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- DUNG DICH NHO MAT BIEU TR| BENH GLAUCOMA VA TANG NHAN AP -

Rx Thudc ban theo do'n

Dung dich nhé mit TAFLOTAN®

I
<Tafluprost= §ﬂﬂtﬁﬂ

TAFLOTAN® 13 dung dich nhd mdél trang, khéng mau, vé khudn, chira tafluprost 0,0015%, “1-Methylethyl
(5Z)-74{{1R, 2R, 3R, 55)-2-[(1E)-3,3-dilluoro-4-phencxy-1-butenyl]-3,5-dihydroxyeyclopentyl}-5-heptencate”.

MO TA]
Mhan higu Dung dich nhd mit TAFLOTAN®
Hoat chal Tafluprost

Ham lugng Ap 25mL | 0,0375 mg
Thanh phian khing Polysorbate B0, glycerin dam diic, disodium edetate hydrate, sodium dihydrogen

heat tinh phosphate dihydrate, benzalkonium chloride, sodium hydroxide, acid hydrochloric
va nurdre tinh khigt
pH 57-63
Ap lye thdm thau 10-11
M ta Dung dich nhd mat trong, khdng mau, vo khudn
[DANG BAO CHE]
Dung dich nho mét
[CHI BINH]

Lam giam &p e ndl nhén cao & bénh nhan glaucoma goe ma hodc tang nhan ap.

[CHONG CHi BINH]
Chéng chi dinh ding thuic nay & bénh nhén co tign sir qua min véri bat ky thanh phan ndo cla thudc.

[LIEU LUQ'NG VA CACH DUNG]
Thudc tra mét
- Mho mét giot vao mét bj bénh, mot fan mi ngay trong budi tai.
- Khiing nhd thudic quéa mét fan mdi ngay, vi nhd thudng xuyén hon oo the lam giam tac dung ha ap lyc ndi
nhan (IOF),
- Khodng 2 gifr dén 4 gidr sau khi nha thude fn dau tién, 4p lre ndi nhin bat d8u gidm, vii tac dung 161 da dat
durgre sauw 12 gidr.
- TAFLOTAN® o6 thi durge sir dung ciing viri cac thude tra mét khac d& lam cho ap e néi nhan dugc ha thap
hern, N&u €&n sir dyng hon mot loai thudc nho mél, méi logi thudc sé dugc nhé cach nhau it nhit 5 phit.

[CANH BAO VA THAN TRONG] -

Khi str dung dung dich thude nhd mét TAFLOTAN cin |ru y cie digu duréi day:

1. Nhiém sdc t&
Dung dich thudic nhd mat TAFLOTAN® da durgre béo cdo gdy ra thay 481 md sdc 1, Nhirng thay d6i thurdrng
dugc bao cao 1a tang sic 16 mong mat, mé quanh mét (mi mét) va Iong mi. Sic 18 duge cho rdng tang trong
qua Irinh str dyng TAFLOTAN®. Sic & thay ddi do ting lvgng melamin frong 1§ bao bigu bi tao hic t& hon
1a tAng s& lrgng 18 bao bidu bi lao hie 1. Sau khi ngurng TAFLOTAN®, sdc 15 cOa méng mél ed kha ndng
khéng thay ddi, trang khi cac thay d&i séc 48 & quanh mét (mi mdt) va ling mi thi htl phuc d3 duee bdo cao
trong vai bénh nhan. Nhirng bénh nhan duoe digu irf bing TAFLOTAN® phal duge cho biét v vige ed thé bj
téng sédc 15, Cac anh hirdrng 1&u dal cla viéc 1@ng sic t6 khong duge nhin bisgt.
St thay d6i mau cia ming mét o thé khong duge nhan thay trong vai thang dén vai nam. Bign hinh Ja, ﬁé_:
16 mau néu quanh déng tor lan réng ding tam hudrng vé phia ngoai vi cia mdng mét va toan thé ming mét
hodc mdt phan méng mét trér thanh nau hom, Khang ¢ v& slic 6 clng khang cd dém sac 1§ cia mdng mat
bj méc ph_i'ci do digu tri. Trong khi digu tri, TAFLOTAN® ¢4 thé dugc tidp tye sir dyng trén nhirng bénh nhin
c6 tang sac 16 mdng mat (&n trién, nhirng bénh nhan nay sé& dugc thim kham déu dan.

2. Cac thay d&i cua long mi -
TAFLOTAN® cd thé didn didn lam thay d6i iGng mi va 1&ng te trang didu tr & mat. Nhirng thay dii nay gm cd
téng chigu dai, mau séic, @ rAm, hinh dang va s6 lrong cda léng mi. Cde thay d8i eda long mi thudng bign
miél han sau khi ngung ding thudc.

3. Viém ngi nhan
TAFLOTAN® dugc sir dyng thin trong trén bénh nhan dang cd viém ndi nhan (nhur viém méng mit, viém
mang bd daa) bdi vi tinh trang viém cé thé trd nén nghiém trong hon,

4. Phil hoang digém
Phit hoang didim, bao gbm phi hoang diém dang nang da duge bao cdo trong khi digu tri wéi cac dong van
prostaglandin F2a, TAFLOTAN® duge sir dung thdn trong trén nhirng bénh nhan bj thidu thoy tinh 1hé, co
thiy tinh thE gid wél w8t rch cla bao sau, hodc nhirng bénh nhén cb cac y&u 16 nguy co cia phi hoang
diém.
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1 Boc kv hu'n‘ng d?n sir dung trirdre khi dung M&u ¢in thém théng tin, xin hoi ¥ kigh bac si.

ﬂu’n ciia bac si.
https://n hatm g ch, atng aa nhé mét.
4;, aa xa tam tay tré em.
5) Khi dang:

(1) Géin thén khong d& dau lo cham trurc 1i&p vso mét dé tranh nhiém bén thudc.

(2) Lau sach ho#c rira mat ngay khi 6 bal ky dung dich thudc thira n&g trén ra vang da quanh mél.

{3) Khi diing nhigu hon mdt loal thudic nhé mat, phai céch it nhat 5 phut gitra cée fén ding céc thudc nho
mat.

{4) Phai thag Kinh sat trdng ra truidre khi nha thude vi benzalkonium chioride cd trong thudc od the [Am ddi
mau thau kinh, Phai chér it nhal 15 phit tnrdre khi mang kinh sat trong trdr fal.

[TAC DONG TREN KHA NANG LAl XE VA VAN HANH MAY moc]
Triéu chirng bj nhin mer tam théxi cd thé xay ra sau khi ding thudc nay. Can hudng din cho bénh nhan ngirng
cae hoat dfing nhur 1ai xe hodc van hanh may mae cho dén khi tridu ehirng nay mat di.

[TUONG TAC v&i CAC THUGC KHAC VA CAC DANG TU'ONG TAC KHAC]

Khong oo trong tac nao dige dy dodn & ngudd, khi ndng 46 cla tafluprost trong cor thé rit thap sau lidu nho
mét. Vi vy, cdc nghién ciru chuyén biét vé trong tac cia tafluprost v céc thudic khac da khong duge thuc
hign. Trong cac nghién ciru lAm sang, khang thiy cb sir tuong tac rd rét ndo ca khitafluprost da durge sir dung
diing thiri viri timaolol.

[TAC DUNG KHONG MONG MUON]

1. Trong nghién ciru l1am sang
Tdng cing cb 483 bénh nhan da tham gia vao nghién ciru 1am sang duge tién hanh trurde khi san pham
durgre phé duyét tal Nhat Ban. Cac tac dung khéng mang mudn cia thudc (bao gbm thay ddi bat thuéng vé
cac tri 58 xét nghiém) da dugc bdo cao o 326 trong 50 483 bénh nhan (67,5%). Chi tiét nhu bang dudi day:

Hé thdng phan | Tac dung khang mong mudn S&bénh nhan | Tan suat xust
logi cac co quan duore bao cao | hign cla tac
MedDRA gap phai tac dung khéng
dung khong mong mudn
mang mudn
Rdi loan than Mhirc dau 10 2,1%
i kinh Chang mit a 0,6%
Hii loan mat Xung huyat két mac 151 31,3%
Lang mi bat thuang (tang ao dai, 4o day va so Irong 93 19.3%
g mi, ..}
Ngira mat 85 17,6%
Kich {rng mat 65 13.5%
Nhi¢m sdc 16 méng mat 39 8,1%
Cam gide ¢f val la & mat 36 7.5%
Mhiém sdc t& mi mat ag &,6%
R&i loan bidu ma giac mac bao gom viém giac mac 27 5,6%
ché&m ndng
Cam giac bal thuémg & mét (khé chiu, cAm giae dinh, 26 5,4%
cam gidc kha, v.v....)
Bau mat 22 4, 6%
Viém b mi (mi mat da, pha, v.v.. J 22 4 6%
Xu#t tiét mat 10 2,1%
Sgr anh sang 10 21%
Cam giac ndng o mat 7 1,4%
Chéay nurére mat 7 1,4%
Mhin md ] 1.2%
Phi két mac 5 1,0%
Chay mau durdi két mac 3 0,6%
Vigm k&l mac 2 0.4%
Viém mang mal o 1 0,2%
R&i loan da va Tang moe ibng & mi mat 18 3.7%
i mb dudi da Ban da 5 1,0%
Phat ban 1 0.2%
Cac xét nghigm, | TAng ndng dd kali trang huyét thanh B 1,7%
nghiém phap Protein niéu duong tinh 7 1,4%
Tang nibng dd AST (GOT) 5 1.0%
Tang ndng dd ALT (GPT) 4 0.8%
Tang bach ciu ra eosin Y 0,8%
Giam s6 lugng bach céu 4 T 0,8%
Tang nﬁng da ¥ GTP 3 0,6%
"Burdng nidu dirong tinh - - 3 0,6%
T&ng acid uric 3 0,6%
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thudc)
Tding chng co 3.260 bénh nhan da tham gia vao viéc phén tich tam théi sau khi thude dirge dura ra thi trirdrng
tal Nhat Ban tai thi diém cap nhat fan thir 5 Bao cdo dinh ky v& An Toan thudic. C4c tac dung khdng mong
mudn cua thudc dé dugc bdo céo & 396 trong s6 3,260 bénh nhan (12,19%). Chi tiét nhir bang dudi day:

Hé thdng phan | Tac dung khdng mong mudn S8 banh nhdn | Tan susl xuat |
loal cae cor quan duge bdo edo | higén cha tac
MedDRA : gép phai tac dung khéng
diung khang mong mudn
i mong mudn
Rl loan than Mhire gau 4 0,1%
kinh Chang mat 1 0.03%
Réi loan mat Nhiém séc 1 mi mal 93 2.9%
Xung huyét két mac 74 2,3%
Rai loan bigu mé giac mac bao gom xoi mon giac mac 58 1,8%
Léing mi bt thudng (1ang d dai, dd day va s& lugng 39 1.2%
léng mi, v.v..) '
Nhidm sdc 16 méng mat 36 1.1%
Viém két mac 25 0,8%
Nagira mat - 25 0,8%
Vigm bd mi (mi mal do, ph, v.v...) 19 0,6%
Vigm két — gidc mac khi 12 0.4%
Kich irng mat 9 0,3%
| Dau mat 9 0,3%
Cam giac bal thurdng & mat (khé chju, cam giac dinh, 5 0,2%
cam giac khd, vv...)
Cam giac nding & mat 5 0,2%
Viém méng mat 4 0,1%
Cam gidc co vat la & méat 4 0,1%
Mhin mdr 4 0,1%
Chay mau duéi k&t mac 4 0,1%
Vigm da mi mal 3 0.1%%
'St anh sang 2 0,1%
Khéc sdu ranh mi mat rén 1 0.03% |
XUA tigt mat 1 0,03%
Phil k&t mac 1 0,03%
Réiloandava | Tang moc léng & mi mat 40 1,2%
md durdri da Phat ban 1 0,03%

Théng béo cho bac si nhirng tic dung khéng mong mudn géip phai khi sir dung thudc.

[SU' DUNG CHO CAC 01 TUQO'NG BAC BIET]

1. Sir dyng khi c6 thai.
Chi chi dinh thudic nay cho phy nir mang thai hodc cé kha néng cé thai néu lgi ich digu trf der tinh duge cho
1a Iém hon nguy cor ¢6 thé gap khi ding thudc.
[B9 an toan cla thudic nay khi sir dung trong thérd gian mang thal chura duge xac dinh].
Trong cac nghién ciru trén 8ong vat, khi ding dung dich tafluprost tiém tinh mach cho chudt céing mang thai
vii lieu 30 pg/kg/ngay (gdp 2000 fan By ding trén lam sang™), ty 1& quai thai va chét phol sau khi dau thai
tng lén; o liéu 10 pg/kgingay (gp 670 Ian ligu ding trén 1am sang"), da quan sat thay tac dung phu trén sy
phatl Irién cia thai (can niing cua thai thap va khdng o6l hda xurang (rc). Khi tiém tinh mach cho the mang
thai véri ligu 0,1 ug/kgingay (gép khodng 6.7 fan lidu dung trén 1am sang®), ty 1& chét va sdy thai sau khi dau
thai tang lén, hoang thé va ty 1§ dau thai giam; & lidu 0,03 pg/kgingay (gap 2 f&n IBu ding trén lam sang"),
da théy c6 quai thai. Trong mdt nghién ciru tiém tinh mach cho chudt cdng mang thai hodc dang cho con b
vl ligu 1 ug/kg/ngay {gdp khoang 67 fan libu ding trén 1am sang"), da thay chudt me cha con bl kém i va
ty i& con sding 6t sau 4 ngay giam. Mét khac, trong mét nghién clru trén tir cung chubt cdng dwoc phan Iap,
da quan sat thay co Ur cung & nting 46 g&p khodng 3,3 IAn ridng @6 tafluprost trong huyét trong (<30 pg/ml),
hodc gdp khodng 420 fan nong 40 tafluprost khang gén két trong huyét fuong (<0,24 pg/mL), dugre tinh dua
trén 1y 1& gan k&l v protein huyst lwong, duot ude tinh sau khi nhd mét vari lidu ding trén Iam séang.]

* ggu,m 5 uglkg/ngay) khi nho mdt giot (30 L) thudic nay vao ca hal mat mot fan cho mot bénh nhén nang

2. 8ir dung khi cho con bi.
Tranh ding cho phy nir dang cho con bi. N&u vigc diing thudic duot cho la cin thiét, cin hudng din cho
bénh nhan ngung cho can bd trong théi gian didu tri. [Mot nghién ciu trén chudt cling d& cho thay tafluprost
cé di vao sira me sau khi nhé mét.)
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khi st an tinh 13y dal,
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[QUA LIEU]
Chura o dir figu.

Chura c6 trudmg hgp qua ligu nao durgre bao cao. Qué lidu khang xdy ra khi ding thuSc d& nhd mat, Néu xay
ra qua ligu, cn digu Ir] iriéu chirng.

[DUQ'C LY LAM SANG]

1. Durgre lyre hec:
Co ché& téc dung:
Acid tafluprost, mdt déng vén prostaglandin 1d mét FP ehon loc thy thé chi van prostanoid diroc cho 1a dé
lam gidm ép lye ni nhdn bdng cac téng dong chdy mang b6 dao — cing mac. Cor ché tac dyng chinh xac
khéng duge bidt vao lic nay,

2. Durere déng hoe

Mong d trong huyét twrong

Khi dung dung dich tafluprost néng db 0,0026% hodc 0,005% nhd 1 gipl m@t An/ngay trong 7 ngay vao ca
hai mat cho 7 ngudi iom tinh nguyén khae manh, ndng d6 trong huyét tirong cla tafluprost va chal chuyéin
héa co hoat tinh cla nd 1a dang acid tafluprost, & dudi mirc cé thé dinh lugng duoc (tafluprost: 0,2 ngdmL,
dang acid lafluprost: 0,1 ng/mL) & bl cir thai difm nao, trir & mit ngurdi linh nguy@n lrong nhém diing ndng
0 0,0025% sau khi nho mét 15 phit vao ngay thir nhat, véi nng d4 cia dang acid talluprost 14 0,144 ng/mL.
{Luru y: NBng dd cla thudic nay & 0,0015%),

3. 50 ligu an toan tién 18m sang

Bgc tinh cép (Iiu chét gan ding)
h Enrdmg ding Butng uding Tiémtinh mach |
Chubt cing >100mglg ~ > 3 mg/kg
Chd = = 0,03 mg/kg
Bdc tinh nhan ciu

Dung dich nho mét tafluprost nhé vao mét khi 2 n/ngay trong 52 tuéin & ndng d6 0,0005% dén 0,5%. Khéng
thdly cé ddc linh déng k& trong qua trinh digu tri méc di 3 thay céc tac dyng thufc nhém trong tu PGF2a
(bao gbm nhiém séc 16 méng mét, nhiém sée 1§ mi mét, gidc mac hoi nhubm mau huynh quang, ...). Nhé
mét dung dich tafluprest cho thay dung nap rat 161 khi diung dén |igu 0,05%, va litu ding khdng cb dbe tinh
da dirge k&t ludn 1A 0,05%.

[HOA LY]

Tén khoa hoc: Tafluprost

Tén hba hoc:

;-Mlamyretthl_.rl (52)-7-{(1R, 2R, 3R, 55)-2-((1E)-3,3-difluoro-4-phenoxy-1-butenyl]-3,5-dihydroxycyclopentyl)-5-
eplenoate

Céng thire cdu tao: e

"0

Céng thirc phan 1r: CogHayFyOg

Trong lwrg'ng phan tor: 452,53

Mb ta: Talluprost la dung dich nhét, khéng mau d8n vang nhat, tan manh trong ethanol, diethyl ether va
acetonitrile, va Wau nhu khéng tan trong nuére.

[BAO QUAN/HAN DUNG]

1) Béo quan & nhigét dj khdng qua 30°C trong lp thudc duwge ddng kin.
2) Ngéay hét han duge ghi trén nhan va hop thubc,

3) Han diing: 36 thang ké tr ngay san xual,

4) Khdng diing thudc qua han sir dung.

5) Hiy bé thufe sau khi md 1 thang,

[QUY CACH BPONG GOIJ
Hip 1 lo nhyra 2,5 mL.

Nha san xudl:

SANTEN PHARMACEUTICAL CO., LTD.
Vin phéng: 9-19, Shimoshinjo 3-chome, Higashiyodogawa-ku, Dsaka, Nhit
Nha may Shiga: 348-3, Aza-suwa Oaza-shide, Taga-cho, Inukami-gun, Shiga, Nhat TP-VN 04



