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" NHAN Vi NABURELAX 750
Kich thuéc: (Vi AlwPVC X 10 vién nén bao phim)
Dai : 58 mm

Cao : 94 mm
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_ NHAN HOP NABURELAX 750
) Kich thuéc: (Hop 5 vi AlwPVC x 10 vién nén bao phim)

Dai : 96 mm
Réng : 40 mm
Cao : 61 mm

J""‘H\
& Prescription only Box of 5 blisters of 10 film coated tablets |
Nabumetone 750 mg
|
SEs ?
83 |
283 i
Rz ;
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COMPOSITION: Each film coated tablet contains Nabumetone............... I— . §) T 8
Excipients q.s. 1 tablet.

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER
INFORMATION: Please refer to the package insert.

KEEP OUT OF REACH OF CHILDREN.

READ CAREFULLY THE LEAFLET BEFORE USE.

STORAGE: Store at the temperature not more than 30°C,

in a dry place, protect from light.

Bw gs¢ uojlawngepn

Manufactured by:

GLOMED PHARMACEUTICAL COMPANY, Ltd

35 Tu Do Boulevard, Vietnam-Singapore

Industrial Park, Thuan An, Binh Duong.
R Thusc bén theo don Hop 5 vi x 10 vién nén bao phim

NaburelaXx

Nabumeton 750 mg

Ta dugc vita A 1 vién.
CHI DINH, LIEU LUONG, CACH DUNG, CHONG CHI DINH VA CAC THONG TIN KHAC VE
SAN PHAM: Xin doc té huding dan sif dung.

DE XA TAM TAY CUA TRE EM.

POC K¥ HUONG DAN SUf DUNG TRUGC KHI DUNG.

BAO QUAN: D& noi khb rao, tranh &nh sdng, nhiét 46 khéng qua 30°C.
SDK/ REG. No.:

San xudt bai: CONG TY TNHH DUGC PHAM GLOMED
35 Bai L& Ty Do, KON Viét Nam - Singapore, Thudn An, Binh Duong

Ngay /¢ thang 4/ndam 20/

=,
7@ i
THANH PHAN: M&i vién nén bao phim chita Nabumeton
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NHAN HOP NABURELAX 750

Kichthuéc:  (HOp 10 vi AlwPVC x 10 vién nén bao phim)
Dai : 80mm

Réng : 61 mm

Cao : 96mm

& Thudc bén theo don

NaburelaX

Nabumeton 750 mg

Hop 10 vix 10 vien rin s phim

& Prescription only

Naburelax .
~750 ) NaburelaX

THANH PHAN: M&i vién néin bao phim ch
S ki Nabumetone 750 mg

Nabumeton : 750 mg.

Ta duge vira di 1 vién.

CHI DINH, LIEU LUQONG, CACH DUNG, CHONG

CHI DINH VA CAC THONG TIN KHAC VE SAN L=
PHAM: Xin doc t& huéng déin sir dyng. ———4
DE XA TAM TAY CUA TRE EM. —
DOC K¥ HUGNG DAN SUf DUING TRUGIC KHI DUNG. —
BAO QUAN: D& nai kho rdo, trénh anh sang, nhiét :
d¢ khdng qua 30°C. =

SDK/ REG. No.: ol
/
$6 16 SX / Batch No.: C
NSX/ Mfg. Date: .
HD/ Exp. Date: Ml
S5an xudt béi: J u
CONG TY TNHH DUQIC PHAMG LOMED

35 Dal L& Ty Do, KCN Viét Nagi - Singapore,
Thuan An, Binh Duong.

<'> Box of 10 blisters of 10 film coated tablets

Ngay /£ thang( nam 2046
Téng Giam Dac

NaburelaX
BEEmetone 750 mg 750 )

COMPOSITION: Each film coated tablet contains
Nabumetone 750 mg.
Excipients q.s. 1 tablet.

INDICATIONS, DOSAGE, ADMINISTRATION,
CONTRAINDICATIONS AND OTHER INFORMATION:
Please refer to the package insert.

KEEP OUT OF REACH OF CHILDREN.

READ CAREFULLY THE LEAFLET BEFORE USE.
STORAGE: Store at the temperature not more
than 30°C, in a dry place, protect from light.

Manufactured by:

GLOMED PHARMACEUTICAL COMPANY, Ltd
35 Tu Do Boulevard, Vietnam -Singapore
Industrial Park, Thuan An, Binh Duong.

»
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NHAN Vi NABURELAX 750
Kichthuéc: (Vi Alu/Alu x 10 vién nén bao phim)
Dai 74 mm
Cao 128 mm
il ke
5816 5X: HD:

Naburelax® Naburelax®
| Nabumeton 750 mg _gF 750 Jll Nabumetane 750ma #f 750

CONG TY TNHH DUIC PHAM GLOMED GLOMED PHARMACELITICAL COMPANY, Lid

Naburelax® Naburelax®

[ Nabumetone 750mg 750 Il Nabumeton 750 me g/ 750

GLOMED PHARMACELTICAL COMPANY, Lt CONG TY TNHH DUCC PHAM GLOMED

Naburelax® NaburelaX®

[ Nabumeton 750 mg_gf 750 il Nabumetone 7503 #/ 750

CONG TY THHH DUCC PHAM GLOMED GLOMED PHARMACELICAL COMPANY. Lid

NaburelaX® NaburelaX®
| Nabumetone 750 mg 4F 750 JIll Nabumeton 750 ms ff 750

GLOMED PHARMACELITICAL COMPANY, Li CONG TY TNHH DUDIC PHAM GLOMED

Ngay /¥ thang/ { nam 2046
Tong Giarp Doc

/
Naburelax® y
[ Nabumeton 750 mg_gf' 750 il Nabumetone 750 mg §
K CONG TY TNHH DUIC PHAM GLOMED GLOMED PHARMACELTICAL  Lid
7
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NHAN HOP NABURELAX 750
Kich thudc:
Dai : 132mm
Réng : 35mm
Cao : 76 mm

(Hop 5 vi Alw/Alu x 10 vién nén bao phim)

Nabumetone 750 mg

COMPOSITION: Each film coated tablet contains

Excipients g.s. 1 tablet.
INDICATIONS, DOSAGE, ADMINISTRATION,

Please refer to the package insert.
KEEP OUT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET BEFORE USE.

Box of 5 blisters of 10 film coated tablets

aburelaX

Nabumetone. 750 mg.

CONTRAINDICATIONS AND OTHER INFORMATION:

S6 16 SX / Batch No.:

NSX/ Mfg. Date:
HD/ Exp. Date:

STORAGE: Store at the
temperature not more
than 30°C, in a dry place,
protect from light. -E__——
Manufactured by:

GLOMED PHARMACEUTICAL COMPANY, Ltd

35 Tu Do Boulevard, Vietnam-Singapore Industrial
Park, Thuan An, Binh Duong. P

R Thusc ban theo don

Bw g5 auolawngeN

THANH PHAN: Mbi vién nén bao phim chifa

T4 dugc vira di 1 vién.
CHI DINH, LIEU LUONG, CACH DUNG, CHONG CHI
DINH VA CAC THONG TIN KHAC VE SAN PHAM:
Xin doc t& hudng dan st dung.

DE XA TAM TAY CUA TRE EM.

NaburelaX

Nabumeton 750 mg.

. POCKY HUONG DAN SU' DUNG TRUGC KHI DUNG.

Hop 5 vix 10 vién nén bao phim

BAO QUAN: D€ noi khé réo, tranh anh sang,
nhiét d6 khong qua 30°C.
SDK/ REG. No.:

San xuat bdi:

CONG TY TNHH DUGC PHAM GLOMED

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

Z | &4 ‘:A- = | = W \6\
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NHAN HOP NABURELAX 750

Kich thuéc:

Dai : 132mm
Réng : 65 mm
Cao : 76 mm

(HOp 10 vi AlwAlu x 10 vién nén bao phim)

= 06/
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E Prescription only Box of 10 blisters of 10 film coated tablets

NaburelaX

Nabumetone 750 mg

S& 16 SX / Batch No.:
NSX/ Mfg. Date:

HD/ Exp. Date:

COMPOSITION: Each film coated tablet contains Nabumetone...............750 mq.
Excipients g.s. 1 tablet.

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND
OTHER INFORMATION: Please refer to the package insert.

KEEP OUT OF REACH OF CHILDREN.

READ CAREFULLY THE LEAFLET BEFORE USE.

STORAGE: Store at the temperature not more than 30°C, in a dry place, protect

from light.

Manufactured by:

GLOMED PHARMACEUTICAL COMPANY, Ltd
35 Tu Do Boulevard, Vietnam-Singapore
Industrial Park, Thuan An, Binh Duong.

B Thusc ban theo don

NaburelaX

Nabumeton 750 mg

Hoép 10 vix 10 vién nén bao phim

THANH PHAN: Méi vién nén bao phim chifa Nabumeton...................750 mg.
Ta dugc vira da 1 vién.

CHi DINH, LIEU LUONG, CACH DUNG, CHONG CHi PINH VA CACTHONG
TIN KHAC VE SAN PHAM: Xin doc t& hudng dan sif dung.

PE XA TAM TAY CUA TRE EM.

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG.

BAO QUAN: Dé nai khé rao, tranh anh sang, nhiét dd khéng qué 30°C.
mﬂ—rﬂ!mn. No.:

San xudt bai: CONG TY TNHH DUGC PHAM GLOMED
35 Pai L6 Tu Do, KCN Viét Nam - Singapore, Thuan An, Binh Duong

Ngay 1§ :_mzo [l nam 2016
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HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE §$1 1 d, (%
3 NABURELAX® 750
Nabumeton 750 mg
Vién nén bao phim

1. Thanh phin
MGbi vién nén bao phim chira:
Hoat chdt: Nabumeton 750 mg.
Td duwge: Cellulose vi tinh thé 101, natri lauryl sulfat, natri starch glycolat, hydroxypropyl methylcellulose, silic dioxyd
thé keo, magnesi stearat, macrogol 6000, talc, titan dioxyd.
2. Dang bao ché: vién nén bao phim.
3. Dugc luc hge va duge dong hoc
Duge luc hoc
Nhém duge 1y: Thube khéng viém khong steroid
Mi ATC: MO1AXO01
Nabumeton 13 mgt thudc khang viém khong steroid (NSAID) c6 tic dung khéng viém, giam dau va ha sot. Gidng nhu
céc thubc khang viém khong steroid khéc, kiéu téc dong ciia thube ndy chua duge biét, tuy nhién, kha nang irc ché tong
hop prostaglandin c6 thé c6 lién quan dén tic dung khéng viém.
Thubc me 13 mjt tidn chét, b bién ddi sinh hoc & gan thanh chét chuyén héa c6 hoat tinh 12 6-methoxy-2-naphthylacetic
acid (6-MNA), chit ndy c6 kha niing trc ché tng hop prostaglandin.
Dugc dpng hoc
Miic di nabumeton dugc hdp thu tét qua dudng tiéu héa, nhung ndng do trong huyét trong sau khi udng rét nho dé c6
thé do duge vi bj chuyén héa nhanh va nhiu qua gan 1an diu thanh chét chuyén héa chinh c6 hoat tinh 13 6-methoxy-2-
naphthylacetic acid (6-MNA) v céc chét chuyén héa khéc khong c6 hoat tinh. 6-MNA gén két hon 99% véi protein
huyét tuong. 6-MNA khuéch tén vao trong hoat dich. N6 di qua nhau thai va duge phan bd vao trong sita me. C6 sy
khéc nhau déng ké giira céc c4 thé vé& nira doi thai trir trong huyét trong clia 6-MNA, dic biét & ngudi gia, mot vai gid
trj trung binh & trang thai n dinh da dugc bdo cdo bao gdm tir 22 dén khoing 27 gidr dbi v6i nhitng ngudi tré tudi va
khoang 25 va 34 gid & ngudi 16n tudi. 6-MNA cubi cling tiép tuc bj chuyén héa bing cich O-methyl héa va lién hop.
Khodng 80% ciia mt liéu duge bai tiét trong nude tiéu dudi dang chét chuyén héa khéng hoat tinh hay lién hop va duéi
1% du6i dang 6-MNA khéng bién dbi.
4. Quy cach dong géi
Vinhém/PVC: Hgp 5 vi x 10 vién nén bao phim.

Hp 10 vi x 10 vién nén bao phim.
Vinhém/nhém: H¢p 5 vi x 10 vién nén bao phim.

Hop 10 vi x 10 vién nén bao phim.
5. Chidinh s
NABURELAX® 750 dugc chi dinh dé 1am giam cdc déu hi¢u va triéu ching cua bénh viém xuong khép va viém khép
~ dang thép.
6. Liéu dung va cich ding
Chi diing cho ngudi 16m.
Liéu dung:
Viém khép man tink va viém khop dang thdp: Ubng ngdy 2 vién, c6 thé udng 1 1an hogc chia 1am 2 1an. Liéu khéng qua
2000 mg/ ngay.
Bénh nhdn suy than:
D§ thanh thai 30-49 ml/ phit khéi dAu 750 mg va dung khdng qué 1000 m ;
Suy thin vé6i d§ thanh thai creatinin < 30 ml/phit: gidm liéu theo chi dinh dua bac si.
Cich dung:
Diing dudng ubng. Nén ubng thuéc ciing v6i bira &n hojc ngay sau bira an.
7. Chbng chi djnh
Bénh nhan qua mAn cdm véi nabumeton hay véi céc thanh phin khéc cua thude.
Bénh nhan c6 tién sir hen, may day, hay phan img kiéu dj (mg sau khi ding aspirin hofic cic NSAID khc.
Suy gan niing, suy tim nng, xuét huyét tiéu héa, xuit huyét ndo, 3 thang cudi thai ky, phy nir dang cho con bi.
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8. Luu y va thin trong

Nén cén thin khi ding nabumeton cho bénh nhén c6 yéu té nguy co vé& bénh tim mach, giir nudc, suy tim sung huyét,
ting huyét 4p hay bénh nhén c6 tién sir bénh dudmg tiéu héa (xudt huyét hodc loét), cdc dang khic cua bénh hen, rdi
loan hép thu.

Nguy co huyét khdi tim mach:

Céac thubc chéng viém khéng steroid (NSAIDs), khong phai aspirin, diing dudng toan than, c6 thé 1am ting nguy co
xuét hién bién ¢ huyét khdi tim mach, bao gdm ca nhdi mau co tim va dét quy, c6 thé din dén tir vong.

Nguy co ndy c6 thé xudt hién sém trong vai tudn diu diing thudc va c6 thé tang 1én theo thoi gian ding thude. Nguy co
huyét khdi tim mach duge ghi nhan chu yéu & liéu cao.

Béc si cAn danh gia dinh ky sy xuét hién cua céc bién ¢ tim mach, ngay ca khi bénh nhén khong c6 céc trigu chimg tim
mach trudc d6. Bénh nhén cin dugc canh béo vé céc triéu chimg cia bién ¢b tim mach nghiém trong va can tham kham
béc sT ngay khi xut hién céc triéu chimg nay.

Pé giam thiéu nguy co xult hién bién cd bit lgi, cin sir dyung Nabumeton & lidu hang ngay thap nhét ¢6 higu qua trong
thoi gian ngén nhét c6 thé.

Bénh lupus ban dé h¢ théng va rdi loan mé lién két hon hgp: O nhimg bénh nhan bj lupus ban dé hé théng va réi
loan mé lién két hdn hop c6 thé gia tang nguy co viém mang ndo vo khuén.

Céc phin ing da nghiém trong: mjt trong s6 d6 gdy tir vong bao gdm viém da tréc vay, hi chirng Stevens-Johnson
va hoi ching hoai tir da nhiém doc da dugc bdo cdo 1a rit hiém khi két hop v6i viée sir dung NSAIDs. Ngung diing
thuéc ngay khi xuét hién nhirng ddu hi¢u ddu tién nhu phét ban da, tén thuong niém mac hodc bét ki ddu hiéu qua min
nao khéc.

Thuéc ndy ciing nén duge ding thén trong & bénh nhan ¢6 tién sir suy gan, suy thin, va ngudi gia.

Sir dung trén phuy nir ¢é thai: Trong giai doan cudi thai ky, giéng nhu cdc NSAID khac, nén tranh ding nabumeton do
c6 thé 1am d6ng sém cc éng dong mach.

Sir dyng trén phu ni¥ cho con bii: Chua dugc biét thudc ndy c6 bai tiét trong sira ngudi hay khong, tuy nhién 6-MNA
dugc bai tiét trong sita ciia chudt. Do c6 nhiéu thube duge bai tiét trong sita ngudi va vi céc téc dung phy nghiém trong
do nabumeton c6 thé xéy ra cho tré bt me, nén ngimg cho con ba néu viéc didu trj 12 cén thiét.

Sir dung trén tré em: Mirc dd an toan va hi¢u qué ciia thudc & tré em chua duge x4c dinh.

Anh hwréng Ién kha niing ldi xe va vin hanh miy mée: Cic tac dung khong mong mudn nhu chéng mat, bubn nga,
1&n, mét moi va réi loan thi gidc c6 thé xay ra sau khi ding cic NSAID. Néu bj anh hudng, bénh nhan khong nén 1di xe
hay vén hanh mdy.

9. Tuwong tic ciia thube véi cic thubc khéc va cdc dang twong tic khic

Thube e ché men chuyén angiotensin: Céc NSAID c6 thé 1am giam tac dung chéng ting huyét 4p cuia céc thude trc
ché men chuyén angiotensin khi diing ddng thoi.

Aspirin: Khi ubng nabumeton cling véi aspirin, sy ghn két cua thubc véi protein giam, mic di dd thanh thai cua
nabumeton ty do khéng bj anh huéng.

Thubc lgi tiéu: Nabumeton c6 thé 1am giam tdc dung bai tiét natri niéu cua furosemid va cdc thiazid & mdt vai bénh
nhén.

Lithi: Céic NSAID lim tang ndng d lithi trong huyét tuong va giam thanh thai lithi & thgn. Khi ding dng thi céc
NSAID véi lithi, nén theo ddi k§ bénh nhan vé cic déu hi¢u nhiém dc lithi.

Methotrexat: Céc NSAID c6 thé 1am ting djc tinh ciia methotrexat do trc ché canh tranh sy tich 1y methotrexat.
Warfarin: Warfarin va cc NSAID c6 téc dyng hiép ddng Ién sy xuit huyét tiéu héa, vi vdy nhitng ngudi ding clng lic
2 thuc ndy ¢6 nguy co bj xuét huyét tiéu héa nghiém trong hon nhimg ngudi ding timg thude don 1é.

Thude khéng acid chira nhdm:Dung ciing lic véi thuéc khéng acid chira nhom tdc dung déng ke sinh kha d
clia 6-MNA. )]’/Pﬁ
Khéc: Khi ubng cling véi thirc &n hay sita, thubc duge hp thu nhanh hon, tuy nhién tong lugng 6- rong huyét
twong khéng dbi.

10. Tdc dung khong mong mudn

Nguy co huyét khéi tim mach (xem thém phén Luu y va thn trong).

Pau byng, kho tiéu, tiéu chay, budn non, dy hoi, viém da day, non 6i, khd mi¢ng, viém mi¢ng, nhirc dAu, 1 tai, chéng
mit, ndi mén, ngira, tho bén, phit, mét ng, mét moi, hdi hp, ngi g, todt md hoi.

Ngung sir dyung va héi kién bac si néu xut hién céc du hiéu va trigu ching lién quan dén bénh gan hofic néu ban thiy
¢6 mdt trong nhitng tic dyng phy hiém gp nhung nghiém trong sau: phan den, dau byng, ndn c6 mau ba ca phé, dau
ngye, théy ngén, ra m hoi bat thudng, 16 1an, ndi liu ludi, thay dbi thi lyc dot ngdt.

Théng béo cho béc si nhimg tic dyng khong mong mubn gip phai khi sir dung thude.
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11. Qué lidu va xir tri

Triéu chirng: Céc trigu chimg qua lidu bao gém nhire diu, budn nén, nén 6i, dau thugng vi, Xuét huyét da day-rudt,
hiém khi tiéu chay, mét phuong huéng, kich dong, hén mé, budn ngi, chéng mit, U tai, ngit va d6i khi co gidt. Trong
nhimg trudng hop ngd ddc nghiém trong, c6 thé c6 hiy hoai gan va thin cép.

Xir tri:

Khong c6 thube giai doc dic hiéu va chét chuyén hoa 6-MNA khong thé thdm phén dugc. Bénh nhin nén duge didu tri
tri¢u chimg. Trong vong 1 gidr sau khi diing mdt lugng c6 thé giy ddc, nén can nhic viéc cho ubng than hoat. Ngoai ra,
& ngudi 16n, nén xem xét vige rira da day trong vong 1 gidr sau khi diing qué liéu ¢6 thé de doa sy sdng. Nén theo ddi ky
chire niing gan va than. Bénh nhén nén dugc theo ddi trong it nhét 4 gid sau khi ding lugng c6 thé gay doc.

Co gidt thudmg xuyén hodc kéo dai nén dugce xir tri véi diazepam tiém tinh mach.

12. Diéu ki¢n bio quin: D& noi kho rdo, tranh 4nh sang, nhiét do khong qué 30°C.,

13. Han dung: 36 thang ké tir ngdy san xut.

14. Tén, dia chi cia co s& san xuét:

CONG TY TNHH DUQC PHAM GLOMED

Dia chi: S35 Pai L§ Ty Do, KCN Viét Nam — Singapore, thj xd Thudn An, tinh Binh Duong.

15. Ngay xem xét, sira ddi, cip nhit lai ndi dung huéng din sir dung thude: 27/06/2017
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HUONG DAN SU DUNG THUOC CHO BENH NHAN

1- Tén san phim

Tén generic hoiic tén chung quéc té: Nabumeton
Tén biét dugc: NABURELAX® 750

Thube ban theo don.

Dé xa tAm tay ciia tré em.

Poc ky huéng din sir dyng truée khi ding.

Néu cén thém thdng tin xin héi y kién bic si.

Théng bao ngay cho bic si nhiimg tic dung khng mong mudn gip phai khi sir dung thube.
2- Thanh phién cia thube

Mai vién nén bao phim chira:

Hoat chdt: Nabumeton 750 mg.

Té duge: Cellulose vi tinh thé 101, natri lauryl sulfat, natri starch glycolat, hydroxypropyl-methylcellulose, silic dioxyd
thé keo, magnesi stearat, macrogol 6000, talc, titan dioxyd.

3- M té sian phim
Naburelax® 750 c¢6 dang vién qén bao phim ding fié ubng.
Vién nén bao phim dai, mau trang, mt miit c¢6 khic chir GLM, mét mit tron.
4- Quy céich dong goi
Vinhém/PVC: Hgp 5 vi x 10 vién nén bao phim.
Hop 10 vi x 10 vién nén bao phim.
Vi nhém/nhém: Hop 5 vi x 10 vién nén bao phim.
Hop 10 vi x 10 vién nén bao phim.
5- Thubc dung cho bénh gi?
NABURELAX® 750 dugc chi dinh dé 1am giam céc diu hiéu va triéu chimg ciia bénh viém xuong khép va viém khép
dang thﬁp.
6- Nén ding thude nay nhw thé nao va lid¢u lwrgng?
Chi diing cho nguwoi lom.
Liéu dung:
Viém khép mén tinh va viém khép dang thdp: Ubng ngdy 2 vién, c6 thé udng 1 1dn hogc chia lam 2 14n. Liéu khong qué
2000 mg/ ngay.
Bénh nhdn suy thdn:
D9 thanh thai 30-49 ml/ phit khéi du 750 mg va diing khong qua 1000 mg/ngay.
Suy than véi d thanh thai creatinin < 30 ml/phit: giam liéu theo chi dinh cua béc si.
Cach dung:
" Ding dudng uéng. Nén udng thudc cliing véi bira &in hojc ngay sau bita &n.
7- Khi ndo khong nén diing thude nay?
Bénh nhén qué man cam véi nabumeton hay véi cic thanh phén khc cia thube.
Bénh nhén c6 tién sir hen, may day, hay phan (g kiéu di (ng sau khi ding aspirin hofic cic NSAID khic.
Suy gan nfing, suy tim nding, xult huyét tiéu héa, xudt huyét nio, 3 thang cubi thai ky, phy nit dang cho con bi.

8- Téc dung khéng mong mudn ]
Nguy co huyét khéi tim mach (xem thém myc 14. Nhitng diéu cin thn trong khi ding thudc). =
Pau bung, khé tiéu, tiéu chay, budn non, ddy hoi, viém da day, non 6i, khd miéng, viém miéng, nhirc dju, b tai, chéng
mit, ndi min, ngira, tdo bon, phi, mit ngd, mét méi, hdi hdp, ngu ga, todt md héi.

Ngung sic dung va héi kién bdc si néu xuét hién céc ddu hi¢u va trigu chimg lién quan dén bénh gan h
¢6 mot trong nhirng téc dung phy hiém gip nhung nghiém trong sau: phan den, dau bung, nén c6 mau ba
ngue, thd ngén, ra md héi bt thudmg, 14 1&n, néi liu ludi, thay doi thi lyc djt ngdt.

Théng béo cho béc si nhimg téc dung khdng mong mudn gip phai Khi sir dyng thude.
9. Nén trinh diing nhimg thude hogic thye phiim gi khi dang diing thudc nay?

Thubc frc ché men chuyén angiotensin: Cic NSAID c6 thé lam giam téc dung chdng ting huyét 4p cta céc thude G
ché men chuyén angiotensin khi diing ddng thoi.
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Aspirin: Khi ung nabumeton ciing véi aspirin, sy gin két cua thubc véi protein giam, mic di do thanh thai cua
nabumeton ty do khong bj anh hudng.
Thuée lgi tiéu: Nabumeton c6 thé 1am giam tic dung bai tiét natri niéu cua furosemid va céc thiazid & mot vai bénh
nhén.
s Lithi: Cic NSAID lam ting ndng d lithi trong huyét twong va giam thanh thai lithi & than. Khi ding ddng thoi céc
NSAID véi lithi, nén theo ddi k§ bénh nhén vé cdc ddu hi¢u nhiém dgc lithi.
Methotrexat: Céc NSAID c6 thé 1am ting ddc tinh cia methotrexat do trc ché canh tranh sy tich ldy methotrexat.
Warfarin: Warfarin va cic NSAID c6 tic dung hiép dong 1én sy xuit huyét tiéu hoa, vi vy nhimg ngudi ding cling lic
2 thubc ndy c6 nguy co bj xuét huyét tiéu héa nghiém trong hon nhing ngudi ding timg thude don 1é.
Thube khéng acid chira nhdm: Dung cing lic véi thude khang acid chira nhdm tic dung déng ké dén sinh kha dung
ctia 6-MNA.
Khic: Khi udng cing v6i thic #n hay sira, thu6c dugc hdp thu nhanh hon, tuy nhién téng lugng
6-MNA trong huyét trong khéng dbi.
10- Cén 1am gi khi mjt lin quén ding thudc?
Nén ding lidu da bo s6t ngay khi nhé ra. Tuy nhién, néu gin dén thdi gian udng lidu ké tiép, bo qua lidu da quén va
ubng lidu ké tiép vao gidr thudmng 18. Khong udng liéu gép doi dé b cho lidu bo sét.
11- Céin bio quéin thudc nay nhw thé nao?
Dé noi khé rdo, tranh 4nh séng, nhiét d khong qua 30°C.
12- Nhirng déu higu va tri¢u chimg khi dung thube qua liéu
Tri¢u chirng: Céc triéu chimg qué liéu bao gdm nhirc diu, budn ndn, nén 6i, dau thugng vi, xudt huyét da day-rudt,

- hiém khi tiéu chay, mit phuong hudng, kich dong, hén mé, budn ngu, chéng mit, U tai, ngét va dbi khi co gidt. Trong
nhiing trudmg hop ngd ddc nghiém trong, 6 thé c6 hity hoai gan va thn cép.
13- Cin phai lam gi khi ding thudc qua lidu khuyén cio?
Xir tri
Khong c6 thube giai doc dic hiéu va chét chuyén héa 6-MNA khong thé thim phén dugce. Bénh nhén nén dugc diéu tri
triéu chirng. Trong vong 1 gitr sau khi ding mét lugng ¢6 thé giy doc, nén cén nhéc viée cho ubng than hoat. Ngoai ra,
& ngudi 16m, nén xem xét viéc rira da day trong vong 1 gidr sau khi diing qué liéu c6 thé de doa sy sbng. Nén theo doi ky
chirc ning gan va théin. B¢nh nhan nén dugc theo ddi trong it nhét 4 git sau khi diing lugng c6 thé giy doc.
Co giat thudmg xuyén hojc kéo dai nén duge xir tri v6i diazepam tiém tinh mach.
14- Nhitng didu cin thin trong khi diing thudc nay? 77T
Nén cén than khi diing nabumeton cho bénh nhin c6 yéu t& nguy co vé bénh tim mach, gitr nude, suy tim sung huyét, L
ting huyét p hay bénh nhén c6 tién sir bénh dudng tiéu héa (xudt huyét hodc loét), cdc dang khéc cia bénh hen, réi CONG*
logn hép thu. SHNHIEM
Nguy co huyét khdi tim mach: DUgC PH
Céc thubc chéng viém khéong steroid (NSAIDs), khong phai aspirin, ding dudng toan than, c6 thé 1am ting nguy co JLOM
xuét hién bién c huyét khéi tim mach, bao gdm ca nhdi méu co tim va dot quy, c6 thé din dén tir vong. ~N |
Nguy co ndy c6 thé xuét hi¢n som trong vai tudin dAu ding thudc va c6 thé ting 1én theo thdi gian ding thube. Nguy co Vinan-

had huyét khéi tim mach dugc ghi nhan chi yéu & lidu cao.
Béc si cAn danh gid dinh ky sy xut hién cta cac bién cb tim mach, ngay ca khi bénh nhan khong ¢6 céc trigu chimg tim -~
mach trude d6. Bénh nhan cn dugc canh béo v& céc trigu chimg cua bién ¢b tim mach nghiém trong va cin thim khim <
béc st ngay khi xudt hién céc triéu ching nay. X
Pé giam thiu nguy co xuAt hién bién c bét lgi, cin sir dung nabumeton ¢ liéu hang ngdy thép nhit 6 higu qué trong )
thdi gian ngén nhét c6 thé. Y
Bénh lupus ban dé hé théng va réi loan mb lién két hdn hop: O nhimg bénh nhan bj lupus ban do hé thong va rbi ?'s
loan mé lién k&t hdn hop c6 thé gia ting nguy co viém mang nio vé khuén. i‘.‘/'
Cic phin ing da nghiém trong: mét trong s6 d6 gay tir vong bao gbm viém da tréc vy, héi ching ens-JohuSon P

va hoi chimg hoai tir da nhidm doc da duge béo co 1a rit hiém khi két hop véi viée sir dung NSAIDs! g ding
thubc ngay khi xuéit hién nhimg déu higu dau tién nhu phét ban da, tdn thuong niém mac hogc bét ki déh higu qué mén
nao khac.

Thubc ndy ciing nén duge dung thin trong & bgnh nhén ¢6 tién sir suy gan, suy thén, va ngudi gia.

Sir dung trén phu nir cé thai: Trong giai doan cubi thai ky, giéng nhu cdc NSAID khac, nén tranh ding nabumeton do
¢6 thé lam déng sém cac 6ng dong mach.

Sir dung trén phy nit cho con bii: Chua duge biét thubc nay c6 bai tiét trong sita ngudi hay khong, tuy nhién 6-MNA
dugc bai tiét trong sira ciia chudt. Do ¢6 nhidu thube dugc bai tiét trong sita ngudi va vi cde tic dung phy nghiém trong
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do nabumeton c6 thé xay ra cho tré bi me, nén ngimg cho con bii néu viéc diéu tri 1 cin thiét.
Sir dyng trén tré em: Mirc d§ an toan va hiéu qua cua thudc & tré em chua duge xéc dinh.
Anh hwéng lén kha niing l4i xe va vin hanh may méc: Céc tic dung khong mong mudn nhu chéng mt, budn ngu,
14n, mét moi va rdi loan thij gidc cd thé xdy ra sau khi ding cic NSAID. Néu bj anh hudng, bénh nhian khong nén lai xe
= hay vén hanh mdy.
15- Khi nao cin tham vén béc si?
Nén tham vén béc s trong nhimg trudng hgp sau:
Khi thuc khong dat dugc higu qua tri liéu nhu mong mudn trong qué trinh diéu tri.
Khi xuft hién cdc phan tng di img hodic tridu chimg méi bit thudng ngay ca khi thube duge sir dung véi liéu khuyén
cdo.
Néu cdn thém thong tin xin héi § kién bdc st hodic dugc si.
16- Han dung cia thude
36 thang ké tir ngay san xut.
17- Nha sin xuét/chii s& hitu gidy phép diing ky sin phim
CONG TY TNHH DUQC PHAM GLOMED
Dia chi: 35 Dai L Ty Do, KCN Viét Nam — Singapore, thj x& Thugn An, tinh
-z Binh Duong.
18- Ngay xem xét sira ddi, cdp nhat lai ndi dung hudémg din sir dung thude: 27/06/2017
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