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Compaosition: Thanh phin:

Each barte of & mlL ophthalmic Rx i M5l g & mL dung djch thudc Fx . -
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Bromiznac sod/em hydrate . Smg e o Bromienac natn hydral...5mg = -
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precautions and ather khang viém non-steroid trong va cac thang tin khac: ophthalmic solution -
informatian: o Xin xem hudng din siz dyng ®
Flease see the package Insert, BRONUCK trong hép. BRONUCK [i=—7]
OPHTHALMIC SOLUTIONQ1% | OPHTHALMIC SOLUTION 0122
Dung dich thude nhé méat Bramienac sodium hydrate i - —
Bramfenac natri hydrat 0,1% aphthalmic solution 0.1% 5 |
gl |
Starage: Bao quan: §
Store below AG°C Bao quan dudi 30°C %
Shelf-life: Han diing: oﬂa
18 months from the date of 18 thang ké tir ngéy san xudl =
manufacturng Khéng gud 30 ngay sau kb
Not mare than 30 days after md ndp lg
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Each mL solution
contains: Bromfenac
sodium hydrate 1mg

Store below 30°C
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Ry Thubc ban theo don
Dung dich thuéc nhé mit khing viém non-steroid

BRONUCK®

OPHTHALMIC SOLUTION 0.1%
(Dung dich thuéc nhd mit Bromfenac natri hydrat 0,1%)

CAC DAU HIEU LUU Y VA CANH BAO

(1) Doc ky ku'ang dan sir dung truée khi ding.

(2) Hoi bdc sy dé biét thém thong tin.

(3) Thong bdo cho bdc sy vé tdc dung khong mong mudn gdp phdai khi sir dung thuéc.
(4) Dé xa tam tay tré em.

(5) Khong ding thubc di qud han sir dung.

THANH PHAN

Maéi lo S mL dung dich thudc nho mét o chira;

Duroe chat: Bromfenac natri hydrat.................... 5 mg

Ta dupe: Acid boric, natri borat, natri sulfit khan, di-natri edetat hydrat, povidon (K30), polysorbat 80,
benzalkonium chlorid, natri hydroxid va nudc tinh khiét

DUGC LUC HOC GD/

1. Co che tic dong
Thuéc c6 hoat tinh khang viém ma dugc cho 1a do kha niing irc ché sinh téng hop prostaglandin théng qua
tic ché cyclooxygenase 1va cyclooxygenase 2.
y 1 'I'éc dung dwgc ly
Két qua tren cac nghién ciru 1am sang v6i 291 trudng hop, g&m ca nghién ctru ma doi so sanh cé kiém
soat, dugc tong hop theo bang sau. Hau hét cac trurong hop déu dung liéu lugng va thoi gian 1a 1 giot x 2
lan/ ngay trong 2 tuln.

Bang: Hiéu qua 1am sang vai tirng loai bénh

Bénh Ti 1€ hidu qua (%) ™Y
Viém bo mi 66,7 (6/9)

Viém két mac ‘ 63,2 (60/95)

;:zr; cung mac (bao gom ca Viém thugng cing 63,6 (7/11)

Viém sau phau thuat 86,4 (152/176)

Tong cong 77,3 (225/291)

hi v A . 3 \ - . ~ - o -
(hi%):. Bao gbm “Hiéu qua” va cac mirc do c6 hiéu luc khéac

DUQC BONG HOC

Sau khi uéng don lidu 50 mg “C-bromfenac natri & ngudi tinh nguyén khée manh (nam gi6i), g
bromfenac natri nhanh chéng dugc hap thu vao huyét twong va dat ndng do phéng xa téi da binh quén
(Cinex) 12 4,87 pg.eq/mL tai thoi diém 1,0 + 0,5 gio. Do luong hap thu vao mau it, nén khéng thay sur tich
liy thude. Thube & dang khong bién dbi 1a thanh phan cha yéu dugc tim thay va khéng tim thay chat
chuyén héa chinh trong huyét tuong. Thuéc duge thai trir chu yeu qua nude tiéu, Nong do | thuoc trong
méu sau khi ding thudc nho mét bromfenac natri hydrat 1% mdi ngay 4 l4n trong 28 ngay van nim dudi
gidi han phat hién (50 ng/mL).

CHI PINH

Diéu tri triéu chimg trong cac benh viém ngoai nhan céu hogc ban phén truée nhu viém bo mi, viém két
mac, viém ciing mac (bao gdm c viém thugng ciing mac) va viém sau phiu thuat

LIEU LUQNG VA CACH DUNG

Nhoé mit mi lan 1- 2 giot, ngay 2 lan.

I




CHONG CHI PINH

Chéng chi dinh diing thudc nay & bénh nhan ¢4 tién sir qua min cam véi bit ky thanh phan nao cua thude.
THAN TRONG

1. Chu y khi sir dung

(1) Chi ding nho mit.

(2) Cén than khong dé dau lo thudc cham vao mat.

2. Can trong

(1) Can nh6 ring thudc nay khong dung dé diéu tri nguyén nhan ma chi diéu tri triéu ching.

(2) Cén theo doi chdt ché va sir dung can trong trong truong hop viém do nhiém khuin mét vi thudc ¢6
thé 1am 4n di cac triéu ching nhiém khuin mit.

3. Thén trong khi st dung

Cén str dung than trong & bénh nhén c6 tén thucmg biéu md gidc mac, boi vi thudc nay cé thé gay trot
gi4c mac, tiép theo c6 thé din dén loét giac mac va thing giac mac.

4. Sir dung cho phu nir c6 thai, sinh con hodc cho con bu

Chi sir dung thuée nay cho phu nif c6 thai, phu nir c6 kha néng dang mang thai, hogc phu nir cho con ba
o pl'u_J nit c6 thai hodc phu nir cho con b chua dugce xac dinh.

5. Anh hwréng trén kha ning ldi xe va vin hanh may méc ?/

6. Sir dung cho tré em )

Dé an toan cua thude doi vai tré sinh thiéu cdn va tré so sinh chua dugce xac dinh, bdi vi chua ¢o thir
TUONG TAC VOI THUOC KHAC VA CAC DANG TUONG TAC KHAC

Chua cé nghién citu dac biét nao vai bromfenac duge thue hién.

Phin wng phu ) .

Phan tng phu véi thuoc nay da duge bdo cdo & 72 truong hop trong s6 3843 bénh nhan (1,87%) tai thoi
mac & 16 truong hop (0,42%), viém két mac (k& ca sung huyét két mac va phan tng hét & két mac) & 11
truong hop (0,29%), viém bo mi ¢ 9 mm'ng hop (0,23%), kich thich & 8 trudng hop (0,21%), dau mit
& 6 truomg hop (0,16%), troc biéu mé gidc mac & 1 trudng hop (0,03%), cam giac néng rat [& mi mét] & 1
truong hop (0,03%) (khi két thiic kham lai).

khac.

(1) Céc phan irng phu dang ké vé 1am sang

khi thdy diéu tri c6 lgi hon hén nhimg rui ro ¢ thé xay ra do dung thudc, bai vi dd an toan cua thudc nay
Chura ro

nghiém 14m sang & tré sinh thiéu can va tré so sinh.

TAC DUNG KHONG MONG MUON

diém phé duyét va trong khao sat danh gia két qua str dung thude. Phan tmg phu chu yéu gom trot giac
[thoang qua] & 8 trudmg hop (0,21%), viém giac mac chdm néng & 6 trudng hop (0,16%), cam giac ngira
Céc phan g phu trén dugc ghi nhin trong cac nghién ciru khao sat, bao cdo tir phat va ngudn tham khao
Loét giac mac va thiing gidc mac c6 thé xay ra (khong rd tdn suét). Do vy, khi c6 ton thuong & biéu mé

gidc mac hodc tén thuong twong tw xuat hién thi phai ngimg sir dung thudc va cé bién phap xir tri kip thoi.

(2) Cac phan irng phu khac

Khéng rd tan suat 0,1% ~ <5% <0,1%

- - ] " . -
Qua man cam™Y Viém da tiép xuc

Tai mat™™y

Trot giac mac, viém ket
mac, viém bo mi, kich
thich, dau mit [thoang
qual], viém giac mac
chim néng, ngyra

Tréc biéu mé giac mac,
cam giac nong rat & mat
[mi mat]

“"Y): Khi cdc phan img phu xuat hién, can phai ngimg dung thudc.



QUA LIEU VA CACH XU TRi
Theo mét bao cdo nude ngoai, da c6 truong hop ton thurong gan ning (ké ca truong hop tir vong) & bénh
nhan uéng bromfenac natri vai liéu tdng cong hon 1500 mg trong thi gian hon 1 thang. Vi vay, khi phat

hién nhimng diu hiéu bat thudng ¢ vé gidng nhur triéu chirng sém cua tén thuong gan, cdn phai ngimg sir
dung thudc va tién hanh céc bién phép xtr tri thich hop. -

BAO QUAN

Béo quén dudi 30°C

DANG BAO CHE VA QUY CACH PONG GOI

Hop chira 1 1o x 5 mL dung dich thuée nho mit dang nurée (v6 khudn)
TIEU CHUAN CHAT LUONG

Tiéu chuan nha san xuat

HAN SU DUNG

18 thang ké tir ngdy san xudt. %

Khéng qué 30 ngay sau khi mo nap lo

Han dung (EXP.), ngay SX (MFD.), s6 16 SX (LOT NO.): xin xem trén bao bi.

San xuét bai

SENJU PHARMACEUTICAL CO., LTD. (Senju Pharmaceutical Co., Ltd. Karatsu Plant)

5-8, Hiranomachi 2-Chome, Chuo-ku, Osaka, Japan (4228-1, Aza Kadota, Ishishi, Karatsu-shi, Saga-ken,
Japan)

Ngay xem xét lai t& huéng dan sir dung: 28/04/2014

TUQ. CUC TRUONG
P.TRUONG PHONG
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