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Ry Thudc ban theo don Jc/ congTy ' \

7" Nign nen dai bao phim

THANH PHAN: .
OPEBUTAL® 500: Mbi vién nén dai bao phim chua:
Hoat chét:

Nabumeton..................500 mg

T4 duoc Tinh bdt ngd, natri starch glycolat, natri lauryl sulfat, povidon, silic oxyd dang keo khan,
magnesi stearat, opadry Il white.
OPEBUTAL® 750: M&3i vién nén dai bao phim chua:
Hoat chat:

Nabumeton..................750 mg
T4 duge, Tinh bot ngd, natri starch glycolat, natri lauryl sulfat, povidon, silic oxyd dang keo khan,
magnesi stearat, opadry || white, oxyd sit vang va oxyd sét do.

MO TA SAN PHAM:
OPEBUTAL® 500: Vién nén dai bao phim mau tring, c6 in “OPEBUTAL 500" trén vién.
OPEBUTAL® 750: Vién nén dai bao phim mau hong, ¢ in “OPEBUTAL 750" trén vién.

pUGC LUC HOC:

- Nabumeton 1 thudc khang viém khong steroid (NSAID) co dac tinh khang viém, gidm dau va ha

s6t. Nhu cac nhom khang viém khéng steroid khac, co ché hoat dong clia thudc chua dugc biét o,

tuy nhién kha nang (c ché tdng hop prostaglandin co lién quan dén tac dung khang viém. [ﬂl/
- Nabumeton |2 mot tién chat khi trai qua qué trinh chuyén héa sinh hoc ¢ gan sé tao thanh acid
6-methoxy-2-naphthylacetic 1a mot chat (i ch& manh qua trinh téng hop prostaglandin.

DUdC DONG HOC:

- Nabumeton dugc hdp thu t6t & dudng tiéu héa. Nong do huyt thanh sau liéu udng dat qua nho
khéng thé do dugc, bdi vi thudc tréi qua qud trinh chuyén héa ngay thoi ky ddu O gan rat nhanh = <.
chéng va manh dé tao thanh chat hoat hda chinh Ia acid 6-methoxy-2-naphthylacetic (6-MNA) va :
mot s& chat chuyén héa khéng cd hoat tinh. Khd ndng lién ket clla 6-MNA véi protein huyét tuong

dat hon 99%. Thuc khuéch tan vo trong khop dich, di qua phoi thai va bai tist vao sia me. || nucc:

Khoang 80% thudc dugc bai tiét qua nudc tiéu dudi dang chat chuyén hoa lién hop hodc khdng hoat "\~
tinh va it hon 1% dudi dang 6-MNA khong bién ddi.

CHi DINH:
- Nabumeton dudc chi dinh trong diéu tri thodi hda khdp va viém khdp dang thap.

CACH DUNG - LIEU DUNG:

Thodi héa khép va viém khép dang thap: liéu khoi ddu la 1.000 mg, udng thudc trong hodc ngoai

bita &n. Trudng hop ning, c6 thé tang liéu tir 1.500 dén 2.000 mg/ngay. Nabumeton co thé udng 1

hodc 2 Iin trong ngay. Chua c6 dif liéu cho liéu vuot qua 2.000 mg/ngay. Chi dinh lidu dung thap

nhat c6 hiéu qua & nhilng bénh nhan diéu tri man tinh. Nhiing ngudi co can nang <50 kg, ding liéu

thap hon 1.000 mg/ngay. Diéu chinh liéu phu thudc vao phic dép & timg cd thé bénh nhan,

Nguai suy than bj thoai hda khdp va viém khdp dang thap:

+  Suy than trung binh (Cl; 30 — 49 ml/phat): liéu khéi ddu khong vugt qua 750 mg, theo doi
chdc nang than, co thé tang dén t6i da 1,5 g/ ngay.
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+  Suy than nang (Cl; < 30 ml/phat): liéu khdi dau khong vugt qua 500 mg, theo ddi chiic ndng
than, c6 thé ting dén t6i da 1g/ ngay.

CHONG CHi BINH:

- Khdng st dung thudc cho cc bénh nhan man cam vdi bat ki thanh phan nao clia thudc.

- Thudc nay khong sif dung cho cac bénh nhan mic phai ching hen xuyén, may day hay céc loai
di Ung véi aspirin hay cac thubc khdng viém khong steroid khéc.

- Chéng chi dinh & cac bénh nhén suy gan ndng.

LUU Y VA THAN TRONG:

Thén trong vdi cdc bénh nhan mic cc bénh vé tim, cao huyét dp, cac bénh vé tiéu hoa.

- Phu ni c6 thai va cho con bii: Thudc nay chi dugc st dung khi that can thiét trong 6 thang déu
clia thai ky. Thudc dugc khuyén cdo khong sir dung trong 3 théng cudi clia thai ky vi co thé gay hai
cho thai nhi. Khang nén st dung thudc trong thai gian cho con ba.

- T4c A6ng cda thudc khi 14i xe v van hanh mdy méc: Thudc co thé gay ra budn ngii va chong
mat vi viy khong nén l4i xe, van hanh mdy mdc hay bt cif hoat dong nao cdn dén sy tinh téo cho
d&n khi ban chic chdn thyc hién cic cong viéc &y mot cch an toan.

TAC DUNG KHONG MONG MUON:

Thudng gap, ADR >1/100

Kho chiu dutng tiéu héa, budn non, tiéu chay, loét da day ta trang, nhic ddu, hoa mét, chéng mat,

cang thing, u tai, trdm cdm, bubn ngl, mat ngl, s6t, phit mach, co thdt phé quan, phat ban.

Hiém g&p, ADR<1/1000 %
Giam tiéu cdu, gidm bach cdu trung tinh, ting bach cdu i toan, va mat bach cdu hat, viém thén

mo k& va hoi ching than hu, suy than. Nhiém ddc gan va viém mang nao vé tring, roi loan thi

giac, suy tim, viém ph& nang, viém tuy, hi ching Stevens-Johnson.

Théng bdo cho bac sT nhifng téc dung khdng mong mudn gap phai khi sit dung thugt.

TUONG TAC THUAC:

- Nabumeton lam giam kha ndng bai tiét lithi clia than dan dén ham lugng lithi trong méu téng 1én
gay ngd doc lithi.

- Nabumeton c6 thé lam gidm tac dung cac thudc huyét dp vi prostaglandin s& tham gia vao qua
trinh diéu hoa huyét dp.

- Warfarin va cac khang viém khong steroid c6 tinh cong luc gy nén xut huyét tiéu hoa, vi vay
khi sif dung déng thai c hai loai thudc thi nguy co chdy mau dutng tiéu hoa cang tré nén nghiém
trong hon so véi ding mot loai thudc.

- Khi Nabumeton k&t hop véi aminoglycoside s& lam ham lugng aminoglycoside trong mau tang Ién
gdy tac dung phu.

- Khong nén ding déng thdi cac thudc khang viem khong steroid voi thudc methotrexate vi sé lam
giam kha ndng bai tiét clia thudc ra khdi ca thé s& gay nén tc dung phu.

- UBng hon 3 c6c ruou mot ngay s& lam ting khd ndng loét da day khi ding Nabumeton hay cac
thudc khdng viém khong steroid.

QUA LIEU VA CACH XU TRi:

_ Triéu ching: nhic d4u, budn non, ndn 6i, dau thugng vi, chdy mau da day, tiéu chay (hi€m gap),
mét dinh hudng, kich dgng, hén mé, ngl g, chong mat, U tai, ngat, dbi khi co giat. Mot sO truong
hop bi ngd doc nang do thudc co thé gay ra suy gan va suy than cap.

_ XU tri; bénh nhan cdn dugc diéu tri theo triéu ching 1a diéu bat buc. O ngudi I6n, trong vong
mot gid sau khi usng mot lugng Ion thudc co kha ndng gay ngd doc, nén xem xet diéu tri bang
than hoat v riia da day. Phai ddm bdo luong nudc tiéu bai tiét ddy do. Chuc nang than va gan nén
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dugc kiém tra chat ché. Bénh nhdn phéi dugc theo doi it nhat bn gid sau khi ubng mét lugng I6n
_ doc chat manh. Co gidt thudng xuyén hodc kéo dai cdn dugc diéu tri bing diazepam tiém tinh
mach.

TRINH BAY:

OPEBUTAL® 500:

- Hop 1 vi x 10 vién nén dai bao phim
- HBp 3 vi x 10 vién nén dai bao phim
OPEBUTAL® 750:

- HBp 1 vi x 10 vién nén dai bao phim
- Hop 3 vi x 10 vién nén dai bao phim

BAO QUAN: O nhiét d dudi 30°C, ndi khd rdo, tranh dnh séng. W
HAN DUNG: 36 thdng ké tr ngay san xudt. Khong ding thudc khi qua han st dung.
NGAY XET LAl T0 HUGNG DAN SU DUNG:..

E XA TAM TAY TRE EM.
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
_~ KHONG DUNG QUA LIEU CHi BINH
EU CAN THEM THONG TIN, XIN HOI Y KIEN BAC ST
Nha sdn xuét:
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CONG TY CO PHAN DUQC PHAM OPV
L6 27, Budng 3A, Khu Cong Nghiép Bién Hoa II, Tinh Bong Nai.
BT : (061) 3092999 Fax : (061) 3835088

PHO CUC TRUONG
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