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LUMIGAN® {dun dich nb 3t bimatoprest 0,01%) chng i din 66 vl ning bk nhdged ik cin v bimatoprost hodc il btk thinh phdn
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5.2 Thay di lsng mi S
LUMIGAN® [dung dich nhd mét bimatopeost 0,01%) cd thé Lim thay di din bag mi, 107 e g, iu tri. Tinatie khi bt i diéutri, phdi thiing
o cho bénh nhin vé kha ndng ting moc king mivi diéu iy A duioe quan sit thiy treng khi il tri bing cic chit twong ty prostaglandin. Nhéng thay
i ndy bao gom tang 64 dai, 06 diy, va 58 lugng kng mi. Thay dfi Kag mi thubng hi phuc khi guns diéu tr. !
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wmrtdunqdkhﬁm&tbimnpmn.m':'é,\nénduu:sﬂmwntmngammwnhngbiﬂmmmttﬁﬁ.ﬂlmﬂﬂmm
nbsa) vi viden o thif tedm trong thém.
5.4 Phit diém .
. ows: 1 st ghi a3 Trong KHTAIB T bing dng dink nhd it birmateprest: Cmrthammong thi
dimg[mﬂ'{u,mgd:r.hnhémhbmmpmsm,ﬁm}mbér.!-.-ménIcwumhiﬂh;hlrﬁ,mn}ﬂndﬂrnqﬂiglinhﬂrigihﬁib_aomm
m‘qrmhmmmhwcnmhnh&ndabi?tlaoémmh-_ph:ncang5ém[nduphiummm,tkmhm\Mgmcmmmm
bénh ving mac do dii thio duimg).
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B i cho v vibm g mac do.vi Khud i quan v ik g cic b thefic mbé mst o f . Lo thud B bénh ahin v8 § Lém nbiém b va
trong phin idn o 83 gy b giéc muac. N bk s ol sy ph v b mat b m clla mdt o6 nguy o630 ham v phitsinh viém gide mac
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5.7 S dung khi deo kinh sét tréng

LUAMIIGAN® (dhung dich nbe mat bimiat tbdo quin benzalkand 5
mit v bin mda kink dp Ting m T n jén dhén
LUNIGAN® (dung dich nh mdt bimatoprost 0,01%) wd sau Khiho thSt 15 phvit, ¢4 the deolkinh li.

e e 1t it bimatoprost 0,015} chiy d¥n nhsu Lin tiép i v
(6 khi ndng iy ra & ehiing viing i dung dich LUMIGAN® (dung dich nhd mit bis 0,01 nhadus Lin tidp wit
Hmhdiﬁ“:tpmﬂtmxmhﬂdmm&ﬂ‘[m dich nhd mét bimatoprost 0,01%) theo huding din v trink thubic chiy 18n mé hode
cicwing da khic.

5.9 51 dyng voi cic chit tugng ty prostaglandin
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‘aih mit b 0,01%) wif cic chit buang tf peastaq kha cn dugc theo déi vé sy thay 65 &p sudt ndinhdn i ho.

5.10 Kb hip

LUMIGAN® (dung dich nbé mat bimatopeost 0,01%) ¢hiR fu nghién cdu trén nhiing béah sihdn bi suy b kip. Mac di théng tin wé ci¢ binh nhin o8
tiéim 31l binh hien hode bénh phi Rc nghéa man tink | :-u-._rqn:hé.mynri-!namnnmqm’oca’ohaurlﬁiﬂ‘linhlranwrhnummnhm
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chike ndng ho hip do cac nguyén nhin khac nhau nén thin troeg khi ding thubcnzy.

5.11 Tim mach

LUMIGAN® {dung dich rhd mit bimataprest 0,01%) chua duoc nghién oilu trén nhing bénk mhan bi blad tim trén mac 8§ 1 hade tink trang suy tim
Khong kiém 50t durc. (6 r3 it bdo céo ty phat v tinh trang chém nhip tim hed ha huyét dp vei thudc nhd mit bimatoprost 0,3 mg/mL. LUMIGAN nén
dusgc s dang thia trong & nbimg bénh nhim o8 ngury oo chim mhip tim bad higyét &p thip.

5.12 Thing tin khac
Bmulmm{hlwldlmlgdmﬁwnqnnumﬁlwlbénnuélmmgmmépn.imnhérrdl.vhdédwg:m:hudgaymunhdﬁmgiu
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bimatoprost 0,3 mg/miL], nén thin trong khi diang cho bénh nkin mdt kiv, g bénfi nhidn b thé b tifm thugng gidc mac v dinhimg bénh nhan
iing whiéu berzalkenium chioride ¢6 trong thude nhé mat. Ngodi ra, cin theo dbi ki bénh nhin sif dyng sin vl\fm nay dii ngay.
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Ehiing 6 nghidn o v luong Lic dugc thyt hidn,
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bimatoprost 0,03%.

Bimataprost due churgén dandg sinh e b niiéy enzym v nhiéu cich, ¥2 khing o dnh huiing trén céc men chiyén héa thubc d gan, 83 duk quan
sl 1hdy trong ¢t nghitn oin tién Lim Ling trén chubt v khi,

Trtog ¢dc Pghién oo 3m sang, dung dich nhé mdt LUMIGAN® - dung dich nhé mat bimatoprost 0.03% ida i) dd dugc sil dung ddng th v mt i
thisde rhd mat i e beta ma khirg o bing chiing nao vE tuong tic.
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Téc dung 1am gim 4 sudt ndi nhde K0P cila céc chit twong ty prostaglandin (v du LUMIGAN®) c6 thé gidm @ béah nhan bi glavcoma hay bi ting nhdn
.ipEngdungmngﬁﬂtmjllmlumbnénm.
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7 TACDUNG KHONG MONG MUGN
7.1 Thir nghiém im sang

Bing LUMIGAN® (dung dich nho m&4 bmatoprost 0,015€] &3 g3 ¢ac 8¢ diung phis duik e 13 ¢ bén quan v difu . Téc dyng ph lién quan
1ri i o 650 thuiing rusyér it 15 sung huyst két max (hds hét 13 nbe v3 sk cho3icd B cht khéng viém) xdy ra & 9% bimh nhin. Khodng 4%
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bénh nhiin (8/185) & nhém nghién o diimg bimatoprost 0,0136 43 ngiing diéu tr o bt i ti¢ dung phu nio dha 12 thiing, i 1,69 biah
nhin [3/185) ngiing g tr do sung huydt ket mac. e %3
(Cic e dung phip caus iy duge e L b libes quan il iy 1 o duee o co trinby i i v dung dich sihé m3t bimatoprost 0,01%. H3
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Riloan mdt

R thudmg gdp "> Sung hapEtmat’ sung huyét kit mgc.

Theiing gdp® - Kich ing mt, bam dd mi emdt, ngdn mt, ngla mi mbt, ting moc agmi, vidm guc macdim. o
i boan da v s i da

Thnggdp™  Rim lng, ting sictfi da.
P g e

Thong gdp®:  Kich dng mt khi nhi thisdic.

*: Tefim sudft duipe e dink by s R thaidng odp (== 110 Thutng offp (= 1100 8 <1/70): it gdp (= 1/7.000 & <1/100): Hodim oo (= 1/10.000
< 1/1.000); Rt i 9o (< 1/10.000).

7.2 Kinh nghiém hiu mai

i phin ing ph sau 33y &3 duc e dink trong gud trinh s dysg LUMIGAN® [deng ich shd mat bimatepeost 0,013¢) trong thuc hash |im: B&
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nghiéam trong, Lin sudt el bio cdo, e nguyén nhin c6 the lién quin dén LUMIGAN (deng dich nhd mat bimataprost 0,019%) hodc mbt syt k&t hop
i cic yéu 16, bao gim dau mét,

B logn it K mdt, chdy ouisc mat. phi mAL phil né mi A, cim gibi o6 o v3¥irong mAL Eey chy nusc mit, dau mit, nbin ma, nhidm si: i ba
i, kling sdc timiing mat, thay i quank & mét v mi mdt bao o cdrnh Buert, il e i, el chiu & mit, chiding 59 8o sing.
i oan hi: miin dicc Phin ting qua mdin bao gdm cic du hisu v tridu chiling i di g md 2 viém da df ing.

P koo i the ki K i, chéing mat.

Bl hoan b hilip, et el trung thi; Heen, At clip cila e, kb thd,

i boan mach e ting huyét dp.
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8.1 Phynid cd thai

Py e e b .

Th duang gy qudi thai: Trong cc mghin i vé sy phut trién cia phaiehal & chuft nhat v chusht cfeg ¢6 thai &3 ghi nhin sy thai khi ding liéu udng
bimatopeerit it st g 33 1in & chudt nhdt v 97 Lin & chudt cbing so vailséu ding trén nguidl dyga vio mic dikn tich dudl Sng cong (ALIC) trong miu.
Vi liéu1 p 41 | 560 & nquil dyga wo e b tich dudi fuimg cemvy (ALIC) tromg midu, G a3 il thai ky b gidien & chiit o, 1 Bt chiL, 1 4 thit
byi sau khi ghép phéildn cuti, 1 i chu sinhed sau khi inh t3ng léa, i j ;
Chia 6 nghién i iy dis va duigc ki 301 sec dhing LUMIGEN® [dng dich mhé m4t bim.atopest ,01%] cho phu nd o6 thai. Do nhiing nghién
ol sysinh s3n & diing lt khiesg phi bae g cing dy lodn duse trin ngu, nién LUMIGAN® (dung dich nhé mt bimatapanst 0,01%) chi nén ding
trong thai ki néu ot ich cika vide diang thudc cho ngudl me 2o hon niguy o of the 08 OB vl thai nhi.

8.2 Phu nif cho con b

M i trong cdc rghisdn cita trén diding v31 cho thiy bimatuprost Suo: bai Lt qua S cia v3t me, nhumg chida 16 of phdi LUMIGAR® (dung dich nhé
it bisnatoprost 0,01%) duig bai 1iét qua si2a nguei hay kivieg. Vi oo mhi logi thec duo B3t qua sita me nén cin thin trang khi ding LUMIGAN®
(dung dich mhé mat bimateguost 0,01%) cho nbding phiy nii dang cha con bi.
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A tohe v i i LUIMIGGRN® G e 10 6 12 bl chusa S i din,

8.4 ik dung & nguii in tudi

Chusa cuean st thiy sy kb bitt 16ng 5 o vé an todn hode B qui gilla bnh s 533 v bisnh ahds truting thish,

B.5 Suygan

(1 bénh nhién i tén si ek gan hioge ALT, AST bl thaiong v ebix biksubun & <abin beatopuost 5 o ob o budng s dénchic ndeg
gan trong vieg 48 thang. “&

9 ANH HUGNG LEN KHA KANG LAI XE VA VAN HANH MAY MOC

Ciang il vdi bt i civE phéim nivd mdt nde, néu bi mbin mir thedng qua hac sihd thsds, bénh nidin nén chircho &én khi nhin rd i lai trud ki i xe
ol sidyng mdy mée.

10 QUALIEY

Chasa ci thidng tin v qud lidu & nguis. a
Wéu xdy ra qud fiéu LUMIGAN® (dung dich nbé mat bimatoprost 0,01%), ¢&n diu tri ridu ching.
mm%memﬂﬂmhmmmﬂmwwdﬁh&? 2 88 tinh nda, Tish theo mig/m’ thillié nay it nhit
13 20 0dp 160 ln lbu gy d5c clia mist o LUMIGAN® (dusg dich thd mat bimatoprost 0,01%) cho mét tré ning 10k,
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LUMBGAN® {dung dich nhé mdt bématoprost 0,01%) B mét prostamid ting hap v hoat tink ha dpsudt i nhin,

{éﬂh% (Z}-7-1(1R, 28 3R, 55)-3,5-Dibydeany-2-[[1E.35)- 3-hydegacy-5-phearyl- - pentestylloytlopentyll-5-N-ethyfheptenamide.

Toonglumg phdn it 415,58, e _ -

Ching theix phidn ol C_H_HO,.
Chutrie béa hoc:

e, W W
Banatoprost 1 b, vt tan trang ethyl aloohel va methyl alcohol, it tan brong muge.
LUMIGAN® (dung dick nh3 mt bimatepeest 0,01%) 1 mit dung dich nhd mt trong sullt, ding truang, khing max, vh khedn, cf 3p suit thim thiy
khaiing 290 mismol /g,
LUMIGAN® (dung dich ahd mt bimategeost 0,01%) chda:
Hogr chdi: bimatoprost 0,3 mo/ o 3 mil (0,1 mg/mL]
(it b qudn: benzalkanium clorid 0,6 mg/ g 3 mL (0,2 mgimL)

ek i cloid: natri dibasic; 3cid citri v nuce tinh kvt Matr hydeoid vMidc acid hydrocloric o thé duge ding o dide chink pH. i
trong han diing cila sin phim ndim teang khodng 6.3 - 7.8,
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12.1 Caché tie dung

Bimatopeost 1§ mat chiR tng hap tuang ty prostaglandin wé cl tnic - ¢3 tic dyeg lam hy mhin 3p. (Rt ndy gidng mit cach chon loc tac dyng
e chit 1y nhién ki peostamid. Bimateprost duge cho |4 Lim ha p sudit nfi nhan (107] & nguil bing cich lam ting thodt thily dich qua ci viing bé
{teabecular mesmork) v . Tang dpsitdt ngi nhdn B nguy.co chinh odamdt thi truimg do glaucoma. Mic dpsudt ndinhin
cdng ca0 cang cé khi ndeg gdy 1n thuong thin kinh thi gidc va gdy mit thi tréang,

12.2 Ce e tinh duge Sang hoc

{idipthu; Saukhi nhd mist gigt dung dich nhé mt bi 10,03% mijt lin/ngay vio o hai mdt cka 15 ngud tinh nguyén khie manh frong hai tudin,
niing 8 dinh trong mdu dt dekac sau khi b 10 phit v thdp hon gidi han duidi 6 thé phit hiéa duie 0,025 ng/ml ) & hdu hét ngui tish nowyén tiang
o 1,5 gis sau ki nhi mdt, Cic tr 8 ndng a4 dinktrung bish i€__) vl ditn tich duidi g o lmﬂnlmmnﬁwmmmww
wu.gmm.gmmmmw;:hfrmhomamag:mnwmalsnahhmm&mu

Khiing & s tich iy thisc 193 thin néo ding b st thai gian nghién cisa,

Pk bi; Bimatoprost dussc pivie b vira phii viny cie m rong aa thé v thé tich phin b6 & trang thii in dinh L 0,67 Lkg. Trong midu ngui, bimatopeost
1650 tai chil yéu trong huyét twong. Khodeg 12% bimatopeost kivbag gdn vio hayf tuong nguii,

T2TN3

e S0 kg, ik b quye thusp g Ty Alleigan. —
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tadin b todn thin. Sau 84 bimatopeost sé dugc chuyén

] -

; Saukhi chat s thiing chl i rong mti
e e s o
Thil i Sau khi 66m finh mach bimatoprost €5 s dioh db phang 13 (3,12 pg/hg) the & tinh nguyin khot manh, ning 83 dinh trong méu
cia thuéc khdg 86i 14 12,2 rg/mL v gidim mhanh ching vek thel gian bn hizy khoang 45 D4 thank thii bimatopeust todn phin trong méu
1.5Uﬁlg.ﬂ%nqimHudthmﬂomiimmﬂ:ﬁhmuus‘wiqumhﬂmphlrL
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Khii thud, gy dit bidn, suy gi L
ummm!wm?uamﬂmmﬁmmﬂ-Mwhmmmm wh 1 mg/k/ngly (g8p 192 291
L i dimg cho ngudi dya trém g 8 ALK tuong dng) trang 104 tudn. ]
mmcmﬂmmumwmummammwwwum.nmawﬂmmmwum
o
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khd nling sinh sin & chuit ey ducvh ci
b & bish nhin i gla & ho3c ting nhsn $p vii dp sult méi ki trung binh 10P) & mik 7 bin 13
1 glaucoma ma
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15 QUY CACH DONG GO1, D1EU KIEN BAO QUAN, HAN DUNG
llmrmmﬂmammnmmmmuammhumauuangumammn.ipmaummm.
Quy chch ddng g6k Iiop 1 chita 3 L dung dich dung trong lo dang ich 5 ml.

- ——

Bdo quin; LUMIGAN® [dung dich i mdt bi 0,01 ik b3 qsin dudi 30°C. Khing dimg qud 4 tudn sau khimd.
Han dima: 24 thing ké ti ngdy sin muit.

Khbng diing thuc qua han sif dung ghi trén bao bi.

16 THONGTINCHOBENHNHAN . i

16.1 Ting shetd

Bbnh nhdn cin duge trvin v khi nlng ting sic 1 mda ade g mbsgmit 2 thé 11 vinh vién. Béah mhin cling nén gk thing baa vé khd ning sim
miudmimhmﬂ-{h&memsﬂmwrﬁmwﬂn!imwm.
16.2 Thay &6 léng mi

b ik bdor vé khi nd 86 ca uﬁmwcn.!:umuﬂmmmw_mqmn&m
el e aﬁw:mhﬂmwédﬂﬂl,dﬁdh.;kﬁ.ﬂmnngnwmwemt

bimatuprast 0,07%). Nbdng thay 66i niy cf thé
mrnmiﬁm“mnﬁuqnmugmnmmmm.
16.3 Cha § khi s dung
i 06 trinih a0 b gigt cia b thedc chgmurdo mdt, o vimg quanhmit, tay, basde cdc ché khic 8 trnh Lim nhitm

::hmﬁhnmhmﬁqwnwj&hm&mmﬂ-mmmnmummmﬁummm
dich bj nhim bén.
16.4 Khi ndo clin tu win la bicsi

Khiya mdummﬂdﬁmwﬁwﬂﬂdiwﬂ
xﬁnﬁmlétﬂwnumét.ml&pm(hlham b i vé vt tiEp tuc il dyng LUMIGAN® (dung dich nhé mdt bimatoprost 0.013%)
16.5 Sir dung voi kinh sit trong

LUMIGAR® umnanmumn.un.mmummmuwmwﬂuﬂpmm
wmﬂmﬂmmmmmmmmm;m rhé mét bimaiogeost 0,019}, su 88 15 phit c6 thé dea
kinh i
16.6 Sii dung Ang thi véi cic thubc nhid mit khic
Nﬂﬂqhmﬂwmﬂmﬁﬂﬁﬁﬂp&mﬁnﬂmiﬂﬁSM
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