https://trungtamthuoc.com

BO Y TE
CUC QUAN L\il)_l:’(iC
PA PHE DUYET

Lan ﬂﬁu:':"{n.g..r'......éf.m.g

1. Label on the smallest packing unit (Inner label):

SAMPLE OF LABEL
(ACULAR®)

henzalkonium chioride 0.1 mg,

ldetae disodium 1 mg,
0

eloroias romethamine 5 mg wih
I
o

Fach mL confains. ~ ~

2181VD_LBL_01

synod 40, sodium chioride
iNote: For full information see

package insert. Bollke filled 1o 172
icanacity. Store below 30°C: projec]

@nd parified water.

s . 1 2
s 5 S B
H R ,
R L =R E
SEZ: u ggggg: - ketorolac trome
FERE 355528 | 2 . 10PHTHALMIC SO KO0
EBCs M3s20s (S22 | SHRIE____

thamine 0.5%

DROP TEMPLATE AND NOTES BEFORE PROCESSING

LABEL, PRESSURE SENSITIVE,
10 mL MP503,
20mm X 90mm




Each nL comairs:

| |ketorolac trerethamine 5 me

with: benzakonium chloride
(0.1 mc. edelale disadium
E my. octoxynol 40, sodum
hloride and purified waler
Wale: Fur lull miforeradon see
parkace insarl Fotie filed te
1/2 capacity Sloe be'ow
30°C; pretest from light. O
prescription only. Keep out ol
the 1each of children.

& 2018 Alergan, Inc.
& manks owned by Allegen, Inc

& ALLERGAN

Wantziured by:
Alet ja Priaitnateuiials | elaim
Wesinrrt Ireland

|

i

\

https://trungtamthuoc.com

NOILN0S
JINTYHLHAD

ketoralac
tranetkamine 0.5%
OPHTHALMIC
SOLUTION

STERILF

Rx Thudc bén theo don
ACULAR®

Kerorviag tromethaming 0,5%
{5 mgimL) Dung dich nivd mdt
Hép 119 5mL. Chi dinh, cdch

ding, chiing chi dinh v cic o s
thing i Khac: xin doc trang i i ¥ L
SBK 00000 XX S0 18 58X, /
NSX. HD. xem "Lot no.", "Mig " — — > !
*Exp.” trén bao bl Bdo quin & P
nhidt 48 dudi 30°C, Iednh dnh ’
sdng. Khing ding qu 28 ngéy kelotolc S S

sau khi mé.

¥ ol
04 xa thm tay tré em. Doc k§ tromethzmire 0.5% @
hwémg diin sir dyng trede
J

i OPHTHALMIC

Sin xull bin: Afergan
Pharmaceuticals Ireland, ! |
Castiebar Road, Westpan, SULLTION
County Mayo, Irelsnd.

Nha nkdp khiu: VIMEDIMEX
BINH DUPONG, s 18L1-2

STERILF ]|
VSIP 1|, ubng sb 3, KCN ViBt | 5 ml_ /// :
g

Nam- Singapere 2, Thia Ddu |
MEt tinh Binh Dung i

HEIVDCTH. O A
’
3

CARTON, RTE 10 mL,
30mm x 29mm x 63mm

0047401



https://trungtamthuoc.com

-%@ ALLERGAN

Rx Thuée ban theo don
ACULAR®

(ketorolac tromethamine 0,5%}
Dung dich nhd mét vé khuan 5 mL

MO TA:

Mdi 1 _mL dung dich ACULAR® chira: ketorolac fromethamine 5 mg véi:
benzalkonium chloride 0.1 mg, edetate disodium 1 mg, octoxynol 40, sedium
chloride, va nudc cat tinh khigt.

DU'QC LU'C HOC

Ketorolac tromethamine 1a thubc chéng viém khéng steroid, khi ding duéng toan
than sé& c6 tac dung ha sot, gidm dau, chong viém. Co ché tac dyng mot phan 1a do
kha néng e ché sinh T.éng hop prostaglandin, Nhé ketorolac tromethamine vao mat
sé lam giam ham lugng prostaglandin Ep(PGEz}lmng thiy dich. Néng do trung binh
clia PGE; 12 80 picogam/mL thiy dich & mét chi nhé dung dich dn g:hﬁng chira hoat
chat) va 28 picogam/mL thiy dich & mat cé nhé dung dich ACULAR® 0,5%.

Ketorolac tromethamine diing duwdng toan than khéng lam co déng tir.
ACULAR® khéng c6 tac dung rd rét trén sy tang nhan ap.

Dung dich nhd mat ACULAR® c¢o hiéu quad hon han dung dich dan trong vigc [am
gidm ngwa mat do viém két mac dj ¢ng mia gdy ra. Ding dung dich nhé mét
ACULAR® diéu frj cho cac bénh nhéan trong 2 tuan lién 6 ra it c6 nhiing déu hiéu
viém so v&i nhém chirng chi ding dung dich dan.

DOC PONG HOC

Nho 2 gtot (0,1 mL) dung dp:h nho mat ACULAR® 0,5% vao mat cua cac bénh nhan
12 gid va 1 gid truroc khi md lay thiy tinh thé bi duc da dat duoc néng dd dang ké &
mélt clia 8 trong sb 9 bénh nhan (nng d6 ketorolac trung binh & 95 ng/mL trong thiy
dich, & murc tir 40 dén 170 ng/mL),

Nho 1 giot (0,05 mL) dung dich nhé mat ACULAR” 0,5% vao mét mat va mét giot
dung dich dan vao mét kia 3 lan/ngay trong 26 ngwm binh thwéng. Chi 5 trong s0 26
ngudi co [u’qrng ketorolac tim thay dugc trong huyét twong (& mirc 1y 10,7 den 22,5
ng/mL) vaa ngay thiz 10 trong thoi gian diéu tri tai chd cho mat. Khi dun‘@ketoralac
tromethamine 10 mg duéng toan thdn cach nhau 6 gi&, néng @9 dinh ng huyét
twong & trang thai on dinh 12 khoang 960 ng/mL.

CHI BINH DIEU TRI

Dung dich nhé mét ACULAR® duoc Chl dinh @& lam giam tam thi nglra mat do viém
két mac di ing theo mua ACULAR® ciing duere chi dinh dé diéu tri viem sau mo &
bénh nhan da dwgc mad lay thiiy tinh thé duc,

CHONG CHIi BINH

Dung dich nhd mét ACULAR® chéng chi dinh & cac bénh nhan da biét 1a man cam
v&i bat ¢ thanh phén nao cla thube.

CANH BAO _

Co khad nang man cam chéo vdi acid acetylsalicylic, ddn xuat cua acid phenylacetic

va cac tac nhan khang viem khéng steroid khac. Vi vay nén than trong khi dieu tri
1
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cho nhi¥rng bénh nhén da co biéu hién man cam voi cac loai thude nay. V&i mét sé
duoc phdm khang viém khéng steroid, da thay co kha néng lam gia tang thai gian
chdy mau do suw can tré két tu tiéu ciu. Ba ghi nhan hién twgng st dung duoc pham
khang viem khéng steroid trong nhan khoa co thé gay gia tang chdy mau & cac md
mét khi phdu thuat mat (bao gdm xuat huyét tién phéng).

THAN TRONG )

Tong quat: nén than trong khi s& dung dung dich nhé mat ACULAR® cho cac bénh
nhan duoc biét 13 ¢ khuynh hirong d& chay mau hodc cac bénh nhan dang st dung
nh(tng loai thude khac co kha néng kéo dai théi gian chdy mau.

Théng tin cho bénh nhan: Dung dich nhé mat ACULAR® khong nén ding cho céc
bénh nhan dang mang kinh tiép xtc mém (soft contact lens).

Kha niing giy ung thw, dét bién gen hodc giam kha ndng sinh sin: Trong mét
nghién clru 18 thang trén chudt nhat véi lisu uong ketorolac tromethamine twong
duong véi liéu chich t6i da dwoc khuyén & ngwdi (MRHD) va mot nghién ciru 24
thang trén chudt cng véi lidu udng gép 2.5 Ian liéu chich t6i da dwoe khuyén &
nguéi, cho thay ring khong c6 dau hiéu cia sy tao khdi u.

Ketorolac tromethamine khdng gay ddt bién gen trong thir nghiém Ames, thtr nghigm
téng hop va phuc héi ADN khéng dinh treéc va thir nghiém vé dbt bién. Trong thir
nghiém nhan nhé clia chudt in vivo, ketorolac khéng gy pha vé nhiém séc thé. O
mirc 1580 pg/mL (khodng 1000 mire huyét twong trung binh & ngudi) va & nbng dd
cao hon, ketorolac tromethamine lam tang anh hudng dén sur sai léch nhiém séc the
& céc té bao budng trirg chudt Hamster Trung Quée.

Uéng lidu 9 mglkg & chudt cdng duc (53,1 mg/m?) hodc 16 malkg (94,4 mg/im?) &
chudt cai khong lam ton thireng kha nang sinh san.

Khi mang thai: Cac nghién ciru vé st sinh san durgc tién hanh trén tho vai liéu uén{g
moi ngay 3,6 mg/kg (42,35 mg/m?) va trén chubt cong voi liéu 10 mgrkg (59 mg/m?)
trong sudt qua trinh hinh thanh co quan. Két qua nhirng nghién ctru nay cho thay
khdng co dau hiéu gézy quai thai. Trén chudt cong, liéu udng ketorolac fromethamine
1,5 mglkg (8,8 mg/m®), tirc Ia nira liéu udng cla nguwdi, dung vao ngay thir 17 cla
thai ky gy ra dé kho va téng ty 18 chét & chudt con. Chwa cé nghién ctru thich hop
va dugc kiém tra chat ché trén ngudi mang thai. Vi vy, ketorolac tromethamine chi
ding cho cac phu ni¥ ¢6 thai néu loi ich cho me virgt hdn nguy co cho thai nhi.

Nhitng tic dung naoal ¥ khac: vi da biét ré nhirng tac hai cla céc loai thude tre
ché prostaglandine [én hé fim mach cua thai (nhu khép éng déng mach thai), nén
tranh sir dung dung dich nhd mat ACULAR® trong giai doan cudi clia thai ky thai
nghén.

Thé&i ky cho con bu: cén theo ddi ¢an than khi dung ACULAR® cho c&n@h!/ﬁé dang
cho con ba.

V@i tré em: chwra xac dinh dugc d9 an toan va hiéu qua cla thude nay & tré em.

TAC DONG KHI LAI XE VA SIY DUNG MAY MOC
Khi nhd thudc vao mat cé'thé ¢t nhin m& thodng gua. Khdng |3i xe hodc sl dyng
may moc nguy hiém cho dén khi nhin ré ted lai,

TUWONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC

Co kha nang man cam chéo voi acid acetylsalicylic, dan xuat cia acid phenylacetic
va cac thudc khang viém khéng steroid khac. Vi vay nén than trong khi dieu tri cho
nhirng bénh nhdn da cé biéu hién man cam vdi thude nay.
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Dung dich nhd mét ACULAR® 16 ra an toan khi phéi hop véi cac thube khac ding
trong nhan khoa nhw khang sinh, thubc phong bé beta, thubc trc ché anhydrase
carbonic, thude 1am liét cor thé mi va thube lam gian déng tlr.

TAC DUNG PHU

O nhirng bénh nhan bi viém két mac dj g, phan trng phy thudng thdy nhét khi sir
dung dung dich nhd mét ACULAR® |4 bj cam gidc ndng rat thodng qua khi nhd thudc,
hién twong nay gap & khodng 40% bénh nhan. Trong tit ca cdc nghién ciu tién
hanh, ¢dc phan ng phy khdc bao gdm kich (ng mét (3%), phan (ng dj ng (3%),
nhiém tring ndng & mat (0,5%) va viém gidc mac néng (1%).

Théng bao ngay cho bac sT nhimg tac dung khéng mong mubn gdp phai khi st
dung thuée.

LIEU LPONG VA CACH DUNG

Thuéc tra mét

Lidu khuyén st dung cia dung dich nhé mat ACULAR® 1a mdi 1&n nhé 1 giot
(0,25 mg), mdi ngay nhd 4 1an dé didu tr nglra mét do viém két mac di ¢ng mua.

Dé didu trj viém sau md & bénh nhan da duoc md 14y thiy tinh thé duc, méi lan nhé
mét giot dung dich nhé mét ACULAR® vao méat cAn diéu tr, mbi ngay 4 14n bit dau
24 5gi.a- sau md dyc thiy tinh thé va tidép tyc nhé thubc trong subt 2 tudn 18 dau sau khi
phau thuat.

QUA LIEU ) )
Chura c6 kinh nghiém vé qua lidu khi ding duding nhé mat. Khéng chéc xay ra qua
lidu theo cach dung khuyén cdo.

QUY CACH BONG GOI

ACULAR® (dung dich nhé mét ketorolac tromethamine 0,5%) diing tai ¢hd trong nhén
khoa & dung dich 0,5 % vo khuin dyng trong lo nhyra déo tring duc 5 mL cé dng
nhd gigt.

Bdo quan & nhiét @5 dudi 30°C, tranh anh séng.

Thudc nay chi dong theo dom ciia béc si. Poc ki hwéng dan sie dung trwde khi
ding. Néu cén thém théng tin, xin hoi y kién béc si. Dé xa tam tay E’a tré em.

Han ding; 24 théng k& tir ngdy sdn xudt. Khdng ding qua 28 ngay hi mér.
Khéing st dung khi thubc qud han,

% ALLERGAN

Nha sdn xuat Allergan Pharmaceuticals Ireland
Dia chi: Castlebar Road, Westport, County Mayo, Ireland
Tel.: 353-98-25222 Fax.: 353-98-25791

Nhan hiéu & thudc sé hiru cia Allergan, Inc. 3._' ¥
© 2013 Allergan, Inc. i
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