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1. NAME OF THE MEDICINAL PRODUCT

TAFLOTAN 15 micrograms/ml eye drops, solution

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

One ml of eye drops, solution, contains 15 micrograms of tafluprost.

One bottle (2.5 ml) of eye drops, solution, contains 37.5 micrograms of tafluprost.
Excipient: 0.1 mg of benzalkonium chloride in one ml of eye drops, solution.

For a full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM
Eye drops, solution (eye drops).

A clear, colourless solution.

4. CLINICAL PARTICULARS
4.1 Therapeutic indications
Reduction of elevated intraocular pressure in open angle glaucoma and ocular hypertension.
As monotherapy in patients:
o insufficiently responsive to first line therapy
O intolerant or contra-indicated to first line therapy

As adjunctive therapy to beta-blockers.

4.2 Posology and method of administration

Posology
The recommended dose is one drop of TAFLOTAN in the conjunctival sac of the affected eye(s) once

daily in the evening.

The dose should not exceed once daily as more frequent administration may lessen the intraocular
pressure lowering effect.

Use in elderly:
No dosage alteration in elderly patients is necessary.

Use in children and adolescents:
Tafluprost is not recommended for use in children or adolescents below age 18 due to a lack of data on
safety and efficacy.

Use in renal/hepatic impairment
Tafluprost has not been studied in patients with renal/hepatic impairment and should therefore be used
with caution in such patients.
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Method of administration

To prevent potential contamination of the solution, the patients should not touch their eyelids,
surrounding areas or any other surfaces with the applicator tip of the bottle.

To reduce the risk of darkening of the eyelid skin the patients should wipe off any excess solution
from the skin. As with many other eye drops, nasolacrimal occlusion of gently closing the eyelid after
administration is recommended. This may reduce the systemic absorption of medicinal products
administered via the ocular route.

If more than one topical ophthalmic medicinal product is being used, each one should be administered
at least 5 minutes apart.

4.3  Contraindications
Hypersensitivity to tafluprost or to any of the excipients.
4.4  Special warnings and precautions for use

Before treatment is initiated, patients should be informed of the possibility of eyelash growth,
darkening of the eyelid skin and increased iris pigmentation. Some of these changes may be permanent,
and may lead to differences in appearance between the eyes when only one eye is treated.

The change in iris pigmentation occurs slowly and may not be noticeable for several months. The
change in eye colour has predominantly been seen in patients with mixed coloured irises, e.g. blue-
brown, grey-brown, yellow-brown and green-brown. The risk of lifelong heterochromia between the
eyes in unilateral cases is obvious.

There is no experience with tafluprost in neovascular, angle-closure, narrow-angle or congenital
glaucoma. There is only limited experience with tafluprost in aphakic patients and in pigmentary or
pseudoexfoliative glaucoma.

Caution is recommended when using tafluprost in aphakic patients, pseudophakic patients with torn
posterior lens capsule or anterior chamber lenses, or in patients with known risk factors for cystoid
macular oedema or iritis/uveitis.

There is no experience in patients with severe asthma. Such patients should therefore be treated with
caution.

Benzalkonium chloride, which is commonly used as a preservative in ophthalmic products, has been
reported to cause punctate keratopathy and/or toxic ulcerative keratopathy. Since TAFLOTAN
contains benzalkonium chloride, close monitoring is required with frequent or prolonged use in dry
eye patients, or in conditions where the cornea is compromised.

TAFLOTAN contains benzalkonium chloride, which may cause eye irritation. Avoid contact with soft
contact lenses. Remove contact lenses prior to application and wait at least 15 minutes before
reinsertion. Benzalkonium chloride is known to discolour soft contact lenses.

4.5 Interaction with other medicinal products and other forms of interaction

No interactions are anticipated in humans, since systemic concentrations of tafluprost are extremely
low following ocular dosing. Therefore, specific interaction studies with other medicinal products
have not been performed with tafluprost.

In clinical studies tafluprost was used concomitantly with timolol without evidence of interaction.

4.6  Pregnancy and lactation

Women of childbearing potential/contraception
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TAFLOTAN must not be used in women of childbearing age/potential unless adequate contraceptive
measures are in place (see section 5.3).

Pregnancy
There are no adequate data from the use of tafluprost in pregnant women. Tafluprost can have harmful

pharmacologic effects on pregnancy and/or the fetus/newborn child. Studies in animals have shown
reproductive toxicity (see section 5.3). Therefore, TAFLOTAN should not be used during pregnancy
unless clearly necessary (in case no other treatment options are available).

Lactation

It is unknown whether tafluprost is excreted in human milk. A study in rats has shown excretion of
tafluprost in breast milk after topical administration (see section 5.3). Therefore, tafluprost should not
be used during breast-feeding.

4.7  Effects on ability to drive and use machines

Tafluprost has no influence on the ability to drive and use machines. As with any ocular treatment, if
transient blurred vision occurs at instillation, the patient should wait until the vision clears before
driving or using machinery.

4.8 Undesirable effects

In clinical studies, over 1200 patients have been treated with tafluprost either as monotherapy or as
adjunctive therapy to timolol 0.5%. The most frequently reported treatment-related adverse event was
ocular hyperaemia. It occurred in approximately 13% of the patients participating in the clinical
studies with tafluprost in Europe and the US. It was mild in most cases and led to discontinuation on
an average in 0.4% of patients participating in the pivotal studies.

The following undesirable effects related to treatment were reported during clinical trials with
tafluprost in Europe and the US after a maximum follow-up of 12 months:

Within each frequency grouping, adverse reactions are presented in order of decreasing frequency.
Eye disorders

Very common (>1/10): conjunctival/ocular hyperaemia

Common (=1/100 to <1/10): eye pruritus, eye irritation, eye pain, changes in eyelashes (increased
length, thickness and number of lashes), dry eye, eyelash discolouration, foreign body sensation in
eyes, erythema of eyelid, blurred vision, increased lacrimation, blepharal pigmentation, eye discharge,
reduced visual acuity, photophobia, eyelid oedema and increased iris pigmentation.

Uncommon (=1/1000 to <1/100): superficial punctate keratitis (SPK), asthenopia, conjunctival
oedema, blepharatis, ocular discomfort, anterior chamber flare, conjunctival follicles, allergic

conjunctivitis, anterior chamber cell, conjunctival pigmentation and abnormal sensation in eye.

Nervous system disorders

Common (>1/100 to <1/10): headache

Skin and subcutaneous tissue disorders

Uncommon (>1/1000 to <1/100): hypertrichosis of eyelid

4,9 Overdose
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No case of overdose has been reported. Overdose is unlikely to occur after ocular administration.
If overdose occurs, treatment should be symptomatic.

5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Pharmacotherapeutic group: Antiglaucoma preparations and miotics, prostaglandin analogues
ATC code: SOIEE05

Mechanism of action

Tafluprost is a fluorinated analogue of prostaglandin F,,. Tafluprost acid, the biologically active
metabolite of tafluprost, is a highly potent and selective agonist of the human prostanoid FP receptor.
Tafluprost acid has a 12-fold higher affinity for the FP receptor than latanoprost. Pharmacodynamic
studies in monkeys indicate that tafluprost reduces intraocular pressure by increasing the uveoscleral
outflow of aqueous humour.

Clinical effects on intraocular pressure

Reduction of intraocular pressure starts between 2 and 4 hours after the first administration and
maximum effect is reached at around 12 hours after instillation. The duration of effect is maintained
for at least 24 hours. Pivotal studies with a tafluprost formulation containing the preservative
benzalkonium chloride have demonstrated that tafluprost is effective as monotherapy and has an
additive effect when administered as adjunctive therapy to timolol: In a 6-month study, tafluprost
showed a significant IOP lowering effect of 6 to 8 mmHg at different timepoints of the day as
compared to 7 to 9 mmHg with latanoprost. In a second 6-month clinical study, tafluprost reduced IOP
by 5 to 7 mmHg as compared to 4 to 6 mmHg with timolol. The IOP lowering effect of tafluprost was
maintained in the extension of these studies up to 12 months. In a 6-week study, the IOP-lowering
effect of tafluprost was compared with its vehicle when used adjunctively with timolol. Compared to
baseline values (measured after a 4-week run in on timolol), the additional IOP-lowering effects were
5 to 6 mmHg in the timolol-tafluprost group and 3 to 4 mmHg in the timolol-vehicle group. The
preserved and the non-preserved formulations of tafluprost showed a similar [OP-lowering effect of
over 5 mmHg in a small cross-over study with a 4-week treatment period.

Secondary pharmacodynamics

When rabbits were treated for 4 weeks with a tafluprost 0.0015% ophthalmic solution once daily, the
optic nerve head blood flow was significantly increased compared to baseline when measured by the
laser speckle flowgraphy on Days 14 and 28.

5.2 Pharmacokinetic properties

After once daily administration of one drop of tafluprost 0.0015% eye drops to both eyes for 8 days,
plasma concentrations were low and had similar profiles on days 1 and 8. The plasma concentrations
peaked at 10 minutes after dosing and declined to below the lower limit of detection (10 pg/mL)
before one hour after dosing. Mean C,,,x (24.4 and 31.4 pg/mL) and AUC .5 (405.9 and 581.1
pg*min/mL) values were similar on days 1 and 8, indicating that a steady drug concentration was
reached during the first week of ocular dosing. No statistically significant differences in the systemic
bioavailability between the preserved and unpreserved formulation were detected.

In a rabbit study, the absorption of tafluprost into the aqueous humour was comparable after a single
ocular instillation of unpreserved or preserved tafluprost 0.0015% ophthalmic solution.

In monkeys, there was no specific distribution of radiolabelled tafluprost in the iris-ciliary body or
choroid including retinal pigment epithelium, which suggested low affinity for melanin pigment.
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The principle metabolic pathway of tafluprost in humans is the hydrolysis to tafluprost acid and
further beta-oxidation to the pharmacologically inactive 1,2-dinor and 1,2,3,4-tetranor tafluprost acids,
which may be glucuronated or hydroxylated. Cytochrome P450 (CYP) enzyme system is not involved
in the metabolism of tafluprost acid.

5.3  Preclinical safety data

Non-clinical data reveal no special hazard for humans based on conventional studies of safety
pharmacology, systemic repeated dose toxicity, genotoxicity and carcinogenic potential. As with other
PGF2 agonists, repeated dose topical ocular administration of tafluprost to monkeys produced
irreversible effects on iris pigmentation and reversible enlargement of the palpebral fissure.

Increased contraction of rat and rabbit uteri in vitro was observed at tafluprost acid concentrations that
exceeded 4 to 40 times, respectively, the maximum plasma concentrations of tafluprost acid in humans.
Uterotonic activity of tafluprost has not been tested in human uterus preparations.

Reproduction toxicity studies were performed in the rat and rabbit with intravenous administration. In
rats, no adverse effects on fertility or early embryonic development were observed at systemic
exposure over 12 000 times the maximum clinical exposure based on C,,,x or greater than 75 times
based on AUC.

In conventional embryo-foetal development studies, tafluprost caused reductions in foetal body
weights and increases in post-implantation losses. Tafluprost increased the incidence of skeletal
abnormalities in rats as well as the incidence of skull, brain and spine malformations in rabbits. In the
rabbit study, plasma levels of tafluprost and its metabolites were below the level of quantification.

In a pre- and postnatal development study in rats, increased mortality of newborns, decreased body
weights and delayed pinna unfolding were observed in offspring at tafluprost doses greater than 20
times the clinical dose.

The experiments in rats with radiolabelled tafluprost showed that around 0.1% of the topically applied
dose on eyes was transferred into milk. As the half-life of active metabolite (tafluprost acid) in plasma
is very short (not detectable after 30 minutes in humans), most of the radioactivity probably
represented metabolites with little, or no pharmacologic activity. Based on metabolism of the drug and
natural prostaglandins, the oral bioavailability is expected to be very low.

6. PHARMACEUTICAL PARTICULARS
6.1 List of excipients

Benzalkonium chloride

Glycerol

Sodium dihydrogen phosphate dihydrate

Disodium edetate

Polysorbate 80

Hydrochloric acid and/or sodium hydroxide for pH adjustment
Water for injections.

6.2 Incompatibilities
Not applicable
6.3  Shelf life

3 years.
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After first opening the bottle: 28 days.
6.4  Special precautions for storage
Do not store above 25°C.

Store in the original carton.

6.5 Nature and contents of container

Transparent polypropylene bottles with polypropylene dropper tips and high density polyethylene caps.
Each bottle has a fill volume of 2.5 ml.

The following pack sizes are available: cartons containing 1 or 3 bottles of 2.5 ml
Not all pack sizes may be marketed.
6.6  Special precautions for disposal

No special requirements.

7. MARKETING AUTHORISATION HOLDER

Santen Oy
Niittyhaankatu 20
33720 Tampere
Finland

8. MARKETING AUTHORISATION NUMBER

[To be completed nationally]

9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

<{DD/MM/YYYY}> <{DD month YYYY}>

10. DATE OF REVISION OF THE TEXT

MM/YYYY}

Taflotan MD Product Information (SPC, labelling and PL) in QRD Version 6 100308 6/6



BIHE 2(1/7)

1. EEL4L

TAFLOTAN 15pg /ml SR

2. Ml (RaBIUER)
ImHicZ 77 x k 15pg 2 a1 5,

1 2.5 ml) O AIRAl. EIKICZ 77 a A b 37.5ug ZEaT b,
WAL 1 mlTiZ 0.1 mg DX WL a=v Ak EEET 5,

BRINFNO—E Iz TlEE' 7> a v6.1. 28ROz L,

3. AAE

SHRAN, S (RIRAT)

4 (0375 W VR
4. BRRAREEK

4.1 EISIE

DR A A fk N P s X OV IR ESE 12 B 1 DIRED F ik
BAEEE LT

o FIBRETHORIENE NIRRT HBE

o I EIRIICEBMENRN, HOHWIES TH D HEE

BT HFRIEIC 31T L OF AR

42 M- HE
&
Z7ng s OHESERHEIL, BEIROKEEIC 1A A, & 1 5ERIR,

HREMEZEBEL TIWT 2, #HEHELZBX R GEIRETHRIR D S5 L
VAR SR

EEE A~ S
HAEZEEOMEIT /20,

INBE~D RS-
K77 a A RO 18 FARGED/NEESDOEEHZHOW T, ZBaMER XOEZIMEN N L
TW W= OHELE X 70,

Taflotan MD Product Information (SPC, labelling and PL) in QRD Version 6 100308 1/7



BIHE 2(217)

BEEL L OHFEEEE~ORS
2707 u A NOBEERS X ORFEEEFE~OREGIZOWVWTIEMIE I N TV 2N E
HICKRETHZ L,

ik

HENGIETIE DT 5ae O Sebm A IRIE-CIRE L ER I il Za v 2 &y

RAG B & ~DRILAE R IE DT RIRFHIR IR FF IOV SR I3 ST WD 2
Lo ZLORIRAIERIUT L 91T, HIR%R W<V LA L D Z LIk 0 SRS 2 PA%E
SELZLEMET D, 25922 LIk, IRDDDEEIT XD FA DS W)
BT 5%,

LD SIRAN & PEAT 2581213, 27 L b 5 AU EOMMZ &1 TRIRT S 2 &,
43 H2

AFN ORI 5E LIS BOE DBEERE D & % 1838

44 HEAREANEEFHLEERS

IBHRBAGETIC, BEITH L, FEEOME, IRMEFRILE BB L IR R EE DT
DAREMENR DD Z L Z2MbEL L, TNUHDIERD 5 HEED BIALBIRNE Db &
D FIRIZHRRE LIS A3 AEL AR EOZRBPRO NS WRENDR H 5,

I AREE TP VE#EITL, B0 HIZZOEITICRS 0 RWalgEEnH 5, BHom
DEALFBD BN L DIF, RITRAEOIWEEZ b OEHETH S (e.g., blue-brown, grey-
brown, yellow-brown X[ green-brown) . A HRIGHER ICHIT DM EAIED U A 7 13
LINTH D,

Z 77 a A b OME BT AR, PAZERR AR, PRI MARRNEE, SRR ERE
XD EEITONTIE, AR 2V, SR AREE . ARMERNEER X UM% E
PR 16 2 M HREBRIIR 5 T 5,

ZT7NTa R BKEREE . REBRBOHDIRA L > XIRAIR, £2130E L X
PEBE . FIPEEREEE, I RBIOT FUBEROY 27030 5 B8 &K E
TOHBITHEEICKRET S Z L,

7N 7a A OBEENRSEFITHT HEREITHOWNTIE, RN 2V O E R
5425z &,

RIRF OB & L T—RANICER S o a =0 AEbid, sUREE A EE
& B WNTHEFIMEABIEG Z RIA ST L OWMENRDH D, F 7 @FNrPFra=gh
WAt aEHT D0 RIATABEEIIAREEZ AT 288 13 L TR X
ORMEG2ET 5581003, EEERBIET L L,

ZaBURNEET LR L amy AT E BB S S 2 Enb b, Fi,
V7 haryE s N AOERERTASZ &, SIRETICaZ 7 ML XEA L, AR

BT EH IS EOMREE ST 27 FL U REFEEETLHZ &, UYL
o= LT, VT har BT NL U R EEASED,

Taflotan MD Product Information (SPC, labelling and PL) in QRD Version 6 100308 217



BIHE 2(3/7)

45 FHEER GEAlL £ o)
HI7NTua A NSIREGOX 707 a A N EFRE TS TRW=D, fHAEERITA Uk
CHEER SN D, o T, MOEKL X 707 a2 N EOMEVERICET R 5T

IZFENE L TV, BIRRBRICBITAZ 7 Lo X e FEu— LOFFH TIZEAEER
TR Lo T2,

46 Tw, BHE~DOHEE
BRI BT 7 2 M AR

W) 22 BEE DM T OV TR WR Y | GEIRFTREAEES. F 72 4HR T 2 [0 & 5 &t ~1X
EouR Lo EESELNWDE (B ar 5388

IR

szt 5% 7 v 7 a A NOFGIZET 5 ZEMIEML LT, ¥ 707 m A R

X, i E TR IR A IR EREEER 2 L 2T RN B 5, IR T

@%%éﬂﬁw ol (87 v a v S538M) , Liedd- T, IEIRFPIIIAME 2 LB
RO HIRWIRD (OB EERINE N 2 WIGE7e L) ¥ onx 2R LN &,

T \\\\\

&7»7DXF®EF%H¢A®%ﬁﬁ%d$%f%éo?VF@@%%%T@\%ﬁ

&5&@&7w7mkaﬁﬁ¢«®%ﬁ%‘b%hk(t&vays3§%>oLkﬁ
Y REE LT R N ERE LN b,

47 EE R OBREBRIERE I ~DFE

Z 7T m A MIERR N OBIREE B L, Z<ORPARK TRO LD &
T, RARFFIC —IRP RO R B FBL L 725613, SR 1T - & 0 32 £ Tl OB
BEE LNz &,

48 EIfEH

EaRERBR CTlX. 12004 22 HHEFICZ 707 e 2 NEAPEES LIZFE2—1 0.5%
BT LOFARIEEZFE LT, &b Z<ROONTEREERO D 5 HEFGITIRER A 1M
ThHholz, EUBIOT AU BICBITHZ 7071 A hORKERERREER 13%I2B8 W0
T, REKAEMAFED Hivlz, 89D %hkﬁﬁi‘ﬁﬁu@i&ikh&“bi%ﬁ?%w B A LR
SBINBEE TR ILICE > - DITFY 04% Th - 77,

TREOIBFEEEDEIEM L. EUBIOT AU BIZBIT 52 707 1 X kDK RER T
FORE 12 5 A OBBRRETICHRE SO TH D,

FEWERBECRBUBEE ORm - REIEA D LRE#ET 5,
I
FEHIZL RO BT (21/10): FfiEFE i/ RRER 72 if.

it

Taflotan MD Product Information (SPC, labelling and PL) in QRD Version 6 100308 3/7



BIHE 2(417)

% < O HILTZ(=1/100 to <1/10): IRFEFEE, ARG, IRJE. FEOEML (B, K<, £<
2572E) . RIATA, HEOEM, Bk, IRBRR, B0, mESEN, RSB
. BRI, HIMET, &0, IRIGEE, g aRis oklT,

HE VD LN T2 (>1/1000 to <1/100): SUIRFETE AR IR Y7, FEREEE, R
e, IR, AiE 7 V77, MR, 7 LV . miE PRI, AR
Tk, RO R,

PR R P

% < AL (21/100 to <1/10): B

PaJ H6 KON T ALk e

HE VRO BN T2 (21/1000 to <1/100): HRIE D% BIE
49 BREHRSE

R TS STV RV, R, R GSEED DD T L EE TV,
B HNRD B EIE, *HEREE FERT 5 Z &,

5. FREFARKH

51 FFAR

WL sy PURNIRRGE . MRS, T r 22 7T U UK
ATC 71— [ : SO1EE05

TER T

RINTOARNITOAREZT TP By D7 v B TEAHFERTHD, XTIV TR
NINVR AT Z TV T a A ROIEEREWTHY . & bOT R AZ ) A FFPZEED
fi b THR S CIBIN 2R EEN K CTH D, Z 707 a2 N HILAR UL, FPEZREIZR L.,
5 7Ta AN REEWVEIMEEZ SO, TUICEIT AR TIX, ¥ v e
A RBSE D EEEREE D OFEKRHEZNSE5 2 Licky, BREZTHEIESZ
EDVIREB STV D,

AR Z %t 9~ 2 B R Zh 3

WIELEARTE 2~4 RO FICIRIE FRENSAE U, R KIRE PRI D b vz OIXAIRK
12 TH oz, IRIEFRBEIRIZD R &b 24 MR S N-, NP ra=v i
I EBHERIE LTCEETAHAZ 707 a2 NFIOERZ VAR TIZ, #7172 A K

ITHEAR S TANTHY . FE o — VBT B 0FRBEEICB W TR RS 5 = &

DRBENTZ: 6 ARBRICBWTC, ¥ 707 B A NMITH /70 A D T7~9mmHg &t
i L 6~8 mmHg DA & 72 RIE TN 2 HNOKRER: R TR LTz,

B 6 H AFEERRBRICIHBNT, FEr—LNRES 4~6 mmHg FRESE-DICR L,
2707 a A MES~TmmHg IRIEZ FRESH7, #7107 n X NORETFRERITIIN
OO RER T 12 » HMERF SN2, 6 BMRBRICB W T, FEr—/L L OJFEEICE

FAH2 707 a X NOIRE TR ETFEr — L —EHREE L, R—ZXF 4 Ul

(FEu— /L{RRICL D 4 EROBEAMRBE) Ll T, FEr— L X T LT B A

Taflotan MD Product Information (SPC, labelling and PL) in QRD Version 6 100308 a7



BIHE 2(5/7)

s OB FETEDIRE T 2S5 ~6 mmHg, F € m—/L— EAIFETIL 3 ~4 mmHg Th -
Teo /B B 2 A — N—3RBRIZ IS 1T 5 4 W OTR R Tl BIEAIE A B L OB
HFEGHED L 77 v A NFNIFEREOIRE FEMREZ R L, £ OIRE PRI
5mmHg LA EToH o7,

FINENE SR

TYXIIZH T LT AR 0.0015%ARKA 1T H 1, 4 ABERLEZEZA, L—F—2R
Ay 7V EAETAAER 14 B & 28 H BICHIE U 7= AR FLEA O Mg & 2%, ~X— R
TA e LAEICEMLT,

5.2 ZYEhRE AR

X707 A R0.0015%8IREZ 1B 1R, 8HM., MR (WiR) L2 A, #7170
A2 FOMAFEEIIELS . SIRIBEESEEO T a7 7 A UTELP LW, #7171
A b O EEE TSR0 B ISk m a2 s U, SRR % £ Tl RS (10 pg/mL)LL
T2l oz, PR EMPIEE (Cpax: 24.4, 31.4 pg/mL) 3 J OVEFEHAR T EFS (AUC.10 0
405.9, 581.1 pg*min/mL) fEILAIRTH H E8H BIZHBWTHEBIL T v | i H SEP R A3 i
IRZRIEMORICZET D 2R Lz, WEREGEBLOMBAREEEDO X 77 1 A
UKD X 7N Ta A NEHNAFTT XA TZEY T 41280 T, MatFEBEEITRD
o T,

Y X W B ER TR, BEAIEHE EHERFEEHR X 7 v e A b aRIK0.0015%
DOHEF 5%, #7070 A NOEK~OBITIIRBRE TH -7,

L& =B B T, H%—%ﬁ%%b<@%ﬁé$i&%@ﬁ%%ﬁm\m%
MAER 2 7 V7 a0 2 ORI SMITR D SNT, AT = OB A~OFHMEMENZ &
MPIRIE X 77,

b MZBT2Z 7070 A FO—RMHTREIZ, #7107 1 A R VR CEEAS~DINKSY
g, = L C., FHEFERARIEMEL2-dinords 1L TV,2,3,4-tetranor % 7 /L7 18 A N B LR R~
OBt T 5, ZNHLONRBEWIEZ, Z A7 o Bt s LATABILEN TS Z LR H
%, F b7 v LP450 (CYP) DEEFRRIZ., X 707 A R AVR CEEOMREHIZEES L
l, \

53 FEKRZEMT -4

— M7 AR MER G BT 22 EE, Binmtt. BEIEICEE T 5 IERRR
B — 20 bk, b MO T DERMEITRIZRED b o7z, o PGF2 /EEhEE & [F C
£z, 77 a A FOVICET B KESIRERR TIX, Ry aizitsgs
L O 2R IR L DO PEIE D H i,

invitro lIZBIT2 7 v FBIXRUYEFOFE T, B hoZ 7070 2 BV Ui
MHEED 4~40F 2B 25 & FEIER M L7z, & FOTE] 5&6&7»7&1
kO EIHEVERNZ B3 2 BB IZ G S LTV 7R,

T v MBI XEBITLEIRNE G X540 EERRZ2EE L7, 7 > MW T
I, PFHREMFRE (Chl %O<Wm%ﬁ%$a®1mmP HDHUNT, AR
T (AUC) IZE S I lGRIBREED 1552 &5 L5412, HAERE X OWIHIR
FAIITREIIRD SN Do T,

— R R - BRI RAERBR I W T, Z 77 e X MIBIROEREEZED S8, EXE

FEUREEME T, £lo, VX2 AW EEERICSWTL, B, KM, BHEOH
FEORBRZHMSEIZT TR, 7y FOEYERIZIENT, B ORI H N

Taflotan MD Product Information (SPC, labelling and PL) in QRD Version 6 100308 5/7



BIHE 2(6/7)

Sz, UHXERHWEEIER X, ¥ 7 e R N EREY O ME T E &R
KU TFThoT,

Z v FOHAERIE I OHABRREERBRICBWT, ¥ 7V A REREHED 20 %428
25 & AFT v MIETEROEM, KEORD . ENBEROBENIRD L,

WSR2 77 a A N R L7-T7 v hOEERICBW T, RIRL7-X 7107 nm
A NI 01% DA ~OBATH MR SN, IR (77 a X NONVKRVEE) O
MAEF I IEF IE 2D (B FTIE, 30 0% T | BEHEED S
SIXHBIEEZIZEAE LR WREM TH D, Y7V Ta A NEBRBETaRE TS
YOV ORFHZE S L RAARS AT A T Y T 4 1F3EFITERNE W D,

6.  BIF|IFZARHK

6.1 WY —&

Ry o= ALY

7 Ut a—)

UUle—KFEFT Y UL KN

=5 NS R U A

AU Y L— K 80

pH FHHEH & U CHEME £ 713Kk b R U o7 A

K (ESH)

6.2 BEAHEER

A=A PN

6.3 fEAHR

34

BHEf 1% 28 H

64 BHRELEOEE

25°CLLTFCRET D Z &,

FU TN ET D L,

6.5 A%k

.

Ry FaLrd ) AN, @EER)ZFLLOXF vy v IRONTEERARY oL
I 2 2.5 ml

LA DBREZIEIMEAY (45 2.5 ml )
RO A ANRHRIND SRS 7220,

6.6 FEELOER
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8. KBEE

[To be completed nationally]

9. [EBRFEAHKBEEHHE
<{H/H/HFy><{H H F}>

10. BmEtSiEE TR H

{H/4F}
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1.7 AERM&A—E

S AL RS LR SRR & A5 7 A 4 775 o D0 FIRIE FRSET, B
tamcrpsncnss s 7axt (o, 7oy o

fr (e worss70x0 (R0 0000 23

MEFRICEIR L. (R 7-1),



Yo —/L 1.7 FIFLREZ S

=71 AERMR—EXR

RHE DAL BBENREENHLEE

1. EERE(ROBFICITEEICRETEHIL)

NEKBARBRIFBEAL U XEARDEE[HE
TERGERZEZECERFE. RUETIIC
FORMNETERCTEOHRENHD. ]

DREXMBERIEDREEDNHLHEE [HEF
FEBIERIIFRTEEETNLHD. ]

NRAXK MR SEIRR)DHLHBEH[EET
RELFAAON-EDHRENDHD. ]

4)030%. . IRIEE M55, EiF. RILFEF~
D5 I1NESH]

REE A7 )LTORE S%/7ARK AVY7REIIL D/TARk FSARTORbE
. , (tafluprost) (latanoprost) (Isopropyl Unoprostone) (travoprost)
A 570R RILH00015% I I L =
i st r— = . I
FE4E A - I I I
BT A _ _ = -
BEEEAH - - I -
SRAIES - I N N
LZEER HO
; \\\\E/\/\H/Ow/
Q\/w@o °
HO F F i
wmaz | EwE B —
ImLB(ZATILTORME5ugE EH T 5,
ARV ILR—R80, BT TFNEEF b —
Yo LK. VOB ZKFEFRIDL AN
UYL A= LB, pHEREIF
B R RN, SEREAE ] ] ]
Fik-AE 1E1E, 1B 1ERET 5, | | |
| (RE-RECEETIEALOTE) | —
HEER G ICRYRIETRAERAREE T ST REME !
K BBOT, 1H1EERZ TRELELCE, | I
SO Sl | ——
EEEDTE ERROBEICIIHELGNCO)] |
. 1
2



Yo —/L 1.7 FIFLREZ S

=71 AERMR—EXR

— B & FR

A7) TARE
(tafluprost)

S//7O0Xk

(latanoprost)

A4v7oE)L o/7aRbY

(Isopropyl Unoprostone)

FSARTOXE

(travoprost)

2. BEELREKEE

NAFIDZEIZEKY AT CREADERILE (A
SZUDEM) IZLHBIAZEIE. HHWIIEERE
DEZEEDRHOONDZIENHD, CLIEFE
DML THRAIZETL. 5D IEIZKYE
95, BEEALZIERVIREARNDZ EIZD
WTIE, 5 IERBRRITEE, HANEIEFT
BAREED B EHH ., M FEEAELICDONTIEE
BErhit %3 HELENEARESN TNV, B
ERIFOEETIIUEORFALILITAREICE
HLNED ., BEEOHEBIIFDEE (BAAIC
ZLVICBVWTEEIELRHLEN TS 4K
R 5NIEE. EARTIZORAIZENEL
BAHEELH D, CNOHDIEKRICDOLNTIL, REA
HEERAT2IZESNTLENDT, BEETE
HMIZZRL., +08RTHE REITELT
. CNSDERIZDODVWTEEIC+2ERBAL, £
- . IREEEALIL. REAEDOZELDFHHLHL
[FERFDT=. IREDEICEIREREEIZD
WIS AIZIE, KKAERED ., REET HEOIEE
FIRETHIL,

) ARFIRERIHARLEEE (ARREBAEX.
RRABEX, AREUVLA)DHoHONEIEL DS
DT, LAS, BERK, BEZDBEEERIFE
THEEICIE. BELIZRZTILS5EBEICHRET
5L,

NAFZHAEBABRANEREEICIRET DG,
FERREBALRNIENDEEICRETHIENE
3EL/L\0

HARFID HRE . —BHIZERNRNEEAHD
=86 . TDERHDEIE T 5F THEMIBDRIE®
HEEEOEKICIIRBSELEVEIFETSHS
&Eo

—REI R R

227)L7ARK

(tafluprost)

S4/70Xk

(latanoprost)

Avy7aE)L /7axRby

(Isopropy! Unoprostone)

FSARTOXE

(travoprost)




Yo —/L 1.7 FIFLREZ S

=71 AERMR—EXR

— B & FR

A7 )LTAXRE
(tafluprost)

S42/70Xk

(latanoprost)

3. Bl{ERA
KGE 483 Bk, BIMER (BRRRREBEEELEH%E
) AEHOLNI=DIL 326 $51(67.5%)THo1=. £
HEMERIE. #5EF M 151 #(31.3%) . EEDE
93 14£(19.3%), FOEER 85 14(17.6%). AR HIligk =%
65 4 (13.5%) . BT B FRILE 39 HB.1%)ETH-
f=o (REBHF)

D EXGZEIER
HMEBRILE B1%) WEBERLELNHLD
NBHTENHA=. BEEZEHMICBRL. AU
FPRIRLBELNHOONISHIZIXERKIREIC
BLTHREEHRILETHIL,

Av7OE)L o/7aRMY

(Isopropy! Unoprostone)

FSARTOXE

(travoprost)

=
]




FYa—/L 1.7 AR

=71 AERMR—EXR

A27)L7AXk S4/7AAK Av7OE)L o/7aRMY FSARFTOXE

— AR RI R TR
(tafluprost) (latanoprost) (Isopropy! Unoprostone) (travoprost)

(2)FDinEI1ER
BMERMNROONT-EEICITEEESIET
BIEEBUGNEZITICE,

5% £ 1~5%FK#E | 0.1~1%KiH
fEERM.BEE | BE.RBE | #ETHEL
NDEBBEEN |HZLE.B
RAOKRBL | BEFVR
H5FE).EO5E |BB. EH.
BT, E | BREEE.
MR . REE | RBEX. R

B mxm. Ak |E.BH.
EBAEAE | HETE
O £
= BOEY
BGEAE. B
[FDxEE)
FE B T3 HEN
BER
B - T -
AST(GOT) ALT(GPT) E
tHE . RE|HF. v -GTP
BB, M | £R. RES
Zott _ EHYSG L | P PRk
s . K
b, REL
2

L

4. EFHE~DERE
—RICERECIIEE#ENMETLTLNSDT
FETHIE,

5. 117, EiR. RILBE~DKS

DIERXITFEIRL TS A BEE D H AR AIZITAE
BEEDAERELNERYEZE LRSEHIHEIN D5
BIZOABETEHIL, [FIRPOEHESIZEATS
REMIFEIL TGN, BH. IR TILIE
IRSYMZEIRMZR S L1=154. 30 pe/ke/B (B&
FRRAE*D20001%) TIXEFHERVEKREKIE
REERQEMAAHLN, 10 pg/ke/B (BRIKEE"
DFI6T0E) TIIRBDORBIZHTHEERRR
AREDOEERUVHREREIL) NEBHONT, F
RO FICEIRAZRSLI-54S. 01 ue/ke/B
(BERFAE DI6.71%) TIXRE. BRELETE
DM, ERE-BEERBOBFLVENHEIN,
0.03 pg/keg/ B (BRERFHE* D21Z) TIZEFREMN
Boontz, FIR-BASYMIEBIRRZS L
BE.1 ue/ke/ B BRERAE DO#9675) TIXBEH
MOBBEAFABRRUVHAERDIBEFERDREN
Roontf, F-. BESYMNFEZRWEER
TlE.BRAE RRREHOHEMEHEE




Yo —/L 1.7 FIFLREZ S

=71 AERMR—EXR

— B & FR

A7 )LTAXRE
(tafluprost)

S42/70Xk

(latanoprost)

Av7OE)L o/7aRMY

(Isopropy! Unoprostone)

FSARTOXE

(travoprost)

(30 pg/mLkKjim) DFI33IME. FU/N\IFEEEIZT
BEL-HETORDIEFELEYRE024
pg/mLEK i) DFI420fE T, FEIBADIERAMN
FHLNTIND, ]

* A%l 0.0015%7% 60kg D EHDOMARIZ1[E] 1% (30
uL) Z AR S L-EEDE 5 & (0015 ug/ke/
B)

)RIAPDWANIRE S HEEET, PTERT
BREYTHGRICEIBRAEPIESELIE (B
KR (Svb: RIRETZE) TAARAOBITHRE
STV, ]

6. NREADERE

BHAKRER . HIER. AR $HIRXIZ/NRIC
WIAEREMEIEHEILTUOEWL (FRARBRMNG
LY,

7. @RALEDEE

NFE5FES: SRAIZOAMERTEIE,

2) x5
BEICHLRDAISEETDHEOEET ST

&o

WMERELBILED-O. REEDEE, BRDE
A EER LN EWNESISEETHIL,

QREBLI-EZICRABEEEBEFIZOWN:15E
21, TCIZAZEmBH, HEKETHE,

OMb D RERFILBERTIBEICIE, Vet 5
SELLEOREREHITTERIETSIE,

(MR )= LEEMIZKYa 290 X
EERIETDHIELAHHDT, AVEILUX
FERLTWAB A, AERAEIICLYXE5
L. 2R 15 U ERBRICBERTLIE,

|
W

W




FYa—/L 1.7 AR

=71 AERMR—EXR

S42/70Xk

(latanoprost)

Av7OE)L o/7aRMY

(Isopropy! Unoprostone)

A7 )LTAXRE
— AR RI R TR
(tafluprost)
RIXEDERER —
& =&

FSARTOXE

(travoprost)
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1.8.1 ZfIXE ()

200040 A 1ERk CErkk=28 1 i)
TORAGS500VF, BERE
ﬁmﬁ = AR EfE A Al

Einu NHEEAEFES GEE—

Z7NT A EIRIE

Bk KA. EIRRLF
FERBR : SRV T VIR (3 4F)

EMEQLAEAICEYFERT S &)

5' 71 2 SRR 0.0015%6 (Z=%)

TAPROS ophthalmic solution 0.0015%

FEVa— 1.8 R TER

H AR R o o0 JA
871319
TR
FEAM Ik A S EAR L
fRTEPH 4G
[E| R 2008 4 4 A

§anten

AHNDRLAT fobﬁﬂ;&f“ DOEEERE DB S BE

CRE R - 14K
B 98 4| X7e AR 0.0015%
H ® Bl | o ez
& ImL ) | 15pg
AP V—h 80, 7 UYL =7 N RID 2K
WM | R ARG NID A, L a= ML
W pH FEH
pH 5.7~6.3
£t | 1.0~1.1
Jle | VRN, MR KME S IRA
(ZhEE-ZIE]

FEPIBE, =R A

(RZx-H=E)
10E 19, 1 B1EART2,

(R&%-RECEEYHSEALDER)

1
1
VBRSSO T R AN 35 AT REME
! BHHDOT, 1H1EEHEL TG LN L,

(FALDEE)

1EERS(ROBEICITERICRET S

1) MK SRR X ITER N L R4 AR O FRa IR CREfu bk
BT IEE & Lo BB E, R O USSR K T Ak
ZTEoHRERDHD, ]

2) & S B F OBEERE DI % B [ B E 2 AL,

MIFFERTDHDEENLDD, ]

IR (M k., SEIREK) D5 HBE EECIRIE L&A

MNBLNTZEDEENRH D, ]

4) Wbhe | PEdR , Bl [ TR, el L
DB

_

EI,M‘/\@}:FXLE‘J

*IRHT O LEZ T2 E S0,

2EEREKRNEE

D AFN O GAZED | ITECIRB ~DBHEILE (AT7=0 D
WM IC LA EFE. HAOVTIRFA O L B HHH
NDHZEDRHD, ZbITEEE ORIz
G IEIC s TS, IRBERZE L OIRE DS
FEAIZOWTIE, B G IER IR 2 IZTH R, HDOITERE
T HAREMENRBHDH, M AR IZ O T 5 1k
BHIE RN EDRHEZINTND, IREBILE O BE

T OGFE(LIZHMEICERDLND S, GO
EITEOEE (AR AIZW)IZB W THELBRD LI
TW5, FRHZHIRE 50856 EARCIIEOAHHIcEE
NAECDREMN DD, ZHHDIERIZOW T, EB;HE’J
RIERBTTELNTORNDO T, BREEZTEHRICS
B, FOEETHIE, BHICEL UL, ZRHOEIRIC
DOWTEFIT oML, £, IR EHRHZ L., IRE
@%%m@%%%émﬁiiﬁz@t&) B 5 OBITIRAMR
I 2 &4 O WEE AT, JKSE D), BT 5k
5%%&?‘6%@“5_&

2) ARFN B - oo A g bRz s GRUR R T AR | ok A
K ABROLA) BHLDONDIERHDHD T, LAD, Fﬁé
&, IR o B RIER B 3585 A120E, BEbHIZ
FTHILOBRFITIEE S H2L,

3K & PHIENR 4 N S B (T 54 D3 A, 8 AR
IRNZEDDEEICE 5T HZENE T,

DARKND FRE , — RN RNLZENH LT, &
DIEIRDEE T 5 FE THBIEOEESS B B B DR
IIIREESE R WIIEET DL,

gl A

IER 483 Bilrh | BIEA (BRARMREE R A8% &) 2

FRDHITZDIT 326 B(67.5%) Tz, FARBIVEMIL. Kl

Feifn 151 £ (31.3%) . FEED R 93 {4:(19.3%), ZH5ERK 85

F(17.6%), BRI 65 14 (13.5%) . AL BFE LA 39

(8.1%)% T oTz, (KFRHE)

NEXLEIER

WMEBRINE (8B1%) B ARLENHLDLNDIILEND

L, BEEZEHICEEL, Iy aEtsNbbbn-
AR EBIS U TR G2 45k,

2) Z DD EIEE
BIEHNRBO SN BE
WBEFTHIZE,

w

Nl @ o e [ R VANEB R A

Yo TH& ITHEATL



5%2L L I~5%ATM | 0.1~ 1%AT
FERE TS L, BEE | IRJE. ARBR | ASRE T
DODRFHEEN | MEZE, IR
F<LRL &L | IR, R
B O | BB, AW,
B IR, B | IR B R
0 Wk, IR | IREIE, 7t
W, mRERE | R, HR.
AR RO A | GBI
B b Rzl IR
O FH R GEFn
R, alE oK
)
A o bR HEN
PR
W EUE — HLBE —
AST(GOT) | ALT(GPT) L
LHORE | H . v -GTP
FIRRPE, ML | 5. IRBERS
Zofth — HAVT L | M, A EREREY
k5 n. [ i R
B RS
5
LS E~DEE

— R TR RE MR FL TV DD THERE TS
&o

50145%. iR, BARE~OKS

D) 3l SO TR L T B FTREME O B 58w NIZIXIRE LoF
WHEfERRMEZE ER S WS a0 A K ET5
Z&, DR O 5123 2% 2T L TV,
728, B SEER IR 7 > M ERIRIN & 5- L2354, 30
ug/kg/ B (B F & 020001%) Tl A M & O K%
JRFE 1= RO MMM &5, 10 pg/keg/ B (FaFE A & O
6701%) TIFM R DR E It T 22 (I LR E ORI K
OB HRBAL) DR BT, HRY ISR 5L
72856, 0.1 pg/kg/ H (FEFR M & OF96.71F%) TILiiE .,
HRBIE T RO, BAEH- A RO SNBSS
. 0.03 ng/keg/ B (BRRH & D2f%) TITIE A DR
o, TR I TyMIEIRNZEELEZES. 1
ng/ke/ B (B A OKIBTRE) TIIREM O E R B &
AR O4 B AFROIRMENTRO HiL, Fio, fT

o NE R O EBR TR, BRR A B IR A G RO HEE
MAEFIREEGO pg/mLATH) DFIB.3ME ., Fo I EEHRIC
THRRE U7 HEE S IR A T SR IR 2 (0.24 pg/mLA
i) OFIA2015 T, FEINFHE~DIEHADEROH I TND, ]

* A% 0.0015%% 60kg D BFEOMIRIZ1E 1§ (30 pl) %54

AP 5Lz & o $ 5. 8:(0.015 pg/kg/ H)

)AL PORNEETHIEERET, PTG
LHE IRz IS T8, [T IR (T v KR
B 53) THH R A~OBATHHRE SN TS, ]
6./NREADERE

*IRHT O LEZ T2 E S0,

EVa—/L 1.8 BT CESR
IR AT, Frae, 2R, RSO3 NRICH 544
PRI L TR (B R RRBR 2320
1EALDEE
D) F G50 IR o 452,
2) B 5B
BEICKHLRORICERETAIRET I,
(DFIE VB IO SIRDEE | RED IR E B H
(AR WNIDICIER T 528,
Q)R UL 72 E XTI DR B T IV G 81, 97X
WCSEDD, T AL,
M IRAI LGB EITIE, Dredéd 5 RNk
DEkg%E T TRIET52L,
@Y vamy MEEIZ I 2 IR U RS
BIENBHD T, B IR  RE AL TWBIEA .
MIRATICL Y REAAL, AR 15 3Bl Bk IC e A

T5H2L,

1.MEhEE Y
0.0025%% L< 1% 0.005%% 7 /L7 AR S IR IR AR EE R A% 7
FIOMIRIZ LA 1, 1 B 1B 7 BERERIBLZEX
TNT AN NNEERE Ch DL 7 VT AN VIR R
RO MAEF PRI, 0.0025%FED 1 1T 1 HEBOAR 15 %
A E T VT ANV BEED 0.144 ng/mL fRHE 7
DA TRTORER S TERBRR (F7 LT aAR:0.2
ng/mL., Z7 /L7 0 AN LAR TR 0.1 ng/mL) KJifi Tho
7o
(V) AAIDOP- L 0.0015% T 5,

2.8 TSRS IT Y
(% .9L)
0.005%°H-% 7 V7" e Ak iR IR &2 PV IZ B RS IR L7z &% |
T REI T AR AR AR IR0 243 A L A IR M NS IBECI  iR
% 5~15 43, JB/K, ML BARIK K OUKEIACIT iR 2
R Coerm O REIR FE 2 /R LT %%, BTl LT,

(R PR A f&]

LGS B A MR A8 A S B IR FEAE AR 109 sk LT
A2 L B PR GRS 55/ 7 AR (2 3
WL AAIOBE FREAIE 6.6mmHg (95%(F 48X [H 5. 8~
7.3 mllg) THY, MIELOF LS RFES I, )

R fi D L (mmiHg)

AHI (n=46) St HR#E(n=51)
NR—RT A 23.8+2.3 23.7+2.3
TR TR
(S 27 o1 1 ) 17.2+2.8 17.5+2.7
AR =25 (Al -6.6+2.5 -6.2+2.5
SEEEORE M ZE o4l
(ORF — % R E) )
EEEDZED o
051 51 1.42~0.60

Y AR 22)
FEH MRS ME : 2 mmHg

2.IEFIRERENREERE 94 Fla xR U= EEA L ERMLLEL
B Gof BRER . 7" 778 SRR 12\ T AFIORRITE TR
fEIX 4.0mmHg (95%Z4EHX  3.5~4.5 mmHg) THY,



I LU BRIRE FReaBol, ¥

IR fE D Heig (mmHg)

AFH(n=48) IR (n=42)
S 17.7+1.3 17.8+1.5
TR T B
S8 4 2 o0 I 1) 13.8%+2.1 16.4+2.2
AR =25 (Al -4.0+1.7 -1.4+1.8
EEMEOREMZE 60
(ABH—7°5%K) ]
SEEMEDFED Cam
953 I ] 3.357~71.85
P i (t BE) <0.001

CHEIE £ AR AE (R 72)

3 IEF AR IE Ak N B2 5 20 B B R £ ok PN B S0 i AR T E R
351 Blaxtgel Uiz B AR IR W T, AFIOIRE T
FefElE 52 AL T 4.9 mmHg~5.7 mmHg THY ., £ HiHE
TEBELTE BN BT BIRE FREAERIIZ ELTHERBL T
72 ZDOH, B —b "CORIE FREAEIE 52 #lA@L T
6.0 mmHg~6.9 mmHg, =7/"—F 2*CiL 3.4 mmHg~4.0
mmHg TH-o7z, ?

*aR—h 1IIR—RAT A OIRJEN 22~34 mmHg, 28—k 2

i% 16~21 mmHg OB

5)

mmHg & 24
6 AaR—FHk1
®Jk—+F2

_10,

(346) (338) (336) (325) (324) (326) (320) (320) (168) (167) (164) (161) (154) (157)

—12K192) (188) (186) (182) (177) (178) (175) (173) (102) (101) (100) ( 98) ( 92) ( 94)

14 (154) (150) (150) (143) (147) (148) (145) (147) ( 66) ( 66) ( 64) ( 63) ( 62) ( 63)

OW 4W 8W 12W 16W 20W 24W 28W 32W 36W 40W 44W 48W 52W

BFER GA) () %
SEEME R 2=
ez A T
(FEMEHE)

1ERETHERY
H /L1 0.00002%~0.005% D ¥ 7L F 1 A b S NRIE A HE]
RIB L7z & & IRERFZIRE FREAERNRO b, =
DOYEAIE 0.0005%LL E OB CHAIARIREEIZLLAER TS
STz, [ U< H izt L 0.001%~0.005%D % 7 L7 1 %
MR Z 1L H 15 HRXERR LIz &, X TOH
BICBWCRIBBM P2 E L7z IRE PR R L, {ER @
WEIERRD e o Tz,

2 Ve KR o7
EVERE THLF 7 VT AN VR BRI, T aAs /A

*IRHT O LEZ T2 E S0,

TV a—)V 1.8 A CESR

R FP ZBRISR L CaEVWER T (Ki=0.40 nM) Z7RL7,

VA VT, 0.005%% 7L 7 m AR SR A 1 B 118 3~5 H [

KERIRLIZEEDOFEKBELZ T VAR T + AN — %k,

Two—level constant pressure perfusion 2 & O% 125]-131] }&E35% 7

NT I FEFIEIC LR LT2 L2 A FKEEAE IS ITR

HHILT, SEIFEREE A A RIS KIS,

SHERMFRIZ*3 B4R &

D UYFICAFZ1 A 1\ 28 B KERIRL, L —% —2Ly
I IAETRE L2 2 A | (AR FLEA AL AR ML o &
TR FBD BT,

2) BEBE R NACARHI 2 B SR L 72 & SRR phik L ER N M D
IR D ML 78 368 R M 15 A 5% 2L B B BB oD SELG I 3t Ee D A7
B2 mMARO BT,

(BRI 5L FHRMER]
—% 4 47 )V 71 A (tafluprost)
{54 : 1-methylethyl (52)-7-[(1R, 2R, 3R, 55-2—
[(1 £)-3,3—difluoro—4—phenoxy—1-butenyl]-
3,5—dihydroxycyclopentyl]-5-heptenoate

HEER:
HQ
- ’\\\E/\/\[(OY
Q\A@o °
HO FF

732 Cyshly Fy05

53 H:452.53

PR R~ R A ORI Th D,
TH )= VT —T L NFT B h= NI
O TETRT L AKITIFEAEE T2,

(8 %)
TIAF 7 IR AR 2.5 mL X5 K
2.5 mLX 10 A&

(FEXE KR U XEREEKE]
<EFEZXH>

1) Safety, tolerability, pharmacokinetics and pharmacodynamics of
AFP-168 (0.0025% and 0.005%) eye drops after dosing for one
week. A phase I, active— and placebo—controlled parallel study in
healthy Japanese male volunteers, #PN& £}

2) Pharmacokinetics and tissue distribution of *H-AFP-168 after
administration of a single ocular dose of 0.005% to male
cynomolgus monkeys, P& £

3) 0.0015% DE-085 15 IR D 5L 5 B e 8 A2 5k P9 e Sk v IR 2
KL UT IR 2 AL BB MR AT ] LE i 3R (0.005%7 %/ 7'k
AN RARIR A *HR & U722 sk 2 A3 0R) S5 AR AR RERY A BR-,



FVa2— 1.8 I CEER

FENERL

4) 0.0015% DE-085 R IR DIE ARIERk PR A e S L LT HE/E 2 (b
T ERAT R GRS (7R IR A R R E LI SRR
JL[RIFAR) BB IIFE, RRRERY AR -, FhPNE R

5) 0.0015% DE-085 sl oD B 15 8 A2 e PR BEE S 1k v MR i 2 B &
LicA =70 F U LA R W A IR - 25 I AH -, LN R

6) Takagi Y. et al.:Exp. Eye Res. 78, 767 (2004)

7) Aqueous humor dynamics study for AFP-168, #-PN& £}

8) Effect of AFP-168 on optic nerve head blood flow in rabbits, #:PN
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R R RS (B0 . B mmHg
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