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TAI THANH PHO
HO CHi MINH

Nc
Anti-inflammatory drugs

Philsonat

| e Rx Thusc ké don \
=m Composition , m Thanh phan:

Each bottle (5mL) contains: Moai lo (5mL) chtra: Nonsteroidal

Bromfenac sodium ; Nonsteroidal Bromfenac natri sesquihydrat Anti-inflammatory drugs
sesquihydrate......0.1% (wn) @8 Anti-inflammatory drugs | —— 0,1% (ki/tt) §

m Dosage form Ph .I t m Dang bao ché:
Ophthalmic solution I Sona Dung dich nhé mat
Eve drOF’S . m Chi dinh, cach dung, chéng Thuoc nho mat
Bromfenac sodium sesquihykate 0.1% (W) chi dinh va cac théng tin khac: Bromfenac natri sesquihydrat 0,1% (ki/tt)

® Indication, administration,
contraindication and other

information: Please see the Xem trong t& hugng dan str
attached insert paper. dung thudc kém theo.
= Bio quan: {ml)
m Storage: In tight containers, Trong hop kin, & noi kho mat,

at cool dry place, below 30°C. duai 30°C.

m Package m Dong goi: 5mL/lo, 1 lo/hop
5mL/bottle, 1 bottle/box

® Specification: In-house

m Tiéu chuan chat lwong: TCCS

L o > San xuat tai:
Deé xa tam tay tré em. g
Keep out of reach of children. Doc ky hudng dan sir dung 2 g i

2 T i 71 Jeyakgongdan 2-gil, Hyangnam-eup,
Read insert paper carefully trudc khi dung. Hwaseong-si, Gyeonggi-do, Han Quéc

before use.

SDK: Q&%’Mlg}(ﬁ) /




https://trungtamthuoc.com/

DAI DIEN
TAI THANH PHO

Phl|SOI’lat Thuéc nhd mat  So 16
Thanh phan: Méi lo (5 mL) chira: ~ SX:
Bromfenac natri sesquihydrat
.................................. 0,1% (ki/tt)  HD:
San xuat tai:

SAMCHUNDANG PHARM. CO,, LTD.
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Rx
PHILSONAT

DPé xa tim tay tré em.
Doc kyj hwong dan sir dung triede khi ding.
Thuoc nay chi dung theo don thuic.

THANH PHAN CONG THUC

Mdi lo 5 mL chia:

Thanh phdn hoat chdt: Bromfenac natri sesquihydrat......... 0,1% (kl/tt)

Thanh ph&n ta dwgc: acid boric, natri borat, natri sulfit khan, dinatri edetat hydrat, povidon K-
30, polysorbat 80, benzalkonium chlorid, natri hydroxid. nuéc cat pha tiém.

DANG BAO CHE

Dang bao ché: Dung dich nho mét

M6 ta: Dung dich nhoé mat mau vang trong sudt dung trong lo nhua trong sudt, khéng mau.

CHI PINH

Thude dung dé diéu tri viém sau phau thuat ldy thuy tinh thé duc.

CACH DUNG, LIEU DUNG

Liéu ding

Thubc ding cho ngudi 16n, ké ca ngudi cao tudi.

Liéu thong thuong la nhé mat mdi lan 1- 2 giot, ngay 2 lan, bit diu vao ngay ké tiép sau phiu
thuat 1y thity tinh thé duc va kéo dai cho t6i 2 tuan.

Céch dung

Chi diing nhoé mit.

Pé tranh lam nhidm bin ddu nho giot va dung dich thubc nhé mat, cin cin than khéng dé dau
nho giot cham vao mi mét, cic khu vuc xung quanh mét hay bét ky bé mit nao.

Néu dung phdi hop véi cac thube nhé mat khac, mdi thude nén nhd cach nhau it nhét 5 phit.
Khéng nén deo kinh sat trong khi dang diing thude nay.

* Sir dung cho tre em

Do an toan va hiéu luc cua thude trén tré em chua dugc thiét lap.

* Sir dung cho bénh nhdn suy gan va suy thdn

Thudc nay chua dugc nghién ctru trén bénh nhan suy gan hoic suy than.

CHONG CHI PINH

Chédng chi dinh dung thudc nay ¢ bénh nhan c6 tién st qua man v6i bat ky thanh phin nao cua
thude, hodc voi bét ky thude chéng viém non-steroid (NSAIDs) nao khic. Khéng ding thudc
nho mat bromfenac véi bénh nhan bi hen phé quan, may day, hodc viém miii c4p tinh khi diing
aspirin hay bat ky ché phdm non-steroid nao khac.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Tét ca cac non-steroid ding ngoai cé thé lam chdm qua trinh lam lién tén thuong gidng nhu cac
corticosteroid diing ngoai. Phéi hop cac non-steroid véi céc steroid ding ngoai c6 thé lam ting
nguy co t6n thuong giac mac.

Mén cam chéo

P ¢ bao cdo vé kha ning man cam chéo véi aspirin, cac dan chat cta aspirin, va cac NSAIDs
khéc. Vi vdy. can tranh st dung trén nhiig bénh nhan cé tién sir man cam véi cac thude nay.
Céc trudng hop cén sit dung than trong

Cén sir dung than trong & bénh nhan c¢6 ton thuong biéu mod gidc mac. boi vi thude nay co thé
gdy trot gidc mac, tiép theo c6 thé dan dén loét giac mac va thung gidc mac.

Kinh nghiém ding thudc sau khi thuéc duoc luu hanh (post marketing):
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Kinh nghiém post marketing v6i cac NSAIDs dung ngoai chi ra rang bénh nhan phau thuat mét
6 bién ching, bi cit day than kinh gidc mac, ¢ khuyét tat biéu mo gide mac, dai thao duong,
céc bénh & bd mit gide mac nhu hoi chimg kho mét. viém khop dang thap hodc phiu thudt mat
nhidu 14n trong thoi gian ngdn ¢6 thé c¢6 nguy co xuét hién phan tmg phu ddi véi giac mac, co
thé dan t6i gay hai cho thi luc. Khi d6 cac thube NSAIDs nén st dung than trong déi v6i nhiing
truong hop nay.

Thudc nhé mét NSAIDs c6 thé gay ting nguy co chay mau tai cac md mat (nhu xuét huyét tién
phong) ¢ bénh nhan trai qua phau thuét mat. Can sir dung thudc nhé mit bromfenac than trong
v6i nhitng bénh nhan ¢6 khuynh huéng d& chay mau hodc ngudi st dung cdc thude gay kéo dai
thoi gian chay mau.

Pi ¢6 bdo cdo hiém gip phan ng viém kich phat, nhu phii hoang diém dang nang do phau thuat
ldy thuy tinh thé duc, ¢6 thé xut hién khi ngimg sir dung thudc nho mat chira ciing hoat chat &
nudc khéc.

Nhiém khuin mét

Can theo ddi chit ché va sir dung can trong trong trudng hop viém do nhiém khuan mat vi thube
¢6 thé 1am 4n di céc tridu chimg nhidm khudn mat.

St dung kinh sét trong

Théng thuong, khéng nén dung kinh sat trong sau khi dang dung thude nay. Vi vay, bénh nhan
khong nén deo kinh sét trong trir phi dugc chi dinh rd rang boi bac si.

Ta duoc

Benzalkonium chloride

Ché pham nay c6 chira 0.25 mg Benzalkonium chloride trong 1 lo 5 mL, twong duong véi 0,05
mg/mL.

Benzalkonium chloride ¢ thé bi kinh ap trong hip thu va lam thay d6i mau kinh 4p trong. Bénh
nhdn nén théo kinh ap trong trudc khi sir dung thudc nay va mang kinh trd lai 15 phit sau khi
nho thudc. Benzalkonium chloride ciing ¢é thé gdy kich ting mat, dic biét khi bénh nhan bj kho
mét hay c¢6 bét thuong vé gide mac. Khi mét ciia bénh nhan c6 cam giac bét thuong, kim chich
hodc dau sau khi nho thuée, hiy théng béo cho bac si.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Chi str dung thude nay cho phu nir ¢6 thai, phu nit c6 kha nang dang mang thai. phu nit cho con
bt hodc phu nir dang st dung cac bién phap tranh thai khi thdy loi ich diéu tri vuot tri nhing
rai ro c6 thé xay ra do dung thude, bai vi do an toan ciia thude nay & phu nit mang thai hodc phu
nit cho con bt chua dugc xéc dinh.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Dung dich nho mét bromfenac ¢ thé gy anh hudng nhe 1én kha nang lai xe va van hanh may
mée. Nhin mo thodng qua cé thé xuét hién sau khi nho. Néu c6 xuat hién, can ngung nho thude
cho t&i khi thi luc duge hdi phuc.

TUONG TAC, TUONG KY CUA THUOC

Chua ¢6 nghién ctru chinh thirc nao véi bromfenac dugc thuc hién.

TAC DUNG KHONG MONG MUON CUA THUOC

Tém tat hd so an toan

Can ct trén cac dir liéu 1am sang c6 sin, khoang 3.4% trén tong s6 bénh nhan c6 xuét hién mot
hodc mgt vai phan tng phu. Cac phan ing quan trong va hay gip nhit trong cac nghién ciru dé
la cam gidc cdm mit (0,5%), trot gide mac (nhe hodc trung binh) (0.4%), ngia mat (0,4%), dau
mét (0,3%), do mét (0,39%).

Phan Gng phu ¢ gidc mac chi thdy trén cac bénh nhan Nhat Ban. Céc phan ung phu hiém khi dan
t6i hoi chimg rat thude, trong mot nghién ctru voi 8 truong hop (0,81%) da dimg thude sém do
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phan tmg phu cta thudc. Trong d6 bao gdm 3 ca trot gidc mac trung binh (0.3%), 2 ca phu mi
mét (0,2%), va 1 ca dbi véi méi triéu chimg nhu cdm mat, phu gidc mac hodc ngira mat.

Danh séach cac phan ting phu

Céc phan tng phu sau day duoc phan loai theo tin sudt biéu hién: rat thuong gap (= 1/10),
thudong gap (= 1/100 dén < 1/10). it gap (= 1/1000 dén < 1/100). hiém gap (> 1/10000 dén <
1/1000), rat hiém gap (< 1/10000). Trong mdi nhém, cac phan ting phu dugc trinh bay theo thir
tu giam dan muc d6 nghiém trong.

Phén loai hé co quan Tan suat Téic dung khéng mong mudn

Réi loan mat it gap Giam thi luc

Bénh ly vong mac do xuat huyét
Thiéu hut biéu mé gidc mac**,
Trot giac mac (nhe hoac trung binh)
R4i loan biéu mo gidec mac

Phu giac mac

Xuat tiét vong mac

{Pau mit

Chay méau mi mat

(Nhin mo

Churng s¢ anh sang

Phi mi mat

Tang tiét nude mét

Ngtra mat

Kich thich mét

D6 mit

Sung huyét két mac

Com mit

Kho chiu & mit.

Hiém gip Thung gidc mac*

Loét gidc mac*

Trot gidc mac (nghiém trong)*
Nhuyén cting mac*

Tham nhiém gidc mac*

Bénh gidc mac*

Seo gidc mac*.

Réi loan co quan hd hép, It gap Chay mdu cam
I6ng nguc va trung that Ho
Chay nude miii, xoang.
Hiém gap Hen*
Réi loan chung va tai vi tri |t gap Noéng birng mit

nho thudce

O OR— e R HRSSRSS R STSG—. FA———— — R ——————

*Cac bao cao nghiém trong trong kinh nghiém post marketing thue hién irén hon 20 triéu bénh
nhdn.

** Xuat hién khi ding liéu 4 lan/ngay.

Khi bénh nhan cé diu hiéu tréc thing biéu mé gidc mac. can ngung dung thude nhd mit
bromfenac ngay lap tirc va c¢6 bién phap xir 1y kip thoi dé bao ton giac mac.

T X md /ol



https://trungtamthuoc.com/

Théng bdo ngay cho bdc st hodc dwgc st nhitng phdan irng cé hai gap phai khi sw dung thuéc.
QUA LIEU VA CACH XU TRIi

Chua c6 nghién ctru nao vé dung qua liéu thude nho mét trén ngudi.

Theo mét bao cao nudc ngoai, da cd trudng hop ton thuong gan ning (ké ca trudong hop tir vong)
& bénh nhan udng bromfenac natri véi liéu tong cong hon 1500 mg trong thdi gian hon 1 théng.
Vi véy. khi phat hién nhiing dau hiéu bt thuong c6 vé gibng nhu triéu chimg sém cia ton
thuong gan, can phai ngimg sir dung thude va tich cuc theo dai dé c6 bién phap xir tri Kip thoi.
DUQC LUC HQC

Nhom diege ly: thude nhé mat, chéng viém, non-steroid

Ma ATC: S01BC11

1. Co ché téc déng

Thudc ¢6 hoat tinh khang viém dugc cho 1a do kha nang Gc ché sinh téng hop prostaglandin
théng qua tic ché ca cyclooxygenase 1 (COX-1) va cyclooxygenase 2 (COX-2).

In vitro, bromfenac tic ché qua trinh téng hgp & prostaglandin & thé mi méng mit tho. Nong do
te ché 50% (ICso) cia bromfenac (1,1 puM) thdp hon so véi indomethacin (4,2 uM) va
pranoprofen (11,9 uM).

Bromfenac trc ché su gia ting protein trong thity dich sau khi choc tién phong mét tho. Ty 18 tc
ché boi bromfenac natri 0,1% téi ndng do protein & thiy dich 1a 93%, trong khi pranoprofen
0,1% dat ty 1é trc ché dang ké 1a 79%.

2. Hiéu qua 1dm sang

Ty 18 hiéu luc (bao gdbm “hiéu qua” va cac mirc do c6 hiéu lyc khac) trong cic nghién ctu 1dm
sang phase Il mudn va nghién ctru phase III trén 176 bénh nhén la 86,4% (152/176). Hau hét cac
truong hop déu ding lidu lugng va thoi gian 1a 1 giot x 2 14n/ ngay trong 2 tuan.

Hiéu luc ctia dung dich thude nhé mét bromfenac natri khi ding liéu 2 1an/ ngay trong 2 tuan vdi
bénh viém sau phiu thudt duoc so sanh véi thude dbi chimg, thuéc nhé mét pranoprofen, khi
ding lidu 4 14n/ ngay trong nghién ctru phase I mi déi so sanh. Ty 1€ hiéu luc ctia cc thude lan
luot 1a 83.8% (88/105) véi nhom dung brormfenac va 67,6% (71/105) véi nhém diung
pranoprofen.

DUQC DONG HOQC

(Khi dung nho mit)

Nong dd thudc trong mau sau khi dung thude nho mét bromfenac natri hydrat 0,1% mdi ngay 4
lan trong 28 ngay & nguoi tinh nguyén khée manh (nam gi6i) van nam dudi giGi han phat hién
(50 ng/mL).

Két qua sau khi nho don liéu dung dich thuéc nhé mit '*C- bromfenac natri 0,01% vao ca hai
mat tho tréng duc voi mic liéu 0,05 mL nhu sau.

Sau khi nho don lidu, ndng do dinh cua chat c6 hoat tinh phong xa 1a 113.2 ng.eq /mL dat sau 30
phit va sau d6 thai trir v6i thoi gian ban thai 1a 2,2 gio, tir 1 dén 12 gid. Nong do chét c6 hoat
tinh phéng xa. tai gan mot nira cac mo mét, dat toi da sau 30 phut dung thude. Su phin bé cia
chit ¢6 hoat tinh phong xa vao gidc mac 1 nhiéu nhat, tiép sau dé 1a vao cling mac trude va két
mac. Nong do trong thuy tinh thé va thé dich kinh 1a thép nhat. Sau 72 gid nhé mat, ndng do chat
¢6 hoat tinh phéng xa trong thuy tinh thé dat t5i da 7% nhung nam dudi gi6i han phét hién & cac
mo khéc.

(Khi dung dudng udng)

Sau khi ubng don liéu 50 mg "*C-bromfenac natri & ngudi tinh nguyén khoe manh (nam gidi):
Hdp thu

14C-bromfenac natri nhanh chéng dugc hdp thu vao huyét tuong va dat ndng do phong xa tdi da
binh quan (Cmax) 14 4,87 pg.eq/mL tai thoi diém 1,0 £ 0,5 gio.

Phdn bé

N3y

&)
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Do luong hap thu vao mau it, nén khéng thay su tich Iy thude.
Chuyén héa
Thube & dang khéng bién déi 1a thanh phan chi yéu duogc tim thay va khong tim thdy chat
chuyén héa chinh trong huyét tuong.
Thai trir
Thudc duoc thai trir chi yéu qua nude tiéu.
QUY CACH PONG GOI
Hép 1 1o 5 mL.
PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Diéu kién bao quan: Bao quan trong hop kin, noi khé mét., duéi 30°C.
Han dimng: 24 thang ké tir ngay san xuét. Diing thudc trong vong 1 thang ké tir ngdy mé nép lo.
Tiéu chudn chdt lrong: TCCS.
TEN, PIA CHI CUA CO SO SAN XUAT THUOC
@ SAMCHUNDANG PHARM. CO., LTD. '
sco, 71, Jeyakgongdan 2-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Han Quoc.
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