bang céch 1am gidn doan qud trinh tuan hoan rudt-gan lam
ting dd thanh thai meloxicam l&n 50% va gidm thdi gian ban thai xufng con 13+3 gidy. Tueng tac nay cd y nghia lAm
sang.

Twong téc duoc ding hoc: Anh hwng cua viéc két hop meloxicam vdi cac thudc khac

Thuéc diéu tri déi thdo dudng dudng udng ( sulfonylurea, nateglinide):

Meloxicam dugc chuyén hda gan nhu hoan todn & gan théng qua hé enzym cytochrome P450 (chiiyéu CYP2C9 va mét
phan nho qua CYP3A4), va khodng 1/3 qua céc co ché khac nhu oxy hoa bang peroxidase. Khi diing meloxicam ciing
voi cac thudc cé kha nang e ché hodc dugc chuyén héa bdi CYP2C9 valhodc CYP3A4, cé thé xay ra tuong tac dugc
déng hoc. Vi du, khi meloxicam duoc két hop véi thudc tri tiéu dudng nhom sulfonylurea, ndng do trong huyét tuong
clia ca hai thudc cé thé tang 1&n, lam tang nguy co ha dudng huyét. Do dé, cin theo ddi chat ché duong huyét cla
bénh nhan néu st dung dong thoi meloxicam voi sulfonylurea hodc nateglinide.

Khong ghi nhan tuong tac dugc dong hoc cd v nghia lam sang khi ding meloxicam clng voi thudc khang acid,
cimetidine hoac digoxin. Tuy nhién, cé thé xayra su gia tang néng do digoxin trong huyét thanh.

Dan s6 nhi khoa

Céc nghién clru vé tuong tac thudce chi duge thuc hién trén ngudi trudng thanh.

TAC DUNG KHONG MONG MUGN CUA THUGC

Dir liéu tir cac thir nghiém 1am sang va dich t& hoc cho thy viéc st dung mét s& thudc NSAIDs (déc biét & liBu cao va
trong diéu tri dai han) c6 thé lién quan dén viéc gia tang nguy ca cac bién co huyét khoi tim mach (Xem thém phan
Canh béo va than trong khi dung thudc).

PhUl, tdng huyét ap va suy tim da duwge bao céo khi diu tri bang NSAIDs.

Tac dung phu thuong gap nhat cé lién quan dén duding tiéu hoa. Co thé xay ra loét da day-ta trang, thiing hodc xuat
huyét tiu hoa (doi khi gay tivong, dac biét & ngudi caotudi). Ngoai ra, buon non, non, tiéu chay, day hai, tdo bon, kho
tiéu, chan an, dau bung, phan den, ndn ra mau, viém miéng loét, lam tram trong thém viém loét dai trang va bénh
Crohn da dugc ghi nhan sau khi st dung thudc. it gdp hon, c6 thé xuat hién viém da day, viém ludi, viém tuy, viém thuc
quan va tén thuang thue quan.

Céc phan (ing da nghiém trong: Hoi chitng Stevens-Johnson va hoai ti biéu bi nhiém ddc (toxic epidermal necrolysis
-TEN) da duoc bao céo.

Céc phéan (ng cd hai dugc bao cdo trong cac nghién clu Ldm sang va sau khi duwa thudc ra thi trudng dugc Liét ké nhu
bang bén duGi theo tan suét xay ra (rit thuding gap 21/10, thudng gap 21/100 dén <1/10; it gap 21/1000 dén <1/100;
hi€m g&p 21/10.000 dén <1/1000, rat hiém gap <1/10.000, khdng rd (khdng thé wdc tinh trén di liéu hién cd).

Co quan Tac dung khéng mong mudn Tan sudt xuat hién
R6i loan méu va hé Thiéu mau it gap
bach huyét Cong thitc méu bat thuding (bao gdm ca xét nghiém phan biét Hiémgap
bach cau), giam bach cau, giam tiéu cau
Mat bach cau hat Rat hiém gap
R&i loan hé mién dich Phan g dj trng khéng bao gdbm phan (ng phéan vé hodc phan it gap
(*'ng dang phan vé
Phan Ung phan vé hoac phan (ng dang phan vé Khong ro
R6iloan tdm thén Thay d6i tdm trang, ¢ mong Hiémgap
Trang théi 14 lan, m&t phuong hudng Khong ro
R&iloan hé than kinh Pau dau Thuong gap
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Co quan Tac dung khéng mong mudn Tan sudt xuat hién
Chéng mat, budn ngu [tgap
R6i loan mat R@i loan thi gidc bao gdm m& mat; viem két mac Hiémgap
Réiloantaiva médao | Chéng mat it gap
U tai Hiémgap
Réi loan tim Bénh tréng ngu'c Hiémgap
Suy tim Khéng ro
Réi loan mach mau Tang huyat &p, do biing it gap
RGiloan h6 hap, nguc | Hen suyén & nhiing ngudi di ('ng véi aspirin hodc cac NSAID Hiémgap
va trung that khéac
Réi loan tiéu héa Khé tiéu, bubn ndn, ndn, dau bung, tdo bon, day hoi, tifu chdy | Ratthudng gap
Xuat huy8t tiéu hoéa tiém an hodc daithé”, viém miéng, vimda | ltgap
day, g hol
Viém daitrang, loét da day ta trang”, viém thuc quan Hiémgap
Thiing duding tiéu hoa Rat hiém gap
Viém tuy Khéng ro
Réiloan gan mét R6i loan chirc nang gan (vi du: tang transaminase hoac it gap
bilirubin)
Viém gan Rat hiém gap
Réiloanda va mé dudi | Phu mach, ngita, phat ban It gap
da May day, Phan (rng co hai nghiém trgng trén da (SCAR): Hiémgap
Hoi ching Stevens-Johnson (SJS), hoai tir biéu bi nhiém déc
(TEN)
Viém da bong nudc, hong ban da dang Rat hi€m gap
Phan (tng nhay cam véi 4nh sang, hong ban nhiém saccd dinh | Khong rd
Réiloan than va tiét Gilr natri va nude, tang kali mau, xét nghiém chirc nang than [tgap
niéu bét thudng (tang creatinin huyét thanh va/hodc uré huyét)
Suy than cap, dac biét & nhitng bénh nhan cé yéu té nguy co Rat hiém gap
Réi loan co quan sinh Va sinh & nit, rung tritng cham Khong ro
sanva vl
Réiloan chung va tai Phl né bao gom phi né & chi dudi it gap
chb

*Xuat huy@t tiéu hoa, loét da day ta trang c6 thé nghiém trong vé c6 kha nang gay tlr vong, dac biét Gngudi cao tudi
Ngirng dung thudc néu xay ra cac phan tng cd hai (ADR) nghiém trong.

Théng bao ngay cho bac sy hodc duge si khi gap céc tac dung khdng mong muén nhu trén khi st dung thude hodc bao
céo céc phan (ing c6 hai ctia thudc vé Trung tdm Théng tin thudc va Theo ddi phan ng ¢d hai clia thude (ADR) Quédc
Gia tai dia chi: 13 - 15 L& Thanh T6ng - Hoan Kiém - Ha Noi; dién thoai: 024.3.9335.618; fax: 024.3.9335642; email:
di.pvcenter@gmail.com.

QUA LIEU VA CACH XU’ TRi

DAu hiéu va triéu chitng: Céac triéu ching sau khi ding qué liu NSAID cép tinh thudng chigidi han & tinh trang Lo do,
budn ngti, budn ndn, non va dau thugng vi, thudng cé thé hoi phuc béng cdch cham séc hd trg. C6 thé xay ra chay mau
duong tiéu hoa.

Ngd doc nang cé thé dan dén tang huyét &p, suy than cép, rdi loan chitc nang gan, suy hd hap, hén mé, co giat, truy
tim mach va nglrng tim. Phan (ing phan vé da dugc bdo cdo khi udng NSAID dé digu trj va c6 thé xay ra sau khi ding
qua lidu.

XU tri: Trong trudng hop qud lidu, cdc bién phép Am sach da day va cac bién phép hé trg todn than nén dugc st dung
vi hién nay chura c6 thudc gidi doc dic hiéu. Mot thir nghiém [Am sang cho thdy rang cholestyramine lam tang toc dd
dao thai meloxicam.

DPAC TINH DUQ'C LU'C HOC

Nhém duoe ly: Thude chdng viem khong steroid; Nhdm oxicams.

M3ATC: MO1ACOB

Meloxicam & thudc chéng viém khong steroid thudc loai acid enolic c6 tac dung chdng viém, giam dau va ha st trén
dong vat. Meloxicam ¢ hoat tinh chdng viém trén t&t ca cic mé hinh viém chuén. Co ché tac dung chung cho nhirng
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tac dung trén cd thé do meloxicam (rc ché sinh téng hgp céc prostaglandin dugc biét 1a nhitng chat trung gian gay
viem.

So sénh ligu gay loét va liBu c6 tac dung chdng viém trén md hinh viém khdp & chudt cdng da khang dinh Loi ich didu
tri ctia thudc vurgt troi cac thudc chdng viém khéng steroid chun trén dong vat. Invivo, meloxicam da trc ché sinh tong
hop prostaglandin & vi trf viém manh hon tai niém mac da day hay 6 than.

Ngudi ta cho rdng nhitng khac biét néu trén cé lién quan dén su trc ché chon loc trén COX-2 so vdi COX-1 va ngudi ta
tin rang viéc rc ché COX-2 dem lai nhitng hidu qua trj liéu clia NSAIDs, trong khi suf trc ché chil yéu COX-1 lai c6 thé
chiju trach nhiém cho nhitng phan (g phu trén niém mac da day hay than.

Tinh trc ché chon Lo trén COX-2 cliameloxicam da dugc khang dinh trong mot s6 cac hé thing thir nghiém invitro Lan
exvivo. Trong thlr nghiém mau toan phan ngudi, meloxicam cho thay thudc (ic ché chon loc COX-2 trén in vitro. Trong
th(r nghiém ex vivo, meloxicam (7,5 & 15 mg) cho thay trc ché& nhiéu hon trén COX-2, nhu da duge chirng td bang viéc
(rc ché nhiéu hon trén sir san xudt PGE, dugc kich thich bai lipopolysaccaride (COX-2) so v6i su' san xuat thromboxan
trong cuc mau déng (COX-1). Nhi*ng tac ddng nay phuthudc lidu diing. Meloxicam khong co tac déng trén su két tap
ti€u ciu hodc thdi gian méu chay & nhiing liu khuyén céo dung trong thir nghiém ex vivo, trong khi indomethacine,
diclofenac, ibuprofen va naproxen Uc ché dang ké su két tap ti€u ciu va kéo dai s’ chay mau.

Trong cac thir nghiém lam sang, nhin chung meloxicam 7,5 va 15 mg it gay ra cdc phan &ng phu trén dudng tiéu hda
hon so véi cac NSAID doi chiéu do tan sudt thap hon dang ké cac phan ting phu nhu kho tiéu, nén mira va dau bung.
Tan sudt thing, loét, xuat huyét dudng tiéu héa trén dugc béo céo cd lién quan dén meloxicam thi thap va phu thudc
liBu dung.

Khéng cé nghién cltu riéng Lé du l6n dé phat hién nhiing khéc biét vé mat théng ké tan xuit thing, tic nghén, xust
huyé&t dudng tiéu hoa trén dang ké vé mat lam sang gilta meloxicam va cdc NSAID khac. MOt phan tich gop da dugc
ti€n hanh trén nhirg bénh nhan viém xuong khép, viem khdp dang thdp va viem cot séng dinh knép dugc digutri bang
meloxicam trong 35 th(* nghiém ldm sang. Thoi gian dung meloxicam trong thi* nghiém nay thay déi tir 3 tudn dén 1
nam (da s6 cac bénh nhan dugc thu nhan tham gia cdc nghién ciru kéo dai 1 thang). Hau hét nhitng bénh nhén dugc
phép tham gia cac thir nghiém trén déu cd tién sir thing, loét hay xuat huyét dudng tiéu hoa.

Tan xuét thiing, tdc nghén hay xuét huyét (POB) dugc danh gia hdi cltu sau viéc danh gid 'mu’ va ddc lap céc truong
hop. K&t qua dugc trinh bay & bang dudi day:

Nguy co tich liy thang, tac nghén hay xuat huyét ctia meloxicam 7,5 mg va 15 mg tir c4c thir nghiém lam sang clia Bl
so voi diclofenac va piroxicam (U'Gc tinh theo phuong phap Kaplan-Meier)

or s Aoty SSbénhnhantai | TUNg tac iy
Diéu ’Eri voilieu | Khoangthdai gian diém giita i ngh%n, Xuat Nguy o (%) Khoang tin cay
moi ngay (ngay) khong thdi gian hl’Jyet trpng 95%
khoang thai gian
Meloxicam 1-<30 95636 2 0,02 0,00-0,05
7,5mg 30-<91 551 1 0,05 0,00-0,13
1-<30 2785 3 0,12 0,00-0,25
Meloxicam 30-<91 1683 5 0,40 0,12-0,69
15mg 91-<182 1090 1 0,50 0,16-0,83
182-<365 642 0 0,50
Diclofenac 1-<30 5110 7 0,14 0,04-0,24
100 mg 30-<91 493 2 0,55 0,00-1,13
- 1-<30 5071 10 0,20 0,07-0,32
Pliescamang 30-<01 532 6 1,11 0,35-1,86

Trong m6t nghién clu lAm sang mu déi, ngau nhién & tré bj viém khdp dang thap thigu nién (JRA - Juvenile rheumatoid
arthritis) tlr 2 dén 16 tudi, meloxicam huyén dich dang udng dung mot [an moi ngay & lidu 0,125 mg/kg can nang (N =
73) va 0,25 mg/kg can nang (N = 74) dugc so sanh vdi naproxen 10 mg/kg can nang/ngay (BID) (N =78). Ty & dap (ing
sau mat nam didu tri 13 77%, 76% va 74% va nhu vy tuong duong nhau gitta ba nhém diéu tri. Ty 18 tac dung khong
mong mudn [ 74%, 80% va 85% tuong (ing & nhom duing meloxicam 0,125 mg/kg/ngay, 0,25 mg/kg/ngay va naproxen
10 mg/kg/ngay.

DAC TINH DU'O'C PONG HOC

Hap thu: Ding dudng uéng: Meloxicam duwoc hap thu tdt qua dudng tiéu hda, dugce thé hién qua sinh kha dung tuyét
d6i qua dwong udng khoang 90%. Vién nén, hon dich udng va vién nang cé tuang duong sinh hoc. Sau khi uéng ligu
don meloxicam, trung vi ctia ndng dd dinh trong huyét twong dat dugc sau 2 gity di vai hon dich va 5-6 gio déi voi dang
bao ché ran (vién nang va vién nén).
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Mtrc do hap thu meloxicam sau khi dung dudng udng khdng bj anh huding bai viéc diing cling thirc an hodc st dung
cac chatkhang acid vo co. Litu dung tuyén tinh dugc thé hién sau khi dung dang uéng trong phamvi liBu digu tri tr 7,5
mg dén 15 mg.

V6i da liéu, trang thai 6n dinh dat dugc sau 3-5 ngay. Lieu mot [an méi ngay dan dén ndng do trung binh thudc trong
huyét trong véi dao dong day/dinh tvang d6i nho trong khoang tong Gng tir 0,4 - 1,0 ug/mL véi lidu 7,5 mg va 0,8-2,0
ug/mL véilieu 15 mg (Ndng dd téi thiu va ndng do t6i da & trang thai 6n dinh, tiong (ing).

Nong dé t6i da trung binh ctia meloxicam trong huyét twong & trang thai 6n dinh dat dugc trong vong 5-6 gid tuong ting
ddi vai vién nén, vién nang va hon dich uéng.

Phan ba: Meloxicam lién két manh véi protein huyét twong, chi yéu 1a albumin (99%). Meloxicam xam nhap tét vao
dich khdp va dat duge ndng do x&p xi bang 12 nong dé trong huyét twong. Thé tich phan bs thap, x3p xi khoang 11 L
sau khi tiém bap hodc tinh mach, va cho thay thay déi tliy thudc vao tirng cé thé tir 7 -20%. Thé tich phan béd sau khi
dung da lieu meloxicam udng (7,5 mg t6i 15 mg) khodng 16 L v6i hé s6 bién thién trong gidi han tir 11 dén 32%.
Chuyén héa: Meloxicam chuy&n héa manh qua gan. Bén dang chuyé&n héa ctia meloxicam qua nudc tiéu da duoc xac
dinh khéng c6 hoat tinh sinh hoc. Dang chuyén héa chinh, 5'-carboxymeloxicam (60% ligu dung) dudc cdu tao thanh
bdi su oxy hda chat chuyén hoa trung gian 5'-hydroxymethylmeloxicam, cling dugc thai trif it hon (9% lidu ding).
Nghién ctu in vitro cho thdy CYP2C9 déng vai trd quan trong trong duding chuyén héa nay véi mot su déng gdp nha tir
isoenzyme CYP3A4. Hoat tinh chéng oxy hda & bénh nhan cd (& chju trach nhiém cho 2 chat chuyén hda khéc, vai sé
lwgng 16% va 4% tuong tng vdi ligu st dung,

Thai trir: Meloxicam dugc thai trir chii y8u qua nudc tiéu va phan & mire ngang nhau dudi dang chat chuy&n héa. Dudi
5% liBu dung dugc thai qua phan dudi dang nguyén dang, trong khi chi mét lwong rat nhé dugc thai qua nudc tiéu dud
dang nguyén dang. Thai gian bén thai trung binh dao dong trong khoang tlr 13 va 25 gid sau khi udng, tiém bép va tiém
tinh mach. B8 thanh thai huyét tuong khoang 7 - 12 mL/pht sau khi udng ligu don,dung dudng tinh mach hodc qua
frye trang.

D0 tuyéntinh/ khdng tuyén tinh:

Meloxicam biu th| dugc dong hoc tuyén tinh trong khoang ligu dieu trj tr 7,5 mg dén 15 mg dudng udng cing nhu
dudng tiém bap.

Nhom bénh nhan déc biét: ‘o\.

Bénh nhén suy gan/thdn: Ca trudng hop suy gan va suy than tlif nhe dén vira déu khong anh hudng dén dugationg hoc
meloxicam. Bénh nhan suy than mure do trung binh cé thanh thai thudc cao hon dang ké. Ba quan sat thiggiam lién
két protein dang ké & nhitng bénh nhan suy than giai doan cudi. Trudng hop suy than giai doan cudi, thé tichphan bo
tang c6 thé dan dén tang nong do tu do clia meloxicam cao hon va khong nén sir dung qua 7,5 mg/ngay. * /

Ngudi cao tudi : Bénh nhan ngudi cao tudi nam gidi c6 cac thong sé duge dong hoc trung binh tuong duong véi nam
giGi tré tudi. Bénh nhan ngudi cao tudi ni¥ gidi cho thay céc gid tri AUC cao hon va thoi gian ban thai dai hon so vdi cac
bé&nh nhan tré tudi ca nam va nir. D9 thanh thai huyét tuang trung binh ¢ trang thai én dinh & nguoi cao tudi kém hon
ngudi tré tudi khdng dang ké.

Tré em: Trong mot nghién citu trén 36 bénh nhi, phép do duoc ddng hoc da duoc tién hanh trén 18 tré voi lidu 0,25
mg/kg can nang dung dudi dang huyén dich udng. Nong do téi da trong huyét tirong Cmax (-34%)] ciing nhu dién tich
dudi dudng cong AUC, (-28%) cd xu hudng thap han & nhém tré c6 tudi it hon (tlr 2-6 tudi, s6 lwgng 7 em] so sanh vai
nhém tudi lén hon (7 dén 14 tudi, 6 lwong 11 em) trong khi db thanh thai trung binh clia nhém tré it tudi lai cao hon.
M&t so sanh trong lich st trén ngudi lon da cho thdy ndng do tap trung trong huyét trong it nhat cing twong ty gilra tré
[6n va ngudi Lén. Thoi gian ban thai (13 gid) cho c& hai nhém twong tu nhau va cé xu huéng ngan hon so vdi ngudi lon
(15-20 gid).

QUY CACH PONG GOL:
AstaMelox 7.5 mg: Vi bam Alu/Alu. Hop 2 vi x 10 vién; Hop 10 vix 10 vién.
AstaMelox 15 mg: Vi badm Alu/Alu. HOp 2 vi x 10 vién; Hop 10 vi x 10 vién.

DIEU KIEN BAO QUAN: Khdng qua 30°C, & noi khé rdo. Tranh anh sang.
HAN DUNG: 24 thang ké ti ngay san xuat.

TIEU CHUAN CHAT LUONG: TCCS

Ngay xem xét stra doi, cap nhat t& hudng dan st dung: 10.05.2025

CO' SO SAN XUAT:

CONG TY CO PHAN ASTA HEALTHCARE USA

L6 D1, D2, D6, D7 va D8 tai Khu céng nghiép Hoa Hiép 1,
P. Hoa Hiép Béc, Tx. Dong Hoa, T. Phd Yén, Viét Nam.
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