: N\ 4.\Sggung frong nhi khoa
Iﬂlgjg:gén sir dyng Tafluprost cho bénh nhi vi

lo ngal vé kha ning an toan lién quan dén viéc ting
sic t6 sau khi sir dyng mén tinh 14u dai.

[QUA LIEU]

Chura c6 dir liéu.

Chua c6 truong hop qué liéu ndo dugc béo céo.
Qué liéu khong xdy ra khi dung thubc @& nho mit.
Néu xéy ra qué lidu, cin didu trj triéu chimg.

[DUQC LY LAM SANG]

1. Dwgc lye hoe

Co ché tic dyng:

Acid Tafluprost, mét déng vén prostaglandin,
12 mét FP chon loc thy thé chi vén prostanoid duge
cho 13 d& 1am gidm 4p Iyc ndi nhén bing céc ting
dong chidy mang bd ddo — cing mac. Co ché
tac dyng chinh x4c khéng dugc biét vao hic ndy.

2. Duge dong hoc

Nong d9 trong huyét twong

Khi ding dung dich Taﬂuprost ndng 6 0,0025%
hogc 0,005% nhé 1 giot mét lin/ngay trong 7 ngdy
vao ca ha1 miét cho 7 ngm‘n 16n tinh nguyén khde
manh, ndng d6 trong huyét trong ctia Tafluprost va
chit chuyén héa c6 hoat tinh cia né 1 dang acid
Tafluprost, & du6i mic c6 thé dinh lugng dwgc
(tafluprost: 0,2 ng/mlL, da.ng acid Tafluprost:

0,1 ng/mL) & biit ot thori diém ndo, trir & mot ngudi
tinh nguyén trong nhém ding néng d6 0,0025% sau
khi nh6 mét 15 phat vao ngay thir nhét, véi ndng 46
clia dang acid Tafluprost 12 0,144 ng/mL.

(Luu y: Nong d6 cia thudc ndy 12 0,0015%).

3. S6 lidu an toan tién lam sang

. BPgc tinh cdp (liéu chét gan diing)

Pudng ding

Lodi Pudng udng Tiém tinh mach
Chudt céng > 100 mg/kg >3 mg/kg
Ché - > 0,03 mg/kg

TAILIZU THONG TIN CHO CANBQ Y TE

Déc tinh nhén cdu
Dung dich nhé mét Tafluprost nhé vao mit khi
2 lin/ngdy trong 52 tudn & ndng d6 0,0005% dén
0,5%. Khong thiy c6 ddc tinh déng ké trong
qui trinh diéy trj milc d& d8 thiy céc tic dung
thudc nhém twong ty PGF,, (bao gom nhiém séc
méng mit, nhim sic t6 mi mat, gidc mac hoi
nhudm mau huynh quang, ...). Nhé mét dung dich
Tafluprost cho thdy dung nap rét t6t khi ding dén
1idu 0,05%, va lidu ding khéng c6 doc tinh d3 dugc

* két luéin 12 0,05%.

[HOALY]

Tén khoa hec: Tafluprost

Tén héa hoc: 1-Methylethyl (5Z)-7-{(1R, 2R, 3R,
5S)-2-[(1E)-3,3-difluoro-4-phnoxy-1-butenyl]-
3,5-dihydroxycyclopentyl}-5-heptenoate

Cong thirc cdu tgo:

Cﬁng thirc phﬁn tir: Cst34,F 205

HO

@

Trong lwgng phén tir: 452,53

Mo td: Tafluprost 13 dung dich nhét, khéng mau
dén vang nhat, tan manh trong ethanol, diethyl ether
va acetonitrile, va hiu nhu khéng tan trong nurér.

=

[BAO QUAN/HAN DUNG] ;

(1) Bao quén & nhiét 49 1- 30°C trong lo thudc dugc
dong kin.

(2) Ngay hét han dugc gh1 trén nhan va hop thudc.

(3) Han ding: 24 théang ké tir ngdy san xuét.

(4) Khong dung thudc qué han sir dyng.

(5) Huy bé thudc sau khi mé 1 thing.

[QUY CACH PONG GOI]
Hop 1 1o nhya 2,5 mL.

S
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SANTEN PHARMACEUTICAL CO., LTD.

Nha sén xuﬁt SANTEN PHARMACEUTICAL CO., LTD.

Vin phong: 9-19, Shimoshinjo 3-chome, ngashlyodogawa-ku, Osaka 533-8651, Japan -
Tel: +81-6-6321-7045 Fax: +81-6-6325-8209.

Nha méy Shiga: 348-3, Aza-suwa Qaza-shide, Taga-cho, Inukami- gun, Shiga, Japan

Nha phén phéi: VIMEDIMEX BINH DUONG
S6 18 L1-2, VSIP II, dudng s 3, KCN Viét Nam - Singapore 2, Thit Du Mét, tinh Binh Duong

Théng tin chi tiét vé sin phim, xin vui 10ng lién hé:

Viin phong dai dién Santen Pharmaceutical Co., Ltd. tgi thanh phé H3 Chi Minh

Phong 1406, TAng 14, Tda nha Empress Tower, 138 - 142 Hai Ba Trung, P. Pakao, Q. 1, TPHCM.
Tel: (+84) 8 3824 2585; Fax: (+84) 8 3824 2586




