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bugc PHANM
CONG NGHE CAO

DE XA TAM TAY TRE EM. [ .
DOC KY HUONG DAN SU DUNG TRUOC KHI DUNG.
THUOC NAY CHI DUNG THEO PON THUOC.

THANH PHAN CONG THUC THUOC: cho 1 vién:

Melocabi 7.5:

Thanh phén dugc chét: Meloxicam 7,5mg.

Thanh phin t4 duge: Avicel PH101, Lactose rnonohydrat 200 mesh, PVP K30, Natri citrat dihydrat, Coloidal silicon
dioxyd, Magnesi stearat.

Melocabi 15:

Thanh phin dugc chit: Meloxicam 15mg.

Thanh phén t4 dugc: Avicel PH101, Lactose monohydrat 200 mesh, PVP K30, Natri citrat dihydrat, Coloidal silicon
dioxyd, Magnesi stearat.

DANG BAO CHE:
Melocabi 7.5: Vién nén hinh tru det, mau vang nhat, canh va thanh vién lanh In.
Melocabi 15: Vién nén hinh tru det, mau vang nhat, canh va thanh vién lanh lan.

CHI PINH:
- Giam cdc triéu chimg tam thoi cla viém xwong khép.
- Giam céc triéu chimg dai déing, kéo dai clia viém khép dang thép hoic viém cot séng dinh khép.

CACH DUNG - LIEU DUNG:

Liéu ding

Str dung thuoc voi liéu thip rthét c6 téc dung trong thoi gian ngén nhét ¢6 thé dé kiém soat triéu chimg thi tic dung
khong mong mubn giip phai gin nhu 12 khéng déng ké. Liéu ndy nén dugc danh gia dinh ky, dic biét & ngudi bi
viém xuong khép.

- Viém xuong khép: 7,5 mg/ ngay. Néu triéu chimg khéng cai thién, c6 thé  ting lidu lén 15 mg/ ngay.

- Viém khép dang thip, viém cét séng dinh khép: 15 mgr‘ ngay. Néu thubc dap tng tot thi c6 thé giam lidu xubng
7.5 mg/ ngdy.

Khéng sir dung r.huéc vuot qué lidu lwgng 15 mg/ ngay.

Sir dung thudc & d6i twong dic biét

Nguoi gia va ngudi ¢6 nguy co cao gap tdc dung khong mong muon:

Viém khép dang thap, viém cit sonn dinh khop:

- Ngudi gia: 7,5 mg/ ngay

- Neudi ¢6 nguy co cao gap tdc dung khéng mong mudn: Nén bit dau véi liéu 7,5 m a/ ngay.

Nguoi suy than:

Chéng chi dinh & bénh nhan suy thdn ning ma khéng thé thdm phén mau. O nhimg bénh nhén bi bénh than giai
doan cudi dang chay than nhén tao, liéu lwong khéng duoc vuet qué 7,5 mg/ ngay. Khong giam litu & ngudi suy
thén tir nhe dén trung binh (bénh nhan c6 5 thanh thai creatinin trén 25 ml/ phit)

Nguoi suy gan:

Khong can giam lidu & ngudi suy gan tir nhe dén trung binh.

Tré em:

Chéng chi dinh cho tré dudi 16 tubi.

Cich diing

Ding dudmg udng. Ngay udng 1 lan. Udng ngay sau bira #n.

CHONG CHI PINH:

- Mén cam véi meloxicam, aspirin, céc chéng viém khéng steroid khic va cic thanh phin khéc ciia thude.
- Phy nif trong 3 thang cudi cua thai ky.

- Tré em va thanh thléu nién dudi 16 tudi.

- Ngudi bi hen suyen polyp mili, phu mach, mé day khi diéu trj véi aspirin hofic cac thude NSAID khéc.
- Ngudi c6 tién sir chay mau hoic thing da day lién quan dén cic thube NSAID sir dung truée do.
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- Neudi bi loét da day hodc ¢6 tién sir loét/ chay méau da day tai phat.

- Suy gan nang. |

- Suy thén néng khéng tham phan mau.

- Xuét huyét da day, tién sir xudt huyét n3o hoic cac rdi loan xudt huyét khac.
- Suy tim nang.

CANH BAO VA THAN TRONG KHI DUNG THUOC:
- Khéng dung qua liéu khuyén cdo.
- Khong str dung déng thoi véi cac thude chbng viém khéng steroid khac (NSAID).
- Néu triéu chimg khéng cai thién sau mot vai ngay, hiéu qua diéu tri nén duoc d4nh gid lai.
- Ngudi ¢6 tién sir viém thuc quan, viém loét da diy nén dugc chita khéi hoan toan trude khi duge didu tri voi
Meloxlcam
Anh huéng trén da day
Chéay mau, ]oét hoic thiing da day d4 duoc ghi nhan vai tit ca céc thuoc NSAID & bét ky thoi diém nao trong qué
trinh diéu tri, m3ic di ¢6 hosic khdng c6 cc triéu chimg canh bdo hoic tién sir gép bién ¢b néng trén da day truée d6.
Nguy co chay mau, loét hoc thung da day cao hon khi ting liéu NSAID, & ngudi cé tién sir lo€t da day, dic biét
xudt huyét hogc thing da day & ngum cao tudi. Nhimg ngudi bénh nay nén dwgc didu tri voi lidu thap nhat c6 thé.
Nén xem xét két h(,rp véi cac thude khac (nhu thudc (ic ché bom proton hodc misoprostol) & nhimg ngudi bénh nay
hoac nhiing ngudi phai diing dong thoi liéu thép cia aspirin hodc céc thube cd nguy co trén da day.
Negudi ¢6 tién sir bi tac dung phu trén da day, nhit 13 & ngudi gid, nén bdo c4o tit ca céc triéu chimg bat thuong ¢
ving bung (ddc biét 1a chdy mau da day) trong thoi gian diéu tri.
Ngudi dang diéu tri v6i thube cé nguy co gy loét hodc chay mau da day (heparin), thubc chong déng (warfarin),
— c4c thude chon“ viém khéng steroid khac, hodc acid acetylsalicylic véi liéu don tir 500mg trd lén hodc trén 3g/ngly,
khong khuyen céo sir dung két hop v6i meloxicam.
Ngimg diéu tri véi melomcam néu xuét hién loét hoic chéy mau da day.
Nén thén trong khi diéu tri v6i meloxicam hoZc cc thube chéng viém khéng steroid & ngudi ¢6 tién sir bénh dudng
tiéu hda (viém loét dai trang, bénh Crohn).
Anh hwéng trén tim mach va tu:m hoan nio
Giam sat chat ché & nguin c6 tién sir ting huyét 4p va/hodc suy tim sung huyet tir nhe dén trung binh.
Theo ddi huyét 4p khi bit d4u va trong thoi gian dleu tri v&i Meloxicam.
Nghién ciru 1am sang va dir liu dich t& goi y ring sir dung thuée chona viém khang steroid (bao gém ca
meloxicam), dic biét & liéu cao hoic trong thai gian dai c6 thé ting ty 1€ nho bi huyét khéi dong mach (nhu nhoi
mau co tim hodic djt quy).
Bénh nhén bi ting huyét &p khéng kiém sodt, suy tim sung huyét va bénh tim thiéu mau cuc bd, bénh tinh mach
ngoai bién v bénh mach méu ndo chi nén diéu tri v6i meloxicam sau khi xem xét cin than. Trude khi bat déu diéu
tri dai ngdy véi meloxicam cho bénh nhan ¢6 nguy co méc bénh tim mach (nhu cao huyét 4p, m& mau, tidu dudmg
va hat thube 14), phai dugc xem xét cin than.
Phin trng da
Céc phan tng di L'mg de doa tinh mang (Stevens-Johnson (8JS)) va hoi chimg hoai tir da nhiém ddc (TEN) da duge
ghi nhén & ngudi sir dung me]ox:csm
Bénh nhan nén dugc thong bédo vé cic dau hiéu, triéu chung va duge gidm sat chit ch& cac phan ing di img da.
Nguy co bi SJS hodc TEN cao nhét trong tudn diéu tri diu tién.
- Néu triéu ching hodc déu hiéu ctia SIS hodic TEN (nhu ban da thuémg kém theo mun nurée hoic tén thuong niém
mac) Xuét hién, nén nging st dung meloxicam.
Néu bénh nhén bi SJS hoc TEN khi sir dung, phai ngimg vinh vién sir dung meloxicam.
Chirc niing gan - thin
Cling nhur hau hét cac thudc NSAIDs, meloxicam déi khi cling gdy ting transaminase, bilirubin va céc chi sé chirc
nang gan khéc; cling nhur creatinin, BUN (blood nitrogen urea) huyet thanh va céc chi sb xét nghiém khéc. Phén lém
cic trudng hop nay 1a cic bidu hiéu nhe va thoang qua. Néu c6 sy bét thudng nhu vdy nén ngung s dung
meloxicam.
Suy chirc niing thin
Cic thubc NSAID, do ure ché tac dung gidn mach ctia prostangladin thén, nén cé thé gdy suy chirc nang thén do gdy
giam d¢ loc cdu than. Tac dung khong mong mudn nay phu thude lidu. Vi viy, khi bit ddu diéu tri, hoic sau khi ting
liéu, phai gidm sat chit che chic ning thin & nhiing bénh nhén sau:
- Ngudi gla
- Diéu trj dong thoi Véi cac thude nhu thude re ché ACE, déi khang angiotensin I1, cc sartan, thube loi tiéu.
- Ha kali mau (do bét ky nguyén nhan gi)
- Suy tim sung huyét
- Suy than
- Héi chimg thén hu.
- Bénh thén do lupus
- Réi loan chirc ning gan ning (albumin huyét thanh <25 ¢/l hoic diém Child-Pugh > 10)
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Trong mot s6 truomg hep hiém gip, cdc NSAID ¢ thé gdy viém than k&, viém cdu thén, hoai tir tiy thén hodc héi
chu‘ng than hu.

O bénh nhan bi suy than giai doan cubi, lidu ctia meloxicam khong nén vugt qud 7,5mg. Khéng giam liéu & bénh
nhén bi suy thin nhe ho4c trung binh (nhu & bénh nhan ¢6 chi s6 thanh thai 16n hon 25 ml/phut).

Gitr natri, kali va nuée

Céc thude NSAID c6 thé gy giit natri, kali, nuéc va can thiép vao téc dung thai natri cta thudc lgi tiéu. Ngoai ra,
c4c thude nay ciing lam giam tac dung cia céc thude ha huyét ap. Két qua 1a lam trAm trong thém & nhimg bénh
nhan nhay cam. Vi vy, ca“m theo ddi 14m sang & nhitng bénh nhén c6 nguy co.

Tiing kali mdu

Tang kali mau thuong xay ra & nhimg ngudi bi tiéu dudmg hodc dang diéu tri ddng thoi véi cac thude 1am ting kali
maéu. Nguy co ting kali mau tang khi sir dung dong thdi véi céc thubc trén.

Sir dung ddng th¥i voi Pemetrexed

O bénh nhén suy than tir nhe dén trung binh dang didu tri v6i pemetrexed nén ngimg sir dung meloxicam it nhit 5
ngay trudce va 2 noay sau khi sir dung pemetrexed.

Nguy co huyet khéi tim mach:

Cac thubc chona viém khong steroid (NSAIDs), khéng phai aspirin, dung dudmg toan thén, cé the lam ting nguy co
xudt hién blE:I'l ¢b huyét khéi tim mach, bao goém ca nhﬁn méu co tim va dot quy, c6 thé din dén tr vong. Nguy co
nay c6 thé xuat hién sém trong vai tudn #iu ding thudc va c6 thé ting Ién theo thoi gian ding thudc. Nguy co huyét
khéi tim mach dugc ghi nhén chu yeu & liéu cao.

Béc st can d4nh gié dinh ky su xuﬁt hién ctia cac bién co tim mach, ngay ca khi bénh nhén khéng c6 céc triéu chung
tim mach truéc ¢6. Bénh nhén cin dugc canh bdo vé céc triéu chimg ciia bién cb tim mach nghiém trong va cén
thim khém bdc singay khi xuét hién céc triéu ching nay

Dé giam thiéu nguy co xudt hién bién c6 bat lgi, can sit dung meloxicam & liéu hang ngay thdp nhat ¢6 hiéu qua
trong thdi gian ngén nhét c6 thé.

Canh bdo va than trong khic

Cling nhu cac NSAID khac, cén than trong & ngudi gia ¢6 chirc nang tim, gan, than suy giam. Ngudi gia ¢6 tan suat
xut hién phén (mg c6 hai ting lén khi sir dung NSAID, d3c biét 1a Xuét huyet tiéu hoa va thing dudng tiéu hoa.
Ciing nhu céc NSAID khac, meloxicam c6 thé che ddu déu hiéu ctia nhiém khuan khaéc.

Meloxicam c¢ thé gay suy giam churc nang sinh san, va vi vay khéng dugc khuyén céo cho phu nit khé mang thai.
Thudc ¢6 chira latose nén can than trong véi bénh nhan khéng dunﬂ nap lactose (nhitng ngudi cé bénh sir d1 truyén
khong dung nap galactose, thiéu hut men Lapp lactase ho#ic kém hép thu glucose-galactose).

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:

Phu nir ¢6 thai:

U ché téng hop prostaglandin c6 thé anh hudng khéng t6t dén thai ky va/ hoic su phét trién ctia phéi/ thai nhi. Dir
liéu tir cac nghién ciru dich t& cho thiy c6 su gia ting nguy co say thai, di tat tim va da day sau khi sir dung trong
giai doan diu cua thai ky. Nguy co dj tat tim mach ting tir dudi 1% dén 1,5%. Ty 1é ndy ting theo liéu luong va thoi
gian diéu tri.

Trong 3 théng didu va 3 thang giita cla thai ky, chi dung meloxicam khi thyc su can thiét, lidu nén dugc gilr & mirc
thip va thai gian dleu tri ngé.n nhét cd the

Trong 3 thang cudi cta thai ky, céc thude irc ché tdng hop prostagladin ¢é thé anh huéng dén:

- Thai nhi: nhiém dc tim phoi, rm loan chirc nﬁng théan

- Chuyen da va sinh con: cé the kéo dai théi gian chay mau (6 thé xay ra ngay & liéu thap), trc ché co bép tir cung
dan lam cham qua trinh chuyen da.

Do viy, Meloxicam bi chéng chi dinh trong 3 thang cudi clia thai ky.

Cho con bu: ] .

Chura r3 meloxicam ¢6 dugc bai tiét vao sita me hay khéng, nhung céc thuoe chong viém khong steroid (NSAIDs)
¢6 tiét vao sira me. Vi vdy, meloxicam khéng duge khuyén khmh sir dung & phy nit cho con bi.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Chua c6 nghién ciru ey thé nao ve anh huong cua thuéc 1én kha néng 14i xe va sir dung may mac.

Thude c6 thé giy chéng mit, budn ngti. Vi vay, can than trong khi ding cho ngudi dang ldi xe hoge vin hanh mdy
moc.

TUGNG TAC, TUONG KY CUA THUOC:

Nguy co ting kali huyet

Mt s6 thudc holic yéu t6 c6 thé gdy tang kali mau: muodi kali, thuée lgi tiéu giir kali, thudc trc ché men chuyen
angiotensin, thuéc dbi khang receptor angiotensin II, thubc chéng viém khong steroid, heparin phin tir thip,
cyclosporin, tacrolimus va trimethoprim.

Twong tdc duge lwe hoe:

T}moc chong viem khong steroid khdc (NSAID) va aspirin: Khong khuyén cdo sir dung dﬁng théri voi cac thuée
chéng viém khong steroid (NSAID) khac va acid acetylsalicylic v6i liéu dom tir 500mg méi lan hodc tir 3g m&i ngdy
tra 1én.
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Corticoid (vi du, glucocorticoid): St dung dono thoi tédng nguy co gay loét hodc Xuét huyet dudmg tiéu hoa.

Cdc thuéc chong dong hodc heparin: Tang nguy co chdy mau do (rc che chirc nang tiéu ciu va ton thuong niém mac

da day. Cac thuéc NSAID c6 Ihe ting cudng tdc dung cua cic thubc chéng déng (nhu warfarin). Khéng sir dung

dong thoi meloxicam véi cac thuéc NSAID va thuéc chéng dong hoic heparin cho ngudi gia hodc véi liéu diéu tri.

Than trong khi sir dung heparin trong c4c trudng hop con lai (nhu liéu phong ngu‘a) do tang nguy co xut huyét.

Giam sat chét ché INR.

Thrombolync, tdc nhdn khdng tiéu cau: Tang nguy co chdy mau do (e ché chirc ning tifu cdu va gay tén thuong

niém mac dudng ti€u hoa.

Thudc ke che thu héi serotonin ¢6 chon loc (SSRIs): Ting nguy co xuét huyét dudng tiéu hoa.

Tkuoc loi tiéu, ke ché ACE va doi khdng angiotensin II: Cac thudc NSAID cé the lam gidm tic dung cua cac thude

loi tidu va thuoc ha huyét 4p khac. O mét s6 bénh nhan c6 chic ning than bi ton thuornﬂ (nhu bi mét nuéc, hogc

ngudi cao tudi ¢6 chirc ning than _suy giam), sir dung dong thoi véi cac thude e ché men chuyén ACE hodc d6i

khéng angiotensin II ¢6 the Iam trdm trong thém chuc ning than (nhu suy thén cap). Nhiing anh huéng nay déu c6

thé h01 phuc. Vi vdy, phai rit than trong khi sir dung, dic biét & ngudi gia

Céc thudc ha huyét dp khac (nhu thuoe chen beta): C6 thé lam gidm téc dung cia céc thudc ha huyét &p clia cic

thuoc chen beta do tc ché tic dung gidn mach ciia protagladin.

Uc ché calci niéu (nhw cyclosporin, :acrohmus) Ciéc thudc NSAID c¢6 thé gay tang déc tinh trén than cla cc thude

trc ché calci niéu. Nén giam sét chirc ning thén trong thoi gian diéu tri, d%c biét & nguoi gia.

Desferasirox: Tang nguy co tac dung phu trén dudng tiéu héa

Tuong tic duge dqng hoc (dnh huwéng cia meloxicam dén duwoc dgng hoc ciia cc thudc khic):

Lithium: Céc thuéc NSAID lam ting nonﬂ d6 lithi mau (do gidm thai trir lithi). Vi vay, khong nén sir dung cl(mnr thoi

céc NSAID véi lithium. Néu bit bude pha: sir dung d6ng thoi thi phai gidm sat chit ché nbng d§ lithium, diéu chinh

liéu hodc ngimg sit dung meloxicam néu cén thiét,

Methotrexat: Céc thubc NSAID c6 thé 1am giam bai tiét methotrexat nén lam ting nong d¢ methotrexat huyét tuong.

Do viy, khéng st dung NSAID & nhimng nﬂubl dang sir dung liéu cao (trén 15mg/tudn) clia methotrexat. Nguy co
twong téc gitra céc ché pham chira NSAID va methotrexat ciing nén dugc xem xét & ngudi sir dung methotrexat liéu

thép. Trudng hop ¢6 phdi hqp nén giam sét chiic ndng thén va cong thic mau. Than trong khi sir dung dong thoi

NSAID va methotrexat trong 3 ngay lién tuc vi néng dq methotrexat méu c6 thé ting va gdy dc.

Pemetrexed: Khi sir dung dong thori v6i pemetrexed & bénh nhan bi suy thén tir nhe dén trung binh (chi sé thanh thai

tir 45 dén 79 ml/phit), nén ngimg sit dung meloxicam it nhét 5 ngay trudc va 2 ngdy sau khi str dung pemetrexed.

Nén giam st chit ché trong truong hop ding ddng thoi cac thube ndy, vi c6 thé gdy suy tiy va ng doc dudng tiéu

héa. Trudng hop suy thin ngng (chi s6 thanh thai <45mi/phat), khéng sir dung ddng thoi 2 thude nay.

Trudng hop chirc ndng thin binh thudmg (chi s6 thanh thai > 80ml/phut), liéu 15mg ciia meloxicam ¢ thé giam thai

trir pemetrexat va 1am ting nguy co ddc tinh do pemetrexat.

Tuong tic duge djng hoc (dnh hurdng cia cde thubce khic trén duge dong hoc ciia meloxlcam)

Cholestyramin: Cholestyramin lam ting thai trir meloxicam 1&n 50% va thoi gian ban thai giam con 13 £ 3 gid.

Tuong tac ndy c6 ¥ nghia 1dm sang.

Twong tic dwgc dong hoc (anh hudng cua viée két hgp meloxicam véi cde thude khac trén dwgce adng hoc):

Thude chéng ddi thdo duong uong (w{fonyfurea. nateglinid): Meloxicam héu nhur chi dugc thai trir qua chuyén héa

& gan, trong d6 khoéng 2/3 la qua trung gian enzym cytochrom (CYP) P450 (chu yéu 14 CYP 2C9 va CYP 3A4) va

1/3 qua cac co ché khac nhur oxy héa béi peroxidase. Phéi tinh dén nguy co xay ra twong tic duge dong hoc khi

dung déng thoi meloxicam véi céc thude duge biét 12 irc ché, hodc duge chuyén héa boi CYP 2C9 va/ hoge CYP
3A4. Tuong tic qua CYP 2C9 c6 thé xay ra khi két hop voi cac thube nhu thudc chong déi théo dudng ubng

(sulfonylurea, nateglinid), c6 thé din dén ting néng d6 trong huyét tu‘c‘ng clia céc thude nay va meloxicam.

Khong phat hién thiy trong tic duoc doéng hoc giita meloxicam va céc thudc khéng acid, cimetidin va digoxin.

TAC DUNG KHONG MONG MUON (ADR):

Céc tac dung khéng mong muén duge xép theo t 16 mic phai clia ching bing cach phan loai sau:

Phé bién (= 1/10); Thudng gip (= 1/100, <1/10); it gap (= 1/1000, <l/100) thm gap (= 1/10.000, <1/ 1.000); rat
hiém gap (<1/10.000); chua r& (khong thé udc tinh tir dir liéu cd san).

Bang tém tit cic phan ing khéng mong mudn:

Co quan Téc dung khéng mong muén

It gdp: Thiéu mau
Huyét hoc Hiém giip: Cong thirc m4u bét thudng, giam bach cAu, giam tiéu cau
Rét hiém gap: Mét bach cdu hat

ft giip: Phan Umg di Gng

Mién dich
S Chua r&: Phan (mg phan vé.

Hiém gap: Thay déi tim trang, 4¢ méng

Tém thén S
Chura rd: trang théi boi roi, mat phuong huéng.
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Thuong gip: Pau ddu

Hé than kinh ; !
It gép: Chéng mit, budn ngu.

Mt Hiém gzip: Réi loan thi gidc, dic biét 12 mo mat, viém két mac.

It gip: Chéng mit.

Tai va mé dao = sl
Hiém gip: U tai.

it gap: Tang huyét 4p, con néng bimg

Hiém gzip: Danh tréng ngwe

Suy tim da dugc bdo cdo lién quan dén diéu tri NSAID.

Nguy co huyét khéi tim mach (xem thém phan Canh béo va than trong khi ding thudc)

Tim mach

- £
ggthap, RggCIVa aung Hiém gip: Hen suyén & d6i twong di g vé6i aspirin hodic cdc NSAID khéc

Phé bién: Réi loan tiéu hoa nhur khé tidu, budn nén, nén, dau bung, tdo bén, day hoi, tidu
chay.

ft gap: Xuat huyét tiéu, viém miéng, viém da day, trdo ngugc.

Hiém gip: Viém rudt, viém loét da day té trang, viém thuc quéan.

Rét hiém gép: Thing dudng tiéu héa

~— Chua rg: viém tuy

Doi khi gip xuét huyét tiéu héa, loét hodc thing c6 thé trim trong, dic biét & ngudi cao
tuoi

it g3ip: Bét thuong chitc ning gan (ting ALT, AST, ting bilirubin m4u)

Rét hiém gzp: Viém gan

Tiéu héa

Gan va mét

it gip: Phit mach, ngira, phat ban

Hiém gp: Hoi chimg Stevens - Johnson va hoai tir thugng bi nhiém dgc, mé day.
Rét hiém: Viém da bong tréc, ban do da dang

Chua rd: Nhay cam véi énh sdng

Da va mé dudi da

ft géip: Gitr mudi, nuwéc, ting kali mdu, chic ning than bat thudng

Thén, tiét niéu S : ,
5 ¥ Rét hiém gip: Suy thén cdp ¢ ngudi cé nguy co cao

Hé théng sinh san va

; Chua rd: vo sinh nit, chdm rung trimg
tuyénvu sinh nt, cham rung trung

Khic it gap: Phi (ké ca phu chi dudi)

Thong bdo ngay cho bdc st hodic dwge st nhitng phan ting c6 hai gdp phai khi sir dung thuéc.

QUA LIEU VA CACH XU TRI:

Triéu chirng

Trié¢u chimg qua lidu NSAID cdp tinh thuong la mét moi, bubn ngu, budn non, nén va dau thugng vi. Nhimg triéu
chimg ndy cé thé héi phuc khi dugc diéu tri hd trg. C6 thé xay ra xuat huyet dudng tiéu hoa.

Tang huyét 4p, suy thén cdp, suy ho hap va hon mé cling xéy ra nhung hiém gip.

Cach xir tri

Diéu tri triéu ching va hd trg sau khi qua lidu NSAID. Loai bo nhanh meloxicam béng 4g liéu udng cholestyramine
dimng 3 14n mot ngay di duge ching minh trong mét thir nghiém lam sang.

PAC TINH DUQC LUC HQC:

Mi ATC: M01ACO06.

Nhém duge 1y: Thuodc lcheintr viém khéng steroid.

Meloxicam 1a mét thude khang viém khong stearoid (NSAID) thugc ho oxicam, ¢6 tac dung giam dau, kKhang viém,
ha sét.

Téc dung khéng viém ciia meloxicam dd duge chimg minh trong cdc md hinh gay viém. Co ché tac dung cia
meloxicam ciing ﬂlonrr nhir cac NSAID khdae, chua dwgc hiéu hoan toan. ‘Tuy nhién, co it nhét mdt md hinh hoat
ddng cua tit ca cac NSAID (gém ca meloxicam) da dugc biét, d6 la: trc ché tong hop prostaglandin — mét chét trung
gian gdy viém.
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PAC TINH DUQC PONG HQC:
Hip thu
Meloxicam dugc hép thu tét qua dudng tiéu hoa voi sinh kha dung tuyét dbi khoang 90%. Sinh kha dung cia vién
nén, hén dich udng va vién nang la thmg duong nhau.
Sau khi UOl'l“ liéu don ciia me]ox1cam nong do dmh dat duqc sau khoang 2 gidy dbi véi hén dich, khoéng 5-6 gitr v6i
dang thudc rin (vién nang cimg hodc vién nén). Véi da lidu, trang théi on dinh dat dugc trong vong 3 den 5 ngay.
Néng d6 dinh ciia meloxicam dat dugc sau khoang 5-6 gid d6i véi vién nén, nang cimg va hén dich uonc Khéng
phit hién tuong tic duge dong hoc khi sir dung dong thii véi cac thuéc khang acid. Cin ctr vao nhitng ket qua nay,
meloxicam cé thé duge uéng khéng phu thudc bita 3n hodc sir dung dong thai véi cdc thude khang acid vé co.
Phin bo
Meloxicam lién két manh véi protein huyét twong, chu yéu 14 albumin (99%). Meloxicam tham thau vao dich khép
véi nong do bang Y2 ndng d6 trong huyét tuong.
Thé tich phan b6 ctia meloxicam thap (khoang 11 lit sau tiém bﬁp ho3c tiém tinh mach va c6 su khéc biét giita céc
cd nhan khac nhau. Thé tich phan b ciia meloxicam sau khi uéng da liéu (tir 7,5mg dén 15mg) 1a khoang 16 lit véi
hé s6 bién thién tir 11 dén 32%.
Chuyén héa
Meloxicam dugc chuyén héa chii yéu & gan. 4 chét chuyén héa clia meloxicam dugc phat hién trong nudéc tiéu, tit
ca d&u khéng c6 hoat tinh duge ly. Chat chuyen héa chinh 5'-carboxymeloxicam (khoang 60% liéu ding), dugc tao
thanh béi qua trinh oxy hoa chét chuyen hda trung gian 5'- hydroxymemylmeloxwam — chét nay ciing duoc bai tiét
véi lrong it hon (khoang 9% liéu dung). Céc nghién ctru in vitro cho thdy CYP 2C9 déng vai trd quan trong trong
qua trinh chuyen héa nay véi sy déng gép nhé cua enzym CYP 3A4. Hoat dong peroxidase clia bénh nhén tao ra 2
chit chuyén héa khéc, 1an lugt chiém 16% va 4% ctia liéu dung.

o= Thai trir
Meloxicam dugce thai trir chil yéu dudi dang chét chuyén héa véi mic dd nhu nhau trong nuéc tiéu va phan. Chi mot
lwong rit nho chit chua chuyén héa duge thai trir qua phan (dudi 5%) va qua nude tiu.
Thoi gian ban thai trung binh khoang tir 13 dén 25 gid sau khi udng, tiém bip va tiém tinh mach. D6 thanh thai
huyét twong tir 7 ¢én 12 ml/phat.
Duwoe ddng hoc cho asi twong dic biét
Nguwoi suy gan, suy than
Nguéi suy gan, suy than tir nhe dén trung binh anh hudng khong déng ke dén duge dong h )
bi suy thén trung binh c6 d¢ thanh thai cao hon dang ké. Kha ning gin v6i protein giam
doan cubi. Trong suy thén glal doan cudi, viéc ting thé tich phan bd c6 thé dan dén 116!'10
hon va vi vy | liéu hang ngay clia meloxicam khéng dugce vugt qua 7,5mg.
Ngudi cao tudi
Nam gléﬂ cao tudi ¢6 céc thong sé duge déng hoc t'u’tmg tir nhu nam giéi tré tudi. Phy ni¥
va thdi gian ban thai dai hon so v&i nguoi tré cua ca 2 gioi. D¢ thanh thai trung binh &
déang ké 50 véi ngudi tré.

QUY CACH PONG GOI:
Melocabi 7.5: Hop 2 vix 10 vién. Hop 3 vi x 10 vién. Hép 10 vi x 10 vién.
Melocabi 15: Hop 2 vi x 10 vién. Hép 3 vi x 10 vién. Hgp 10 vi x 10 vién.

PIEU KIEN BAO QUAN: Noi khd, nhiét do khong qua 30°C, trénh dnh sang.
HAN DUNG: 36 thang ké tir ngay sin xut.

TIEU CHUAN CHAT LUQNG: TCCS.

TEN, PIA CHI CUA CO SO SAN XUAT:

udi bi suy thén giai
eloxicam tur do cao

6i ¢6 AUC cao hon
% thai 6n dinh thdp hon

Cong ty C6 phan Dugc phdm Cong nghé cao Abipha

L6 dat CN-2, Khu cong nghiép Phi Nahla X7 Pht Nghfa, Huyén Chuong My, Thanh phé Ha Noi
Dién thoai: 024.363253888; Fax: 024.363253888

Website: www.abipha.com.vn

BSI 6/6



