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vi Alu/PVC x 10 vién bao phim

Kich thuoac:
Dai : 58 mm
Cao : 94 mm
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NHAN Vi NABURELAX

vi Alu/Alu x 10 vién bao phim

Kich thudc:
Dai : 74 mm
Cao : 128 mm

(= ™
Naburelax Naburelak

Nabumeton 500 mg A0 Nabumetone 500 mg A0

cTY o PHAN DUC PHAM GLOMED GLOMED PHARMACEUTICAL Ca.Inc.

Naburelah( Naburel&b(

-s00mg AN Nabl vsoomg A

GLOMED PHARMACEUTICAL Ca. Inc. c1Y EO PHAN DUCC PHJ(H GLOME
g@/
Naburw*la\ Naburelab(

cran 500 mg A Nabumetone 500 mg
¢Tv ¢0 PHAN DUGC PHAM GLOMED GLOMED PHARMACEUTICAL Co. Inc

Nabur'—'*la-hk NabureIaX

Nabu cs500mg A Nabumeton 500 mg
GLOMED PHARMACEUTICAL Ca.Inc. cTY cf PHAN DUOC PHAM GLOMED

NaburelaX Naburﬂlab(

Nabume tonsoomg A . 500 mg
Ty €O PHAN DUJC PHAM GLOMED GLOMED PHARMAGEUTICAL Ca.Inc.

S6l6 SX: HOD:

Ngay 25 thang®Z nam 2015
P. Tong Giam Poc




thuoc.com/

_—

z«:n_ 90 J:
ALBONQD /&

30@ weln bug) d
£)0g Weuzobueyy s Aeb

SI3|qe3 P1eod Wiy Q) | JOSIASI] & JOX0g

YOJ2UNGeN]

fjuo uonduosaig vm_

Naburelaf_..\

Nabumetone 500 mg

A "uasu abeyoed ayy 01 12ja0 ased)d SNOLLYWHOANI

==

‘@3 [/ QH

e G/ XSN
CON Yd1eg / XS 01 95

:a1eg

“Buong yuig ‘uy ueny| diSA ‘preanog og Ny s€

“IUANYAINOD TYILLNIDVINEYHL GIW0TD *Aq pasnoejnuely

TON "D3Y

VE dSN *NOILYDI41D3dS

61| wosy 13910sd ‘adejd AUp B U1 "y0f ueyl 210w 10U aimesadwal 2U1 12 2015 IOYHOLS

'35 380438 1374v31 IHL ATINA3YYI AYIH "NIHATIHD 40 HOVIY 40 1NO d33IN

H3IHLO ONV SNOLLYDIONIVHLNOD ‘NOLLYHLSINIWAY ‘IOVS0d 'SNOLLYIIONI
Bw pos auoiawngen suIRILOD 12]qe] PAleod Wiy Yoe3

B 0§ Sunis *NOLLISOdWODD

Yej2Ungen

Bbw 005 uolawngen

éﬁquha @Z

wiyd oeq uain g | X ia g doH

Upp 03} UBG 90Ny ) vm_

ﬁ ‘Bunp ns uep Bupny o1 36p uiy ¥ ‘WYHd NYS 3A

Buong yuig ‘uy uény| ‘modebus - wepy 154 NJM ‘'og np 0718Q SE
Q3W0T9 WYHd Jona NYHd 02 ALDNQD 0q 1enx ugg

Mas

FE dSN *NYNHD NJIL
"3, O #nb Buguyy 6p 18w Bues Yue yues ‘oel ouy 10U 20 INYND Oy8

"'ONNA IHM DDNYLONNG NS NYQ ONOAH A 20G "W3 FHLYND AVLWYLYX 30

JYH3 NILDNQHL DY YA HNIG [HD ONOHD 'ONNGd HOYD 'ONOMT N1 ‘HNIG IHD
B ppg volswngen enyd wiyd oeq ugia 1op
Bw posg Lol ‘NYHd HNYHL

JP&E:Q@Z

ww 9 : oe)
ww ot : bu
wwos - |

20Ny} Y

ot (0 <o.
¥ 0O

wiyd oeq ugIA gL X OAd/MIV JA G dOH

XY134n9YN dOH NYHN




thuoc.com/

Bw gps 2uCIawWnNgen

YejRIngeN

NHAN HOP NABURELAX

Hop 10 vi Alw/PVC x 10 vién bao phim

Kich thudc:

Dai : 80mm
Rong: 61 mm
Cao : 96 mm

& Thudc ban theo dan

Naburelak

Nabumeton 500 mg

Hop 10 vix 10 vién bao phim

NaburelaX

#1an 500 mg )
THANH PHAN:

Méi vién bao phim chira Nabumeton 500 mg
CHI PINH, LIEU LUONG, CACH DUNG, CHONG
CHI DINH VA CAC THONG TIN KHAC VE SAN
PHAM: Xin doc to hudng dan st dung.

DE XA TAM TAY CUA TRE EM.

DOC KY HUGNG DAN SU DUNG TRUGC KHI
DUNG.

BAO QUAN: Dé nai khé réo, tranh anh sang,
nhiét dé khéng qua 30 °C.

TIEU CHUAN: USP 34

SBK:

San xudt bdi:

CONG TY €6 PHAN DUQC PHAM GLOMED

35 Pai Lo Tu Do, KCN Viét Nam - Singapore,
Thudn An, Binh Duong,

I';‘( Prescription only

Naburelak

Nabumetone 500 mg

(@)
Box of 10 blisters of 10 film coated tablets

84 1d SX / Batch No.;
NSX / Mig. Date:
HD [/ Exp. Date:

NaburelaX

ERibumetone lﬂf my

COMPOSITION: Each film coated tablet
contains Nabumeton% 500 mg
INDICATIONS, DOSAGE, ADMINISTRATION,
CONTRAINDICATIONS AND OTHER
INFORMATION: Pleas refer to the package
insert, '

KEEP OUT OF REACH OF CHILDREN. READ
CAREFULLY THE LEAFLET BEFORE USE.
STORAGE: Store at th:‘e temperature not more
than 30°C, in a dry place, protect from fight.
SPECIFICATION: USP34
REG. No.: [
.

Manufactured by
GLOMED PHAR
35Tu Do Bouleva
Thuan An, Binh DARRg.

(}ncﬁl COMPANY, Inc.
Pl

e
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HUGNG DAN SU DUNG THUOC

NABURELAX

Nabumeton

Vién bao phi
1- Thanh phin Rlbsoptis

M3i vién bao phim chira:
Hoat chét: Nabumeton 500 mg.
T4 duge: Cellulose vi tinh thé, natri lauryl sulfat, natri starch glycolat, silic dioxyd, magnesi stearat, hypromellose, macrogol 6000,

tale, titan dioxyd, Ponceau 4R (E 124), oxyd sat vang.
2- Md ta sin phim

N;:LBURELAX ¢6 dang vién nén bao phim diing d# udng chira nabumeton, 12 mét thudc khéng viém khéng steroid (NSAID).
Ve héa hoc, nabumeton 1 4-(6-Methoxy-2-naphthyl)butan-2-one véi cong thirc phén tir C;sH;¢0, va phén tir lugng 228,3. Nabumeton
¢6 cong thirc cau tao nhu sau:

o

T
HiCO #

NABURELAX Ia vién bao phim mau d9, dai, m¢t mit c6 chit GLM, mét mit tron. M&i vién bao phim chira 500 mg nabumeton.

3- Duge lyc hoe va duge djng hoc

Durgc luc hoc

NABURELAX (nabumeton) 12 m{t thudc khéng viém khong steroid (NSAID) c6 téc dyng khéng viém, giam dau va ha s6t. Gidng nhur

céc thubc khang viém khong steroid khic, kiéu tac dong cia thubc nay chua duge biét, tuy nhién, kha ning trc ché téng hop
prostaglandin c6 thé c6 lién dén téc dung khang viém.

Thubc me 12 mot tidn chét, bj bién ddi sinh hoc & gan thanh chit chuyén h6a c6 hoat tinh 12 6-methoxy-2-naphthylacetic acid (6-
MNA), chit ndy ¢6 kha ning irc ché tong hop prostaglandin.

Durge ding hoc

Miic dit nabumeton duge hép thu tét qua dudng tiéu héa, nhung ndng d¢ trong huyét tuong sau khi ubng rét nho dé c6 thé do dugc Vi bj
chuyén héa nhanh va nhiéu qua gan | diu thanh chit chuyén héa chinh c6 hoat tinh 1a &memoxy-z-naghthylacetic acid (6-MNA) va

céic chuyén héa khéc c6 khéng hoat tinh. 6-MNA ghn két hon 99% véi protein huyét tuong. 6-MNA khuéch tén vao trong hoat dich.

N6 di qua nhau thai va dugc phén bd vao trong sira me. C6 sy khéc nhau déng ké giira c4c cA thé vé nira ddi thai trir trong huyét tuong
cia 6-MNA, diic biét & ngudi gia, mt vai gid trj trung binh & trang théi 3n dinh d3 dugc béo c4o bao gdm tir 22 dén khoang 27 giv doi
v6i nhimg ngudi tré tudi va khodng 25 va 34 gid & ngudi 16n tudi. 6-MNA cudi cing tiép tuc bj chuyén héa bang céch O-methyl hoa
va lién hop. Khodng 80% cta mt liéu dugc bai tiét trong nude tiéu dudi dang chét chuyén héa khang hoat tinh hay lién hop va du6i
1% du6i dang 6-MNA khdng bién dbi.

4- Chi dinh

NABURELAX dugc chi dinh d& 1am gidm céc diu hiéu va trigu chimg cia bénh viém xuong khép va viém khép dang thép.

5- Liéu ding va céch ding

Ngudi 16n: ubng 1 14n 2 vién vao budi ti; trudng hop ning & kéo dai: dung thém 1-2 vién budi sang. Ngudi gid: khong qué 2
vién/ngdy. Suy thén véi d¢ thanh thai creatinin (CC) < 30 ml/phat: giam lidu theo chi dinh cia bic sI.

Nén ubng thubc ciing véi bira an hogc ngay sau bira an.

6- Chéng chi djnh

Bénh nhén qué mn cim v6i nabumeton hay v6i céc thinh phin khéc cua thudc.

Bénh nhén c6 tién sir hen, may day, hay phin ing kiéu dj tmg sau khi ding aspirin hofc céc NSAID khéc.

7- Luu ¥ va thén trong

Nén cén thén khi dung nabumeton cho bénh nhén c6 yéu td nguy co vé bénh tim mach, git nudc, suy tim sung huyét, tang huyét dp
hay bénh nhén c6 tin si¥ bénh dudmg tiéu hoa (xudt huyét hoac loét), c4c dang khéc ciia b¢nh hen.

Thubc ndy ciing nén duge ding thin trong & bénh nhén c6 tidn sir suy gan, suy thén, va ngudi gia.

Sir dyng trén phy ni¥ c6 thai: Trong giai doan cudi thai k¥, giéng nhu cic NSAID khéc, nén trdnh dung NABURELAX do c6 thé lam
déng sém céc ong dong mach.

Sir dyng trén phy nir cho con bii: Chua duge biét thubc ndy c6 bai tiét trong sita ngudi hay khong, tuy nhién 6-MNA dugc bai tiét
trong sifa ciia chuft. Do ¢6 nhidu thudc dugc bai tiét trong sita ngudi va vi céc téc dung phu nghiém trong do nabumeton ¢6 thé xay ra
cho tré bii me, nén ngimg cho con b néu viéc didu trj 1 cén thig,u

Sir dyng trén tré em: Mirc d§ an toan va hi¢u qua cua thubc & tré em chua duge x4c dinh.

Anh huéng Ién khi niing ldi xe va vin hinh mdy méc: Céc tac dyng khong mong mudn nhu chéng méit, budn ngy, 1n, mét moi va

rbi loan thi gi4c cd thé xay ra sau khi ding cdc NSAID. Néu bj anh hudng, bénh nhén khong nén i xe hay vin hanh méy.

8- Twong téc ciia thubc véi cic thubce khdc va cdc dang twong tic khic

Thuéc tre ché men chuyén angiotensin: Cac NSAID c6 thé 1am gidm téc dung chéng tang huyét &p ctia céc thube te ché men chuyén

angiotensin khi ding dbng thi.

Aspirin: Khi ubng nabumeton ciing véi aspirin, sy gén bt cua thubc véi protein gidm, mac di dd thanh thai cia nabumeton ty do

khong bj anh hudmg.

Thubc lgi tiéu: Nabumeton cé thé 1am giam t4c dyng bai tiét natri nigu cla furosemid va céc thiazid & mot vai bénh nhén.
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Lithi:

Methotrexat: Céc NSAID c6 thé Iam tan
Warfarin: Warfarin va cdc NSAID c6 t4c d
nguy c0 bj xudt huyét tiéu h6a nghiém tr
Thubc khéng acid chira nhém: Ding ¢

Ung
Khiic: Khi ung ciing véi thirc an hay s

¢ huyét twong va g; i lithi i
e A Syt gﬁc Iithi,g va giam thanh thai lithi & thin. Khi ding ddng thai céc NSAID véi lithi,
g djc tinh cua methotrexat do i

ong hon nhimg ngudi ding timg thudc don 1é.

¢ ché canh tranh sir tich 1y methotrexat
ung hi¢p ddng Ién sy xut huyét tiéu héa, vi viy nhimg ngudi ding cing liic 2 thubc nay c6

lie v6i thudc khéng acid chira nhom thc dyng déng ké dén sinh kha dyng ciia 6-MNA.

9- Téc dyng khéng mong mudn

ra, thudc dugc hép thy

e

__._.--"'""__'_-__-_ FrRL]
Céc NSAID Iam ting ndng d3 lithi trong

nhanh hon, tuy nhién téng lugng 6-MNA trong huyét twong khéng déi.

Dau bung, kh6 tiéu, tiéu chay, budn nén ddy hoi, viém d i i
- ; 2y, s i  ddy, nén 6i, khd m :
ngra, téo bén, phi, mét ngv, mét méi, hai hop, ngu g4, tost md héi. e
Negung st dung va hdi kién bdc st néu xult hién céc diu hiéu va triéu chimg Ii é

& 4 ién quan den bénh
nhimg téc dyng phy hiém gp nhung nghiém trong sau: phén den, dau byun i :
" thudmg, 14 13n, néi liu ludi, thay déi thi lyc 4ot ngdt.

Théng béo cho bic si nhirng tic dung khéng mong mubn giip phii khi sir dyng thuéc,
10- Qui lidu va xir tri

Triéu chimg: Céc trigu chimg qué lidu bao gdm nhirc diy,
mat phuong huéng, kich déng, hon mé, budn ngg,
trong, c6 thé ¢6 hiy hoai gan va thin cip.

Xie tri:

- Khéng c6 thudc gidi djc dic higu va chét chuyén héa 6-MNA khong thé thim phan dugc. Bénh nhén nén duoc didu trj triéu chimg.
Trong véng | gitr sau khi ding m{t Iugng cd thé gay doc, nén cin nhic vige cho udng than hoat. Ngoai ra, & ngudi 16m, nén xem xét

vigc rira da day trong véng 1 Eib sau khi ding qué liu c6 thé de doa sy séng. Nén theo doi k¥ chirc nang gan va thin. Bénh nhin
nén dugc theo ddi trong {t nhit 4 gitr sau khi ding lueng c6 thé gay dijc.

- Co gidt thudmg xuyén hoiic kéo dai nén dugc xir tri véi diazepam tiém tinh mach.
11- Dang bao ché va déng géi

Hop 5 vi x 10 vién bao phim.

Hop 10 vi x 10 vién bao phim.

12- Bao quin:

Bdo quin noi khd réo, trénh &nh sang, nhiét d khong qua 30°C.

13- Tiéu chuén chit lugng: USP 34.

14- Han ding: 36 thang ké tir ngay san xuit.

viém mi¢ng, nhirc dau, v tai, chéng mat, ndi mén,

gan hofic néu ban théy c6 mot trong
g, n0n c6 mau b ca phé, dau ngyc, thé ngén, ra md hoi bat

budn ndn, nén 6i, dau thuong vi, xuit huyét da day-rut, hiém khi tiéu chay,
chéng mdt, U tai, ngét va dai khi co giat. Trong nhing trudng hgp ng dde nghiém

./ |

THUOC BAN THEO DON
DE XA TAM TAY CUA TRE EM
PQC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Si

San xuét bdi: CONG TY CO PHAN DUQC PHAM GLOMED 0754
Dja chi: S§ 35 Dai L) Ty Do, KCN Viét Nam — Singapore, thj x4 Thudn An, tinh Binh Duong. =
DT: 0650.3768823 Fax: 0650.3769094 NG
3 e =z PH
Ngay-45 thang®ndm 20_1; [gc g

___P. Tong giam dbc

TRUONG




