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Contains: Active:
Bimatoprost 0.3 mg/mL
Preservative:

Benzalkonium chloride

0.05 mg/mL

Inactive: Citric acid, purified
water, sodium chloride, sodium
phosphate dibasic. Sodium
hydroxide and/or hydrochloric
acid may be

added to adjust pH. The pH
during its shelf life ranges from

Usual Dosage: One drop in the
affected eye(s) once daily in the
evening.

Storage: Store at 2° to

25°C (36° to 77°F).

Note: Bottle filled to 2/3
capacity.

MANUFACTURED BY

ALCON

LABORATORIES, IC.

I
|
I
I
I
I
|
I
I
I
I
I
I
|
I
I
I
I
I
I
I
I

68107.8. |
I
I
I
I
|
I
I
I
I
I
I
I
|
I
|
I
I
I
I
|
I




This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Alcon PACKAGING
FiLe Name: AAA2228 C BMTPST S5ML

ARTIST: SIGNATURE: REV: _DATE:
®) @ H  03/05/113
DIMENSIONS / DRAWING NUMBER:

SPECIAL INSTRUCTIONS:

Alcon PROOFREADING REPORT

COLORS:
BRI ACK

@ COATING

NOTATIONS
-DIE VINYL

Alron

®) @)

1:16 pm, Mar 05, 2013

[J Docuproof System APPROVALS:
[ Proofreading [] Approved
Text Verification System (TVS) [ Correct & Return
SRS Compare SETTINGS: INSPECTION RESULTS: SIGNATURE:
TYPE OF INSPECTION: Dimmer: # of Errors:
O] Electronic / Electronic ~ Aperture:
[ Hardcopy / Hardcopy Zoom:
#of . _— DATE:
—_— 9 Foaus: CTNINS, SML
PKG. ENG. USE ONLY
AD06S6AA
1. GLUE AREA - NO TEXT, COLOR OR COATING. 0204198 UPDATED TO NEW
2. CODE AREA = NO TEXT OTHER THAN LOT & EXPIRES. FORMAT
COATING AND COLOR ARE ACCEPTABLE. (®) (4)
3. BAR CODE AREA - FINISHED CODE TO BE APPROVAL:
CENTERED LEFT TO RIGHT, oo (b) (@)
4. QUIET AREA - NO TEXT OR COLOR ALLOWED. PG/DATE: 13/05/38
5. PREPRINTED "LOT:" LOCATION.
6. PREPRINTED "EXP.:" LOCATION, PRA/DATE: 03/06/98
GRAPHICS TOP
s - - m—-m—_—_———— 1
- R I . A00656AA
\
L}
" 1A , | NDC 6131428203 .
i Bimatoprost !
. I
! Ophthalmic ,
I Solution I
] |
I I
I I
] A SANDOZ |
I I
// NDC 61314-282-03 KEEP THISAND ALL DRUGS OUT OF THE NDC 61314-282-03 Contains: Active: :
: REACH OF CHILOREN Bimatoprost 0.3 mg/mL. |
. Manufactured by H Preservative:
| Bimatoprost M e . Bimatoprost sl oot | |
. . Inactive: Citric acid, purifie 3
I OPI'II'I’IO mic for Sandaz hc., Ophthu mic sodium chioride, sodium phosphate I
. . Princton, NJ 08540 . dibasic. Sodum hydroxide andior I
| SOIII'IOII Rev. 0/2013 SOII.I'IOII hydrochloric acid may be added to I
adjust pH. The pH during its shelf life |
! AAA2228-1212 ranges from 6.8 0 7.8.
I Usual Dosage: One drop in the |
I affected eye(s) once daily in the |
I evening. I
\ This package s not child-resistant - This package s not child-resistant 20 (%,Sg;,:g to I
: FOR USE IN THE EYES ONLY _z, FOR USE IN THE EYES ONLY Note: Bottle filed 1026 capaciy. :
| Beonty S B, only |
I STERILE o STERILE !
I 5mL 5mL [
| E ‘ MANUFACTURED BY |
I I
‘ g :
l S l
|| Asanvoz 2 /4 SANDOZ LABORATORIES, e, |
I
] |
‘ |
1 [
| I
| I
\ | |
1 I
! I
! I




This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Alcon rPACKAGING

ALename: AAA2229 C BMTPST 7_5ML BUACK COATING

ARTIST: SIGNATURE: REV: _DATE: b)) ':)(I)gl\\ITI:?YrI‘_S
(LIC) G 021413 :

DIMENSIONS / DRAWING NUMBER:

SPECIAL INSTRUCTIONS:

Alcon PROOFREADING REPORT

[] Docuproof System APPROVALS:

[] Proofreading [] Approved

[] Text Verification System (TVS) [ Correct & Return
[ sRs Compare SETTINGS: INSPECTION RESULTS: SIGNATURE:

TYPE OF INSPECTION: Dimmer: # of Errors:
[ Electronic / Electronic Aperture:
[ Hardcopy / Hardcopy Zoom:

# of Images Foeus: DATE:
— =
@
ﬁ CTNJNS = 10ML
e ) @) . 1. GLUE AREA - NO TEXT, COLOR OR COATING.
PKG. ENG. USE ONLY
2. CODE AREA - NO TEXT OTHER THAN LOT & EXPIRES.
ADVBEIM
COLOR & COATING ARE ACCEPTABLE,

0317/00 REVISED TO CURRENT

3. BAR CODE AREA - FINISHED CODE TO BE
10:55 am, Feb 14, 2013 u;;":::‘ CENTERED LEFT TO RIGHT.

4. QUIET AREA - NO TEXT OR COLOR ALLOWED,

APPROVAL:

COATING IS ACCEPTABLE.
001008~
(®) (4)33/1 2100 5.PREPRINTED “LOT:* LOCATION.
PKG/DATE:
———— 6. PREPRINTED “EXP:" LOCATION.
BOTTOM OF CODE PKG/DATE: 03/17/00

NDC 61314-262-02 i
Bimatoprost

Ophthalmic

Solution

A SANDOZ

I

I

I

I

|

I

I

I

] [

. . I

— ] : NDC 61314-282-02 KEEP THIS AND ALL DRUGS OUT NDC 61314-282-02 Contains: Active: |

I OF THE Bimatoprost 0.3 mg/mL |

H REACH OF CHILDREN H Preservative: ,

" | Bimatoprost | Jor o Bimatoprost | suskonun sioc .

; 0.05 mg/mL
I 0 Alcon Laboratories, Inc. ° - |
Inactive: Citric acid, purified

: opht hu Imlc ::,ﬂ Worth, TX 76134 opht I‘ul mlc water, sodium chloride, sodium :

® Sandoz Inc., H phosphate dibasic. Sodium |

" | Solution Swuzhe. Solution rvsrgrrerienre il I

: Rev. 0172013 acid may be added to adjust pH. |

The pH during its shelf life

! AAA2229-1212 hosdnis-viir| :

: Usual Dosage: One dmp i_n the |

1 | This packageIs not chid-resistant o This package Is not child-resistant gvef?rfite‘m;. eye(s) once dally in the :

" | FoR uSE N THE EES ONLY o FOR USE IN THE EYES ONLY Storage: Store at 2° to 25°C |

‘ = Note: Bt fed to % capay. |

’ =1 2 ed to 3¢ capacity. I

. | Beonly 5 | Ronly :
I (=]

I STERILE ‘ = STERILE ‘ :
! o

: 7.5mL 75 mL o |

I
‘ = o < |
! A SANDOZ A SANDOZ LABORATORIES, INC. :
1

I

I

I

|

I

I

I

I

I




This label may not be the latest approved by FDA.

For current labeling information, please visit https://www.fda.gov/drugsatfda

i Alcon PACKAGING o Alcon PROOFREADING REPORT
K
. (b) (‘, T(, T.Eﬂ‘ INOTATIONS DIEV NYL
}lm 1S4 Calatyet cockt for of ether approvals
Alm e
®) @
10:39 am, Jan 20, 2015
DRAWING INFORMATION
PWG NUMBER: L00846B [REV: 0
DWG DESC.: INSROLL, 10"X5" FOLD TO
5"X1.125"
DWG DATE: 10/22/2012
REV DESC.:
«Agnertation
DRAWN BY: (b) (4) o Rt 0
UNLESS OTHERWISE SPECIFIED: i e e .
TOLERANCE: £1/32° e .. Approre 2001 andnumber o e,
—————— NDICATIONS AND USAGE— — — — —— &1
LEGEND L e SIS GT1T o FA S0 TO o
—_— FOLD Skt kn cortairing 03 mymL binatopmst. (3) :l‘-'lnl'lwmﬂlllknm
- C:I: “ Rewised: 10/2014
CUT \lmmu‘m. :m
o s s g
5 WARNINGS AND PRECAITIONS T2 NONCLINKALTOTICOLOGY
51 netaten 131 Grinagenet, Nutaerest, Imgaimestaferity
@ ALCON DWG. NO. & i EE..%‘“""""
T o B e
DIRECTION DETERMINED i gsopmme 17 sty e
BY COPY m:r,::gm 17,6 Use with Cther Cpithaimic Ongs
83 unsing Mothers aenct kted
84 Rt lse
NO TEXT, COLOR _ i
4 PRESCRIBING aular Eema
¥ NSNS AND PShGE o s, utg et ot e, s s

OR COATING

RESERVED FOR
BAR CODE

&

aNgJe GlAXIa ¢ 0L Dyperterskn.
2 DOSAGE AND ADMINISTRATION
‘The reconmended ul; s-mpnmmuumm

i OB 0 B e WD

s

\ours.
within

ppminaty i 2

patiests who, nm st cases, had 3 concr et comeal disase o 3
i afthe oaulr eptthe i surface (see PAT EXT
ISELING NFORMATION, 17.3).

concomitantly with othes Izl«mI imk dng

Iowre Intrancutr pressure. f meve than one topical
munqntmw-mumnm-mnmm
(5) minutes apart.

13 DOSAGE FORMS AND STRENGTHS
Optthaimk salitin cortaining tnatopr 03 mymL.
H CONTRAINDICATIONS
oy
S WARNINGS 1D PRECAITIONS

:':uw' stophthani solstion 125 been eported to quse

‘G ADVERSE

Contact lerses shaukd be removed pricrto lnstitation of
Enatogr stOphthaimic Solution, 0 (3% and nzy be renseried
15 minutes lowleg ts aimikirtion.

REACTIONS
6.1 Cinial Studles Expesience

 Hars, averse mmmmnnmnmﬂum
lnqﬂll!lmwﬂ‘lmllﬂlﬂllﬂ studles of

Incinical s, the ot
Bmatoprne OpHhalnk Sl

et events 2 e wih the use af
ummmllm-nm

metanocytes @thes then toan Increase in the nunber of
mebncoytes Afler dbcontination of bimatoprust,
mnmln s & Tkzly tobe permanent, whie

mldlﬂlwdﬂlldlmlim?;'llﬂ.
visul disturtance, ocar uring, farign bedy sersation, eye pai, |
pigmentation of the perioautar skin, biepharts, mmlllll

Patients who

Rehve tretment should be inamed of the p s bl tyof

pprociately 1 603% of ates, I descending vces of kdence,

mvnp,mu_?lmmguan iy egena |

whie
BT S
gu T !==“ l: mulm vlglln\

gnentaton e 1ot own. ad ijictialedena
I B‘III 1% of patients, It ccalar IMNammation was eported

yeasTpal,

ancntrially

orparts of the

fections). Thefollowig systenk adverse events reportzdin

ﬁ'.‘"....‘.&?:’."m". hndme
n.

&2 Potmartetng perence

lmw nwmnuumqm- v

g

Ineased kngth, tickness, and number of st Eyelasn

s, The Ectiors, which

5.3 Intraocular Inflammation
P jland | nduding bi ave bee! rted
S, AT, 101, Dt D

welis.

opitranicSalitin, nxzwmnumnmmm b
ke abeuemal ik grrath, diines, epel e,
Iypertession,nause, and pefoeital and K danges asadated




0262

This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Teratogenceffects:In embryo/fetal developmental studies in
pregnant mice and rats, abortion ws observed at ora doses of
bimatopr stwhich achieved atleast 3 or 97 times, espectively,
he ma dedh blood AUC

USETNSPECIFICPOPULATIONS o T2% of bimatoprast
8.1Pregnancy human plasma.
Pregnancy Gategory C Metabolism: Bimatoprost s the major irculating species inthe

blood once treaches thesystemic irculation following ocular
d sing. Bimatoprostthen undergoes oxdation, N-deethylation
and glucuronidation to form a diversevarety of metabol tes.

levels.

At dosesatleast 41 times the maximum intended human
exposure based on blood AUC levels, the gestation length was
reduced n the dams, the incidence of dead fetuses ate
resorptions ity and
pup body weights were reduced.

There are no adequate and we I-contr led studies of Bimatopr st
Opfthalmic Soluton, 0.03% administation n pregnant wornen.

uman response Bimatoprost Ophthalmic Solution, 0.03% should
be administered during pregnancy only i the potential benefit
justifies the potential rsk to the fetus.

lowingan adiolabeled
bimatoprost (3.12 mg/kg) to i hea thy subjects, the maximum
blood concentation of unchanged drug was 12.2 ng/mL and
decreased rapidly w th an elimination halflfeof approximately
45 minutes.The toal blood dlearance of bimatopr st was
15 Lhi/kg. Up to 679% of the administered d se was excreted in
the urine while 25% of the d se was recovered in th feces.

13 NONCLINICAL TOXICOLOGY
13.1 Carcinogenesis, Mutagenesis, Impairment of

Ferti i

Bimatoprost was not carcinogenic in either mice or rats when
administered by oral gavage at doses of up to 2 mo/kg/day and 1
mfko/day respectively(at least 192 and 291 times the

Usein pediatric ptients below the age of 16 years s not
f related t

increased pigmentation o lowing long-term chronic use.
8.5 Geriatric Use

8.3 Nursing Mothers o blood AUC level
Itis not imatopro almicSod 0.03%i fespectively) for 104 weeks.

m IS imatopr st Bimatoprost was not mutagenic or dlastogenic in the Ames test,

o the test, or in the i

a i huna . caution shoul micronucleus tests.
matopost Ophthalmic Bimatoprost did not impairfetity in male or female rats up to
nursing woman. d ses0f 0.6 mg/kg/day (at east 103 times the recommended
8.4 Pediatric Use A

human exp sure based on blood AUClevels).

14 CLINICAL STUDIES
In linical studiesof patients with open angle glaucoma o ocular
hypertension with a mean base ine 10P of 26 mmHg, the
10P-lowering effectof Bimatopr st Ophthalmic Solution, 0.03%

observed betueen elderly and other adult patients.
8.6 Hepatic Impairment

pai ahistory of liver di bi | ALT, AST
and/or b lirubin at baseline, bimatoprost 0.03% had no adverse
effect on liver function over 48 months.
10 OVERDOSAGE
Noinformation is available on overdosage in humans, f overdose
with Bimatoprost Ophthalmic Solution, 0.03% occurs, reatment
should be symptomatic.
Inoral (by gavage) mouse and rat studies, doses up to 100
mg/kg/day did not produce any toxicty. This dose expressed as

once daiy in g) was 7to 8mmHg

16 HOW SUPPLIED/STORAGE AND HANDLING
Bimatoprost Ophthalmic Solution, 0.03% i supplied steil,ina
white LDPE plastic DROP-TAINER® bottle with a natural LOPE
dropper tip and a turquaise polypropylene cap i the ollowing
sizs:
2.5mL i lin 4 mL container
SmLfilin 8 mL container NDCG1314-282-03
7.5mLfilin 10 mL container NDC 61314-282-02
Storage: Store at 2°t0 25°C (36° to 77°F).

17 PATIENT COUNSELING INFORMATION

NDC61314-282-01

/s ateast than the accidental d
one bottle of Bimatoprost Ophthalmic Solution, 0.03%for a
10kg child.

1 DESCRIPTION

5 al
Advise patients about the potential forincreased brown
pigmentation of the rs,which may be permanent. Also nform
patients about the possib ity of eyeld sin darkening, which may
e revers ble aft Bimatopr st Ophthalmic

Bimatopr st Ophthalmic prostamide

(Z)r;!r[(m,z.k,xk,ssu,sru hydroxy-2-[(1£35)-3-hydroxy-5-phenyl
| N

weightis 415.58.ts molecularformulas CsHNO,.
Its chemical structure is:
HO

o

SN CoHs
: = con

H
%

HO

Bimatoprost s a powder, which s very soluble i ethyl lcohol and
methyl alcohol and slightly oluble in water. Bimatoprost
Opfthalmic Solution, 0.039% s a lear,isotonic,colrless, sterle

Solution, 0.03%.

17.2 Potential for Eyelash Changes

Inform patients of he p ssibility of eyelash and vellus hair
changes n the treated eye during treatment with Bimatoprost
Ophthalmic Solution, 0 03%. These changes may resu tin a
disparity between eyes n length, thickness, pigmentation,
number of eyelashes or ve lus hairs, and/or diection of eyelash
growth. Eyelash changes are usuallyrevers ble upon
discontinuation of treatment.

17.3 Handling the Container

nstruct d thetipof g
container to contact the eye, surrounding structures, fingers, or any|
other 1 id
common bacteria known to cause ocular nfectios Serous
damage tothe eye and subsequent loss of vsion may result rom
using contaminated solutions.

17.4 When to Seek Physician Advice

if oalar
condition (e, trauma orifection), have ocular surgery, or
develop any ocularreaction, particularly onjunctiits and eyelid
reactions, they should immediately seek thir physican's advice

ophthalmic solution w th an

Bimatopr st Ophthalmic Solution

ydrochloric acid may be added to adjust pH.The pH during ts
shelf ife ranges flom 6.8 10 7.8.
2 CLINICAL PHARMACOLOGY
12.1 Mechanism of Action
Bimatoprost, log, i structural
analog of prostaglandin w th ocular hypotensive activity. It
selectively mimi s theeffects of naturally occuring substances,
prostamides. Bimatoprost is believed tolower intraocular pressure:
(10P) in humans by increasing outflow of aqueous humor through
both the trabecular meshwork and uve sceralroutes. Elevated
10P presents a major isk factor for glaucomatous ield ss. The
higher the level of 0P the greater the ke ihood ofoptic nerve
damage and visua fied loss.
12.3 Pharmacokinetics
Absorption: Afte one drop of Bimatoprost Ophthalmic Solution,
0.03% was administered once dailyto both eyes of 15 healthy
subjects for two weeks, blood concentrations peaked w thin 10
minutes afterdosing and were below the lower limit of dtection
(0.025 ng/mL) in mostsubjects within 1.5 hours afterd sing.
Mean G and AUCy 2 values were similaron days 7 and 14t
approximately 0 08 ng/mL and 0.09 ngehr/mL, respectively,
indicating thatsteady state was reached during the first week of
ocular dosing. Thre was no signifcant ystemic drug
accumulation over time.
Distibution: Bimatopr stis moderatelydistibuted into body
—blssueiw thasteady-state volume of distrbution of 0.67 Likg
bimatopr st in the plasma.

9009254/ 0115

290 mOsmol/kg. 003%.

Bimatoprost Ophthalmic Solution, 0,03 Acti 175

bimatopr st 0.3 mg/mL; ive: benza konium chlorid Bimatopr st Ophthalmic Solution, 0.03%
0,05 mg/ml; Inacti acid;sodium tains b hloride, which may b

hosphate dibasic; and purified water. Sodium hydroxide and contactlenses, Contactlenses should be removed prior to

inst ation of Bimatopr st Ophthalmic Solution, 0.03% and may
be einserted 15 minutes following ts administration.
17.6 Use with Other Ophthalmic Drugs

if more than one drug i
being used, the drugs should be administered at leastfive (5)
minutes between applications.
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