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. MEBUFEN® 500

‘&

15/ (@)/a ;\ Nabumeton
75T / -'|
Thudc ban| ﬂimﬁ@w@ V) 5|

D€ xa tdm \@’ /S
Doc ky huﬂng\ )g trudc khi ding

Thdéng bao ngay cho bac sy hodc dugc sy nhitng tac dung khdng mong muén gdp phai khi
stf dung thudc

PHAN I. HUGNG DAN SU' DUNG THUGC CHO NGUGI BENH
1. THANH PHAN, HAM LUGNG CUA THUGC: M3i vién nén bao phim chia:
Hoat chat: Nabumeton...............c............500 Mg
Td dugc: Natri starch glycolat, tinh bot ngd, natri lauryl sulfat, povidon K90, silic oxyd dang keo
khan, magnesi stearat, opadry Il white.
2. MO TA SAN PHAM: Vién nén bao phim, hinh thudn dai, mau tring, mét mit vién tron, mat con
lai ¢6 in chit s6 “Mebufen 500" mau den, hai mat vién I6i, canh va thanh vién lanh I3n.
3. QUY CACH DONG GOI:
Hop 1 vi x 10 vién nén bao phim
HOp 3 vi x 10 vién nén bao phim
4. THUGC DUNG CHO BENH Gi:
MEBUFEN c6 chila 500 mg hoat chat nabumeton. Nabumeton thudc nhém khdng viém khdng
steroid (NSAID) dugc dung dé tri dau va viém do thodi ha khap va viém khdp dang thap.
5. NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUGNG:
Cédch dang:
Sir dung MEBUFEN ding theo chi ddn clia bac s§. Hay hoi bac sy hodc dugc sy clia ban néu ban
khong chdc chdn. Udng thudc cling véi hodc sau khi dn.
Liéu ding:
Ngudi I6n:
Liéu thong thudng 1 2 vién (1 g) udng 1 14n vao budi 6i.
Doi vai cac triéu ching ndng hodc dai dang, hodc trong cdc dot cdp tinh, co thé udng thém 1
hodc 2 vién (500 mg — 1 g) vao budi séng.
Ngudi gia:
N&u ban |2 ngudi gia, liu t8i da 1a 1 g (2 vién) m&i ngay, lidu 500 mg (1 vién) mdi ngay c6 thé
lam ban d& chju. C6 thé bac sy sé gidm sat ban trong 4 tudn ddu sau khi ban bdt diu dung
MEBUFEN.

Tré em: V

MEBUFEN khong dugc khuyén céo sit dung cho tré em.
6. KHI NAO KHONG NEN DUNG THUOGC NAY:
Khong dung MEBUFEN néu ban:
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Co loét tiéu hoa (loét da day hodc ta trang) hodc xudt huyét trong da day cla ban, hoic cé
hai hay nhiéu dot loét tiéu hoa, xudt huyét hoc thiing da day.

Co xuét huyét hodc thiing tiéu héa sau khi usng NSAID khéc.

Bi di Ung (qud mdn) v6i nabumeton hodc bat ky thanh phin nao clia thuéc. Mot s6 phan
(ing di ting c6 thé gém phét ban, nglia, khé thd hodc sung mit, moi, ¢6 hong hodc 1.
Pang dung b4t ky NSAID khac.

Co cac dgt hen suyén, ndi may day, phit mach (sung xung quanh miéng, ¢6 hong va UG )
hodc viém mii (viém niém mac mii) khi ban da ubng ibuprofen, aspirin hodc cic NSAID
khac.

C6 rdi loan gan nang (nhu xo gan)

C6 bénh thdn ndng

Pa bi suy tim ndng

Co xudt huyét ndo va cac chdy méu khac

Trong ba thdng cudi ciia thai ky

7. TAC DUNG KHONG MONG MUON:
Thudng gdp, hon 1 trén 100 ngudi ding:

Tai: U tai, r6i loan tai

Tim mach: Tang huyét ap

Tiéu héa: Tiéu chay, tdo bon, kho tidu, viem da day, budn ndn, dau bung, ddy hai.
Da va md du6i da: Phat ban, ngia

Chung: Phii né

It gap, hon 1 trén 1000 nguoi ding:

Tam than: Nhdm Idn, bon chdn, mat ngd

Hé than kinh: Bubn ngl, chdng mat, nhiic dau, di cdm

Mat: Thi gidc bat thudng, rdi loan mat

H6 hdp: Khé thd, rdi loan hd hdp, chdy médu cam

Tiéu hoa: Loét ta trang, xudt huyét tiéu hoa, loét da day, r6i loan tiéu hoa, phan c6 mau,
non, viém miéng, khd miéng.

Da va md dudi da: Nhay cam v6i 4nh sdng, ndi may day, d6 md hoi.

Ca xuong khép va md lién két: Bénh co.

Thén - tiét niéu: Rai loan dudng tiét niéu.

Chung: Suy nhugc, mét mdi.

Rat hiém gap, it hon 1 trén 10000 nguoi ding:

M4u va hé bach huyét: Gidm tiéu cdu, gidm bach cdu, mat bach cu hat, thi€u mau khéng
tai tao, thi€u mau tan huyét.

Hé mién dich: S6c phan vé, phan (ing phan vé.

HO hap: Viém phdi ke.

Gan: Suy gan, vang da. u/
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Da: Phan (ng bong nu6c bao gdm hoai tir biéu bi nhidm doc, hdi ching Stevens Johnson,
héng ban da dang, phit mach, gid porphyria, rung téc.
Thén - tiét niéu: Suy than, hoi chiing than hu.
Hé sinh san: Rong kinh.
Théng bdo ngay cho bdc sy hodc dugc sy nhing tic dung khéng mong muén gdp phai khi st
dung thuéc.
8. NEN TRANH DUNG NHUNG THUGC HOAC THUC PHAM Gi KHI BANG SU DUNG THUGC NAY:
Tham vén bédc sy tru6c khi st dung MEBUFEN néu ban dang sif dung mét trong cac thudc hodc
thyc phdm sau:
- Céc thudc khdng viém khong steroid khac (thudc gizm dau nhu ibuprofen hay aspirin)
- Corticosteroid (thudc khdng viém nhu hydrocortison)
- Thudc khang dong (chat lam lodng mau nhu warfarin)
- Thuc chdng co giat (diéu trj dong kinh)
- Thudc chong k&t tap tiéu cdu (thudc ngin ngita sy hinh thanh cuc méau dong)
- Thudc tic ché tai hdp thu serotonin ¢6 chon loc (SSRI-thudc dung diéu tri bénh trdm cam)
- Thudc ha dudng huyét sulfonylurea (nhu clorpropamid, glibenclamid-thudc dung dé diéu tri
bénh tiéu dudng).
- Thuc khéng sinh sulfonamid (thuc khang vi khudn)
- Glycosid tim (di€u tri b&nh tim nhu digoxin)
- Lithi (diéu tri bénh tdm than)
- Methotrexat (diéu trj viém khdp dang thdp va bénh ung thu)
- Thudc loi tiéu
- Thudc ha huyét ap (cdc loai thudc lam gidm huyét ap trong mau)
- Mifepriston (mdt loai thudc st dung d& pha thai)
- Quinolon (m@t loai khdng sinh)
~ - Ciclosporin hodc tacrolimus (thuc ding dé ngin ngiia sy dao thai ghép sau cay ghép), co
thé 1am gia ting nguy co ton thuong than
- Zidovudin (dé diéu tri HIV)
9. CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUGC:
N&u ban quén dung thudc, dung n6 ngay khi ban nhG. Néu thdi gian gén t6i liéu k& tigp, thi hdy bd
qua liéu bi quén va dung liéu ké tigp theo k& hoach binh thudng. Khong nén gdp dadi liéu dung.
10. CAN BAO QUAN THUGC NAY NHU THE NAO:
0 nhiét do dudi 30°C, nai khd rdo, tranh anh sang.
11. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU:
Cac triéu chiing qué liéu bao gdm dau ddu, cdm gidc 6m (bubn ndn), dang bi bénh (ndn), dau da
day, tiéu chdy, chdy méau da day hodc rut (ddu hiéu méau trong phan, ndn ra mau), cdm thay bi
kich dong hodc bj mat phuong huéng, bubn ngd, co gidt, ti€ng chudng trong tai, chong mit, tdn
thuong than va gan, ngat hodc hon mé. h/
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12. CAN PHAI LAM Gi KHI DUNG THUGC QUA LIEU KHUYEN cAo:
NEu ban dung MEBUFEN qua liéu khuy&n c4o thi ban cin phai:
- Thdng bdo ngay cho bc s§ hodc dén bénh vién gin nhat.
- Nhg mang theo nhan thudc hodc lugng thudc con lai dé bac sy biét thusc ma ban da ding.
13. NHUNG BIEU CAN THAN TRONG KHI DUNG THUOC NAY:
Than trong va tham védn y kién bac sy trusc khi dung MEBUFEN néu ban:
- Dang hodc c6 thé mang thai hoic cho con b
- Bi hen suyén hojc da ting hen suyén
- Da c6 bénh dudng tiéu héa nhu viém dai trang hodc bénh Crohn
- Bi U dich
- D@ co tang huyét 4p (huy€t dp trong mau cao) hodc suy tim
- (C6 bénh tim
- C6 bénh dong mach ngoai bién (mdt bénh clia mach méu)
- C6 bénh mach méu ndo (mdt bénh clia mach mau trong ndo)
- La ngudi cao tudi, béc s§ s& cho ban kiém tra siic khde thudng xuyén trong sudt qué trinh
diéu tri v6i nabumeton
- Dang dung céc loai thubc khac nhu steroid, thudc 1am lodng méu (warfarin) hodc aspirin
- Dang cd gdng thu thai, nabumeton khong khuy&n céo cho phu nit dang c6 ging thu thai
- (6 rdi loan gan hoc than
- CO bénh lupus ban dé toan thdn hodc rbi loan md lién k&t khéc, bac sj sé& cho ban biét
néu ban c6 nhitng rdi loan nay
- Bi md mdt hodc bt cit rdi loan thj gidc, bac sy c6 thé gi6i thiéu ban d&n bac s§ nhan
khoa.
NEu ban bi bat ky d&u hiéu nao sau day trong sut qué trinh diéu tri clia ban hdy ding thudc lai va
tim ki€m su trg gilp y t& ngay lap tic:
- (6 mdu trong phan clia ban
- Phan den mau hdc in
- Non ra mau hodc chdt nén den nhu mau ca phé.
Diing thudc lai va néi v6i bac sy néu ban gip phai:
- Ching kho tiéu hodc ¢ néng
- Dau bung (dau trong da day clia ban) hodc cac triéu chiing da day bat thudng khéc.
Nabumeton c6 lién quan dén nguy cd gia ting nho clia con dau tim (nh6i médu co tim) hodc dot
quy. Cac nguy cd c6 nhiéu khd ndng khi dung liéu cao hodc diéu tri kéo dai. Khong vugt quéd liéu
khuyé&n céo hodc thoi gian diéu tri.
Né&u ban c6 vdn dé vé tim, dot quy trusc dé hodc nght ring ban c6 thé ¢ nguy co bj nhiing tinh
trang nay (vi du néu ban c6 huyét ap cao, hodc cholesterol cao hodc 1a ngudi hat thuGc) ban nén
thdo ludn diéu tri v6i bac sy hodc dugc sy clia ban.
Nén ngung MEBUFEN khi c6 ddu hiéu d4u tién clia phan (ng da.

4/13
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NSAID c6 thé che 1&p d4u hiéu clia nhidm khudn.
Thoi ky mang thai: Khdng st dung thudc trong 3 thdng cui cla thai ky. Khéng nén ding
nabumeton néu ban dang mang thai trif khi c6 chi dinh clia bac sy. Néu ban dang suy ngh vé viéc
dung nabumeton, hay néi véi bac sy néu ban dang mang thai hodc mudn mang thai. Hay hoi bac
sy hodc dugc sy dé dugc tu van trudc khi dung bat cd cac loai thudc.
Thdi ky cho con bu: Khong nén ding nabumeton néu ban dang cho con b trif khi ¢ chi dinh clia
bac sy. Hay hodi béc sy hodc dugc sy dé dugc tu van trubc khi dung bét ci céc loai thuc.
Anh hudng cda thu6c déi vdi céng viéc: Khong I4i xe, van hanh may mdc, 1am viéc trén cao hoic
céc cong viéc khac néu ban bi bat ky tc dung phu va cam thdy chong mit, mét mai, co van dé
v6i thi lyc clia ban hodc c6 dau ddu sau khi dung nabumeton.
14. KHI NAO CAN THAM VAN BAC SY, DUGC SY:
Trong trudng hop qua liéu hodc tac dung khong mong mudn.
Khi dang dung thudc khac hoic mot loai thuc phdm.
Néu can thém théng tin xin hdi y kién bac sy hodc dugc s§¥.

- 15. HAN DUNG CUA THUOC: 36 thang ké tir ngay sin xudt. Khong diing thudc khi qud han dung.
16. TEN, DIA CHi, BIEU TUGNG CUA €O SG SAN XUAT:

(cfga)

Pharmaceuticals
WHO-GMP
CONG TY €O PHAN DUGC PHAM OPV
S§ 27, Dudng 3A, Khu Cong Nghiép Bién Hoa I, Phudng An Binh, Tp. Bién Hoa, Tinh Pbng Nai.
PT: (0251) 3992999 Fax: (0251) 3835088

17. NGAY XEM XET SUA D01, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUOC:

513
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PHAN II. HUGNG DAN SU DUNG THUGC CHO CAN BO Y TE
1. DUGC LUC HOC:
Nhom duge ly: Thubc khdng vién khong steroid (NSAID)
Ma ATC: MO1A X01
Nabumeton 12 mgt NSAID khdng c6 tinh acid va la chét ic ché t6ng hop prostaglandin tudng dai
yéu. Thudc it &nh hudng trén niém mac da day. Nabumeton dugc h&p thu nhanh chéng qua duting
tiéu hoa va chuyén héa nhanh chéng va rong rdi & gan thanh acid 6-methoxy-2-naphylacetic (6-
MNA), mot chét tc ché téng hop prostaglandin manh.
Nabumeton la mot dan xudt clia naproxen va 6-MNA c6 c4u triic tuong ty nhu naproxen.
2. DUGC DONG HOC:
Cac ddc tinh dugc dong hoc clia nabumeton dugc tom tit trong bang dubi day:

Hap thu dudng ubng ~ 80%

Chuyén héa budc ddu thanh 6-MNA ~ 100%

Thoi gian ban thai théng thudng cla chét
chuyén héa cé hoat tinh (qid):

khodng ~ 16 - 27 gid
trung binh ~ 22 gi0
Thé tich phan bd clia 6-MNA 7.5 1.kg-1

Gén k&t v6i protein huyét tuong clia 6-MNA ~ 99%

Hap thu: Mdc du nabumeton dugc h&p thu tdt tir dudng tiéu hoa, néng do trong huyét tuong la qua
nhd dé do dugc do chuyén héa ban ddu manh & gan thanh chat chuyén hoa ¢ hoat tinh acid 6-
methoxy-2-napthylacetic (6-MNA) va céc chat chuyén héa khong hoat tinh khac.

Phan bé- Nghién cu tiém finh mach & chudt v6i nabumeton chi ra thudc dugc phan bd nhanh
chong trén khdp co thé, phii hop v6i dic tinh rdt than ddu clia nabumeton. 6-MNA phén bd t6t vao
cac dich trong khop.

Chuyén hda va thdi trd: Chat chuyén héa c6 hoat tinh, 6-MNA gdn két manh vdi protein huyét
tuong, dugc phdn b& vao cdc md bj viém, va qua nhau thai vao md bao thai. N6 dudc tim thdy
trong siia me. 6-MNA dugc thai trit bdi su chuyén héa, chii y&u lién hop véi acid glucuronic, va
phan ng O-demethyl hoa tigp theo Ia sy lién hop, bai tiét chii y&u bng dudng ti€u. Thai gian bén
thai huyét tuong trung binh clia 6-MNA & ngudi la khoang 22 gid.

3. CHIi BINH:

Chéng viém va gidam dau trong thodi hoa khop va viém khdp dang thap.

4. CACH DUNG, LIEU DUNG:

C4ch dung: Dung dudng udng. Né&n udng cung véi hodc sau khi dn. St dung liéu thédp nhat c6 higu
qua va trong thdi gian ngén nhét cin thiét dé ki€m soat trigu chimg.

Liéu dang:

Ngudi I6n: /
Liéu thong thudng dugc khuy&n cdo 1a 2 vién (1 g) ung 1 I4n vao budi t6i. 3/
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DGi véi cdc triéu chiing ning hodc dai déng, hoic trong cic dot cip tinh, co thé ubng thém 1
hodc 2 vién (500 mg - 1 g) vao budi séng.

NguGi gia:

NGng dd trong méu cé thé cao hon & nhiing bénh nhén I6n tui vi gidm chuyén héa va thai trir qua
gan va than dan dén tich Ity thuc. Liéu hing ngay dugc khuy8n cdo khong vuot qua 1 g/ngay 0
nhém tudi nay va trong mot s& truding hop liéu 500 mq co thé kiém soét t6t triéu ching. Nguy co
tac dung phy nghiém trong tédng 1&n & ngudi gia. Liéu thdp nhét c6 thé nén dugc sl dung va bénh
nhdn nén dugc gidm sé&t sy xudt huy8t tiéu hoa trong 4 tuin sau khi bit ddu diéu tri véi
nabumeton.

Tré em:

Khong khuy&n cdo st dung nabumeton cho tré em.

5. CHONG CHI DINH:

- Qua man v6i nabumeton hodic v6i bat ky thanh phin nao clia thudc nay.

- NSAID dugc chdng chi dinh & nhiing bénh nhan da thdy c6 phan dng qua min truéc do (nhu hen
suy&n, viém mii, phi mach hodic ndi may day) véi ibuprofen, aspirin, hodc cic thudc khang viém
khdéng steroid khac.

- Loét/xudt huyét da day hoic tién sir loét/xudt huyét da day (hai hodc nhiéu dgt loét hodc xudt
huyét)

- Suy gan, suy tim, suy thdn ndng

- Ba thang cudi cla thai ky va trong thdi ky cho con b

- C6 tién sir xuat huyét tiéu hoa hoc thiing dudng tiéu hoa c6 lién quan dén diéu tri NSAID.

- Bénh nhdn c6 xudt huyét ndo va cic chdy méu khéc.

6. LUU Y VA THAN TRONG:

Tac dung khdng mong mudn c6 thé dugc gidm thi€u bing cach dung liéu thdp nhat c6 hiéu qua va
trong thoi gian diéu tri ngén nhat dé kiém soat triéu ching.

Tranh st dung déng thoi nabumeton véi nhiing NSAID khdc bao gém thudc ¢ ché cé chon loc
cyclooxygenase-2.

Nguai gia:

Ngudi gia co ting tdn sudt clia phan (ng bat Igi vGi NSAID, ddc biét xudt huyét hodc thdng dudng
tiéu hoa ma co thé gay tir vong.

R6i loan hé hdp: C4n than trong néu bénh nhan mac hodc co tién st hen phé quan vi mot sO
NSAID da dugc bao cdo gay co thit ph& quan 6 nhiing bénh nhan nay.

Xudt huyét, loét va thing dudng tiéu hda:

- Xuat huyét, loét, hodc thiing dudng tiéu hoa c6 thé gy ti vong da dugc bdo céo & tat ca céc
NSAID vao b4t cif thoi diém nao trong qua trinh diéu tri, cd hodc khong c6 cic triéu ching canh
b4o hodc tién sif clia cac bién chiing dudng tiéu héa nghiém trong.

- Nguy co xuat huyét, loét hodc thiing dutng tiéu hoa cao hon khi tdng liéu NSAID, & bénh nhan cé
tién sif loét dudng tiéu hoa, dic bigt véi cac bién ching xuat huyét hay thing dudng tiéu hoa, va 6
ngudi gia. Nhiing bénh nhan nay nén dugc bit ddu diéu trj véi liéu thdp nhét co thé. Lidu phap két
hop véi cdc chdt bio vé (nhu misoprostol hodc cac thudc Gc ché bom proton) nén dugc xem xét
cho nhitng bénh nhan nay, va ciing nhu cho nhitng bénh nhan cin dung két hgp aspirin liéu thap,
hodc céc loai thudc khac c6 kha ndng lam ting cdc nguy co 6 dudng tiéu héa. n/
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- Bénh nhan c6 tién st nhi€m doc dudng tiéu hoa, dic biét 13 ngudi gia, nén bdo cdo bat ky triéu
chiing bat thudng nao & viing bung (dic biét 12 xudt huyét tiéu hoa), dic biét trong giai doan dau
clia diéu tri.

- Thén trong & nhiing bénh nhén st dung ddng thdi véi cac thubc 1am ting nguy co loét hodc xuit
huy&t nhu corticosteroid dutng uBng, thudc chdng dong nhu warfarin, NSAID, thudc ic ché tai hip
thu chon loc serotonin hodc thubc chéng két tap ti€u cdu nhu aspirin va clopidogrel.

- Nén ngung diéu tri khi c6 xudt huyét hodc loét tiéu héa & nhiilng bénh nhan dang ding
nabumeton.

- NSAID nén dugc sif dung than trong & nhiing bénh nhan c6 tién sit bénh dudng tiéu héa (viem
loét dai trang, bénh Crohn) vi finh trang bénh c6 thé bj trdm trong hon. G nhitng bénh nhén bj
loét da day, bac sy phai cdn nhdc lgi ich diéu trj véi cac nguy co c6 thé xdy ra clia nabumeton,
nén lap mot phac do diéu tri loét thich hgp va theo doi cdn than sy cai thién clia bénh nhan.
Lupus ban dd toan than va bénh mé lién két hén hop:

0 nhiing bénh nhan bj lupus ban dd toan than va rdi loan mo lién k&t hén hop c6 thé ting nguy co
viém mang nio vd khudn.

Suy gidm khd ndng sinh sdn & phu ng:

Sir dung nabumeton c6 thé 1am suy gidm kh& ning sinh sdn & phu nif va khdng dudc khuy&n cdo
& nhitng phu nit dang c8 gdng thu thai. § nhiing phu nit kho thu thai hoic dang dugc xem xét kha
nang vo sinh, viéc ngung diéu tri v6i nabumeton nén dugc xem xét.

Anh hudng Ién tim mach va mach mau ndo:

- Can cd bién phap theo doi va tu vadn thich hgp & cic b&nh nhdn c6 tién sl ting huyét &p
va/hodc suy tim xung huy&t nhe dén trung binh vi tinh trang gilt nu6c va phi da dugc bao céo lién
quan dén viéc st dung NSAID.

Nguy co huyét khdi tim mach:

Céc thudc chdng viém khdng steroid (NSAIDs), khdng phai aspirin, dung dudng toan than, c6 thé
lam tdng nguy co xudt hién bi€n cO huy&t khdi tim mach, bao gbm c& nhdi méau co tim va dot
quy, c6 thé din dé&n tif vong. Nguy co ndy c6 thé xudt hién s6m trong vai tudn ddu dung thudc va
c6 thé tdng I&n theo thdi gian dung thudc. Nguy ca huy&t khéi tim mach dugc ghi nhdn ch yéu &
liéu cao.

Béc sT cdn danh gid dinh ky su xudt hién cla cdc bi€n c¢d tim mach, ngay cd khi bénh nhédn
khdng c6 céc triéu chiing tim mach truéc dé. Bénh nhan cdn dugc cdnh bdo vé cdc triéu chiing
clia bién cd tim mach nghiém trong va cin thim khdm béc sy ngay khi xudt hién cdc trigu
ching nay.

P& gidm thifu nguy co xudt hién bi€n cd b4t Igi, cAn sit dung MEBUFEN 500 & liéu hang ngay thdp
nhét ¢ hiéu qua trong thdi gian ngdn nhét co thé.

- Bénh nhén c6 bénh ting huyét ap khong dugc kiém soat, suy tim xung huyét, thi€u méu cg tim
da thanh lap, bénh dong mach ngoai bién, va/hodc bénh mach mau ndo chi nén dugc diéu tri
bing nabumeton sau khi dugc can nhdc cin than. Cc cin nhic tuong ty ciing nén dugc thyc hién
trugc khi bat ddu diéu tri 1au dai & bénh nhan c6 céc yéu t6 nguy co doi vGi bénh tim mach (nhu
ting huyét &p, ting lipid mau, dai thdo dudng, hat thube 1a). Vi phi ngoai bién da dugc quan st
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V6i diéu tri bing nabumeton, bénh nhan cin dugc theo ddi cho viéc tré ndng cla cac tinh trang
phu hién tai va c6 huéng diéu trj thich hgp.

- Nabumeton dugc dung nap t6t hon hdu hét cac NSAID khac, chii y&u vi nh hubng it hon Ién hé
tiéu héa (GI). Trong khi danh gi4 di ligu trudc va sau khi dang ky tir thit nghiém 1am sang v6i
nabumeton, céc tdn s6 tich Ity trung binh clia thiing, loét hodc chdy méau dudng tiéu hoa & nhiing
bénh nhén dugc diéu tri tir 3 — 6 thang, 1 nim va 2 ndm I4n lugt 13 0,3%, 0,5%, 0,8%: mic du
nhiing con s6 nay thdp hon so v6i & nhilng b&nh nhan ding cic NSAID khac, cac bac sy ké don
cén biét céc tic dung khong mong muGn ndy c6 thé xay ra ngay ca khi bénh nhan khong c6 tién
st bénh da day ta trang.

Mdc du nabumeton tuong doi an toan ddi véi tiéu hoa va than, cin than trong khi st dung cho
bénh nhén:

- Loét dudng tiéu hoa trén. Diéu tri thich hgp nén dugc xem xét trudc khi bat ddu diéu tri voi
nabumeton.

- Tién sif loét dudng tidu hoa trén. Bénh nhan cin dugc canh béo dé bao cdo céc tridu chiing bifu
hién clia loét.

- Phuong phédp diéu tri khdc dugc biét dén lam ting nguy co loét dudng tiéu héa (vi du,
corticosteroid dudng udng).

- Suy than ndng (do thanh thai creatinin duGi 30 mli/phat): Nuc ti€u 14 dudng thai trii chinh cho
cic chat chuyén héa clia nabumeton. G nhilng bénh nhan suy gidm chiic ning than, cic xét
nghiém nén dugc thyc hién ban ddu va trong vong vai tudn khi bdt du diéu tri. Cac xét nghiém
ti€p theo nén dugc thuc hién khi can thiét. N&u suy than trG nén ndng hon, c6 thé cin ding diéu
tri. Bénh nhén bi suy thdn nén dugc theo ddi thudng xuyén trong qua trinh diéu tri. Trong suy than
vliia (do thanh thai creatinin 30-49 ml/phit), c6 sy gia tdng 50% cla 6-MNA khong lién két voi
huyét tuong va viéc giam liéu co thé can thiét.

- Tién sl hen suyén, may day hodc céc phan tng di (ng khdc do acid acetylsalicylic hodc cac
NSAID khéc. Vi cac con hen gdy tif vong da dugc bdo cdo & nhiing bénh nhdn dung cidc NSAID
khac, viéc bt ddu sl dung nabumeton nén dugc giam sat vé& mit y té.

- U dich, tdng huy&t 4p va/hodc suy tim. Vi phi mach ngoai bién da dugc quan sat thdy & diéu tri
v6i nabumeton, b&nh nhan nén dugc kiém sodt cac dot cdp cla tinh trang ndy va dua ra ligu phap
diéu tri phu hgp néu cén thiét.

- Pa dugc bao cdo rat hiém cac phan Gng da nghiém trong, mot s6 gdy tif vong, bao gdm viém da
troc vay, hoi chiing Stevens-Johnson, va hoai tii biéu bi nhiém dgc c6 lign quan dén viéc sit dung
NSAID. B&nh nhan c6 vé c6 nguy co cao nhat cho cac phan (ng sém nay trong qua trinh diéu tri,
khéi phat clia phan (ng xdy ra trong da sO truong hgp trong thang dau tién diéu tri. Nén ngung
dung nabumeton khi c6 sy xudt hién déu tién clia phat ban da, t6n thuong niém mac hodc bét ci
d4u hiéu nao clia qua man.

- Suy gan nang. Nhu véi cdc NSAID khéc, bat thudng & cdc xét nghiém chic ndng gan, vang da
va suy gan hiém gdp (mot s gdy tir vong) da dugc bao cdo. Bénh nhan c6 cdc dau hiéwtriéu
chiing clia rdi loan chiic ning gan hodc ngudi co kiém tra chiic ning gan bat thutng khi diéu tri
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bdng nabumeton cdn dugc kim tra dé c6 béing ching cho thdy phan ing gan tién trién nghiem
trong hon. Nabumeton nén dugc ngung sl dung néu mot phén iing nhu vay xdy ra.

- Chic ndng gan: Nhiing bién ddng trong thong sd chilc ning gan, dic biét 1a phosphat kiém,
thuong dugc quan sat thay & nhitng bénh nhan bj r6i loan viém man tinh: Chua ¢ béng chiing cho
thdy nabumeton 1am ndi bat nhiing thay d6i nay. Tuy nhién bénh nhdn c6 chic ning gan bat
thudng nén dugc theo doi chdt ché va dugc danh gia dé cé bing chiing cho thdy phéan ing gan
tién tri€n nghiém trong hon. N&n ngung nabumeton néu phan ding nhu vay xay xa.

- Diéu tri v6i NSAID c6 thé gdy gidm phy thudc liéu trong hinh thanh prostaglandin va gay suy
thdn. Bénh nhén c6 nguy co I6n nhat clia phan Ung nay 1a nhiing ngudi c6 suy gidm chic ning
thén, suy tim, r6i loan chlic ndng gan, dang dung thudc lgi ti€u va ngudi gia. Nén theo ddi chiic
ndng thdn & nhiing bénh nhan nay.

- NSAID c6 thé che 14p d4u hiéu clia nhiém khun.

- Céc trudng hgp md mat hodc gidm hoat dong thi gidc da dudc bdo cdo khi dung NSAID, bao
gdm nabumeton. Bénh nhan dang ¢ nhiing biéu hién nay phai dugc kiém tra thj luc.

Thdi ky mang thai:

Chua c6 thir nghiém lam sang vé viéc sl dung nabumeton trong thdi ky mang thai 6 ngudi.

Khong co téc dung gy qudi thai da dugc chitng minh trong cédc thi nghiém & dong vat. Liéu cao
thudc gay doc tinh v6i me c¢6 thé ddc véi bao thai (liéu & thd 300 mg/kg).

Liéu cao & chudt (liéu 320 mg/kg) 1am kéo dai thoi gian chuyén da (dugc cho 1a do Gc ché tong
hgp prostaglandin).

Nhiing b4t thudng bdm sinh da dugc béo cdo c6 lién quan dén diéu tri v6i NSAID & ngudi. Tuy
nhién day la tin sudt thap va khong xuat hién theo kiéu mau nao.

Viéc (ic ché tong hgp prostaglandin c6 thé dnh hubng xdu dé&n viéc mang thai va/hodc su phat
trién clia thai nhi. DT ligu tif cac nghién ciu dich té hoc cho thdy ting nguy co sdy thai, di tat tim
va thoat vi thanh bung sau khi sif dung chat dc ché& tdng hop prostaglandin & giai doan déu thai
ky. Nguy co tuyét doi cho di tat tim mach ting tir du6i 1% I&n dén khodng 1,5%. Cac nguy co
dugc cho 12 ting cling véi lidu dung va thdi gian diéu tri. O dong vat, viéc sl dung chat Gc ché
tdng hgp prostaglandin da dugc ching minh 12 gy ting viéc mé&t va chét phoi thai truc va sau
khi dugc cdy. Ngoai ra, viéc ting ti 18 mdc cac di tat khac, bao gbm di tat tim mach, da dugc bac
c4o & dong vat cho dung chét (ic ché& t8ng hop prostaglandin trong thoi ky hinh thanh va phat
trién co quan cla co thé. Trong 3 thdng ddu va 3 thang gilia thai ky, khéng nén sif dung
nabumeton trif khi that su cin thiét. N&u nabumeton dugc st dung bGi phu nit dang cd gang co
thai hodc trong 3 thang ddu va 3 théng gilta thai ky, liéu dung nén dugc gilt 6 mic thap nhét co
thé va trong thdi gian diéu tri ngdn nhat co thé.

Trong ba théng cudi clia thai ky, tit ¢ cdc thudc (c ché tdng hop prostaglandin c6 thé khién thai
nhi co:

- Poc tinh tim phdi (nhu déng sém 6ng dong mach va ting huyét &p dong mach phdi).

- R&i loan chic nang than, c6 thé tién trién t6i suy than.

G me va tré sd sinh, & giai doan cudi thai ky:
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- Kha ndng kéo dai thoi gian chdy méu, vi higu (ng chdng dong mau c6 thé xay ra ngay ca & liéu
rat thap.

- Uc ché co bop tir cung din dén tri hodn hay kéo dai qué trinh chuyén da.

Do do, nabumeton dugc chdng chi dinh trong 3 thang cudi thai ky.

Thai ky cho con bu:

Chua c6 thir nghiém Iam sang vé viéc st dung nabumeton trong thdi ky cho con bd. Khong biét
liéu nabumeton ¢ dugc bai tiét vao sita me hay khdng, tuy nhién, 6-MNA dugc bai tiét vao sifa clia
chudt cho con bd. Vi khd ndng phan {ng cé hai nghiém trong clia nabumeton & tré bd siia me,
nén quyét dinh ngung cho con bl hodc ngung dung thuc, cn nhic tm quan trong clia thusc déi
vGi ngudi me.

Anh hudng cta thuéc d6i vdi cong viéc:

Thudc co thé gdy chong mat, nhdm I&n, bubn ngli, mét mai, rdi loan thi gidc va nhiic du. Bénh
nhan khong nén lai xe, van hanh mdy méc, lam viéc trén cao hodc cic cong viéc khac néu bj anh
hubng bdi céc triéu ching nay.

7. TUOGNG TAC THUGC:

Vi ch4t chuyén héa chinh clia nabumeton gén k&t cao v6i protein, bénh nhan sif dung déng thoi
thudc khang dong dudng udng, thudc chdng co giat hydantoin, sulfonamid hoic thudc ha dudng
huyét sulfonylurea nén dugc theo ddi nhiing dau hiéu qué liéu clia nhitng thudc nay. Li€u lugng nén
dugdc diéu chinh néu can thiét.

Nhiing thudc gidm dau khdc bao gdm thudc (c ché c6 chon loc cyclooxygenase-2: Tranh sit dung
déng thoi hai hodic nhiéu NSAID (bao gdm ca aspirin) vi c6 thé lam ting nguy co gép téc dung
khong mong mudn.

Thudc ha huyét dp: C6 thé 1am gidm tac dung ha huyét ap.

Thudc loi ti€u: Lam gidm téc dung clia thudc Igi tiéu. Cac thudc loi tiéu c6 thé 1am ting nguy co
doc than clia NSAID. NSAID ciing cé thé lam ting kali huyét khi dugc chi dinh dong thai véi céc
thudc loi tiéu giil kali. Nghién clu tuong tac giita nabumeton véi céc loai thuc nay chua dugc thuc
hién; than trong khi st dung déng thai.

Téac dung cla thudc loi tiu va cac thudc ha huyét &p khac nhu thudc Gc ch& enzym chuyén
angiotensin va thudc ddi khang thu thé angiotensin c6 thé gidm khi sit dung déng thai véi NSAID.
3 mot s6 ngudi (nhu bénh nhan cao tudi hoic mat nudc), viéc st dung déng thoi co thé dan dén
gidm hon nifa chiic ning than, cudi cung din dén suy than cdp. Do do, cdn dam bao viéc udng
nudc ddy du va theo doi thudng xuyén & nhiing bénh nhén nay.

Glycosid tim: NSAID c6 thé 1am suy tim thém trdm trong, lam gidm muc loc cdu than (GFR) va
tdng nng do glycosid trong huyét tuong.

Lithi: Giam thai trt lithi

Methotrexat: Giam thai trif methotrexat

Ciclosporin: Tdng nguy cd doc tinh trén thén

Mifepriston: Khong nén sit dung NSAID sau khi dung mifepriston 8 — 12 ngay vi NSAID c6 thé 1am
gidm tac dung ctia mifepriston.

Corticosteroid: Tdng nguy cd loét hodc xudt huyét dudng tiéu hoa.
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Thudc chdng dong: NSAID co thé lam ting tac dung clia thuSc chéng dong, nhu warfarin. Than

trong khi dung déng thoi thudc chéng dong v6i nabumeton va céc ddu hiéu clia qué liéu cdn dugc
theo ddi c&n than.
Thudc chdng tip két tiéu cdu va thudc e ché téi hdp thu serotonin ¢ chon loc (SSRI): Tang nguy
co xudt huyét dudng tiéu hoa.
Tacrolimus: C6 thé ting nguy co nhiém ddc than khi st dung ddng thdi NSAID véi tacrolimus.
Zidovudin: Tadng nguy cd ddc tinh huyét khi sit dung dong thdi NSAID véi zidovudin. Co bdng chiing
cho thdy ting nguy co chdy mau khép va tu mau & nhitng ngudi c¢6 bénh ua chdy mau bi nhiém
HIV dang dung dbng thoi véi NSAID.
Gel nhdém hydroxyd, cimetidin, paracetamol, va aspirin khong anh hudng dén sinh khd dung cla
nabumeton & nhiing tinh nguyén vién.
Khéng sinh guinolon: Dii liéu nghién citu t dong vat da chi ra ring mot vai NSAID c6 thé lam
tdng nguy cd co gidt lién quan dén khang sinh quinolon. Bénh nhan udng NSAID va quinolon c6
thé gia ting nguy co tién trién co giat.
8. TAC DUNG KHONG MONG MUON:
Thudng gadp, 1/100 < ADR < 1/10:

Tai: U tai, roi loan tai

Tim mach: Tang huyét ap

Tiéu hoa: Tiéu chdy, tdo bon, kho tiéu, viém da day, budn ndn, dau bung, day hdi.

Da va md dudi da: Phat ban, ngia

Chung: Phi né
It gdp, 1/1000 < ADR < 1/100:

Tam thdn: Nhdm I1an, bdn chén, mat ngl

Hé thdn kinh: Budn ngl, chong mat, nhiic diu, di cam

M&t: Thi gidc bat thudng, rdi loan mat

Ho h&p: Kho thd, roi loan hd hdp, chdy mau cam

Tiéu héa: Loét ta trang, xudt huyét tiéu hoa, loét da day, roi loan tiéu héa, phan cé mau,

ndn, viem miéng, khd miéng.

Da va md dudi da: Nhay cdm véi anh sang, néi may day, d6 mé hoi.

Co xuong va md lién két: Bénh co

Thén - tiét niéu: RGi loan dudng tiét niéu

Chung: Suy nhugc, mét moi
R4t hiém gap, ADR < 1/10000:

Mau va hé bach huyét: Gidm tiéu cdu, gidm bach cdu, mat bach cdu hat, thi€u mau khong

t4i tao, thi€u mau tan huyét

Hé mi&n dich: S6c phan vé, phan (ing phan vé

HO hap: Viém phéi ké

Gan: Suy gan, vang da

Da vd md dusi da: Phan ng bong nudc bao gdm hoai tii biéu bi nhiém doc, hdi ching

Stevens Johnson, hng ban da dang, phit mach, gia porphyria, rung toc.
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Than - tiét niéu: Suy than, hdi chiing than hu.

Sinh san: Rong kinh
Nguy ca huyét khéi tim mach (xem phan Iuu y va than trong).
9. QUA LIEU VA XU TRI:
Triéu ching:
Céac trigu chiing bao gém dau ddu, budn ndn, ndn, dau thuong vi, xudt huyét tiéu héa, it khi tiéu
chdy, mat phuong hudng, kich thich, hdn mé, bubn ngl, chéng mit, U tai, ng4t xiu va thinh thoéng
co giat. Trong trudng hgp ngd doc dang ké, suy than cip va tén thuong gan ct thé xay ra.
Cdch xu tri:
B&nh nhan nén dugc diéu tri triéu chiing néu cén.
Trong vong 1 gid sau khi udng mot liéu c6 khd ning gdy hai, dung than hoat tinh nén dugc xem
xét (d€n 60 g chia li€u udng) cuing véi liéu phap hd trg thich hgp.
Ngoai ra, & ngudi 16n, rifa da day c6 thé dugc can nhéc trong vong 1 gid sau khi udng qué liéu co
khd nidng de doa tinh mang. C4n dam béo lugng nudc ti€u ddy db. Chic ning than va gan nén
dugc theo doi chat ché.
Bénh nhan cin dugc theo doi it nhat 4 gio sau khi ubng mot lugng qué liéu co kha ndng gay hai.
Co giat thudng xuyén hodc kéo dai nén diu trj bdng tiém finh mach diazepam. C4c bién phap
khac co thé dugc chi dinh dya trén tinh trang 1am sang clia bénh nhén.
10. CAC DAU HIEU CAN LUU Y VA KHUYEN CA0:

Khdng ding qué liéu chi dinh.
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