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Thong tin danh cho cdn bd y t&

BENITEZ

THANH
Méi vién

HA N x viprl /<)
n\bqg phim el

: Vors
Nabumeton... 55471 5

Td dudgce: Starch 1500, lactose monohydrat, croscarmelose natri, natri lauryl sulfat,
silicon dioxyd, HPMC ES6, titan dioxyd, tale, PEG 4000, polysorbat 80, dau thdu dau,
mau oxyd sdt dé.

Dang bao ché€: Vién nén bao phim.
M6 ta: Vién nén dai bao phim mau ndu do, hai mit tron,
Quy cach déng géi: Hop 6 vi x 10 vién/ Hop 10 vi x 10 vién.

PAC TINH DUGC LUC HQC:

Tén chung qudc t&: Nabumetone.

Nhém dudge 1y: Thude chdng vié m khdng steroid. Ma ATC: MOIAXOL.

Nabumeton 13 mot chdt chdng viém khong steroid, tc ché y&u wrén su (dng hgp
prostaglandin. Nabumeton la mot tién dudc, sau khi hdp thu tir dudng ti€u hda,
nabumeton dudc chuyén héa nhanh & gan thanh chdt chuyén héa c¢é hoat tinh 1a
6-methoxy-2-naphthylacetic acid, ddy la chat Gc ché manh trén sy tOng hgp
prostaglandin.

PAC TINH DUGC PONG HQC:

Sau khi uong, 80% nabumeton ddnh dau ddng vi phéng xa duge (im thdy trong nudc
ti¢u, cho thdy nabumeton duge hap thu t6t tir dudng tiéu héa. Nabumeton hdu nhu
khong duge tim thay trong huy€t tudng do sau khi hip thu, né chuyén hda thanh chat
chuyén héa ¢6 hoat tinh 6-methoxy-2-naphthylacetic acid (6-MNA). Khodng 35% cua
liéu udng 1000 mg nabumeton dugc chuyén héa thinh 6-MNA vi 50% dugc chuyén
héa thanh cdc chdt chuyén héa chua duge dinh danh va sau dé duge bai ti€t vao nudce
tiéu. Sau khi udng nabumecton, hip thu va dio thdi cia 6-MNA theo md hinh dugc :

¥

dong hoc 1 ngén,

6-MNA gidn k&t hon 99% véi protein huy€l wong. Nong dd 6-MNA 1 do phu thude
vio téng ndng d6 6-MNA vi (¥ 1& vdi liéu trong khodng tit 1000 mg d€n 2000 mg.
Nong d6 6-MNA ty do khodng 0.2 - 0,3% sau khi u6ng liéu 1000 mg nabumeton v
khodng 0.6 - 0,8% & giai doan 6n dinh khi si dung liéu 2000 mg hang ngay.

NoOng d6 & trang thdi On dinh cla 6-MNA thap han chit it so vdi dit ligu du dodn. C6
thé 12 do lugng 6-MNA chura 1ién k€t protein bi loc qua gan nhi€u hon.

Viée st dung chung vdi thiic dn lam ting (i 1& hdp thu va do dé lam 6-MNA xudt hién
trong huy&t tuong nhanh hon nhung khong dnh hudng dén lugng nabumeton chuyén
thinh 6-MNA. Nong do dinh ctia 6-MNA ting khodng 1/3.

Sit dung chung véi cdc antacid chita nhom khong lam thay ddi sinh khd dung cia

6-MNA.
/
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Dai tugng diic biét:

Ngudi cao tudi

Nong do trong huy€l twong giai doan 6n dinh & ngudi cao tudi thudng cao hon so véi
ngudi tré tuoi.

Suy thin

O bénh nhin suy thin trung binh (CICr 30 - 49 mL/ phdt), thdi gian bdn thdi tin cung
tang khodng 50% so véi nhém chiing, va néng d6 6-MNA twr do trong huyét tucng
ting 50%.

Ngodi ra, sy bai ti€t 6-MNA qua thdn ¢ bénh nhin suy thin trung binh gidm khodng
33% so vdi bénh nhian chiic ndng than binh thutng. Thdi gian bdn thdi tin cling cling
ting ¢ bénh nhin suy thin ning (CICr < 30 mL/ phit). O bénh nhin thim phan madu,

ndng d6 6-MNA huyét tuong & giai doan 6n dinh tudng L nhu nhém ngudi khée manh.

Do khd ning gdn k€t cao vdi protein huyét tidng, khong thé loai 6-MNA bing loc
mau.

Khong c¢in di¢u chinh liéu & bénh nhan suy thin nhe (CICr < 50 mL/ phit). Thin
trong khi k& ddn cho bénh nhan suy thin trung binh va ning.

Suy gan

D li¢u trén bénh nhdn suy gan con han ché. Qud trinh chuyén héa nabumeton thanh
6-MNA vi chuyén héa ti€p tuc thinh chit chuyén héa khéng cé hoat tinh phu thude
vio chifc ning gan vi ¢6 th€ gidm & bénh nhin suy gan ning (ién sl hoic sinh thiét
cho tha'y bi xd gan).

CHI PINH:
Nabumeton dugce dung trong diéu tri cdc bénh viém xudng khép va viém khdp dang
thap.

LIEU DUNG - CACH DUNG:

Nén udng thudc trong khi dn hodc sau khi dn. Chd v sit dung vién ¢6 ham lugng phi
hdp vdi chi dinh,

Neuwoi lon:

Liéu diing khuy&n nghi: Liéu khdi ddu thong thudng 13 1000 mg x 1 1dn/ ngay. Mot sd
bénh nhdn c¢in ding liéu cao hon mdi ¢6 tdc dung gidm dau, ¢6 thé udng 1500 - 2000
mg X 1 lan/ ngdy. Ngodi ra cling ¢d thé chia tdng liéu ra udng 2 1An/ ngay. Pai vdi
bénh man tinh, nén st dung liéu thdp nhd't ¢6 hiéu quéi.

Bénh nhin ¢é ¢dn ning dudi 50 kg it khi cdn st dung licu vugt qud 1000 mg/ ngiy,
liéu 161 da 1a 2000 mg/ ngay. Ty theo ddp dng ctia ting cd nhin ma diCu chinh licu
cho phu hgp.

Khéng ¢an chinh liéu cho bénh nhdn suy thin nhe. Can diéu chinh liéu cho bénh nhin
suy thin trung binh va ndng (CICr < 50 ml/phiit). Liéu khdi ddu t&i da clia nabumeton
& bénh nhin suy thin trung binh khong nén qud 750 mg x | 1in/ ngdy va khdng nén
qud 500 mg x 1 1dn/ ngdy & bénh nhan suy thin ning. Theo ddi cin thin chic ning
thin cia bénh nhén, liéu t6i da ¢ bénh nhin suy thin trung binh 13 1500 mg/ ngay va
¢ bénh nhdn suy thin ndng 1a 1000 mg/ ngay.

Tré em:

Khong khuyén cdo st dung thude cho tré em.

+
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CHONG CHI PINH:

- Bénh nhin dang bi loél da day hodc ¢6 tién st loét da day.

- Suy gan ning (nhu xd gan).

- Bénh nhdn bi 1én con hen ph&€ qudn, ndi may day hodc bi viem mili cdp do st
dung aspirin hoic cdc thude chong viém khong steroid khic.,

- Bénh nhin man cdm v@i nabumeton hodce bat ky thinh phin niao cia thude.

CAC TRUONG HOP THAN TRONG KHI DUNG THUOC:

Luu y dic biét:

Nguy cd loét, chdy mdu va thing dudng ti€u hda khi st dung NSAIDs: Cdc phidn ng
duding tiéu héa nghiém trong nhu xuit huyét, loét va thing ¢é thé xdy ra bit k¥ lic
ndo, ¢6 thé cé hodc khong ¢6 ricu ching cdnh bio, & bénh nhdn diéu tri man tinh
bing NSAIDs. Thudng gip cdc vin dé & dudng tiéu hoéa trén, vi du nhu kho tiéu va
thuting xudt hién khi bat diu diéu tri. Bdc sy nén theo doi cde ddu hiu cda lodt va
xudt huyét & bénh nhin diéu tri man tinh v6i NSAIDs, k€ ¢4 & bénh nhén khéng c6
tién st bénh tiéu hoa.

Cdc nghién ctiu cho dén nay chua xdc dinh duge bit ky nhém bénh nhin nio khéng
¢6 nguy cd bi loét va xudt huyét da day. Ngoai trir ti€n st bénh tiéu héa nghiém trong
vd cdc yéu td nguy cd khdc di bi€t lam ting nguy ¢d loét dudng tiéu hda (vi du
corticosteroid duding udng), cdc y&u to nhu tudi va gidi tinh déu 6 lién quan dén viéc
ting nguy cd lodt va xuit huyét dudng tiéu héa. Bénh nhin cao tudi hodc suy nhuge
¢ khd ning chiu dung loét va xudt huy€t kém hdn so vdi ngudi khdc va hiu hét cde
bdo cdo tif vong do bénh dudng tiéu héa déu nim trong nhém do tudindy.

Str dyung li€u NSAIDs cao hon thi s¢ gip nguy cd 1dn hon, mic di cdc nghién citu ldm
sang c6 ddi ching cho thdy khéng ¢6 diéu nay. Khi st dung liéu cao hon, nén cin
nhic gitra 1gi ich va nguy ¢ trude khi sit dung.

Thin trong:

Tdac dong lén thdn:

Khi st dung diii han trén dong vit, NSAIDs cho thdy ¢6 lién quan dén hogi td nhi
thin va cdc bénh ly thin khdc.

Str dung NSAIDs lam gidm luu lugng mdu dén thin, prostaglandin thin ¢6 vai rd hé
lrgf trong viée duy (r1 sy tudi mdu & thin, O cdc bé&nh nhin nay, viée sir dung NSAIDs
lam gidm tdng hdp prostaglandin phu thude liéu, han nita, viéc gidm luu ludng mdu
d€n thin ¢6 th€ lam ndng thém tinh trang suy thin mit bu. Bénh nhin gip nguy ¢
I6n nhé't chinh 14 ¢de bénh nhdn suy thin, suy tim, suy gan, bénh nhin dang st dung
thude 1gi tiu, va ngudi cao tudi. Thong thudng chifc ning thin s& trd vé miic trudce
khi diéu tri khi ngitng st dung NSAIDs.

Chat chuyén héa 6-MNA duge oxy hda va lién hgp rdi thdi it chi y&€u qua thin.
Chua nghién cttu duge chdt chuyén héa khong ¢6 hoat tinh nay tich liy bao nhiéu &
thin. P61 vdi cdc thude khdc dude thdi i qua thin, khd ning giy ra tdc dung khong
mong mudn (chua liét ké trong muc “Tdc dung khéng mong muén™) bdi cdc chit
chuyén héa khong ¢ hoat tinh nay ciing ¢6 (hé xdy ra. Thong thudng khong can dicu
chinh li¢u nabumeton & bénh nhin suy thin nhe. 6} bénh nhdn suy thdn trung binh
(CICr 30 - 49 mL/ phiit), ndng d6 6-MNA khéng gidn két trong huyét twdng ting 50%.
Thin trong khi st dung nabumeton ¢ bénh nhin suy thin nhe va trung binh. Theo doi
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chife ndng thin lic bt ddu va trong thdi gian dau diéu tri. Xét nghiém chife ning thin
khi can thi€t, n€u tinh trang ning hon, ngitng thudc.

Chiic nang gan:

Nhu cdc thude NSAIDs khdc, ting | hodc cdce chi s§ chitc ning gan x4y ra & khodng
15% bénh nhdn. Tinh trang niy ¢4 thé ti€n tri€n hodc khong ddi, hodc quay vé mitc
binh thuting khi ngiing diéu tri. Trong nghién citu lim sing, sv ting ¢6 ¥ nghia (3 lin
gidi han trén) ciia ALT (SGPT) hodc AST (SGOT) xdy ra vdi tdn sudt it han 1%. Bénh
nhin vdi cdc wiéu chiing va/ hodc diu hiéu gdi ¥ suy gan, hodc & bénh nhin ¢6 két
qud xét nghiém chifc ning gan bit thudng nén duge ki€m tra xem ¢6 tién rién ning
hon khi stt dung nabumeton hay khong. Cdc phdn itng gan nghiém trong bao gébm
ving da, viém gan de doa tinh mang da dudc bdo cdo ddi vdi nabumeton vi cdc
NSAIDs khdc. Mac du cdc phdn ting nay hi€m gip, n€u cdc van dé vé gan kéo dai va
ndng hon, cdc ddu hiéu va triéu ching ldm sdng cho thdy bénh gan ti€n tricn, hodc
bi€u hién toin than xudt hién (vi du ting bach ciu eosin, ban dé...). ngling s dung
nabumeton. Do viéc chuyén hda clia nabumeton phu thudc vao chiic ndng gan, thin
trong khi st dung nabumeton & bénh nhan suy gan ning.

Anh hudng lén tim mach va mach mdu ndo:

Pi ¢6 bdo cdo vé ¢ dich va phtt ¢ b&nh nhéin st dung nabumeton, vi vy, nhu cdc
NSAIDs khdc, sit dung thin trong nabumeton & bénh nhén suy tim sung huy€l, ting
huyé&t 4p hodc cdc tinh trang khdc gy  dich.

St dung md@t vai NSAID (dic bict vdi lidu cao kéo dai) ¢é thé gdy ting nhe nguy cd
huy&t khoi dong mach (vi du nhéi mdu cd tim hodc ddt quy). Chua cé du théng tin dé
loai trif nguy cd nay khi st dung nabumeton.

Bénh nhin ting huyét dp khong ki€m sodt duge, suy tim sung huyét, thi€u mdu cd tim,
bénh ddong mach ngoagi bién, vashodc bénh mach mdu nio, can ¢in nhic cdn thin
trude khi diéu tri vdi nabumeton. Ciing can can nhic khi sif dung nabumeton cho bénh
nhin ¢6 nguy c¢d tim mach (ting huy&t dp, tdng lipid huy€t, ddi thio duting, it
thudc).

Nhay cam vdi dnh sang:

Khi ki€m tra viéc nhay c¢im véi tia cuc tim (tia UV), nabumeton ¢6 thé gy ra nhiéu
phan tng ti€p xtc véi dnh ndng mat trdi hon so véi binh thuling.

Ch& phim ¢6 chita lactose monohydrat. Bénh nhin bi 181 loan dung nap galactose,
thi€u hut Lapp lactase hodc r&i loan hip thu glucose-galactose khong nén sif dung.

Pé xa tam tay tré em.

St dung cho phu ni ¢é thai va cho con bii:

Nabumeton va cdc NSAIDs ¢6 thé dnh hudng dén khd ning sinh sin, khéng khuyén
c¢do sit dung & phy nit dang ¢6 ging thy thai. O nhitng phu nif gip khé khin trong vide
thu thai hodc¢ dang duge ki€m tra vd sinh, ngling nabumeton.

Thoi ky mang thai:

Nabumeton khong giy qudi thai & dong vat thi¥ nghiém. Chua ¢6 nghién ctu day di &
phu nit ¢é thai. Chi sit dung nabumeton trong thai k¥ khi cin thiét.

Do khd nidng tc ché tdng hgp prostaglandin cda thudc trén hé tim mach (dong dng
ddng mach), khéng khuy&n cdo st dyng nabumeton vao 3 thang cudi thai ky.

Thoi ky cho con bi:

Khdng khuyén cdo stt dung cho phu nit cho con bu, do tic dung khéng mong mudn c6
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thé ¢6 tit tdc dung e ché (Gng hgp prostaglandin clia thudc & tré sd sinh. Chua biét
nabumeton va chdt chuyén hdéa cé bai ti€t qua sita me hay khéng: tuy nhién, 6-MNA
dudc bai tiét qua sita me khi thit nghiém & chudt.

Anh hudng cua thude doi véi ¢ong viée (ngudi vin hainh mdy mdc, dang Idi tau xe,
ngudi lim viée trén cao va cac trudng hgp khidc):

Bénh nhin dung thudc chdng viém khong steroid déi khi bi nhic dau, chong mit, roi
loan thi gidc. N€u bénh nhin bi nhifg td¢ dung khong mong mudn nay thi khong nén
ldi xc hay vin hinh mdy mdc.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG

TAC KHAC:

- Cée thudc gidm dau khdc bao ghm cd chat itec ché chon loc COX-2: Tranh sit dung
ph8i hgp hai hodc nhiéu NSAID (bao gdm cd aspirin) do ¢6 hé ting nguy cd tdc
dung khong mong mudmn.

- Corlicosteroid: laim ting nguy cd xudt huy&t duting ticu hda.

- Vichil chuyén hda clia nabumeton gin két cao vdi protein, nén phdi theo déi dé
trdanh qud licu cdc thude st dyng dong thisi nhu thude chéng déng mdu (nhu
warfarin), thu6c chéng co gidt hydantoin, thudc ha dudng huyét sulfonyluré, cdc
sulfonamid. Néu c¢in thi€t, phdi diéu chinh liéu ding cta cdc thude nay:.

- Mot s6 thude chong viém khéng steroid khdc lam ting ndng d6 huyét tuong clia
cdc glycosid tim, lithi v methotrexat; lam gidm tdc dung tri liéu cia thudc 1¢i
ti€u va thudc chdng ting huyét d4p (nhu thuSe e ché enzym chuyén (ACEI) va
thuc e ch€ thu thé angiotensin); gdy tdng kali mdu khi diing ciing véi thudc 1di
tiéu gitr kali. Cdc nghién ctu tiong tdc thude nidy chua duge thyc hién véi
nabumeton, nén thin trong khi sit dung nabumeton phdi hgp vdi cdc thude nay.

- Khong nén st dung cdc thude chong viém khong steroid trong vong 8 - 12 ngay
sau khi st dyng mifepriston, vi ¢6 thé dnh hudng dé€n hi¢u qud diéu tri cla
mifepriston.

- Viéc st dung déng thii cdc antacid va nabumeton kh6ng dnh hudng ddng k€ dén
sinh khd dung cia 6-MNA.

- Ciclosporin: Tang nguy cd ddc tinh trén thin.

- Probenecid: Gidm chuyén hdéa nabumeton, gidm thdi trif nabumeton va chit
chuyén héa cia né.

- Thudc khdng sinh quinolon: Cé thé ting nguy ¢d gdy co gidt do thude khing sinh
quinolon.

- Rudgu, bisphosphonat, oxpentifyllin (pentoxyfillin) v sulfinpyrazon c¢6 thé ting
tic dung khéng mong mudn trén dudng tiéu hda va nguy ¢d chdy mau hodc loét
dudng tiéu hoa.

- Chat chéng k€t tap tidu cdu va chét e ché& tdi hdp thu serotonin (SSRI): ting
nguy ¢d chdy mau dudng tiéu hda.

- Tacrolimus: Tdng nguy ¢d ddc tinh trén thin khi ding chung. rm./

- Zidovudin: Ting nguy cd ddc tinh huy&t hoe khi diing chung.

- Khi st dung chung vdi thic an hodc sifa, nabumeton hip thu nhanh hon, tuy nhién,
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tang ltgng 6-MNA trong huyét tudng khang doi.

TAC DUNG KHONG MONG MUON:

Cdc tdc dung khéng mong mudn sau diy dd dude bdo cdo & bénh nhdn st dung
nabumeton:

Thueng gép, 1/100 S ADR < 1710, ¢6 thé biét duve nguyén nhén

Tiéu héa: Tiéu chdy (14%), khé tiéu (13%), dau bung (12%), tdo bon, diy hdi, budn
non, mau trong phan, khd miéng, viém da day, viém mi€ng, nén 6i.

Thin kinh trung wong: Chéng mat, dau dau, mét mdi, d6 md hoi, mat ngd, lo ling, Id
md.

Ngoai da: Ngtra, phdt ban.

Gidc quan: U tai.

Khdc: Phu.

Thutong gdp, 17100 £ ADR < 1/10, khong ré nguyén nhdan

Tiéu héa: Bilirubin ni¢u, viém td trang, ¢ hdi, s6i mit, viém Igi, viém ludi, viém ty,
chidy mdu trye trang, réi loan vi gidce.

Heé thin kinh trung wong: Ac mong.

Ngoaida: Mun, rung toc.

Tim mach: Dau thdt ngue, loan nhip tim, ting huy&t dp, nhdi mdu cd tim, ddnh tréng
ngie, ngat, viém ti¢ tinh mach.

Ho hidp: Hen suyén, ho.

Tié't niéu: Tidu khé, tiéu mau, liét duong, sbi thin.

Huyé&t hoe/ bach huy&t: Thi€u mdu, gidm bach cdu, gidm bach cdu hat.

Chuyén héa/ dinh dudng: Ting duding huyét, ha kali mdu, gidm cin.

Khdc: SO1, 6n lanh.

It gap, 171000 < ADR < 1/100, ¢6 thé biét duge nguyén nhan

Tiéu héa: Chdn in, ving da, loét td trang, khé nudt, loét da day, viém da day rudt,
xuft huy€t tiéu héa, ting su thém in, chic ning gan bt thudng. di iéu phan den, suy
gan.

Thin kinh trung uong: Suy nhugc, kich dong, lo ldng. Ii ldn, trim cdm, khé chiu, di
¢dm, run, chong mit.

Ngoii da: Béng nude, nhay cim dnh sdng, ni may day, hoai & bi€u bl nhiém doc,
héng ban da dang, hoi chitng Stevens-Johnson.

Tim mach: Viém mach.

Chuyén héa: Ting cin.

H6 hip: Khé thd, viém phdi ting bach cdu eosin, viém phdi do qud mén, viém phéi
vé cdn, viém phoi ké.

Ni¢u sinh duc: Albumin niéu, ting uré huy€l, ting acid uric mdu, viém k& thin, hoi
chitng than hu, chay mdu dm dao, suy than,

Gidc quan: Tam nhin bi't thudng.

Iuyét hoc/ bach huyét: Gidm ti€u cau.

Qud mén: Phan @ng phin vé, s6¢ phdn vé, phii mach.

Théng bdo cho thdy thudc nhiing tdc dung khong mong mudn gdp phdi khi st dung

w/.
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QUA LIEU VA CACH XU TRI:

Triéu chitng: ngat lim, ld md, budn nén, ndn, dau thugng vi, thudng la hdi phuc khi
dudc chiam séc hd trg. Xud't huyét da diy ¢6 thé xdy ra. Tang huy&t dp, suy thin cdp,
suy ho hip, va hon mé c¢6 thé xdy ra, nhung rdt hi€m. Da ¢6 bdo cdo vé phin iing qud
min xdy ra khi nu6t phdi NSAIDs, v cling ¢6 (hé xdy ra trong tru®ng hgp qud liéu.
Bénh nhin nén dude theo ddi tridu chiing va diéu tri hd trg khi qud liéu NSAIDs.
Khong cé thudce gidi doc ddc hiéu. Gay non va/ hoijc than hoat (60 - 100 mg 3 ngudi
16n, 1- 2 ¢/ kg & tré em) vi/ hodc chi dinh chdt x4 tham thiu trong vong 4 gid sau khi
nuot va o triéu chitng ngd doc, hode st dung lidu qud 16n (5 - 10 ldn liéu binh
thuding). Lgi tiéu bat bude, kiém hda nudce tiu, thim phin mdu, hodc truyén mdu c6
thé khéng c6 ich do thudc gdn két nhiéu vdi protein.

Piéu kién bao quan: Ndi khd rdo, trdinh dnh sdng, nhiét d6 khong qud 30°C.
Han ding ciia thude: 36 thing ké tif ngay sdn xudt.

San xui' tai:

CTY TNHH DUQC PHAM PAT VI PHU

(DAVIPHARM CO., L'TD.)

Lo M7A, Pudng D17, Khu CN M§ Phudc 1, Phudng Théi Hoa, Thi xa B&n Cdt, Tinh
Binh Ducng, Vict Nam

Tel: 0650-3567689 Fax: 065031
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Thdng tin danh cho bénh nhin

BENITEZ

Doc ky hugsrg, dam *CT]“.LUHU trude khi diing. D€ xa tim my tré em.
Thong ,;L@;m:a\» cho ha' sy hodc dudce sy nhitng tac dung khdng mong mudn gdp
phdi khl %ﬁ'dﬁgg thﬂn. \TI Oc nity chi dung theo don cia bdc s§.

|\1| \ DUf‘ir" = HAM ,f' : J
-x\ AT VI PHU [

THANH PHAN
Mdi vién nén bao phim chita:
Nabumeton........c...... 300 mg

Ta dudgc: Starch 1500, lactose monohydrat, croscarmelose natri, natri lauryl sulfat,
silicon dioxyd, HPMC [6, titan dioxyd, talc, PEG 4000, polysorbat 50), dau thdu dau,
mau oxyd sdt dé.

M ta sin phiim: Vién nén dai bao phim miu ndu d6. hai mat tron.

Quy cach dong goi: Hop 6 vi x 10 vién/ Hop 10 vi x 10 vién.

Thuée dung cho bénh gi?

Sdn pham BENITEZ chita hoat chét ¢6 tic dung dugc 1y 12 nabumeton, 1a mdt chatfe
ché trén sy tdng hdp prostaglandin, do dé ¢6 tic dung khdng viém.

Nabumeton duge ding dé diéu tri cdc bénh viém xuong khép va viém khdp dang thép.

Nén dung thuéc nay nhu thé nao va liéu lugng?

Ludn ding thudc chinh xdc nhu hudng din clia bac sy hodc duge s§. NEu ban chua rd,

hiy hdi lai cho chic chin.

Théng thutng bac sy s& k& liéu thap nhat ¢6 hiéu qud doi v4i ban va st dung trong -
thdi gian ngéin nhat. Nho d6 sé lam gidm khi nidng bi cdc tdc dung khdng mong mudn.
Nguoi lon:

Li¢u khdi ddu thong thudng la 1000 mg (2 vién 500 mg), udng mdt lin mdi ngay. N&u
liéu 1000 mg/ ngay khong thé gitp ban gidm dau, bdc s§ ¢d thé s& ting Liéu Ién 1500 -
2000 mg/ ngay. Tuy theo ddp dng clia ban ma bédc s§ sé dic¢u chinh li¢u cho phi hgp.
Théng bdo cho bdc s néu ban gip cdc vin dé v& thin dé bdc sy co k& hoach diéu o
chinh li¢u cho hgp ly.

Cich dung:

Nén udng thude trong hodc sau khi dn dé gidm nguy cd tdc dung khong mong mudn

trén dudng tieu hoa.

Khi nio khong nén diing thudc nay?

Khéng nén diing thude nay néu ban: %/

- 3 thang cudi thai ky hodc ban dang cho con bi.

- Di @ng (qud man) v4i nabumeton hoic bat ky thanh phin ndo ¢6 trong thudc.
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- Di tng vdi aspirin hodc cdc thude khdang viém khéng steroid khdc (NSAIDs), hoic
kho thé do hep duting thd, phtt mit, méi, 6 va ludi, chdy nude mili hodc ban da mau
do hodc tdi thanh tiing mdng, ngdta nhi€u khi st dung cdc thudc nay.

- Pang bi hodc ¢6 tién st bénh loét dudng tiéu héa (loét da day hoidc td trang) hoic
xud't huyét da day (2 hodic nhiéu lan).

- C6 tién s xudt huyé”t hodc loét dutng tiéu hoa trén do stt dung NSAIDs.

- Suy gan hodc suy thin ning.

- Suy tim ndng hodc suy giam chi'c niing tim nang.

- Pang st dung cdc thuée khdng viém khong steroid (NSAIDs) khdc, thudce e ché
COX-2 hoic aspirin.

- Bi r8i loan déng mdu.

Céc thude nhu nabumeton ¢é thé 1am ting nguy ¢d dau tim (nhdi mdu ¢o tim) hodc dot
quy nhung it. Nguy co thudng xdy ra khi st dung liéu cao v kéo dai. Khdng nén st
dung qud liéu chi dinh va kéo dai qud thdi gian diéu tri.

N¢Eu ban bi cde van @& vé tim mach, ¢6 tién st bi dot quy hoiic ban ¢6 thé ¢6 neuy cd
bi cdc tinh trang nay (vi du né€u ban bi ting huyét dp, dai thao dudng, ting cholesterol
hodc hit thudc), ban nén trao ddi vdi bdc s§ hodc dudce s§.

Téc dung khéng mong muén

Nhu cdc thude khdc, BENITEZ ¢6 thé giy tic dung khong mong muén, nhung khong
phai ai cing gap phai.

Ngung ding thudc v lién hé trung tam y t& gan nhdt néu ban gdp cdc phdn ing sau:
Néu ban luu ¥ thily cdc diu hiéu xuft huyét, loét hoidc thing da diy - rudt, vi du nhu:

mdu (rong phéin, phin den, khi ban ndn ¢6 médu hodc cde cue mau gidng ¢a phé hoic
dau bung, kho tiéu, ¢ néng.

Ban db nghiém trong bao gdm dd, bong tréc, sung trong gidng nhu bi béng ndng (hoai
tr bi€u bi nhiém ddc), néi mian dd, s6t, mun nude hodc loét (héi ching Stevens-
Johnson) hodc ban da lan téa, mang d6 bat thuding trén da tay va cdnh tay (hdng ban da
dang).

Ban ¢6 cdce didu hiéu cla qud min bao gdom: ban da, ngita ngdy, sung mat, ¢d, moi, ludi
hodc kho thd, khé nudt.

Cdc tdc dung khéng mong mudn khdc:

Thuong gdp

Tiéu héa: Tiéu chdy, kho tiéu, dau bung, tio bén, ddy hoi, budn ndén, méu trong phin,
kho miéng, viém da day, viém miéng, ndn 61, bilirubin niéu, viém td trang, ¢ hai, sdi
mat, viém lgi, viém ludi, viém tuy, chdy mdu true tring, roi loan vi gidc.

Than kinh trung udng: Chéng mit, dau ddu, mét méi, dd md hodi, mat ngd, lo ling, 1o
md, d¢c mong.

Ngoai da: Ngita, phdt ban, mun, rung téc.

Gide quan: U tai.

Tim mach: Pau thit nguc, loan nhip tim, ting huy&t dp, nhdi mdu ¢o tim, ddnh twong
nguc, ngdt, viém tic tinh mach.

16 hd'p: Hen suyén, ho. 'V’\/

Ti€t niéu: Ti€u kho, tiéu mau, liét duong, sdi thin.

Huyé&t hoc/ bach huy€t: Thi€u mdu, gidm bach ciu, gidm bach ciu hat,

Chuyén hda/ dinh dudng: Ting duding huyét, ha kali mdu, gidm cin.

Khéc: S6t, n lanh, phi.

flu'k
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It gap

Tiéu héa: Chdn dn, khé nudt, ting sy thém dn, chifc ning gan bat thudng, suy gan.
Than kinh trung wdng: Suy nhude, kich dong, lo ling, 10 1dn, trdm cdm, khé chiu, di
cdm, run, chéng mit.

Tim mach: Viém mach.

Chuyén héa: Tang can.

H6 hip: Kho thd, viém phdi ting bach ¢iu eosin, viém phoi do qud min, viém phdi vo
¢in, viém phoi ké.

Niéu sinh duc: Albumin niéu, ting uré huyét, ting acid uric mdu, viém k& thin, hdi
ching thdn hu, chdy mdu am dao, suy than.

Gidc quan: Tam nhin bat thudng.

Huyét hoc: Gidm tiéu ciu.

Thudc ¢6 thé giy ra cdc tdc dung khdong mong mudn khdc. Théng bdo cho bde s§
nhitng tdc dung khong mong mudn gip phai khi st dung thube.

Nén trinh diing nhiing thuéc hoic thue pham gi khi dang sif dung thuée nay?
MGt 8 thudc ¢é thé tuong tic vdi nabumeton nén phdi thong bdo cho bdc s§ hodc duge
s¥ cda ban vé ti't ¢4 cdc loai thuée ma ban dang st dung, bao gdm cd cdc thudc ké don
hoidc khéng ké don, cdc vitamin hodc thude tif dudge lidu, dic biét 1a cdce thudc sau:
- Thudc chong déng hodc thude cd thé e ché sy dong mdu, vi du: warfarin.
- Thude diéu tri ting huyét 4p nhu:
« Thudc tc ché enzym chuyén, vi du: captopril.
« Thu6c chii vén thu thé angiotensin 11, vi du: candesartan hoic losartan,
- Glycosid tim nhu digoxin (sif dung diéu tri b&nh tim mach).
- Lithi (s dung diéu tri rdm cdm).
- Cyclosporin (thudc e ch€ mién dich).
- Mifepriston (stf dung dé cham dit thai ky), khong nén st dung nabumeton trong thdi
gian 8 - 12 ngay sau khi stt dung mifepriston.
- Céc thude khdang viém khéng steroid (NSAIDs) khdc bao gdm aspirin.
- Corticosteroid, vi du: prednisolon.
- Khédng sinh nhu quinolon (diéu tri nhiém triing).
- Chdt dc ché tdi hdp thu chon loc serotonin (vi du paroxetin), venlafaxin hoic
moclobemid (st dung dicu tri trdm cdm).
- Sulfonylure (vi du gliclazid) (diéu tri ddi thao dudng).
- Biphosphonat (vi du alendronat, diéu tri loding xuong).
- Methotrexat (st dung diéu tri mot vai loai ung thu, bénh Crohn, vy nén hodc viém
khdp dang thap).
- Clopidogrel (thudc e ché& k&t tip tiéu cau).
- Pentoxifyllin (diéu tri bénh mach mau).

- Probenecid hodc sulfinpyrazol (diéu tri gout). ul/
- Rugu

- Tacrolimus

- Zidovudin

Ban ¢ thé udng thudc nay trong hodc sau bita in.
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Can lam gi khi mét 1an quén khang ding thudc?

N¢u ban quén khong dung 1 liéu, nén udng lidu dé ngay khi ¢6 thé. N&u thsi diém nhé
ra dd ngay gin thdi diém ding liéu thudc tiép theo, khong ding lidu da quén ma ding
thude theo ddng lich trinh ¢i. Khdng udng gip doi liéu.

Can bdo quan thudc nay nhu thé ndo?
Gil thudc trong bao bi gdc clia nha sin xuat, day kin.
D¢ thude noi kho rdo, trdanh dnh sang, nhiét d6 khong qua 30°C, va ngoil tam véi clia

tré em.

Nhitng diu hi¢u va triéu chiing khi diing thud'c qua liéu

Diing thudc chinh xdc¢ nhu hutdng din ctia bic s¥.

Triéu ching ctia qud li€u bao gdm: ngit lim, 16 mo, budn ndn, ndn, dau thugng vi,
thudng 1a hoi phuce khi dude chim séc hd trg. Xudt huydt da diy ¢6 thé xdy ra. Ting
huy€t dp, suy thin cip, suy ho hap, va hén mé c6 thé xdy ra, nhung rit hi€m. Da ¢6
bdo cdo vé phdn ng qud min x4y ra khi nudt phdi NSAIDs, vi ciing ¢6 thé xdy ra
trong truding hdp qud liéu.

Can phai lam gi khi dung thuéc qui liéu khuyé&n cdo

Ngung dung thude va lién lac ngay vdi bdc sy hodc trung tim y t& gin nhat.

Mang theo vién thudc cung véi bao bi d€ bdc s§ biét ban di udng thudc gl va ¢d bién
phdp xit Iy kip thdi.

Nhitng diéu can thén trong khi diing thudc nay

Trudc khi ding thube nay, théng bdo cho bdc s¥ néu ban ¢ nhitng van dé sau: v
- Ha huy€t dp hoic ¢ dich. 4

- Bénh tim mach hodc nguy ¢d bi bénh tim mach (ting huy€t dp, ting lipid huyét, ddi 15{\1
thdo duting, hiit thudc). H}
- Hc\n sqyén ,;}
- Ti¢n st bénh duting tiéu héa nhu bénh Crohn.

- Cdc van dé vé da day - ruot.

- Nhiém triing. Nabumeton ¢6 thé che 14 triéu ching nhidm tring nhu st v viém.

- Lupus ban dé hé thdng hodc cic rdi loan md lién két khic.

- Theo doi ndng do hormon v chitc ning tuyén gidp. Nabumeton ¢6 thé lam gidm .
nong dd hormon tuy€n gidp trong mau va cé thé inh hudng dén k&t qua xét nghiém

chic ning wyén gidp.

Néu ban 1a; 2
- Phy nit vd dang ¢d dy dinh mang thai hodc dang kiém tra vo sinh, nén ngiing ¥

nabumeton.

- Ngudii cao tudi, khi dé nguy ¢o bi tdc dung khong mong mudn ciia ban s& cao hon.
N&u ban bi cdc phdn tng da hode ban dd khi ban bit diu sit dung nabumeton, ngiing
thudc va lién hé vdi bdc sy.

Nabumeton ¢ thé lam cho da ban nhay cdm vdi dnh sdng mit troi (tia UV) hon. Han
ché€ ti€p xidc nhiéu véi tia UV.

San pham BENITEZ ¢6 chita lactose. Néu ban khong dung nap mét loai duting nao do,
hdy thdong bdo cho bdc s§.

Ding thudc cho tré em fv/

Khong nén st dung thudc nay cho ré em.
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Phu nit mang that hodc cho con bi

Ban khong nén diing nabumeton néu ban dang mang thai, dic biét 12 3 thdng cudi thai
ky, du dinh c6 thai hoie dang cho con bu.

Nabumecton va cdc NSAIDs cé thé dnh hlrcin;J d€n khd niing sinh sdn, khéng khuyén
cdo stf dung & phu nit dang ¢d gdng thu thai. O nhing phu nt gdp kho khan trong viéc
thu thai hodc dang dugc ki€m tra vd sinh, ngiing nabumeton.

Ldi xe va vdn hanh mdv moc

Nabumeton ¢é thé 1am ban cdm thdy nhifc ddu, chéng mat, rdi loan thi gidc. Tuy nhién,
do ddp tng ctia mdi ¢d nhin khdc nhau, ban khong nén thue hién cdc cong viéc can
tap trung cao dd nhu ldi xe hodc van hanh may mdc, cho dé&n khi xdc dinh chic chin

minh ¢ bi dnh hudng hay khéng.

Khi nao cin tham vin bic sy, duge s¥.

Can lién lac ngay vdi bdc sy hodc trung tim y t€ gdn nhit khi diing thudc qud liéu chi
dinh.

Théng thuting, bao gid ciing phai héi ¥ ki€n bac s§ hodc dude sy rude lic dung bat ky
thudce nao khi mang thai hodc cho con bu.

Théng bdo ngay cho bdc sy hodc duge sy nhimg tdc dung khdng mong mudn gip phéi
khi stt dung thudc.

Né&u cin thém thong tin xin héi y ki€n bdc s§ hoic dudce s7.

Han duing ctia thudc: 36 thang ké tif ng 4n Xuat.

San xuit tai: ) \\
CTY TNHH DUQC PHAM DPAT VI PHU N\
(DAVI PHARM CO., LTD.) 120
L6 M7A, Butng D17, Khu CN My Phudc 1, Phudng Thdi Hoa, Thi x4 Bén CL}%*"ltmh

Binh Dudng, Viét Nam
Tel: 0630-3567689  Fax: 0650-3567688

Ngiy xem xét stia d6i, ciip nhit lai ndi dun_ AhurGg-di

“/‘,,__..___"_;\: (_. _\.._.‘

‘/’ N
CONGTY '\,

= TNHH
\ x| DUGCF %%A

\ DAT VI Pt

RUONG
ONG

TUQ.CUC ¥
P TRUONG)‘?E-‘I'U’ g
(1_( i 'J’flff’ {7 ’./fﬂf.'.-{!;z



