EREIARNE &

Eldenk ML PFE PIE 880 5k 1442 S
M 48 T 3% 1 02-82277999 44k 2203
Mo A Biviz

RXE BRI/ A
BXBH PERBM 112411 f 06 B

BXFER D FH 11210053 3%

A LR

ELRBERGERFEHR

M MK BR/IRDG B/ B9 R R/ A BH M AN

X5 ERERES XALATAN 50UG/ML (0.005%) (47 MmismR ok » #2885
# 022540 %%) — QR RGEH Rifi4o o
B4
— AN AR BB H RN 2B -
=~ BEHRBEE D XALATAN 50UG/ML (0.005%) (4F iRk ) S F 28T
1B #b3% HEO496 #¢ > B bt B R A G TRERABERE SR TR 274 -
2.9M&#73 QR code » *Tik 4 & TFDA #36 — # L3 T -
3ShEmEEOEEAES -
A ENEEE (HERRHEALMERTR) M EiRA % CDS20220225-2 -
= R R AR A RAIRUEE CER MR T 1120005840A 3% 0 RIFE R
ZRSCRERRBREREEHELNYE  RHFETHRER > TR !

VAR Ak
EARN BRI HIER
84

k%ﬁ#%ﬁ%&ﬂﬂ

a8 & A ﬁ R
’}T* t o
) fﬁ Ef0)
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Each ml of Xalatan
contalns:
Latanoprost 50pg
Information for use
and dosage:

See leaflet

zer Manufacturing Store at 2-8°C.
Bell 'I;‘-'zm NV Protect from light.
8 Once opened the
Ri[km!v? 12,2870 container may be
gum, elnlum stored at room

temperature below
25°C.

To be used within
4 weeks after
opening.

Keep out of reach
of children.

Pfizer Manufacturing
Belgium NV
Puurs Belgium

PAA176162 Prescription Only
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4 Bk R oK

Xalatan 50ug/ml (0.005%)

1. #A&

1.1 AEAT AL E

45— % 7 4:% 4 50pg latanoprost -
A% % 2% 1.5 meg latanoprost -

1.2 MM

Sodium chloride

Benzalkonium chloride

Sodium dihydrogen phosphate monohydrate
Disodium phosphate anhydrous

Water for injection

1.3 ME
25 AR A |

14 K&
ASHEK - HEHRM -

2, AW
AERUERERAAZF AR - HRE -

3. AkRRAE
31 AERE
BARUMNE (GiEEEA)

i3 R % 0225405
ARADBGEYRA

PO R F X BH O X — W5k o IR Xalatan THFREKR -
€ 4o 1 ho 2% 898 % & I 4% latanoprost FF8R & ¢ 2% % - B st latanoprost &4 A

1

B E AT AAB @ — i o
FEERR-RERAEEY  FTRNBEREFAHELMA -

BRF X

LA ATER ARSI ¢ SLI8 48 A Xalatan B T & B 4 A R o 3k A& sk 12 Xalatan
BHAR SR AR ZBRRER R TR 0 12d 218 8 e KRBT
latanoprost# 2 & — ¥ LA 4t M (timolol) 4 A i 5 R R 4T - 4239
M4k R 8577 ¢ latanoprostst F 41 — B Lak k<M 4E A #) (dipivalyl
epinephrine) = o fR# 84 BL KB K41 % (acetazolamide) # /B + T Ao s
latanoprostz £ A - #t Z.8& Ak ¢ M 15 A A (pilocarpine) 4t/ + R £ T #f
¥ jolatanoprostz b - AR ARG HRA 0 SMBRARBEE Y MBI
k-

Xalatané # E 4 HF B RRB A RALR— KR BAHFREIE L » Mol RZIR
B EEERBRZMER -

AR R e A4 =8 B A S PR 0 AR AE = eFik B
BAHBR - RBRBRTHEARTHAEY —+ o /6o

RERR R AT B LA B R ARER 1 - XM 15 o8 T TATELM - (L 5.1 )

3.2 MAF R

oMk sIE R o Xalatan 14 # thiomersal Z SEaR R B & L RA A LR -
EERAMEALUAS RREBESMAWETH -

3.3 Kz kR &

p. A 4

Xalatan SR 8 ATANANRU L2 RERA » R EREALE o B AT A4E4T
A A L (MPEB K 36 B)TMTHES - AN<I RZFHIE L7 A)
R EFR(R 12 6) -

4. %8
#t latanoprost &, 2 #1247 f%, 2 il kLA -

5. FEREEFR

51 $W/EEFA

AL AR
Latanoprost & i # ¥ fuic A7 6 6 K es 2 ¥ - REME B A M A K




Rl e R MR Kl RN AR ARRILAE |

BECFART IR DRI 2R TRBEERIRE - KSR
A R AR & BRI EEBARELTRALRER o Fok SRR
EFAKEWRTFALLESBREERZRSEUMARA - ASERTH Fhi
LRl - BRARRBA Y RED & FHMANRRR AR KA Al P -

— IR B iR1E BB & KLk WAkt e BR AR ISR BRST - BP R A%
latanoprost » #AF B A EF LA MERFRHER - L RA A 1996
ETTHUARGHEBERER—B - bbb RRBALTH AWM & F LRk o th 3R
£ RBMBRTHEGRLENBM - Bt HRMeFThHEohm A Tl
A latanoprost ;A » Eibyk A B T IELRE 0 B BARBRKAEEEER -

MM EFT ARG REBYLERNF—FAME  RIVEF_FRFE =5
o ARG RFWERGEMS S EF AN BERB BRI 2R
FHBETR EFEREF AN WO BE G REFHS - £ERNBIAE - S
HEE LR AR LERARRABIY v EARERZIREABTRAKRALY -

L EREHHEATHELE R E M (heterochromia) &9 % 4 7T 4E -
REERGERE

% A oRes gk B2 4k A latanoprost A M ay4R 4 » EAEW AL L Tik el -

Latanoprost & & % 74 % Bk BF 69 8% £.50 & £.(vellus hain) & a8 « bbbz
AP R -#E SR BEXRTLENS  URRELALR - BEMARLEE
CEBIEY T Raki W A

o oK

f3E% latanoprost 5& 48 B ¥ 4 L%k se 30k i (Macular edema) sy # 4 + &4
3 K ¥ 2 40 K A (cystoid macular odema) - SR K E B HF 4N RKBHGHK
A EERBEKEBZBUKREBENRA - RO LFFBHKELRE Ty
A - kL sk A4E A latanoprost 8B4 5] b o

FAR
B &7 latanoprost ARG A H X ~ o B EMFARGLRAR - RLBHAR
BE SRR AT N ERAKILER latanoprost B s sE 45 5 s o

AEIE N K

HEMAHAB RS L ehm A £ F Xalatan B » B BB EANEHER
shan A EME B R AR A 0 AR K o4k A AT PR F SR 9A B AE B AL T
BHEAM K& mA -

£ 0%
A< RXFEHBA LR ANNBABAZTEINRTHBAFR(A12H) - 84T A
FETRAATEL(MBAEKRE 36 B THTHRES

HEZRERGHARKFT LRG0 E<3RMHLE  Fh(lo MR HAK/IEA D
BRI B B — S i) 0t AR B4R

AR EARMR DS REL -

23525 3
I 715 B 4% T 45§ R A £ &5 £ 42 benzalkonium chloride - (R, 3.1 &) »
5.3 HAEMMEAE S

A% P B AR A BF T A 38 AU 6 AR ML o JESLHARIL I RZAT C MATRTH
& KA MM, -

6. HAXKBEEFR

6.1 M5

WA R ETEE LS RIFABRRRR - AAEBARBBEBHI ALY
BALRY 0 HTAMEARER latanoprost (R 10.3 #) -

6.2 7 %L
Latanoprost #o By KM A M TR ERLT T - AFLHFR I CER -

6.3 RAETEISGHERTR
Latanoprost £ # % ¥ L & F Rk AU EFT HEETLE - (R 103
i)

7. REAR




Fl o 1% 2 a4 5% A AT ) B¢ & (prostaglandin) itk » R FRABRE VA ZH 2R
% Bt FEREGEAHMEUEATFIRE - ATFIAR T RATFIRESTE
;M', °

%
BATRESHRAARITRRAERAME -

8. AFA/ARRE

8.1 BAEERUER/FRRE

4% 1: Latanoprost B3R R A K&

ARBESN L EN TS

Bk BB B KX

i LA R Fox¥; SgA¥

BREE Mgt REF R (0% A Fadi - 84

FAE - RE) ) REEAG  ERBRRT
%% 1t(eyelash and vellus hair changes of
the eyelid) (#& -~ #4a ~ &F TR - L%
¥ 3% fu )X | BRER % e (ocular hyperaemia) ;
3o fd & F i (iris hyperpigmentation) ; a4k
¥ (blepharitis) ; # m X (conjunctivitis) * : #&
PEANKAE o 61,4 K 3% 32 40 K M€ (macular
oedema including cystoid macular
oedema)¥ ; & st (photophobia) * ; BkegK i
(eyelid oedema) : £ Ak ¥ (keratitis)* ; # &
B X (uveitis) * ; f Btk B (corneal oedema)
X5 &gy R (iritis) % o 254k f A% ¥ (punctate
keratitis) * ; f mt At 18 (corneal erosion) ¥ ;
gk £, 48 3E (trichiasis )% ; A A% BRIES
M Fo Bk A aY 2 8 i AR B BR ik A 3R (periorbital
and lid changes resulting in deepening of
the eyelid sulcus) * ; eRaxaFfey & KB 2
(darkening of the palpebral skin of the
eyelids) * | sgag 548 i & K & (localised

skin reaction on the eyelids)¥ ; %= i 4 i (iris
cyst) ¥ | BREBMBHERE
(pseudopemphigoid of ocular conjunctiva)*

o R |esR R AR A BB

9% iE - BB R4 AR MEYR AonX o PREEX D QWAL SMARE
#*

EHEMe | Bk Rk

B RBET g A% &R

LB B L 4 i dn P g ALAR* T B *

2 5 R R SRR ALK R HJm*

¥ETRBFREDERRE

RAGSHBRBAGFREEHRY

o ABARLRAORA YRS EEASARBAEE AMSIL BT
E °

RE

LRIAEL RS 93 1(& 4 25 1 68 1) S & 5% A )8 A B AR P (s12 i) -
MBI ARSEBAFRAKRBARE + L RBREMITHOARES - FR KL
FFHTHANREUMACARBA(R 12 8) - AL ERHFZHRAREA
ABAFRRFHE | BB XREH -

9. #¥

%% 4 latanoprost #49a & » MIKE KA LLER -

&40 latanoprost IR A B ¥ # & AR R B R XL 0 - %84 £ LRI E
2R -

1% % & SM kA latanoprost 65 > FH EMTHAR

—iiR 2.5 mI% 44 125 pgeylatanoprost - #2 i 90%44latanoprost &L % = i
AT RIS AR o R S BAE B TR MR Sugn - EREAETER 12
AREAFMERESS 2 10uges » Al 24 RS - BUR - AE - RIE Bl
sofo Ui 4 4k - Klatanoprosted sk 7 SR E AR T FE L AL ABAHEAH
BBk R R A XA HE o (R 10.3 8) -




10. Maifi

10.1 5 M8

Latanoprost % — #éprostaglandin Fae#) 2ty » # —i£3F tprostanoid FP4t %
BUEAR > THEEMRELRIMEETREBRE  RREKESLERNE
BEBBERE  TE G/ REKEBFE -

10.2 R WAFH

Latanoprostés #4% 3 £ 4 | 8FIR N B A4 818 0 £ 8 2 12 e HIE RSB -
BE P P (AR A ST 5 4% 24 /[ 8% o

103 BRMESHTH

25 BiRfeg4E A

Latanoprost¥tREF R 2> H e SRR CEHESHH LRESE - — &M ET > #
latanoprostey it St R4 RALEA LS HFHUBEZVABARAREZ
1000 1% - w4 % #] & z latanoprost ( K #) HES KRB EH A F 44 € 100 18 ) #0k
WANKRBEZHET  TREITRBES R E A TRZEAE LI 4
W2 R/AEWTE o BT BT HE 500 megz latanoprostz #) & 5 Ak £ 4%
BoHACHMOTRARLEEERER - HH TR RREINBHRE -

M RFRBEFRAES D HR 100pg2 B F (ER LS8 Gk 1.5ng2 #)
) ERREHNHRFZHFHERA - BARLEABERABTFORK T
latanoprost# MR M R A A BE > REHEL) -

19 F MR AR T 0 B B eR4% 4 6ug latanoprost€ 3] AeBs B K o sb—4F
AATiHM  BRSHANRBERERBEN - EAMHERBED -5
% -

B
1o Ao KB 69 B B85 » latanoprost R B &g L -

BHERH

to AR E EAE R YA D AN S e R B R YR fo ) AR R AR R
latanoprost X £ 2 K ¥4 -

ANBRAR b B 0 BE SRR F U ER B I & A 8  (aberration) o R K&y AT SRR F
F2a » 8RS —FEEE S BUE -

g R BIEHEE DNA 4 ¢ 30 R %ML 24 5N 8% P % 85 7 » latanoprost R
BB EMBRRYMN -

RELFA

wlatanoprostéy &4 ks Too L Stk FM e A RN B BE - XAERE
RN AT ERK S5, 50, 250pgkylatanoprost#F A E S HE T » AR
KB EN - 8T > UABICEH I RS TERENTHESWORESHEY
latanoprostef » 488 & FREML T - HERFHNCEHAABENARBE
100 i ¢ylatanoprost®| & » € 5| feMeisfiis R e Ftt > ABMARRLEEFR
Y (late resorption)fo il & &tk F HE ho » LARAE 2B EFRK -

Bw; gtk (Teratogenesis)
& % #8%) latanoprost &9 2 e s bt -

1. R/ 4

R

Latanoprosti% i & gk & ik - i fEisopropyl esterfasy AT Ee ¥ 4 sbag K2 A &
A AEERAEE - £ AR TR K445 Rlatanoprost= /) 8574 >
latanoprosts 8k & K& P o SAE B) Rk A B o

o

AR BEAEZ 0.1620.02 A/ A2 F B E - B 4r4t dlatanoprostz 14 » A7 4
BRI AR 0. B KGR F 6 iR] B latanoprostag o {2 4R 1€ 4 58 1 T MR E]
latanoprost#g -

ARW

Latanoprost % — f&isopropy| esterfg ey AT 56 8 » £ 48 & A B M &) 85 K3 (esterase)
RAGH LA L E AR - AL S R 2 klatanoprostal ¥ & A A RE &
RS A% 8% B 14k X3 A 1,2-dinor & 1,2,3 4-teranosX, 4t & 4% -

HEn

FFRRE S R B BF 4 8 1% + latanoprostafifik 4 o IR (E BRI =17 H48) - &
SRAEFHBATBESE ST EA(7 mimin/kg) - EBRALER#E » Rt E
HEEH BRI - BPSBRRBIESE - H P4 FH 88%R 98%eh 4 & B
TAEKRTEE -

B:A 3

BEHRBBEHREH F AR 22 MRAR 25 M 2 Em A A H £ £<18 %)
#ATI®— R4t e latanoprost acid R S HAE Bdh B H LE R - AR S8
BEE R L0 K BER A28 — % latanoprost 0.005% & A S Kiem 2V 2 - £ 3
E<I2 R$ILE P » latanoprost acid W& 5B BEELEAAZ D 245 £<3 K
BRETAELAAZHGCE  EHLLFHAREAHRLSRRMARS(AL9



) EAHAFRAT  ERRE bR PR T AIRERS NH o o
Afm A= LERAL T b T B F R KE(<20 548) B HBRT
# latanoprost acid £ £ K E TR & B AATTERIREL -

12, RS TH

B JR X% 88T  latanoprost $eR %Kik 2 & 4 SOABRIEA » TF R 4537 latanoprost
o % B KM AR A AEATE A - SR A4E B latanoprost BF - R & 3] defE i RHE A
R BE TR Z & IR o R IR latanoprost 8hES AR B B # 0 B R OFR B 44K 1E
{78346 -

B §

Xalatan #<18 2z L &R/ ANF U T LR AR 12 B e R R T HFH
T BEARGEY 107 8 BWEERBBEREH LEF AR KA
timolol i 17tb#k - MA LR PBHLIAE D A BURLE - RBAFHHL
latanoprost 0.005%#% 8 — =k #4734 K &% B =k A timolol 0.5% (¥ 3 R T#
ZRAEXTIER 0.25%) - £ BHBAMAERH H 12 o5 ey M B (IOP)Fo ol 48
bb 8% 44 34 [E 842 B - Latanoprost 48 82 timolol 48 % &4 34 IOP 11642 & A k48
B o ARS8 P (3 £<12 K& 12 £ 18 &) ' latanoprost s % 12 i -F-34
IOP F&f642 & 2k #0 timolol 43 - M latanoprost £ 0 <3 &K S8 ¥ 498 T
HEL 13 M AMPERERE AR RBALEARTRAO 2<1 RESHTHEN 4
ARALKERETAAMENL BRETRANTERL(RZ B LN 36 BT

WA AR/ 5 F AR(PCO)F2 ¥ 9% 4T » latanoprost .42 timolol
a6y IOP 428 K248 » JE PCC (o sh MM AM F LR - BAKSHMEF X
BR)-FREAT Z A R KB A PCG T8 46 -

FoBAFHER—th HIOP HBEAR ~HNERZANABRTR L ALK
1812 B R R T 5 R dm (R&2) -

% 2 %12 @Ry IOP a2 fE(mmHg) » &SRB AR EF]
A PR R 7
Latanoprost Timolol
N=53 N=54
Kt {7 T34 44(SE) 27.3 (0.75) 27.8 (0.84_)
¥ 12 48 or At 40 6 T30 4 -7.18 (0.81) -5.72(081) |
1L1(SE)

Fo timolol 42t xay p & 0.2056
PCG Non- PCG Non-
N=28 PCG N=26 PCG

N=25 N=28

S 3T 3448 (SE) 26.5 28.2 26.3 29.1
(0.72) (1.37) (0.95) (1.33)

12 BAason Aatneg 3454 | -5.90 -8.66 -5.34 -6.02

{E1(SE) (0.98) (1.25) (1.02) (1.18)

#a timolol 48 te3% 84 p 14 0.6957 |[0.1317

SE: M2 o

Tl 3 48 305 4T (ANCOVA) B A B A e i 715 1k 6y 3T

13. &RAME

131 a%
LDPE #if-F (5 &£4+) #oili % (% k3 )~ HPDE s 45 - LDPE #+ % a4 5

s

E_ °
HA 2.5 A IR A

13.2 %
WM BT o
13.3 fetktt

MAENAR (HIER2E28 K)
—EMEERE  LANOBEMNAL  WHTRHENERK 25 B2 E

o'
m °

15. } 4

J& #& : CDS 20220225-2

¥ i gk : Pfizer Manufacturing Belgium N.V.
: Rijksweg 12, 2870 Puurs, Belgium
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