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Doc ky hwéng dan sir dung truwoc khi dung.
Néu can thém théng tin, xin héi y kién bdc sy hodac du’(rc'%%x
Thuéc nay chi ding theo sw hwéng din ciia bdc sy.
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Tén thudc: Vién nén SUNTAB

Thanh phan: M3i vién nén chira 500 mg Namebutone

T4 dugce: Sodium starch glycolate, Low substituted hydroxypropylcellulose,
Sodium Lauryl sulfate, Povidone K-30, Magnesium stearate, Talc,
Hydroxypropylmethyl cellulose 2910, Polyethylene glycol 4000, Titanium
oxide, FD & C Yellow No.4.

Dang bao ché: Vién nén bao phim.

Quy céich déng géi: Mbi hop chira 100 vién (10 vi x 10 vién)

M&i hop chira 30 vién (3 vi x 10 vién).

Chi dinh:

Nabumetone diéu tri cac triéu chung cAp va man tinh cua viém xuong

_kh6p man tinh va viém khop dang thap (viém, sung, cimg va dau khép).
Liéu dung va cach sir dung:

Dung duong uong

Nguoi lon: Lleu khdi dau thudong dung la 2 vién (1g), uong moi ngdy mot

lan vao budi toi trude khi di nga. Mot sé bénh nhén cd thé cin phai dung

lleu lén dén 1,5 hoic 2g/ngay moi co thé lam giam dwgc cac triéu ching.

Liéu dung c6 the dugc diéu chinh ty theo tirng bénh nhén.

Nguwoi Iém tuoi: Cling nhu nhu'ng thuoc khac, nong do Nabumetone

thuong cao hon trong mau ngudi 16n tudi. Liéu khuyen nghi mdi ngay

khong qua 1g, trong phan 16n truong hop, liéu 1 vién (500mg/ngay) da

cho thdy c6 dap tng tot ¢ nhitng d6i tuwgng nay.

Chong chi dinh:

1) Bénh nhan c6 tién sir man cam v6i Nabumetone hay bét ctr thanh phéan
nao cua thudc.

2) Bénh nhéan c6 nhay cam chéo v&i aspirin va cac thude khang viém khong
steroide khac: Bénh nhan tung co dau hiéu hen, polip miii, phu mach hay
n6i mé day sau khi dung aspirin va cac thudc khang viém khong steroide
khac.

3) Bénh nhan loét da day-ta trang tién trién.

4) Bénh nhan suy gan nang.

5) Bénh nhan suy than ning khong duoc tham tach mau.

6) Tré em dudi 15 tudi. |

7) Phu nir c6 thai va cho con bu.

Than trong;

1) Nhu céc khang viém khong steroide khic, can than trong khi dung thudc
nay ¢ nhimg bénh nhan c6 bénh ly duong ti€u hoa trén hodc dang diéu tri
bang thubc chéng déng. Céan theo doi ky ¢ nhimg biéu hién bat thudng &
da day-ru¢t. Nén ngung dung thudc néu xudt hién cac diu hiéu cua loét
hay xuat huyet duong ti€u hoa.

2) Nhu da s6 cac thude khang viém khong steroide khac, doi khi thudc 1am
tang transaminase huyét thanh hay cac chi s chirc ning gan khac. O bénh
nhan c6 cac dau hiéu suy giam chirc nang gan hay xét nghiém gan khong
binh thudng, nén x4c dinh sy tién trién va mirc do trAm trong cua chuc
ning gan trong thoi gian ding thubc. Pd co ghi nhan mot sb phan u'ng
nghiém trong trén gan nhu vang da, viém gan khi dung thudc khang viém
non-steroride. Mic du rat hiém xay ra nhung néu cac bat thuong trong thur
nghiém chirc nang gan khong mat di va tro nén xau hon hay xuat hién cac
dau hi€u toan than (tang bach cau wa eosin, phat ban ...) thi ngung dung
Nabumetone. Vi sy bién d6i sinh hoc cua Nabumetone thanh 6MNA la
phu thudc vao chirc ning gan, su bién ddi sinh hoc c6 thé giam & bénh
nhan suy gan ning. Vi vy, can than trong khi st dung Nabumetone cho
bénh nhén suy gan nang.

3) Viéc diéu tri phdi hop thude khang viém va thudc giam dau chi diéu tri
tri¢u chimg chir khong diéu tri nguyén nhan.

4) Khi dung thu6e nay dé diéu tri cac triéu chimg man tinh, can luu y cac yeu
t6 sau: Khi dung thudc trong thoi gian dai, nén kiém tra thudng xuyen cac
thir nghiém (xét nghlem chirc nang gan, cong thirc mau...) Néu c6 dau
hi¢u bat thuong thi c6 bign phap xu ly phu hop nhu: giam liéu hay ngung
dung thuoc

5) Khi diéu tri cac triéu chimg cép, can lru § y céc diém sau:

- Chg can nhac ky trong truong hop viém cap tinh nang, dau va sOt.

- Can tién hanh diéu tri nguyén nhan néu co thé.

6) Khang viém khong steroide trc ché sy tong hop nhiing prostaglandine o
than co vai tro ho trg cho viéc tudi mau than. Gilr nude va gay phu dugce
b4o cdo & mdt s6 bénh nhin dung Nabumetone. Vi thé, cling nhu cac
thudc khang viém khong steroid khac, can than trong khi dung thudc trén
cac bénh nhan suy tim xung huyét, cao huyét ap.

7) Nguy co huyet khoi tim mach:

Céc thudc chong viém khong steroid (NSAIDs), khong phai aspirin, dung
duong toan than, c6 the lam tang nguy co xuat hién céc bién cb huyét
khoi tim mach, bao gom ca nh01 mau co tim va dot quy, co the dan dén tir
vong. Nguy co nay co thé xuét hién sém trong vai tuan dau dung thudc
va co thé tang 1én theo thoi gian dung thudc. Nguy co huyét khoi tim
mach duge ghi nhan chu yéu & heu cao.

Bac si can danh gia dinh ky su xuét hién cua cac bién cb tim mach, ngay
ca khi bénh nhan khong co6 cac trigu chimg tim mach truge d6. Bénh
nhan can dugc canh bao vé céc triéu chimg cua bién ¢ tim mach nghlem
trong va can tham kham bac singay khi xuat hi¢n cac tri¢u chimg nay.

bé glam thiéu nguy co xuat hién bién cb bt loi, can su dung thuoc & licu
hang ngay thap nhat c6 hiéu qua trong thoi gian ngin nhat c6 thé.

Tac dung phu:

1) Hé tiéu hoa: D61 khi gay kho tiéu, budn nén, nén, dau bung, tao bon, day
hot, tiéu chay, ¢ hoi, viém thyc quan, loét da day ta trang, xuat huyét tiéu
hoa tiém an hay 6 at. Hiém khi bi thing da day, viém tryuc trang, viém da
day. Thong thuong nhitng hau qua trén cang nghiém trong hon & bénh
nhan 16n tudi.

2) Huyet hoc: Thinh thoang gay thleu mau, rdi loan céng thirc mau (bach
cau), giam bach cau, giam tiéu cau. Néu dung ddng thoi vOi cac thude co
doc tinh trén tuy xwong, dac biét 1a methotrexate, sé la yeu td thuan loi
cho su suy giam té bao mau.
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3) Da: D6i khi gay viém miéng, ngra, phat ban da, mé’@ﬁ hiém khi nhay
cdm v6i anh sang, ban d6 da dang, bong rfp nhu holf &u’ng Stevens
Johnson, nhlem doc hoai tir biéu bi. 0

4) Hé hdp: & 1 sb bénh nhan, sau khi dung aspirin va cac thude @9}13 viém
khong steroide khac ké ca thudc nay, co thé khai phat con hen cép! 6

5) Hé¢ than kinh trung wong: Poi khi gay nhirc dau, chong mit, U tai, ng@gat

mét moi.. O

6) Tim mach Thinh thoang gay phu, ting huyét ap, phu chi dudi, nhip tm?y
nhanh, do birng mat.

7) Gan: Lam ting tam thoi transaminase huyét thanh hodc billirubin. Rt
hiém khi bi viém gan.

8) Than: Doi gy khi roi loan cac thong s6 chirc nang thin (tang creatinine
huyet thanh hay ure trong nudc tleu) hiém khi gay suy than.

9) Roi logn thi lyc: d6i khi gdy viém két mac, rdi loan thi giac.

10) Phan vng di ung: Hiém khi gy phu niém, phan Ung ting nhay cam bao
gbm phan 4 ung phan vé.
11) Nguy co huyét khoi tim mach (Xem thém phan canh bao va than trong).
Thong bdo cho bdc si nhitng tic dung khong mong muon gap phai khi sic
dung thuéc.
Twong tic voi thudc khac:

1) Trong cac thir nghiém lam sang cho thdy, chat chuyén héa cua
Nabumetone la 6MNA gan két manh vai protein nén c6 kha nang thé chd
cic thudc khac tai vi tri gan trén protein. Than trong khi dung
Nabumetone v¢i warfarin vi da co6 ghi nhan tuong tac gitra warfarin va cac
thudc khang viém khong steroid khéc.

2) Dung chung nabumetone vai thudc khang acid ¢6 chita nhom khong lam
anh hudng dén sinh kha dung cua 6MNA. Khi dung chung véi thue an
hay sita, nabumetone hap thu nhanh hon nhung tong lrgng 6MNA trong
mau khong thay doi.

3) Thubc e ché men chuyén (ACE- Ang10tens1n converting enzyme) Cac
nghién ciru cho thiy cac NSAIDs lam giam tac dung ctia cac thudc trc ché
men chuyén.

4) Aspirin: Khi dung Namebutone dong thoi voi NSAIDs, ty 16 lién két véi
protein cua thudc giam, mic du do thanh thai cia Nabumetone khong thay
dbi. Biéu hién 1am sang chua duogc thong ké, tuy vay thuc té 1a cac
NSAIDS khac thu'ong khéng dugc chi dinh dung dong thoi voi
Namebutone do c6 kha nang lam tang tac dung phu.

5) Thudc lgi tiéu: Cac nghién ciru 1dm sang da chi ra rang Namebutone c6
thé lam glam tac dung cua cac thuéc loi tiéu ting thai Natri nhu
furosemide va thiazide & mot s6 bénh nhan. Pong thdi do Namebutone
cung tic ché su tao thanh prostaglandm & than, do @6 khi sir dung két hop
véi NSAIDs, bénh nhan can phai glam sat chat ché cac tri¢u chimg cua
suy than cling nhu dam bao hi€u qua cua thude 1oi tiéu.

6) Lithium: NSAIDs lam tang nong do tua Lithium trong huyét twong va
lam giam d6 thanh thai than cta Lithium. Nong d6 thudc trung binh cia
Lithium ting 1én khoang 15% va d¢ thanh thai than giam khoang 20%.
Cac tic dyng nay la do uc ché sy tao thanh prostaglandin thén cua
NSAIDs. Do d6, néu NSAIDs va Lithium sir dung ddng thoi voi nhau, can
giam sat chat ché cac triéu chung ngd doc cua Lithium.

7) Methotrexate: NSAIDs dugc bdo cdo canh tranh trén qué trinh thai trur
v6i Methotrexate, Do d6 co thé giy ra doc tinh ciia Methotrexate. Than
trong khi dung dong thdi Namebutone véi Methotrexate.

Sir dung cho phu nir cé thai va cho con bu:

Mirc d an toan trén phyu nir mang thai va cho con bt chua dugc ghi nhan.
Vi vay khong dung thudc cho céc doi trong nay.

Anh hwéng dén khi niing lii xe va vin hanh miy méc: Chua dugce biét.

Dac tinh dworc luc hoc:

Nabumetone thu¢c nhoém khang viém khong steroide c6 tac dung khéang
viém, giam dau va ha sot. Thude co kha ning e ché sinh tong hop
prostaglandin, la chat trung gian gay viém.

Nabumetone 12 tién chit, sau khi duoc chuyén héa sinh hoc qua gan sé tao
ra 6-methoxy-2-naphthylacetic acid (6MNA) la thanh phan cé hoat tinh
v6i kha nang tc ché sy tong hop prostaglandin.

Diic tinh dwgc dong hoc:

Sau khi uong, khoang 80% liéu Nabumetone danh dau duogc tim thiy
trong nudc tiéu. Nabumetone khong tim thay trong huyét tuong, sau khi
dugc hép thu, Nabumetone dugc bién d6i sinh hoc nhanh chéng thanh
chat chuyén hoéa c6 hoat tinh chinh, 6-methoxy-2-naphthylacetic acid
(6MNA). Sau khi uéng liéu 1000mg thi khoang 35% dugc chuyén hoa
thanh 6MNA va 50% duogc chuyen hoa thanh cac chat chua xac dinh va
chung dugc dao thai qua nudc tiéu.

6MNA gin két v6i protein huyét twong khoang 99%.

St dung chung véi thirc an s€ lam tang ti 1¢ hap thu va sy xuét hién cua
6MNA trong huyét tuong nhung khong anh hudng dén sy chuyen hoa
Nabumetone thanh 6MNA. Nong d6 dinh cia 6MNA trong huyét tuong
tang khoang 1/3.

Str dung chung v6i cdc khang atacid c6 chira nhom khong lam anh huong
dang ké dén sinh kha dung cia 6MNA.

6MNA duoc chuyén hoa qua gan tao thanh cac chat chyen hoa khong hoat
tinh va dugc dao thai dudi 2 dang ty do va dang két hop. Khoang 75%
lidu danh diu duoc tim thiy trong nudce tiéu sau 48 gid. Sau khi ubng liéu
1000mg- 2000mg, d6 thanh thai & huyét twong trung binh 1a 20- -30mL/phut
va thoi glan ban thai khoang 24 gio.

Qua liéu va xir tri:

Cac triéu chung khi qua licu cap tinh cadc NSAIDs: Tho o, budn ngi, budn
non, non, dau thuong vi, xuat huyét tiéu hoa co thé xay ra, ting huyét ap,
suy than cip tinh, tram cam va hon mé c6 the xay ra.

Xt tri: Bénh nhan can duoc chim soc, dicu tri triéu ching. Khong c6
thudc giai doc dic hiéu. Co thé giy non hodc cho ubng than hoat tinh (60-
100 gam ¢ nguoi 16n, 1-2g/kg & tré em).

TIEU CHUAN : BP 2007

BAO QUAN Bao quan trong bao bi kin, ¢ nhiét d§ phong.

HAN DUNG 36 thang | ké tir ngdy san xuat.

PE XA TAM TAY TRE EM SPK : VN-10271-10

Nha san xuat:

DONGKOO Pharm Co.,Ltd.

901-3 Sangsin-ri, Hyangnam-Eup, Hwaseong-Si, Gyeongi-Do, Korea
Tel: 82-31-353-5411~5 - Fax: 82-31-353-5485




