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- DUNG DICH NHO MAT BIBU TR BENH
GLAUCOMA VA TANG NHAN Ap -

Rx Thude bin theo don
Dung dich nho mat
TAFLOTAN®

<Tafluprost>

TAFLOTAN® 13 dung dich uhd mit trong, khong mau, vo khudn, chica
tafluprogt 0,0015%, “1-Methylethyl (32)-7-{(1R, 2R, 3R, 58)-2-[(1£}-3,3-
difluoro-d-phenoxy-1-bulenyl]-3,5-dihydroxycyclopentyt} -5-heptennate”,

[MO TA| o
Nhin hiéu Dung dich nho m& TAFLOTAN®
Hoagt chiit Tafluprost

Ham lrgng /lp 2,5 ml | 0,0375 mg

Thanh phin khéng Polysorbate 80, glycerin ddm die, disodium edclate
hoat tnh hydrate, sodium dihydrogen phosphate dihydrate,
benzalkoniun chloride, sodium hydrogide, acid
hydrochlorie va mrde tnh khiét

pH ) 5,7-6,3

Ap Iye thim théu 1,0 1,1 _

MO th Bung dich alid mét trong, khéng miu, vé khudn
IDANG BAO CHI|

Dung dich nhé mét

[CHI DINH]
Lam gidm 4p lire ndi nhiin cao ¢ bénh nhén glaucomn gée mdo ho¥ic Hing
nhin 4p.

ICHONG CHI DINH]
Chéng chi dinh ding thude ndy & bénh nhin cé tidn siv qua mén voi bit ky
thanh phin nao cia thudc,

[LIEU LUGNG VA CACH DUNG]

TFhude tra mit .

- Nho mét gigl vio mit b bénh, mét in mdi ngdy trong budi téi.

- Khéng nho thudc qud mat Hn mdi nghy, vi nhé thudmg xuyén hon cé thé
lam gidm tac dung ha dp bue ndi nhiin (10P).

- Khodng 2 gi¢ dén 4 gitr sau Khi nhé thude [&n ddu tién, &p lyc ndi nhan bit
dhu giam, véi tAc dung 1di da dat duge sau 12 gid,

- TAFLOTAN® ¢6 thé duge str dung ciing vdi cde thube tra mit khéc dé lam
cho 4p fwe ndi nhan duge ha thép hon, Néu cn sir dung hon mée loai thude
nhé mit, m3i loai thudc s& duoc nhé cfch ahau it nhit 5 phat.

[CANH BAO VA THAN TRONG|
K sir dyng dung djch thude nhé mit TAFLOTAN® edn luu ¥ ede didu dudi
day:

1. Nhidm sic 16

Dung dich thudc nho mit TAFLOTAN® dii duge béo cdo gy ra thay d6i md
sic td, Nhimg thay dbi thudng duge bio céo 1a tng sic 18 mbng mit, mé quanh
mét (mi mit) va long mi, Sfc 18 dwge cho ring ting trong qua teinh sir dung
TAFLOTAN®, Sfc t5 thay dbi do ting lwgng melamin trong & bao bidu bl
tao hic t& hom 14 ting sg lrong € bao bibu bl tao hic td. Sau khi ngung
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TAFLOTAN®, sic 16 clla méng mdt ¢6 kha nang khong thay ddi, trong khi
ciic thay ddi sic t& & quanh mit (mf mit) va 16ng mi thi hdi phye dif duge bio
6o trong vai banh nhin, Nhitmg bénh ohn duge didu ] bing TAFLOTAN®
phai dirge cho bidt vd vige ¢o thé b ting sic 1. Cae dnh hwdng lay ddi cia vide
ting siie 1 khang duge nhin bidk,

Shr thay dél mau elia mong mdt co thé khang duge nhin thiy trong val ihéng
dén vai niim, Didn linh 14, sfc t§ mau nfu quanh ddng 6y lan réng ddng tam
lueémg vé phin ngoai vi ctra méng mét va toan thé méng mit hodic mot phén
méng mdt o thanh ndu hon, Khong ¢6 vét sie t§ ciing khong co dém sic td
otz méng mit bj mic phai do didu tri, Trong khi didu trf, TAFLOTAN® cé
thé duge Hiép tue it dung tedn nhting bénh nhén co ting sic b mdng mit tién
iritm, nhing bénh uhiin ndy s& duoc thim khim dbu din,

2. Cie thay dbi citn 16ng mi.

TAFLOTAN" ¢6 thé din din 1am thay ¢4l tng mi va 16ng to trong dida tj &
mit, Nhtmg thay déi ndy gdm 6 ting chidu dai, mau sfie, dg ram, hinh dang va
s6 hwgng clia long mi. Céc thay déi cta 16ng mi thudng bidn mdt hin sau khi
ngung diing thude.

3. Vitm nfi nhin,

TAFLOTAN® duge sir dung thin trong trén bénh nhan dang ¢6 viém ndi
nhdn (nbu viém méng mi¢, viém mang bd dao) b vi tinh trang viém cb thé trd
nén nghidm trong hom,

4, Phi hoang diém

Phit hodng didm, bao gdm phi hodng didm dang nang di duge bio cdo trong
khi dtidu te] véi ce ddng van prostaglandin F2¢, TAFLOTAN® duge sir dyng
thin trong trén nhitng bénh nhin bj thidu thy tinki‘ thé, ¢é thiy tinh thd gia véi
vét rhch cla bao sau, holic nhitng bénh nhin ¢b cde yéu 16 nguy co eta phi
hodng didm.

5. Thino trgng khi ding
1) Dye k§ hudag din s dyng trude khi ding, Néu cdn thém théng
tin, xin héi ¥ kifn blic sT,
2) Thube ndy chi ding theo don cin bie 5,
3) Pudng ding: Chi ddeg aé nhd mit
4y Péxa thm tay tré em,
5} Khidung:
(1) Cin thén khong dé ddu lo cham trye tidp vao mit d& tranh nhidm
bin thube.
(2) Lau sach hofic rira mit ngay khi cé bt ky dung dich thude thira
1180 trdn ra viing da quanh mét,
(3) Khi dang nhidu kon mét loai thude nho mél, phai cach [t nhét 5 phat
gitta céc $n ding cac thude nho mé,
{4) Phai thdo kinh sAt trong ra trude khi nhé thude vi benzalkonium
chlovide ¢ trong thudc c6 thé lam déi mau théu kinh. Phai che it
nhit 15 phit trude khi mang kinh sat trang rd o,

[TAC BONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC]
Trigu chimg bj nhin mé tam thed ¢6 thé xay ra sau khi ding thude ndy. Cén
huéng din cho bénh nhén ngimg cdc hogt déng nhu 18i xe hofic vén hanh may
mde cho dén khi trigu ching nay mét di.

{TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUQNG
TAC KHAC)

Khéng ¢6 twong lic ndo duge dy dodn & ngudi, khi ndng do cha tafluprost
trong ca thé rét thp sau Lidu nho mét. V1 vay, cdc nghién et chuyén bigr vé
twong tie cn tafluprost véi cic thude khde d& khong dugce thyre hign. Trong
cde nghidn efru [im sang, khdng thﬂy ob sy tuong tde ré rét ndo cd khi
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tatlaprost di duge st dyng ddng thad voi timolal,
[TAC DUNG KHONG MONG MUON)

1. Teang ug,iliiln cibn K shng,

Téng cfng co 483 bnh nhitn Qi tham gia vao nghién e lm sdng dwge tién
himh uu@ khi s phim duqc phé t}uyét tal Mhil Ban Cie the dung khing
tong mudn chia ihugc (bao gdin thay dal bit tudng vé efe te| g6 xét nghidm)
i dioe bio odo & 326 trong sb 483 béah nhan (67,5%). Chi tiét nhu bang dudl

diy:
Hé thdng phan | The dung khdng mong mudn | S8 banh nhian | Tan sudt xuat
loal ¢he cor guan duge bao cdo | hifn cta te
MedDRA glip phaltae | dung khing

dyng khéng | mong mudn
mong mudn

Réi toan thiin kinh | Nhirc diu . {0 2,1%
Chdng miit 3 0,6%
R&i loan mit Xung huyét két mac 151 31,3%
Léng mi bit thudmg (ting d6 93 19,3%
dai, 49 day v s lugmyg |6ng
ml, v.v..) ' _
Nefia it 83 17,6% gﬂf
Kieh ang mat 63 _13,3%
Nhifm séc tb mong mat 39 81%
Cam gmp 6 vitla & milt _ 36 7,5%
Nh{ém sdc 6 m| mét 32 6,6%
R&i logn bigu md gidie mac 27 3.6%
bao ghm viém gide mac chim
nong
| Cam giéc bét thwomg & mat 26 5,4%

(khé chju, cam gide dinh, cam
gldc kho, vv...)
Pau mit 22 4,6%

Vigm bd mi (mf mit do, phi, o) 4,6%
Y.V}
Xudt tiét miat 10 2,1%
So 4nh sing 10 2,1%
Cam gide ning & mit 1 1,4%
Chay nude mit 7 1,4%
Nhin md 6 1,2%
Phil két mac 5 1,0%
Chdy mdu dudi két mac 3 0,6%
Vigm két mac 2 0,4%
_ Viém mbng mét ! 0,2%
&A1 loan da va mad Ting moc 1ong & mi mat 18 3,7% | AT
dudl da Ban do 5 L% RS
Phét ban ! 0,2%
Cic xdtnghiém, | Ting ndng d§ kali tong 8 L%
nghidm phdp huyét thanh
Protein nidu dueng tinh 7 1, 4%
Tiing ndng dé AST (GOT) 5 1,0%
Tang ndng dd ALT (GPT) 4 0,8%
Ting bach ciu wa eosin 4 0,8%
| Gidm s& hrong baeh cdu 4 0,8%
Thng nong df y-GTP 3 0,6%
Dudng niéu duong tinh 3 0,6%
Téng aecid uric 3 0,6%
3
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2. Suu khi thade Quge dug ra thi teudag (tai (hii didm efp nhat Ko Uur 5
Bio eio dind ki ¥& An Tohn thube)

Téng edng c6 3,260 benh nhén da tham gia vao vide phan teh tm thi sau khi

thede dugre dua ra thi trudng tai Nhat Dan tai thod dicny efip nhét 1in thiy 5 Bdo

cio dinh k¥ v& An Toan thuéc. Cic tée dung khong mong mudn cia thude d8

duge bido cdo & 396 trong sé 3,260 binh nhin (12,1%), Chi tiét nhu bang dudi

diy:

AT L

Hé théng | Tde dung khong mong mudn | 56 bénh "Tan sudt xudt
philn fogé ‘ nhin duge hidu cin tde
cdc co quan bde cdo gip dung khogy
MedDRA phai tdc mong mudn
dung khéng
7 mong mudn
Roi logn Niire ity ] 4 0.1%
| thdln kinb Chéng i 1 0,03%
-} Rél logut mdt | Nhidm <;"ic W md it 93 2.9%
: Xung huydt két mge 74 23%
R&I logn bidu md gide mac 58 1,3%
bo gbm xoi mdn gide mac
Long i bt thudmg (tdng do 39 §,2%
dad, 0 day v so lupng 16ng
mi, v.vi.,)
Nhifm sic 16 mbng mit 36 L 1%
Vidm kéi mag 25 0,8%
Nt it 25 0,8%
Viém be mi (mi mat do, 1 19 0,6%
phi, v,v..,) 7 =
Vigm két— oide mac khd 2 0,4%
Kich urng, mil 9 0.3%
Dawmit ' 9 0,3%
Cim giac bt thudng & mil 5 0,2%
(khé chiju, edm gide dinh,
clm gide khé, v.v...) _ - :
Cam gide ndng & mar 5 0,2%
Viém méng mil 41 0, 1%
Cimpliccovitlad it 4 _0,1%
Nhin mé 4 0,1%
Chity méu dudi két mae 4 0,1%
Vidm dami mit 3 _0,0%
Ser dnb sdng 2 0,1%
Khic sy ranh mi mét trén 1 0,03%
Xudt tidt mit | 0,03%
Phi két mge 1 (,03%
Rbiloanda | Thng moc (6ng & mi mit 40 [,2%
v md chrdi Phdt ban 1 0,03%
da

Thing bdo che bac sT nhitag tie dyng khdng niong mubn giip phai khi si
dung thude,

(ST DUNG CHO CAC DOL TUONG DAC BIET)

1. Siv dupg khi ¢6 thai,

Chi chi dijnh (hude ndy cho phy nif mang thai hogie ¢é khd niing 6 thai néu lgi
ich didu tr] dw tinh duge cho It 16n hon nguy co cé thé giip khi ding thude,
[P an loin cta thube ndy khi sir dung trong thoi gian mang thai chua duge
xde dinh),

Trong cde nghién cliv trén dong vit, khi dimg dung dich tafluprost tiém tmh
mygch cho chudt ebng mang thai véi lidu 30 pg/kg/ngdy (adp 2000 1n tid
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dung trén IGm sﬁng*) ty 1§ qudi thfu va chiét phoi sau khi ddu thai ting 1&n; &
lidu 10 pe/kg/ngiy (ghp 670 14n lidu ding trén 1am sdng*), d4 quan sit lhuy (E
dung phy trén sy phdt tridn cta thai (cin ndng cia thai lhép va khong cbt héa
xuoug Tre). Khi tidm tinh mach cho thé mang thal véi fidu 0,1 pe/kg/ngdy (gdp
kkhodng 6,7 1n lidu ding tén km sang*), ty 18 chét va shy thai sau khi dau thai
tdng Ian hodng thé va 1y 18 diu thai giam; & H8u 0,03 ppfke/ngly (gdp 2 Hin
lidu ding trén 1am sang®), di thdy 6 quai thai, Trong mét nghién ofru taém
tinh mach cho chudt cbng mang thai hofic dang cho con b voi lidu |
ng/ke/nghy (dp khoang 67 n ltéu ding trén [dm siang®), ¢ thiy chudt mg
eho con b kém df va 1y 1§ con sbng s6t sau 4 ngdy pidm, M3t khie, trong mit
hghidn elu rén GF cung chudt céng duge phén tp, di quan sat thuy co 1F Cug
& ubng d6 ghp khoing 3,3 ln ndng do tafluprost trong huydt twong (<30
g,/ml ), hoic giip khoang 420 1in néng do hﬂuprost khong phn két 1mng
huyét twong (<0,24 pg/mL), duge ginh dya trén 1y 18 gin két voi protoin huyét
wrong, duge ude tnh sau ki ald mat voi lida ding wén 18m sing,]

~ * Lidu (0,015 ng/kp/ugay) khi nhé mét glot (30 pL) thubc ndy vio ca hai mit
 mét i cho mat bénk nhin ning 60 ke.

2. Sirdyng khi cho con by,

Tranh ding cho phy nit dang cho con bit. Néu vide ding thude duge eho 1a cdn
thidt, cAn hudng din cho bénh nhdn ngung cho con b trong thal gian didu tr.
[Mdt nghién ctru trén chudt céng dat cho thiy taftuprost cé di vdo stra me sau
khi nié mift.]

3. Sirdung cho ngudi eno tudi:
Do chite pdng sinh 1y thudng gidm & ngudi cao tudi, nén thin trong khi ding.

S d,, g tre‘ng nhl khoa

g fop qui litu ndo duge bao cdo, Qui lidu khéng xdy ra khi
ng tiibdad nhé m?’lt
Néu xay ra qud lidu, edn didu i rigu clumeg,

[DUQC LY LAM SANG|

1. Duge liye hoe:

Co chi tife dung:

Acid talluprost, mt d&ng v{m prostaclandm Ia mt FP chon loc thu thé cha
vén proslano;d duoe cho 14 dé lam E,nm &p lyre nGi nhiin biing cée tang dc‘.)ng
chiy mang bd dido - cang mac. Co ché tac dung chinh xde khéng duge bidt
vio ite nly.

2, Duye dfng hoe

Ndng a6 trong huybt twong

Khi ding dung dich tafluprost ndng da 0,0025% hojic 0,005% nhd | giot
mét lAn/ngay trong 7 ngdy vao cd hai indt cho 7 ngudi 16n tnh nguyén khoe
manh, ndng d6 trong huyét tirong caa tafluprost va chét chuyén héa e6 hoat
tinh cia nd. 1a dang acid tafluprost, & dusi mire ¢6 thé dinh lugng duge
(tafluprost: 0,2 ng/ml, dang ucid tailuprost: 0,1 ng/mL) & bilt ot thai diém nao,
frir & mdt ngudr tinh nguyén trong nhém ding ndng do 0,0025% sau khi nho
mit 15 phitt vdo ngdy thir nht, véi ndng dé cta dang acid tafluprost 1a 0,144
ng/ml.

{(Luru y: Néng do clia thude ndy 13 0,0015%),
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3. 58 titu an todn tiln tim shag
#3de thlt cc{p flidu chit gcfn ding}

Lodi Bubng ding Pirdug ubng Tiém tinh mach

] _Chutt eng, L > 100mpky | “‘}303@5&
Chi - > 0,03 ayefkp

D tinh vhan cdu
Dung djch nho it tafluprost nho vao mét kbi 2 Mn/ngdy trong 52 tuln & nbng |
- d-0,0005% dén 0,5%. Khong thy ¢d ddc tinh ddng ké trong qué trinh didu o
mile di dfi thily ede tde dung thuge nhém trong tr PGPy, (bao gdm nhidm shc 14 :
_mdng mét, nhidim sho (6 mi mét, gise mae hoi nhugm miu buynh quang, ...).
Nho miit dung dich tafluprost cho thiy dung nap vt t6t khi ding dén tiéu 0,05%,
vi lidu diing khang ed doc tinh da duge két ludn 14 0,05%,

[HOA LY|
Tén lhea hge: Tafluprost

Tén héa hoe: [-Methylethyl (5Z)-7-{(1R, 2R, 3R, 58)-2-[(1E)-3,3-difluoro- 1
4-phenoxy-1-butenyl]-3,3-dihydroxygyelopentyl} -5-heptenoate
Céng thire efu tyo:

HO ' _ |

HG FF

¥

Cﬁl’lg thire phﬂn ti ngH:MFsz

Trong lupng phfin fivy 452,53 ) U

Mé& ta: Taf%u:arost 18 dung dich nhét, khong mau dén vang nhat, tan manh] U Q: (";:_P C p”}?‘; L

trang ethanol, diethy] ether v& acetonitrile, va hdu nhw khéng tan trong nuge, 3= TR UUNG L1 'ONf i
. : N 4137{.‘}{?)4 Hiing

{BAO QUAN/HHAN DUNG] A ¢ o

1} Bao quan & nhidt df khéng qué 30°,C- trong lo thude ducre dong kin, '

2) Ngay hét han duge ghi trén thin vi hp thube.

3) Han ding: 36 thang k& tir ngay san xudt.

4) Khing ding thubc qua han siv dung.

5) My bo thude sau khi mé | théng.

[QUY CACH BONG GOl
Hdp-1 to nhya 2,5 mi.,

Nha san xufit:

SANTEN PHARMACEUTICAL CO., LTD,

Vin phong: 9419, Shimoshinjo 3-chome, Higashiyodopgawa-ku,
Osuka, Nhit

Nha méy Shlga: 348-3, Aza-suwa Onza-shide, Tuga-cha, Inukwni- pun,
Shign, Nhit

s
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