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NAMETAB 500

Nabumeton 500 mg
Dé xa tim tay tré em
Poc kj hudng din sit dung trude khi diing

1. Thanh phin cong thirc thude:

M3i vién nén bao phim chira:

- Thanh phin duge ChAL: NADUITIEION 1rvvievereeeerirerteeerseseessesessesessssss s sssss e e ssessesressasiesaaases 500,00 mg

- Thanh phén t4 duge: Lactose, Tinh bdt ngd, Polyvinyl pyrrolidone (PVP K30), Talc, Aerosil,
Magnesi stearat, Natri starch glycolat, Hydroxypropylmethyl ~cellulose (HPMC) 606,
Hydroxypropylmethyl cellulose (HPMC) 615, Titan dioxyd, PEG 6000, Tartrazin yellow lake, Red
iron oxyd, Yellow iron oxyd.

2. Dang bao ché: Vién nén bao phim

Mb ta dang bao ché: Vién nén dai bao phim mau héng, canh va thanh vién lanh Ian.

3. Chi dinh: |

Nabumeton duoc dung trong didu tri triéu ching dau va viém trong viém khép dang thdp va thoai héa 70

khop.

4. Liéu lwong va ciach dung:

Liéu diing:

Tac dung khong mong mubn c6 thé duoc giam thidu bang céch sir dung lidu thdp nhét c6 hiu qua

trong thoi gian ngén nhit c6 thé.

Nguai lon

Liéu hang ngay duoc khuyén c4o 1a hai vién (1 g) dung 1 14n vao gi¢ di ngu.

Péi voi céc tridu chimg trAm trong hodic kéo dai, hodc trong dot C{ép tinh, dung thém mdt hodc hai vién

(500 mg - 1 g) vao budi sang.

Nguoi cao tuoi

Nhu nhiéu loai thube khéc, ndéng do thubc trong mau cé thé cao hon & bénh nhan cao tudi. Lidu

khuyén c4o hang ngay 1a khdng nén vuot qud lidu 1 g, va trong mot s6 trudng hop cd thé giam con 500

mg/ngay.

Ngudi cao tudi cé nguy co cao vé phan tmg khong mong mudn nghiém trong. Nén xem xét can than

khi dung thuéc NSAID, nén dung lidu thép nhit c6 hidu qua va trong thoi gian ngén nhét co thé. Cac

bénh nhan nén duoe theo dai vin d& xuét huydt tidu héa trong khi diéu trj véi thude NSAID.

Tré em

Khong c6 dit liéu 14m sang dé Kkhuyén c4o sir dung nabumeton & tré em.

Céach dung:

Ubng nguyén vién thudc, nén udng thudc trong khi &n hodc sau khi &n.

5. Chong chi djnh:

NAMETAB 500 chéng chi dinh trén bénh nhén:

- Qua mAn véi nabumeton hogc bat ky thanh phén nao ctia thude,

- D3 timg ¢6 phan Gng qua man trude d6 (vi du nhu hen, viém mii, phu mach hodc ndi mé day) véi
ibuprofen, aspirin hodc véi cac thube chbng viém khong steroid khac. Cac phan Ung néng, hiém
khi gy tir vong, gidng v&i phan tung phan vé véi NSAID da duge bao céo & nhitng bénh nhan nay.

- Dang bi hodc ¢6 tién sir bj tai phat bénh loét/ xuat huyét da day (da c6 2 hodc nhiéu dot loét hoic
chiy méu da day xay ra) hogc cé bénh vé duong tiéu héa,

- Suy gan ngng, suy thdn va suy tim.

- C6 tién sir chay mau hodc thing duong tiéu hda c6 lién quan dén liéu phap NSAID trudc.

- Trong ba thang cudi cia thai ky va & ba me cho con bu.

- Pang bi xuét huyét ndo hodc céc bénh xudt huyét khéc.

6. Canh bdo va thin trong:

Nén tranh st dung nabumeton véi NSAIDs ddng thoi, bao gém cac chit e ché chon loc
cyclooxygenase-2.

Ngutoi cao tubi

1/5



https://trungtamthuoc.com/

Ngubi cao tudi c6 tin suét phan g khong mong mubn 61 véi NSAID tang 18n ddc bidt 1a xudt huyét
dudng tiéu hoa va thiing co6 thé gay tir vong.

R&i loan hé hdp: ) )

Cén than trong khi ding cho bénh nhén dang bi hodc co tién str hen phé quan co that phé quan vi céc
thudc NSAID d3 bao cdo 1a s& gy co thit phé quan & nhiing bénh nhén nay.

Suy tim mach gan than:

Viéc sit dung thubc NSAID c6 thé gy giam phu thudc lidu trong hinh thanh prostaglandin va tinh
trang suy than. Nhitng bénh nhén c6 nguy co cao nhét ctia phan tmg nay 1a nhiing nguoi bi suy giam
chitc ning thn, suy tim, rdi loan chitc ning gan, nhiing ngudi dung thute loi tiéu va ngudi cao tudi. O
nhitng bénh nhén suy than nang (d¢ thanh thai creatinine dudi 30ml / phut), xét nghiém s& duoc thuc
hién vao Itic bét dAu va trong mot vai tudn sau khi bat dAu didu trj. Céc xét nghiém tiép theo can duoc
tién hanh khi can thiét; Néu sy suy giam chirc ning tré nén nang, thi can ngung dicu tri. O suy than
trung binh (d6 thanh thai creatinin tir 30 dén 49 ml/lan) thi ting ndng do 6-MNA huyét twong khong
ting 1én 50% va c6 thé bao dam giam liéu.

Ciing nhu céc thudc NSAID khac, cac bidu hién bét thuong cla céc xét nghiém chirc ning gan, cac
trudng hop hiém gip ctia vang da va suy gan. Mot bénh nhén ¢6 déu hiéu / tridu chimg goi ¥ réi loan
chirc ning gan hodc nhitng ngudi dd cho mot xét nghiém chitc ning gan bit thudong trong khi ding
nabumeton nén duge danh gia lai chirc ning gan. Nén ngung dung nabumeton néu cac phan tng nay
Xay ra.

Téc dung tim mach va mach mdu ndo:

Cin theo dai va didu trj thich hop cho nhitng bénh nhan c6 tién sir cao huyét ap va / hoge suy tim xung
huyét nhe dén trung binh khi diéu tri NSAID,
Céc thir nghiém 1am sang va dit lidu dich t& hoc cho thy vige sir dung mot s NSAIDs (dic biét & liu
cao va didu tri dai han) c6 thé 1am ting nguy co céc hign tugng huyét khéi dong mach (vi du nhdi méu
co tim hodic dot quy). Khong cé du dit liéu dé loai trir rii ro nay.

Bénh nhan bi ting huyét 4p khong kiém soét, suy tim sung huyét, bénh thiéu méu cuc bd, bénh dong
mach va / hodic bénh mach nfio chi nén dugc diéu trj véi nabumeton sau khi cén nhic can than. Can
can nhic twong tu truée khi bit diu diéu tri dai han bénh nhan c6 cac yéu td nguy co mic bénh tim
mach (vi du nhu tdng huyét ap, ting lipid méu, dai thdo dudng, hit thude 14).

Xudt huyét, loét va thing da day rudt:

C6 béo cdo vé xuét huyét, loét hodc thing, ¢d thé gay tir vong, da dugce bio cdo voi tAt ca céc thube
chéng viém khong steroid va ¢ thé xay ra bat ct lic ndo trong qua trinh didu tri, c6 hodc khong c6
triéu chimg canh bao hodc co tién st roi loan da day-rudt nghiém trong.

Bénh nhén c6 tién sir bénh duodng tiéu hoa, dac bigt la ngudi cao tudi, nén béo céo bét ky tridu ching
bét thuomg vé dudng rudt (ddc biét 1a xuét huyét duong tiéu héa) dic biét la trong giai doan didu tri
ban dau.

Nguy co xuét huyét, loét hodc thung da day rudt cao hon khi ding lidu khang viém khong steroid ngay
cang tang, & nhig bénh nhan c6 tién st loét, dic biét néu c6 biéu hién chay mau hofc thing & nguoi
cao tudi. Nhitng bénh nhan nay nén bt dau didu tri voi lidu thip nhat sin co.

Phac @b phdi hop véi cac thudc bao vé (vi du nhu misoprostol hodc thubc tc ché bom proton) can
dugc xem xét dbi véi nhitng bénh nhén ndy, va bgnh nhan can dung aspirin lidu thép tuong ty hodc cdc
thude khac.

Cén than trong khi ding thubc cung lic c6 thé 1am ting nguy co bi loét hogic chdy mau, nhu corticoid
dudng udng, thubc chéng dong mau nhu warfarin, NSAIDs, cac chét trc ché tai hip thu serotonin chon
loc hodic cac chit chong tép két tiéu cAu nhu aspirin va clopidogrel.

Khi xudt huyét tiéu hod hogc loét xay ra & bénh nhan dung nabumeton thi nén ngung didu tri.

NSAIDS nén duoc theo dai cin than cho nhing bénh nhén cé tién sir bénh duong tiéu hoa (viém loét
dai trang loét, bénh Crohn) vi céc tinh trang ndy co thé trAm trong hon.

O nhitng bénh nhan bi loét da day, bac si cin cAn nhic nhitng loi ich cua viée diéu tri v6i nabumeton
trudc nhig nguy co c6 thé xay ra, 1ap ché do diéu trj loét phit hop va theo doi tién bo ctia bénh nhan
cAn thén.

Bénh lupus ban do hé théng (SLE) va bénh md lién két:

& bénh nhan lupus ban do hé thong (SLE) va 16i loan md lién két hdn hop, co thé ting nguy co viém
mang ndo vo khuan.
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Neuy co huyét khéi tim mach: 1
Cac thube chéng viém khong steroid (NSAIDs), khéng phai aspirin, ding dudng toan than, c6 thé lam
ting nguy co xuét hién bién co huyét khoi tim mach, bao gom ca nhdi mau co tim va ddt quy, co the

d&n dén tir vong. Nguy co nay co the xudt hién sém trong vai tuén dau dung thude va c6 thé tang 1én

theo thdi gian ding thude. Nguy co huyét khoi tim mach duogc ghi nhén cht yéu & liu cao.

Bic st cin danh gia dinh ky sy xuAt hién cia céc bién cb tim mach, ngay ca khi bénh nhén Ifhéqg co
chc triéu chimg tim mach truéce d6. Bénh nhén can duge canh béo vé céc triéu chimg cua bién ¢d tim
mach nghiém trong va cén tham khdm bdc sT ngay khi xuét hién céc triéu chiimg nay. )
Pé giam thiéu nguy co xut hién bién ¢ bét loi, cén sir dung NAMETAB 500 & lidu hang ngay thap
nhét ¢6 hiéu qua trong thoi gian ngén nhét c6 thé.

Séan phim c6 chira t4 dugc lactose do d6 khong nén st dung cho ngudi khoéng dung nap galactose,
thiéu hut Lapp-lactase, 161 loan hép thu glucose-galactose.

nhan, Nén tham khao ¥ kién cta béc si trude khi st dyng néu tidn sir di timg c6 phan Gng di ing voi
tartrazin.

7. Si dung thude cho phu nit ¢6 thai va cho con ba

Sit dung thudc cho phu nit ¢d thai

Khong c6 kinh nghiém thir nghiém 1dm sang voi viée st dung nabumeton trong thai ky ctia con ngudi.
Céc bt thuong bdm sinh d& dwgc béo cdo lién quan dén viéc sir dung NSAID & ngudi; tuy nhién day
1 nhitng tin sb thép va duong nhu khong theo bét ky nghién ctru 13 rang nao. Theo quan diém vé tac
dong ctia NSAID trén thai nhi (nguy co dong clra dong mach, thay dbi tir phdi va tim), sir dung trong
ba thang cudi ciing cla thai ky 13 chbng chi dinh. Chuyén da c6 thé bi tri hodn va tdng xu hudng chay
mau & ca me va con. Khong nén dung NSAID trong hai ky dau cua thai trr khi loi ich cho bénh nhan " H
16n hon nguy co tiém 4n déi véi thai nhi.
Sit dung thudc cho phu nit cho con bii

Khong c6 kinh nghiém thit nghiém 1am sang vdi vige sir dyng nabumeton trong thoi ky tiét sita. Khong

7

biét liéu nabumeton c6 bai tict trong sita me hay khong; Tuy nhién, 6-MNA dugc bai tiét trong sita cia
chudt. Voi kha ning xay ra phan tmg bét loi nghiém trong & tré bu sita me tir nabumeton, cén phai
quyét dinh c6 nén ngimg cho con bt hodc ngung ding thude.

8. Anh hwéng ciia thuoc 1én kha niing ldi xe, vin hanh may moéc

Bénh nhén dung thudc khang viém khong steroid doi khi bi nhirc dAu, chéng mit, roi loan thi gidc.
Néu bénh nhén bi nhiing tac dyng khong mong muén nay thi khéng nén 1ai xe hay van hanh méay moéc.
9. Twong tic, twong ky, ciia thude

Céc thude giam dau khac bao gdm thube tre ché chon loc cyclooxygenase-2: Tranh sir dung ddng thoi
hai hogc nhiéu hon NSAIDs (ké ca aspirin) vi diéu nay c6 thé 1am tang nguy co tic dung khong mong
mudn.

Thubc loi tidu va cac thube chdng ting huyét 4p khac nhu thubc e ché enzym chuyén d6i angiotensin
(ACEI) va cac thubc déi khang thu thé angiotensin (ARA) c6 thé co hidu qua giam khi ding dong thoi
v6i NSAID; O mot s6 ngudi (nhu nguoi gia hodc méat nuée) co thé 1am giam chitc ndng thdn va cubi
cung la ARF.

Cac thubc sau day thong thuong khong ¢ anh hudng dén sy chuyén hoéa va sinh kha dung cta
nabumeton: Paracetamol, ASA, cimetidin, thube chéng acid hydroxyd nhom.

Glycosides tim: NSAID ¢o thé lam trAm trong thém ching suy tim, giam GFR va tang ndng do
glycosid trong huyét tuong.

Lithium; Giam lugng lithium.

Methotrexat: Giam thai trir methotrexat.

Ciclosporin: Tang nguy co dgc thén.

Mifepriston: Khéng nén ding NSAID trong 8-12 ngdy sau khi dung mifepriston vi NSAIDs c6 thé lam
giam tac dung ctia mifepriston.

Corticosteroids: Tang nguy co loét tiéu hoa hodc chdy mdu duong tiéu héa.

Thube chéng dong mau: NSAIDs co thé ting cuong tdc dung cla thubc chdng dong mau, nhw
warfarin. Viéc st dung cling véi nabumeton nén dugc thuce hién c4n than va céc béo cdo qud liéu duoc
theo doi cin than.

San phdm c6 chira t4 dugc mau tartrazin yellow lake c6 thé giy ra mot s6 phan Gng di ing & mot vai bénh
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Khéng sinh quinolon: Dir liéu tir dong vét cho thidy NSAIDs c6 thé 1am tang nguy co co giat lién quan
dén khéng sinh quinolon. Bénh nhéan ding NSAIDs va khang sinh quinolon ¢6 thé c6 nguy co bi co
giat.

Céc thubce chdng tiéu ciu va cac chét tre ché tai thu nhin serotonin c6 chon loc (SSRI): Tang nguy co
chay mau da day- rudt.

Tacrolimus: C6 thé ting nguy co ddc than khi ding NSAIDs véi tacrolimus. i
Zidovudin: Tang nguy co ddc tinh huyét hoc khi dung NSAIDs véi zidovudin. Co béng chimg vé nguy
co ting huyét khéi va bénh u méu & bénh nhén nhidm HIV (+) duge diéu tri ddng thoi véi zidovudin
va ibuprofen.

Ddng thoi str dung nabumeton véi cac thube gin két protein khéc, vi du: Sulphonamides, sulphylureas
hodic hydantoin nén duge thyc hién can thén va qué liéu céc tin hiéu theo doi cAn than.

Twong ky ciia thudc )

Do khéng c6 céc nghién ctru vé tinh tuong ky cia thube, khong tron 1dn thudc nay véi cac thude khac.
10. Tac dung khéng mong mudn ciia thude (ADR):

Thwong gdp, 1/100 < ADR < 1/10

Tai: U tai, rdi loan trén tai.

Mach mau: Tang huyét ap.

Tiéu hoa: Tiéu chay, tdo bon, chimg kho tiéu, viém da day, budn nén, dau bung, day hoi.

Da va md dudi da: Phat ban, ngura.

Toan than: Phu.

It géip, 1/1000 < ADR < 1/100

Tam thin: LAn 10n, cing thing, mit ngt.

Thin kinh: Budn ngu, chéng mat, nhirc dAu, di cam, lo ling.

Mit: Thi gidc bt thudng, cac rdi loan & mit,

H6 hip: Khoé tha, 181 loan hd hép, chay mau cam.

Tiéu hoa: Loét ta trang, chay mau duong ti€u hoa, loét da day, 161 loan dudng tidu hda, phan den, non
mira, viém miéng, khd miéng.

Da va md dudi da: Nhay cam véi anh sang, ndi mé day, @6 md hoi.

Co xuong khép: Bénh vé co.

Thén: Céc rdi loan dudng tiét niéu.

Toan than: Suy nhugce, mét mai.

Xét nghiém: Céc xét nghiém danh gia chirc nang gan tang cao.

Rt hiém gap, ADR < 1/10000

Méu va hé bach huyét: Giam tiéu cAu.

Mién dich: Phan tmg phan vé.

H6 hép: Viém phéi ke.

Tiéu hda: Viém tuy.

Gan mét: Suy gan, vang da.

Da va md duéi da: Cac phan ng 4c tinh bao gdm hoai tr biéu bi gay ddc, hoi ching Stevens Johnson,
hdng ban da dang, pht mach, phat ban bong nudce do thudc, rung téc.

Than: Suy than, hdi chirmg than hu.

B9 phén sinh dyc: Rong kinh.

Ty l¢ gdp chua ro

Mau va hé bach huyét: Giam bach céu trung tinh, mét bach ciu hat, thidu mau bt san, giam bach cau
va thiéu méu tan mau.

Tam thin: TrAm cam, 4o gic.

Théan kinh: Viém mang nfo vd khudn (dic biét & nhitng bénh nhén cé rdi loan tu mién dich nhw Lupus
ban dé hé thdng, bénh mb lién két v&i cac triéu chimg nhu cing c¢b, nhure dau, budn ndn, ndn mira, sbt
hodc mat phurong huéng), chéng mit, budn ng.

Mit: Viém day than kinh thi giac.

H6 hép: Hen suyén, 1am bénh hen ngdy cang ning thém, co thit phé quan.

Da va md duéi da: Ban xuat huyét,

Théan: Viém thén ké.

Toan than: Khé chiu.
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Tieu héa: Céc phan tmg khong mong mubn thudng gip nhét 12 ¢ trén duong tiéu hoa. Loét da day,
thing hodc xuét huyét, doi khi gy tr vong, dédc bigt & nguoi cao tudi, c6 thé xay ra. Buon ndn, non,
tiéu chay, day hoi, tho bon, kho tiéu, dau bung, phén den, n6n ra mau, viém logét miéng, lam ning thém
tinh trang viém dai trang va bénh Crohn dé dugc bao cao sau khi st dung thude. Viém da day cling da
duogc bdo cdo nhung it gip hon.

Ching phu, cao huyét 4p, va suy tim, di duoc béo cdo khi két hop diéu tri véi NSAID.

Nguy co huyét khdi tim mach (xem thém phén Canh bao va thén trong).

11. Qui liéu va cach xir tri: S
Triéu ching: Cac triéu chung bao gdm dau dAu, budn nodn, nén mira, dau thuong vi, xuat huyet tiéu
héa, hiém khi bi tiéu chay, mét phwong huéng, kich thich, hon mé, budn ngd, chéng mit, U tai, nglra va
thinh thoang co giat. Trong truong hop ngd doc dang ké suy than clp va ton thuong gan c6 thé xay ra.
Cdch xit tri: Khong c6 thubc giai doc ddc higu va khong thé thdm tach chit chuyén hoa 6-MNA c6
hoat tinh duge. Bénh nhén cin duoc didu trj triéu chimg theo yéu ciu. Trong vong mot gidr sau uong
qué li¢u, dung than hoat tinh. Ngoai ra, & nguoi lon, rira da day nén dugc xem x¢ét trong vong mot gio
sau khi ubng qué lidu de doa cudc sbng. Cén dam bao lugng nude tidu tdt. Nén theo ddi chit ché chirc
ning than va gan. Bénh nhan phai dugc theo di it nhét bén gi¢ sau khi udng qua lidu ¢6 kha ning doc
hai. Co giat thudng xuyén hodic kéo dai nén duge didu tri bang diazepam tinh mach. Céc.bién phdp
khac c6 thé dwoce chi dinh tiry vao tinh trang 1dm sang cuia b¢nh nhén. )
12. Pic tinh dwge lwe hoc X
Nhém duge ly: Thube chbng viém khong steroid, ma ATC: M01AXO01 I

Nabumeton 1a m6t chit khang viém khong steroid, tic ché yéu trén sy tong hop prostaglgn Thir
nghiém trén dong vét, nabumeton khéng c6 tac dung trén niém mac da day. Sau khi hap thy/fiy/dudng
tiéu hoa, nabumeton duge chuyén héa nhanh & gan thanh chat chuyén hoa c6 hoat tinh 14 6- oXxy-2-

naphthylacetic acid; Day la chét trc ché manh trén sy tong hop prostaglandin.
13. Dic tinh dwge dong hoc

Mic di nabumeton duge hap thu chi yeu qua rudt non, sy trao dbdi chét dién ra trong pha dAu tién qua
gan. Do do, ndng do trong huyét twong ctia nabumeton hau nhu khong thé phat hién duge sau khi
ubng. Chéit chuyén hoéa hoat tinh, 6-MNA, lién két manh véi protein huyét tuong; N6 duge phan bd
dén cac mo viém va di qua nhau thai vao mo bao thai. N6 dugce tim thdy trong sita cua phu nir dang
cho con bi. 6-MNA dugc loai bo badi sy trao dbi chét, két hop chu yéu véi axit glucuronic, va o-
demethylation, thai trir chi yéu qua nudc tiéu. Thoi gian ban thai huyét tuong khoang 1 ngay & nguoi.
14. Quy cach déng géi: Hop 05 vi, 10 vi x 10 vién nén bao phim.

15. Didu kién bio quéan: Noi khd thodng, tranh anh sang, nhigt do dudi 30°C.

16. Han dung ciia thube: 36 thang ké tir ngay san Xut.

17. Tiéu chuén chét hrgng cia thude: Tiéu chuén co sd.

Tén, dia chi clia co' sé san xuit:
CONG TY CO PHAN US PHARMA USA
L6 B1-10, Pudng D2, Khu cdng nghiép Tay Béc Cu Chi, 4p Bau Tre 2, x3 Tan An Hdi,
Huyén Ct Chi, Thanh phé Hd Chi Minh.
Moi thic miec va thong tin chi tiét, xin lién h¢ s6 di¢n thogi 028-37908860
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