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MEBUFEN@ 5ll(l
Nabumeton

Thu0c bdn

Dd xa t6'm

Dgc kI hudn
"/
trudc khi dtng

Th0ng b6o ngay cho b6c s[ ho{c drtqc si nhEng tic dgng khOng mong muoh gep phli khi

sfr dgng thudc

pnAru t. HudNc oAt.r s0 DUNc THUO-c cHo NGUdt BENH

1. THANH pHAN, HAm tU0luc ctjATHuO'G: ru6i vicn n6n bao phim chua:

Hoat chi?: Nabumeton ..............500 mg

Til duQc: Natri starch glycolat, tinh bOt ng0, natri lauryl sulfat, povidon K90, silic oxyd d4ng keo

khan, magnesi stearat, opadry ll white.

2. M0 rA SAru pnflm: Vi0n ndn bao phim, hlnh thuOn ddi, miu tring, mqt mat vien tron, mat cdn

lai co in chfi sd "Mebufen 500" miu den, hai m4t viOn l6i, c4nh vi thinh vi6n lanh lin.
3. ouY cAcx s6ruc c6r:

HQp 1 vi x 10 viOn ndn bao phim

HQp 3 vi x 10 vi6n n6n bao phim

4. THU0'C DUNG CHO Airn Ci:

MEBUFEN c6 chua 500 mg hoat chA't nabumeton. Nabumeton thuQc nh6m khang viOm khOng

steroid (NSAID) dugc dung dd tri dau vi viOm do thodi hoa kh6p va vi0m kh6p dqng tha'p.

5. NEN oulIc THUdc ruAv nnU rHE rAo vA uEu LUdNG:

Cdch ding:

S[t dUng MEBUFEN d0ng theo chi din cta bdc sV. Hiy h6i bdc s! ho4c dugc sV cta ban nO'u ban

khOng chic ch{n. Udng thudc cung vdi ho{c sau khi an.

Lidu ding:

Nouoi l6n:

Lidu thOng thuong la 2 vi0n (1 g) udng 1 ldn vio Oudi tdi.

Ddi vdi cac triQu ch0ng nang hoac dai ding, ho{c trong c6c dqt cdp tinh, c6 thd udng thOm 1

ho4c 2 vi6n (500 mg - 1 g) vio nudi sang.

Nguoi gid:

N6'u ban ld ngudi giir, lidu tdi da la 1 g (2 viOn) m6i ngiy, li6u 500 mg (1 vi0n) m6i ngdy co thd

ldm ban dE chiu. C6 thd bic s! sE giiim s6t ban trong 4 tudn ddu sau khi ban bft ddu dirng

MEBUFEN.

T16 em:

MEBUFEN khOng duoc khrly0-n c6o slt dung cho tr6 em

6. KHt t'tAo xu0nc NEN out'tc rHudc ttAv:

KhOng dirng MEBUFEN ndu ban:

\
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- Co lo6t tiOu hoa (loet da diy ho4c ta trang) hoac xudt huyOi trong da day cfia b4n, ho{c co
hai hay nhiO'u dgt loet tiOu hoa, xud't hny6t ho4c thirng da ddy.

- Co xuat nuy6i ho4c thtng tiOu h6a sau khi uO'ng NSAID khiic.

- B! di ung (qua min) vdi nabumeton ho{c ba't k!' thanh phdn nao cta thudc. MQt sd phAn

ung di ung co thd gdm phdt ban, ngua, kho th6 hoac sung m{t, moi, cd hqng ho6c lrr6i.

- Dang dung bd't ky NSAID khac.

- Co cdc dOt hen suy6n, ndi may day, phu mach (sung xung quanh miQng, cd hong va lu6i)

hoic viOm mli (vi6m ni6m mac mli) khi b4n dd r.rdng ibuprofen, aspirin hoic cdc NSAID

khdc.

- Co rdi loan gan n{ng (nhu xo gan)

- C6 bQnh th0n nlng

- Da bi sny tim ning

- Co xudt nuy6i n5o vi ciic chly mdu kh6c

- Trong ba thiing cudi clra thai ky

z. TAc DUNG KH0NG MoNG mudru:

ThUdng g{p, hdn 1 tAn 100 ngudi ding:

Tai: U tai, rdi loan tai

Tim m4ch: Ting huy6i 6p

Ti0u hoa: Ti6u chly, t6o bon, kho ti6u, viOm da day, budn nOn, dau bqng, ddy hoi.

Da vi m0 dudi da: Phdt ban, ngua

Chung: Phil nd

ft gdp, hdn I ffin tooo ngudi ding:

T0m thdn: Nhdm l6n, bdn chdn, md't nglr

H0 thdn kinh: Budn ngfi, ch6ng m{t, nhrlc ddu, di clm

fUdt: tni giiic bdt thuong, rdi loan mit
H0 hdp: Kho th6, rdi loan h0 hdp, chf,y mau cam

Ti0u hoa: Loet ta tring, xuat huy6t tiOu h6a, lo6t da diy, rdi loan tiOu hoa, phdn c6 mdu,

nOn, viOm miQng, khO mi0ng.

Da vi m0 dudi da: Nh4y cim v6i dnh s6ng, ndi may day, dd md hOi.

Co xuong kh6p vi m0 liOn k0i: BQnh co.

Th0n - tiOi niOu: Rdi loan duong tidt niOu.

Chung: Suy nhugc, mgt m6i.

RAI hidm gdp, lt hdn 1 trln 10000 ngudi ding:

Mdu vir h0 bach huy0i: GiAm tidu cdu, giim bach cdu, mA't bach cdu hat, thiO'u mdu khOng

t6i t4o, thi6u mdu tiin huyOi.

H0 mi6n dich: Sdc phtn vQ, phin rlng phln vQ.

H0 hdp: Vicm phdi k6.

Gan: Suy gan, ving da.
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Da: Phin ung b6ng nudc bao gdm ho4i t0 bidu bi nhi6m dOc, hoi chung Stevens Johnson,
hdng ban da d4ng, phu mqch, gii porphyria, rpng t6c.

Thfln - ti0i niQu: Suy th4n, hQi ch0ng than hu.

H0 sinh sin: Rong kinh.

Th1ng biio ngay cho biic s! ho4c dUQc si nhlng tdc dqng khAng mong mu6'n gAp phdi khi stl
dqng thuAb.

s. NEN TRANH DUNG NHUNG THU0'c HoAc THUc pHflM ci xnt SANG s0 oulc rnu6'c nAy:
Tham vdn biic s! trudc khi sir dpng MEBUFEN nOu b4n dang slr dpng m6t trong c{c thu6'c ho{c
thgc phdm sau:

- Cac thu0c khiing viOm khOng steroid khac (thudc giim dau nhu ibuprofen hay aspirin)

- Cofticosteroid (thudc khilng vi6m nhU hydrocortison)

- Thudc khang d0ng (ch0't lim loing miiu nhu warfarin)

- Thudc chdng co gi0t (di6u tri dQng kinh)

- ThLdc chdng kOt t0p tidu cdu (thudc ngtrn ngua su hjnh thinh crlc m6u dOng)

- Thudc uc chO'tiii hdp thu serotonin co chgn lqc (SSRI-tnudc dung didu tri bQnh trdm clm)
- Thridc h4 duong huy0i sulfonylurea (nhu clorpropamid, glibenclamid-thuo'c dirng dd di6u tri

b0nh tidu duong).

- Thudc khang sinh sulfonamid (thudc khang vi khudn)

- Glycosid tim (didu tri b0nh tim nhu digoxin)

- Lithi (didu tri bQnh t0m thdn)

- Methotrexat (didu tri vi6m khdp d4ng thdp va bQnh ung thu)

- Thudc lgi tidu

- Thudc ha huyOi ap (cdc loai thudc lam giim huydi iip trong mdu)

- Mifepriston (mQt lo4i thudc sfi dpng dd phi thai)

- Quinolon (mQt loai kh6ng sinh) i

- Ciclosporin ho{c tacrolimus (thudc dung dd ngin ngua sU dao thli ghep sau cdy gh6p), c6

tnd tam gia ttrng nguy co tdn thuong th4n

- Zidovudin (dd didu tri HIV)

g. cAN lAm ci KHr MOT dn ouEr KHoNG DUNc THUdG:

N6'u ban quOn dung thudc, dung no ngay khi ban nh6. NCu thoi gian gdn t6i lidu kC- ti0'p, thi hiy b6

qua lidu bi qu0n vi dung lidu kd ti0'p theo k0' hoach binh thuong. KhOng n0n gdp dOi liO'u dung.

10. cAN sAo ouAN THUO'c uAy UHU rHE uAo:

0 nhiOt tlO du6i 300C, noi khO 16o, tr6nh inh s6ng.

11. NHIING ofiu nrEu vA rnrEu cHUNG KHr DUNG THUdc ouA uEu:

Cdc triQu chrlng quii lidu bao g6m dau ddu, cim giiic dm (budn n0n), dang bi bQnh (non), dau da

diy, tiOu chfly, chly miiu da diy hoac ruot (dA'u hiOu mdu trong phAn, nOn ra m6u), cim thdy bi

kich dQng hoac bi mdt phuong hudng, budn ngtr, co gift, tidng chuOng trong tai, ch6ng mdt, tdn

i
3

1

(
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thuong thfln vi gan, ngA't hoac hOn me.
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12. cnN pHAr dm oi xHr ourc rHu0'c ouA r-rEu xHuv6r cAo:
Itcu ban dung MEBUFEN qua tidu khuyO-n ciio thi b4n cdn phai:

- ThOng b6o ngay cho bdc s! ho4c d6n bQnh viQn gdn nhit.
- Nhd mang theo nhfrn thr.6c hoac lu0ng thu0'c con lai Od nac s! biOt thuo'c mi b4n dfr dung.

1s. NHING slEu cAru THAN TRoNG KHt DUNc rnu0'c ruAy:

Th4n trgng vi tham vdn V kiOn biic s! tru6c khi dung MEBUFEN n6u ban:
- Dang hoic co thd mang thai ho4c cho con b0

- Bi hen suy6n ho4c d5 tung hen suy6n

- Da c6 bQnh duong tiOu hoa nhu viOm d4i tring ho4c bQnh crohn

- Bi u dich

- Da co ttrng hr.ryOi iip (huy6i dp trong mdu cao) ho4c suy tim

- C6 bQnh tim

- Co bQnh dQng mach ngoai bi0n (m0t bOnh c[ra m4ch mdu)

- Co bQnh mach m6u n5o (mQt bQnh cta mach miiu trong n6o)

- La nguoi cao tudi, bec s! sE cho ban kidm tra s0c kh6e thuong xuy0n trong sudt qud trinh

didu tri vdi nabumeton

- Dang dung ciic loai thr.6c khac nhu steroid, thudc lam loing mdu (warfarin) hodc aspirin

- Dang cd gdng thq thai, nabumeton khOng khuy6-n c6o cho phq nil dang cd ging thu thai

- Co rdi loan gan ho[c thfn

- Co bOnh lupus ban d6 toan th0n ho4c rdi lo4n m0 liOn kdi khdc, bdc s! sE cho b4n bioi

nOu ban c6 nh[ng rdi lo4n nay

- Bi mo mdt hoac bdt cu rdi loan thi gi6c, b{c s! co thd gi6i thiOu ban ddn bac s! nhdn

khoa.

NGu ban bi ba't O ddu hi0u ndo sau dAy trong sudt qud trinh di0'u tri cta ban h5y dung thu0c lai va

tim ki6'm sU trg gi0p y t6' ngay l4p tuc:

- Co mdu trong phdn c0a b4n

- Phdn den miu hdc in

- NOn ra m6u holc chd't nOn den nhu miu ci ph0.

Dung thudc lai vi n6i vdi bdc sV nOu bqn gip phfli:

- Chung kho ti0u hoic 0 nong

- Dau bpng (dau trong d4 diy clra b4n) ho4c ciic triQu ch0ng da ddy bdt tnuong fnac.

Nabumeton c6 liOn quan d0'n nguy co gia tlng nh6 c0a con dau tim (nhdi mdu cd tim) ho4c dQt

quy. Cac nguy cd c6 nhi6u khl nlng khi dirng lidu cao hoic didu tri k6o dii. Kh0ng vuQt qui lidu

khuydn ciio hoac thdi gian di6u tri.

NOu ban c6 vdn tld vd tim, dQt quy trudc d6 hoic nghT ring ban c6 thd c6 nguy co bi nhfing t'inh

tr4ng niy (vi dU n6u ban c6 huyOt 6p cao, hoic cholesterol cao hoic lir ngudi h0t thudc) ban nOn

thlo lu0n di6u tri vdi bdc sV hoac duoc sV cta ban.

N0n ngung MEBUFEN khi c6 dA'u hi0u ddu ti0n ctra phin fing da.
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NSAID co thd che ld'p ddu hiQu clta nhi6m khudn.

Thdi ki, mano thai: Kh0ng sfi drlng thuO'c trong 3 thdng cudi c[ra thai $. KhOng nOn dung

nabumeton ndu ban dang mang thai tru khi c6 chi dinh cta bdc sV. NOu ban dang suy nghT vd viQc

dung nabumeton, hdy n6i vdi biic s! nOu b4n dang mang thai hoic mudn mang thai. Hiy h6i bac

sV hoic duqc sV Od OuOc tu vin trudc khi dung b6't cu ciic loai thudc.

Thdi k! cho con bi; Kh0ng nOn dung nabumeton nO'u ban dang cho con b0 tril khi co chi dinh clra

bac s!. Hay h6i bac s! hoic dugc sV dd duoc tu vdn trudc khi dung bdl cu c{c loai thudc.

Anh hudno cfia thuo'c do'i vdi cAnq viAc: Kh0ng l6i xe, vfln hinh m6y m6c, lim viQc trOn cao hoic

cdc cOng viec khac nOu ban bi bdt ky tric dUng phU vi clm thdy chong mat, mgt m6i, co vdn dd

vdi thi luc c0a ban hoac co dau ddu sau khi dlng nabumeton.

14. KHt UAO CAH THAM VfiN sAC SY, OU0C SY:

Trong truong hop qua lidu hoac t6c dr,rng kh0ng mong mudn.

Khi dang dung thurdc khac hoac mOt loai thuc phdm.

NOu ci'n thOm thOng tin xin h6i f ki0l b6c sI hoic dugc sY.

1S. HAN DUNG C(ln fXUdC: 36 thdng Xd tu ngay sin xuA't. Kh0ng dirng thudc khi qua han dung.

16. TEN, 0!A cHi, BtEu TUONc c0n cO s0 sAl xuAr:

r&;
Pharmaceuticals

WHO.GMP

cOte TY cd PHAN DU0c Pnflm oPv

562T,Duong 3A, Khu C0ng NghiQp Bi0n Hoa ll, Phuong An Binh, Tp. Bi0n Hoa, Tinh Ddng Nai.

DT: (0251) 3992999 Fax: (0251) 3835088

17. NGAy xEM xET s0n odt, cAp nnAr LAI N0I DUNG HUdlc oAru s0 oUNG rnUdG:

5t13
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pHAN lt. HU6NG oAu s0 DUNG rHu0t cHo cAru s0 v rE
r. ou0c Luc Hoc:

Nhdm dUOc ly: fnudc khang viOn khOng steroid (NSA|D)

AII1 ATC:MO1A XO1

Nabumeton la mQt NSAID khOng c6 tinh acid vi li ch0't ric chO- tdng hgp prostaglandin tudng ddi

y0u. Thudc ft lnh hudng tr0n ni0m mac da day. Nabumeton duqc hdp thu nhanh chong qua dudng

ti6u hoa va chuydn hoa nhanh chong vi rQng rii 6 gan thanh acid 6-methoxy-2-naphylacetic (6-

MNA), mQt chdt uc ch6'tdng hqp prostaglandin manh.

Nabumeton li mQt d5n xudt cta naproxen vi 6-MNA co cdu tr0c tuong tU nhu naproxen.

2. Du0C s0nC noc:

Cac dac tinh duqc dQng hqc cta nabumeton duqc tom tdt trong btrng dudi ddy:

Hdp thu duong udng * 80%

Chuydn h6a buoc ddu thinh 6-MNA = 100%

Thoi gian ban thai thOng thuong cta chd't

chuydn h6a co ho4t tinh (gio):

khoing

trung binh

-16-27gid
* 22 gia

tnd ticn ph0n bd cta 6-MNA 7,5 l.kg-1

G{n kdt vdi protein huydi tuong c0a 6-MNA = gg%

H{p thu:Mac du nabumeton duqc h{p thu tdt tu duong ti0u hoa, ndng d0 trong huy01 tuong li quii

nh6 dd do duqc do chr.rydn hoa ban ddu manh 6 gan thinh cnd't cnuydn hoa c6 hoat tinh acid 6-

methoxy-2-napthylacetic (6-MNA) vd cac cndt cnuydn h6a khOng hoat tinh khac.

PhAn bo': Nghi0n crlu ti0m tTnh mach 6 chuQt vdi nabumeton chi ra thudc duQc phdn bd nhanh

chong trOn khfp co thd, phu hqp v6i dic tinh rA't thAn ddu cta nabumeton. 6-MNA phdn bd tdt vdo

cdc dich trong kh6p.

Chuydn hoa vi thii trl: Chdt chuydn hoa co hoat tinh, 6-MNA g{n kdt manh vdi protein huy01

tU6ng, dUqc phAn bd vio cdc m0 bi viOm, vi qua nhau thai vio m0 bao thai. No du0c tim thdy

trong sffa me. 6-MNA duqc thli tru bdi sU chuydn h6a, ch[t y6u liOn hqp vdi acid glucuronic, vit

phln fng O-demethyl h6a tidp theo la sU li0n hgp, bai ti01 chir y01 blng dudng tidu. Thoi gian bdn

thii huydt tuong trung binh cta 6-MNA 6 nguoi li khof,ng 22 gia.

3. CHi olNH:

Chdng viOm vi gitm dau trong thodi h6a kh6p vi vi0m khdp dang thdp.

4. cAcH DUNG, LtCu outtc:

Cdch ding: Dirng dudng udng. NOn uOng cUng vdi hoac sau khi dn. S[r dUng lidu thdp nh0t c6 hi0u

qui vi trong thdi gian ng{n nhflt cdn thi6t dd kidm so{t triOu chrlng.

Lidu ding:

Noudi l6n: /
Lidu th0ng thudng duqc khuy0-n cdo li 2 viOn (1 g) udng 1 ldn vio nudi tdi. V

{
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Ddi vdi cdc triOu chung ning ho{c dai dfing, hoic trong cdc dgt ca'p tinh, c6 thd udng them 1

hoqc 2 vi6n (500 mg - 1 g) vao budi sang.

Nouoi oii:

Ndng d0 trong mdu c6 thd cao hon 0 nh[ng bQnh nhdn l6n tudi vi giAm chuydn hoa va thii tru qua

gan vd than d5n d0-n tich l[y thudc. Lidu hlng ngiy dugc khuy0n ciio kh0ng vuqt quil 1 g/ngiy 6
nhom tudi nay vi trong mQt sd truong hop lidu 500 mg c6 thd kidm soat tdt trieu chrlng. Nguy co

tdc dpng phu nghiOm trgng ting lOn 6 nguoi gii. Lidu thdp nh0't c6 thd nOn du0c st dr;ng vi bQnh

nhAn nOn dugc gi6m siit sU xua't nuy0t ti0u hoa trong 4 tudn sau khi n6t ddu tli6u tri v6i

nabumeton.

T16 em:

KhOng khuy0n c6o slt drlng nabumeton cho tr6 em.

s. cHdNG cni o;run:
- Qud m5n v6i nabumeton ho4c vdi ba't ky thinh phdn nao c0a thudc niy.
- NSAID duQc chdng chi dinh 6 nhfing bQnh nhdn di th{y c6 phin 0ng qua m5n tru6c do (nhu hen

suly6n, vi€m mli, phu m4ch hoac ndi may day) vdi ibuprofen, aspirin, ho{c cdc thuO-c khdng viOm

khOng steroid khiic.

- Lo6Vxudt huyOi da ddy hoac ti6n sfi lo6Uxudt huy0i da day (hai ho4c nhi6u dgt loet ho4c xuAi

huyci)

- Suy gan, suy tim, suy th4n n{ng

- Ba thdng cudi c[ra thai ky vi trong thoi l0' cho con b0

- Co ti6n sfi xud't huy6i ti0u hoa ho{c thtng duong ti6u h6a c6 liOn quan ddn didu tri NSAID.

- B0nh nhdn co xua't fruy0t nio vi cdc chly mau khdc.

6. Lrtu f VA rnaru TRoNG:

Tdc dr,rng khOng mong mudn co thd tlugc giim thidu bing cdch dung lidu thdp nhdt c6 hiQu qui vi
trong thoi gian di6u tri ngdn nhdt dd kidm so6t triQu chung.

Trdnh slt dUng d6ng thoi nabumeton vdi nh0ng NSAID khdc bao gdm thuO'c uc chO' co chqn lQc

cycloorygenase-2.

Noudi oiit:

Nguoi gia co tlng tdn su{t c[ra phin ung bdt lpi vdi NSAID, dac biQt xudt huy6i hoac thlrng duong

tiOu hoa mi co thd g0y tfi vong.

R6'i loan hA h6'p: Cdn th0n trgng n€u bOnh nh0n mfc hoac c6 tiO'n slt hen ph6' quf,n vi mOt sd

NSAID dd duoc bao c6o gdy co thft phO- quln I nhilng bqnh nh0n niy.

XuAt huvAl, bdt vit thino dudng tilu hda:

- Xu0i huy01, lo6t, hodc thirng duong tiOu h6a c6 thd g0y tft vong dd duQc brio c6o 6 t0't ci cac

NSAID vio bdt cu thdi didm ndo trong quA trinh di6u tri, c6 hoac khOng c6 cdc tri0u chung cinh

b6o hoac ti6n s0 c0a cfc bidn chrlng duong ti6u h6a nghiOm trgng.

- Nguy co xudt huyOi, lo6t hodc thtng dudng tiOu h6a cao hon khi ting lidu NSAID, 6 bQnh nhAn c6

tidn sfi lo6t dudng ti0u h6a, dac biQt v6i cic bidn ch0ng xudt fruyC't hay thtng duong tiOu hoa, va 6

nguoi gii. Nhfing b0nh nhAn niy nOn duqc ndt ddu di6u tri vdi lidu thdp nhA't c6 thd. Lieu phap k01

hgp v6i cdc chdt blo v0 (nhu misoprostol hoic cdc thudc 0c chO'bom proton) nOn duQc xem x6t

cho nhfing bQnh nhdn niy, vi c[ng nhu cho nhfing b0nh nhdn cdn dung kdt hgp aspirin li6u thdp,

hoic c{c loai thu0c khdc c6 khi ntrng lim ting cdc nguy co 6 duong tiOu h6a.
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- B0nh nhAn co ti6'n st nhi6m dOc duong tiOu h6a, dic biet la nguoi gia, n€n biio ciio bdt ky trieu
chung bd't thuong nao 0 vung bqng (dac biOt la xudt huy6t tiOu hoa), d{c biQt trong giai do4n ddu
cta di6u tri.
- Th0n trgng 6 nhfing bQnh nhdn sll dr,rng d6ng thoi v6i cdc thudc lam t[ng nguy co loet ho{c xua't

huyei nhu corticosteroid duong udng, thudc chdng d0ng nhu warfarin, NSAID, thudc rlc chO- tai hd'p

thu chgn lgc serotonin hodc thudc chdng kOt tflp tidu cdu nhu aspirin vi clopidogrel.
- N0n ngung didu tri khi c6 xua't huy0t hoic lodt tiOu hoa 6 nh0ng bQnh nhdn dang dung
nabumeton.

- NSAID n6n dugc sil dUng thdn trgng 6 nhfing bgnh nh0n c6 tidn sfr bQnh duong ti6u hoa (viQm

loet dai tring, bQnh Crohn) vi tinh tr4ng bOnh c6 thd bi trdm trgng hon. 0 nhfing bQnh nh0n bi

loet da diy, bdc s! phli c0n nh[c lgi fch di6u tri vdi ciic nguy co co thd xiy ra cla nabumeton,

nOn l4p mQt phac dd di6u tri loet thich hgp vi theo d6i cdn th0n sU cii tnien cta bOnh nhAn.

Lupus ban dd toin thdn vi bAnh mO ti€n kAl h6n hop:
0 nhfing bOnh nhdn bi lupus ban dO toan thAn va rdi lo4n m0 li0n k0i h6n hqp c6 thd ting nguy co

viOm mdng ndo v0 khudn.

Suv qiim khd ndno sinh sdn d phu n0:

Sfi dung nabumeton co thd ldm suy giim khl nlng sinh sin 6 phr,i n[ va khOng dugc khuydn c{o

6 nhfing phU n[ dang cd gfng thU thai. 0 nhfng phU n[ kh6 thU thai ho4c dang duqc xem x6t khl
ning v0 sinh, viQc ngung didu tri vdi nabumeton n0n dugc xem x6t.

Anh hUdng t€n tim mach vd mach miiu ndo:

- Cdn c6 biQn phiip theo d6i vi tu vdn thich hqp 6 cdc bOnh nh0n c6 tidn sil tdng huyOi ap

vi/hoic suy tim xung huyOi nhe ddn trung binh vi tinh tr4ng gifi nudc vi phu di duoc b6o cao liOn

quan dO'n viQc sil dUng NSAID.

Nguy co huy{t khAi fim mqch:

C6c thudc ch6ng viOm khOng steroid (NSA|Ds), kh0ng phii aspirin, dung duong toin th0n, c6 thd

lim tdng nguy co xudt hien bi0-n cd huy6i khdi tim m4ch, bao gdm cl nhdi mdu co tim vir dOt

quy, co thd d5n ddn t0 vong. Nguy co niy c6 thd xudt hiqn som trong vai tudn ddu dung thudc vi
co thd tlng l0n theo thoi gian dung thuO'c. Nguy co huy01 khdi tim mach duqc ghi nhfln ch0 yO'u 6

li6u cao.

Bdc sT cdn diinh gi6 dinh k!' sU xud't hign cta cdc bidn cd tim mach, ngay ci khi bQnh nhdn

khOng co c6c triQu chung tim mach tru6c do. B0nh nh0n cdn duQc cinh b6o vd cdc triQu chung

c0a bidn cd tim mach nghi€m trgng vi cdn thim khdm bac s! ngay khi xua't hien ciic tri0u

chung niy.

Dd gitm thidu nguy co xudt hiQn bi6'n cd bdt lgi, cdn slt dUng MEBUFEN 500 6 lidu hang ngiy thdp

nhdt c6 hi0u qui trong thdi gian ngin nh0't c6 thd.

- BQnh nhin c6 bQnh ttrng huy01 ap khOng tluqc kidm sodt, sny tim xung huy6i, thi0l mdu c0 tim

dd thinh lap, bQnh dQng mach ngoai bi0n, vi/hofc bQnh mach m6u ndo chi n0n drJQc didu tri

blng nabumeton sau khi duoc c0n nh[c cdn th0n. C6c cdn nhdc tUdng tg c0ng n0n du0c thgc hiQn

trudc khi Oit 0du di6u tri ldu dii 6 bOnh nh0n c6 cic yOu td nguy co ddi vdi bOnh tim mach (nhu

ting huyOi 6p, ting lipid mdu, ddi th6o duong, h[t thudc h). Vl phu ngoai bi0n dd duQc quan s6t
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v6i didu tri bing nabumeton, bQnh nh0n cdn duoc theo d6i cho vi0c tr6 ning cta cilc tinh tr4ng
phu hiQn tai vi co hu6ng didu tri thich hgp.

- Nabumeton duoc dung n4p tdt hon hdu h01 ciic NSAID kh6c, ch0 yeu vi inh hu6ng it hon l6n h0

tiOu hoa (Gl). Trong khi danh gia d[ lieu trudc vi sau khi iling hi tu thi, nghiQm tam sing vdi

nabumeton, cdc tdn sd tich l0y trung binh cta th0ng, loet ho{c chAy mdu duong tieu hoa 6 nhffng

bOnh nhAn duoc didu tri tu 3 - 6 thdng, 1 ntrm vd 2 ntrm ldn lugt la 0,3%, 0,So/o,0,g%; mic dir

nhfing con sd nay thdp hOn so vdi 6 nhfing bOnh nhf,n dung cac NSAID khdc, cdc b6c s! k6 don

cdn biet cdc tdc dung khOng mong mudn niy co thd xAy ra ngay ci khi bOnh nh0n khong co ti6n

sil bQnh da day td tring.

Mac du nabumeton tuong ddi an toin ddi vdi tiOu h6a vi thfn, cdn th4n trgng khi slr dr,rng cho

b0nh nh0n:

- Lo6t duong ti0u hoa tr0n. Didu tri thich hgp nOn dugc xem x6t tru6c khi brt ddu tti6u tri v6i

nabumeton.

- Ti0'n sU loet duong ti6u h6a trOn. BQnh nh0n cdn dugc clnh b6o dd b6o ciio c6c triQu chung bidu

hiQn cira lo6t.

- Phuong phap didu tri khac duoc biOt tldn lim ttrng nglry cd lo6t duong ti0u hoa (vi dq,

corticosteroid duong udn g).

- Suy th0n nang (d0 thanh thii creatinin dudi 30 ml/ph0t): Nudc tidu la dudng thai tru chinh cho

cac ch01 chr.rydn h6a cla nabumeton. 0 nh0ng bQnh nhAn suy gi6m chfc ning thfn, cdc x6t

nghiQm nOn dugc thUc hien ban ddu vi trong vong vii tudn khi nft ddu didu tri. Cdc x6t nghiOm

tiO'p theo nOn duqc thuc hign khi cdn thidt. Ndu suy th4n trO nOn n{ng hon, co thd cdn dung didu

tri. BQnh nhAn bi suy th4n nCn duqc theo d6i thuong xuyOn trong quii trlnh di6u tri. Trong suy thfln

vua (d0 thanh thli creatinin 30-49 ml/ph0t), co sU gia tlng 50% c0a 6-MNA khOng liOn kOi v6i

huy0i tuong va viQc gilm lidu co thd cdn thi6i.

- Tidn sil hen suy6n, miy day ho{c c{c phin 0ng di ung khiic do acid acetylsalicylic hoac cdc

NSAID khac. Vi cdc con hen g0y tlt vong di dtlgc b6o c6o 6 nhUng bQnh nh0n dung cdc NSAID

khdc, viec nit ddu sfi dpng nabumeton nOn duQc giam siit v0' mat y td.

- U dich, tlng huyOi 6p vi/hoqc suy tim. Vi phu mach ngoai biOn tli duoc quan sdt thdy 6 di6'u tri

vdi nabumeton, bQnh nhAn nOn duqc kidm so6t cdc OOt cdp cfra tinh trang ndy va dua ra liQu ph6p

di6u tri phu hgp n0u cdn thi0t.

- Dd dugc b6o ciio rat nidm cfc phln rlng da nghiOm trgng, mQt sd gAy til vong, bao gdm vi0m da

tr6c viy, hOi chung Stevens-Johnson, vi hoai tir bidu bi nhi6m dOc co liOn quan ddn vi0c sfi dUng

NSAID. BQnh nhAn co v6 co nguy co cao nh{t cho cic phin 0ng sdm niy trong qud trinh didu tri,

khdi phat clra phin 0ng x6y ra trong da sd trudng hqp trong thang ddu ti€n di6u tri. NOn ngung

dung nabumeton khi c6 sU xu{t hiOn ddu ti0n c0a phdt ban da, tdn thudng niOm mac ho{c bdt cf
ddu hiQu nio c0a qud m5n.

- Suy gan ning. Nhu vdi cdc NSAID khdc, bA't thudng 6 c{c x6t nghiQm chuc ning gan, ving da

vd suy gan hi6'm gap (mOt sd gfiy tlt vong) da duqc bdo c6o. Bqnh nhdn c6 cdc ddu hiQu/triQu

chrlng clra rdi loan chuc ntrng gan ho4c nguoi c6 kidm tra chric ndng gan bft thuong khi didu tri
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bing nabumeton ca'n dugc kidm tra dd co blng ch0ng cho thdy phAn ung gan tie-n tridn nghiem
trgng hon. Nabumeton nOn duoc ngung slr dpng n€u mQt phin ung nhu vfy xtry ra.
- Chuc ning gan: Nhflng bidn dOng trong thOng sd chfc ning gan, dac biQt ld phosphat ki6m,

thu0ng du0c quan sat th6'y 6 nhfing bQnh nh0n bi rdi lo4n vi0m mdn tinh; Chua co bing chung cho

thA'y nabumeton lim ndi nat nhfing thay ddi nay. Tuy nhi6n bQnh nhan co chuc ning gan bdt

thuong nOn duQc theo d6i chit ch6 vd duqc danh gia dd co bing ch0ng cho thdy phin ung gan

ti6-n tridn nghi6m trong hon. N0n ngung nabumeton nOu phln ung nhu vay xfly xa.

- Didu tri v6i NSAID c6 thd g0y gilm phU thuqc lidu trong hinh thinh prostaglandin vi g0y suy

th4n. B0nh nh0n co nguy co l6n nhdt cta phtn rlng nay li nhfing ngudi co suy gilm chrlc ntrng

thfn, suy tim, rdi lo4n chric ning gan, dang dung thudc lgi tidu va nguoi gia. NOn theo d6i chuc

nang thfn 0 nhfing bQnh nhAn niy.
- NSAID c6 thd che ldp diu hiQu cta nhi6m khudn.

- Cdc truong hop mo mit hoac giim ho4t dOng thi gi6c dd duoc biio c6o khi dung NSA|D, bao

gdm nabumeton. BQnh nhdn dang c6 nhfing bidu hi0n nay phAi dugc kidm tra thi luc.

Thdi ki, mang thai:

Chua co thll nghiQm l0m sing vd viQc sil dr;ng nabumeton trong thoi $ mang thai 6 nguoi.

Kh0ng co tdc dUng gAy qu6i thai dfr duoc chung minh trong cdc thi nghiQm 6 d0ng vat. Lidu cao

thudc gdy dQc tinh vdi mg co thd dQc v6i bdo thai (liO'u 6 th6 300 mg/kg).

Lidu cao 0 chuQt (liO'u 320 mg/kg) lim k6o dai thoi gian chuydn da (duec cho la do uc chd tdng

hop prostaglandin).

Nh0ng bd't thuong bdm sinh dd dugc b6o c6o co liOn quan ddn tlidu tri v6i NSAID 6 nguoi. Tuy

nhiOn d0y la tdn su0't thfp vi khOng xudt hien theo kidu m6u ndo.

ViQc uc chO- tdng hgp prostaglandin co thd inh hudng xdu dOn viOc mang thai vi/hoqc sU phet

tridn c[ra thai nhi. D[ lieu tu c6c nghiOn cuu dich tE hqc cho thA'y ttrng nguy co sdy thai, di t0t tim

vi thodt vi thirnh brlng sau khi sil dr,rng chdt uc chd tdng hOp prostaglandin 6 giai doan ddu thai

ki. Nguy co tuyQt ddi cho di tat tim mach tlng tu dudi 1% l6n dO'n khotrng 1,5%. Cdc nguy co

duoc cho ld ting cung vdi lidu dung vi thoi gian didu tri. 0 dOng vAt, vi€c sfi dUng chAl rlc chd

tdng hgp prostaglandin dfl duqc chung minh li gdy ting viOc m0i vi chOi phOi thai trudc vi sau

khi duoc cA'y. Ngoii ra, viQc tlng ti I0 m{c c6c di t0t kh6c, bao gdm di t0t tim m4ch, dd duoc bdc

cao 6 dQng vat cho dung chdt uc chd tdng hgp prostaglandin trong thdi ky hinh thanh va phat

tridn co quan c&a co thd. Trong 3 thang ddu vi 3 thang giila thai ky, kh0ng nOn sil dung

nabumeton tru khi th0t sU cdn thi6t. NO'u nabumeton duqc slt dUng b0i phU n[ dang cd glng co

thai ho{c trong 3 thilng ddu vi 3 thang gifia thai $, li6u dung nOn dugc gifi 0 mric thdp nhdt c6

thd vi trong thoi gian didu tri ngin nfrdt cO tnd.

Trong ba thing cr.rdi cta thai ky, ta't ca cdc thdc rlc chd tdng hqp prostaglandin c6 thd khidn thai

nhi c6:

- Dqc tinh tim pndi lnnu d6ng sdm dng dong m4ch vi tlng huydt 6p d0ng mach phdi).

- Rdi loan chrlc ndng thfn, c6 thd ti6-n tridn tdi suy th4n.

0 me vi tr6 so sinh, 6 giai doan cudi thai t<y:
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giim t6c dqng clra mifepriston.

Corticosteroid: Tlng nguy cd lo6t hoic xuat nuy01 duong ti€u h6a.
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Kha nlng k6o dai thoi gian chiy mdu, vi hiQu ring ch6ng dOng miiu co thd xAy ra ngay cA 6 li6'u

rdt tnap.

- Uc chO'co b6p tfi cung din dO-n tri hodn hay k6o dii qua trinh chuydn d4.

Do do, nabumeton dugc chdng chi dinh trong 3 thang crdi tnai fy.
Thdi ki'cho con bi:
Chua co thfi nghiQm l0m sang vd viQc sil dUng nabumeton trong thoi g cho con b0. Kh0ng bioi

liQu nabumeton co duqc bii ti0t vdo s[a mg hay kh0ng, tuy nhi0n, 6-MNA tluoc bdi tidt vio sfia cta
chuQt cho con bu. Vi kha ntrng phin ung c6 h4i nghiOm trgng cta nabumeton 0 tre b0 s[ia mg,

n6n quy6i dinh ngung cho con bri hoac ngung dung thudc, cAn nhdc tdm quan trgng clra thuOc tldi

vdi nguoi mQ.

Anh hudnq cia thudc ddi vdi cAno viAc:

Thtldc co thd gdy chong m{t, nhdm ldn, bu6n ngt, mOt m6i, rdi loan thi gi6c vi nhrlc ddu. B0nh

nhOn khOng n€n lai xe, vfn hinh mdy moc, lim vi0c tr6n cao ho{c cdc cOng viOc khdc n6'u bi lnh
hudng bdi ciic triQu chring nay.

7. TUdNG rAc rnudc:
Vi chAi chuydn h6a chfnh clra nabumeton gdn kOt cao vdi protein, bQnh nhAn s[t dung ddng thoi

thudc khang d0ng duong udng, thudc chdng co giflt hydantoin, sulfonamid hoic thudc h4 dudng

huy6t sulfonylurea nCn duqc theo d6i nh[ng dA'u hiQu qud li6u cta nhfng thuOc niy. Li6u lugng n0n

duqc di6u chinh n6u cdn thiOi.

Nhfing thr.6c giim dau khdc bao o6m thurdc uc chd c6 chon loc cyclooxvoenase-2: Trdnh slt dung

ddng thoi hai hoic nhiO'u NSAID (bao gdm ci aspirin) vi co thd lim tlng nguy co gip tdc dung

khOng mong mudn.

Thu6c ha hw0i iip: Co thd lim gilm tdc dung ha huy0i ap.

Thu6c loi tidu: Lim gitm tilc dung c0a thudc loi tidu. Cdc thudc lQi tidu c6 thd lim ttrng nguy co

dOc th0n cira NSAID. NSAID c0ng co tnd tdm ttrng kali nuydt t<tri dugc chi dlnh ddng thdi vdi cdc

thudc lgi tidu gi[ kali. Nghi0n c0u tudng tdc giila nabumeton vdi cdc loai thudc niy chua duqc thgc

hien; thOn trgng khi sil dung ddng thoi.

T6c dqng cta thu,O'c lqi tidu vi cdc thudc ha huy0i 6p khdc nhu thudc uc ch0' enzym chuydn

angiotensin vi thudc ddi khang thU thd angiotensin c6 thd giim khi st dUng ddng thoi vdi NSAID.

0 mQt sd nguoi (nhu bQnh nh0n cao tdi noac mdt nu6c), viQc slt dung ddng thoi co thd din d6-n

giim hon n0a chrlc nlng thfn, cudi cung din tldn suy thQn cdp. Do d6, cdn dim bio viQc udng

nu6c ddy dir vi theo d6i thuong xuyOn 6 nh[ng bQnh nhAn nay.

Glycosid tim: NSAID co thd lim suy tim th0m trdm trQng, lim gitm m0c lQc cdu th0n (GFR) va

tlng ndng d0 glycosid trong huy01 tuong.

Lithi: Giim thai tru lithi

Methotrexat: Giim thai tru methotrexat

Ciclosporin: Tdng nguy cd dQc tlnh trOn thfln

Mifepriston: Kh0ng n€n sil dUng NSAID sau khi dUng mifepriston 8 - 12 ngiy vi NSAID c6 thd lam
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Thurdc chdno dOng: NSAID co thd ldm ting tdc dung c[ra thudc chdng d0ng, nhu warfarin. Thfln

trQng khi dung d6ng thoi thudc chdng dOng vdi nabumeton vd cdc dd'u hiQu c0a qud lidu cdn duQc

theo d6i cdn than.

Thu6c chdng tdp kdt tidu cdu vi thudc 0c ch6 tdi hdp thu serotonin c6 chon loc (SSRI): Ting nguy

co xudt huyOt duong ti0u hoa.

Tacrolimus: C6 thd ttrng nguy co nhi6m dQc than khi slt dUng tl6ng thoi NSAID v6i tacrolimus.

Zidovudin: Ttrng nguy cd dQc tinh huydt khi s0 dUng ddng thdi NSAID vdi zidovudin. Co bing chung

cho thi'y ttrng nguy co chiy mdu khdp vi tU m6u 6 nh[ng nguoi co bQnh ua chAy mau bi nhi6m

Hlv dang dung ddng thoi v6i NSAID.

Gel nhOm hydroxyd, cimetidin, paracetamol, va aspirin khOng lnh huOng dO'n sinh khl dting c0a

nabumeton 6 nhfing tinh nguyQn viOn.

Khang sinh quinolon: D0 liOu nghi0n cuu tu dQng vflt da chi ra ring mOt vai NSAID c6 thd lim

ting nguy co co giflt li0n quan d6'n khrlng sinh quinolon. BQnh nhAn udng NSAID va quinolon c6

thd gia ttrng nguy c0 ti6'n tridn co giqt.

B. TAc DUNG KHoNG MoNG lvruO'u:

Thudng gqp, 1/100 < ADR < 1/10:

Tai: U tai, rdi loan tai

Tim mach: Tlng huy0i ap

Ti0u hoa: Ti€u chiy, tdo b6n, kho tiOu, vi6m da diy, budn nOn, dau bung, ddy hoi.

Da vi m0 du6i da: Phiit ban, ngua

Chung: Phu nd

it gdp, r/rooo < ADR < t/too:

T0m thdn: Nhdm lIn, bdn chdn, mdt ngL

He thdn kinh: Budn ngil, chong m{t, nhuc ddu, di clm

tvtdt: tni giac bdt thuong, rdi loan m[t

H0 hdp: Kh6 th6, rdi loan h0 hdp, chty mdu cam

Ti0u hoa: Loet td tring, xudt nuy0t tiOu hoa, loet da diy, rdi loan tiOu hoa, ph0n c6 m5u,

nOn, viOm miQng, khO migng.

Da vi mO dudi da: Nh4y clm v6i 6nh sdng, ndi may day, dd md hOi.

Co xuong vd m0 liOn k6't: B0nh co

Th0n - ti01 ni0u: Rdi loan duong ti0't niqu

Chung: Suy nhugc, mOt m6i

R{t hie'm gfrp, ADR < 1/10000:

M6u vi h0 bach huydt: Giim tidu cdu, giim bach cdu, mdt bach cdu hat, thidu mdu khOng

t6i tao, thiOl mdu tdn huy01

H0 mi6n dich: S0'c phln vQ, phln ung phln vQ

H0 hip: Vi0m phdi kE

Gan: Suy gan, ving da

Da vi m0 du6i da: Phtn ung b6ng nudc bao g6m hoai tfi bidu bl nhi6m d0c, hOi chung

Stevens Johnson, h6ng ban da d4ng, phu m4ch, gii porphyria, rqng t6c. /12t13 V
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' 
Than - ti6i niOu: Suy than, hOi chung th4n hU.

Sinh sln: Rong kinh

Nguy cd huy|t khA'i tim mAch (xem phin luu 1i vit th1n trqng).

e. ouA uEu vA xU rn[:
Triiu chfino:

Cac tri0u chung bao gdm dau ddu, budn n0n, nOn, dau thuong vi, xuA't huy0l ti0u h6a, [t khi tieu

chiy, mdi phuong hudng, kich thich, hOn m0, budn ng[r, chong m{t, u tai, ngdt xiu vi thinh thoing

co gi4t. Trong truong hqp ngQ dQc ddng kd, suy thfln cdp vi tdn thudng gan c6 thd xty ra.

Cach x0 tri:
B0nh nh0n nOn duoc didu tri tri0u chung ndu cAn.

Trong vong 1 gio sau khi udng mOt li6u co khA ntrng g0y hai, dung than hoat tinh nOn dugc xem

xet (ddn 60 g chia lidu uOng) cung vdi liQu phdp h6 trq thich hgp.

Ngoii ra, 6 nguoi l6n, rila da day co thd duqc c0n nhdc trong vong 1 gio sau khi udng qud li6u co

khl ning de dqa tinh m4ng. Cdn df,m blo lugng nu6c tidu ddy di. Chuc nlng thfn vi gan n6n

dugc theo d6i chat ch6.

BQnh nh0n cdn dugc theo d6i it nhdt 4 gio sau khi uOng mQt lugng quii li6u co khi nlng g0y h4i.

Co giflt thuong xuy0n hoic k6o dii n6n didu tri blng ti6m tTnh m4ch diazepam. Cac biQn philp

khdc co thd duqc chi dinh dua tr0n tinh trang l0m sing cta bOnh nh0n.

10. cAc ofu nrEu cAu UJU f vA xnuydn cAo:

KhOng dlng quii liO'u chi dinh.
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