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FINAL PRINTED LABELING HAS NOT BEEN SUBMITTED TO THE FDA

DRAFT LABELING IS NO LONGER BEING SUPPLIED SO AS TO
ENSURE ONLY CORRECT AND CURRENT INFORMATION IS
DISSEMINATED TO THE PUBLIC.
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CORE 29995 SAMPLE LABEL

4/C: PMS 197, PMS Violet, Cyan, Black
DIMENSIONS: 3 1/8” x 13/16”

3/4” unvarnish area at left
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CORE 29907 LABEL

4/C: PMS 197, PMS Violet, Cyan, Black
DIMENSI®NS: 3 1/8” x 13/16"

3/4" unvarnish area at left

L-1605

ART IS AT 100%

PHARMACODE#681

APPEARS THIS WAY
ON ORIGINAL
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SHAKE VIGOROUSLY BEFORE
USING USUAL DOSAGE.
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CORE 29909 LABEL

4/C. PMS 197, PMS Violet, Cyan, Black

DIMENSIONS: 3 3/8” x 0.711"

5/8" unvarnish area at left
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ART IS AT 100%
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CORE 29911 -

4/C: PMs 197, PMs Violet, Cyan, Black
DIMENSIONS: 33/8" x 1 3/8" 5/g" Non uv @ left
L-1604 ’

ART IS AT 100%
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/ EACH mL CONTANS: | FOR OPHTHALMIC BALSCH
' : : . MR
| | Lotegrednol Etabonate j USEONLY. 8ﬁ LO“B e
‘l ; sm‘os%) ‘ NDC 247586 Z%% &
i | INACTIVES: : KEEP OUT OF
! ! Edetate Disocum, Giycerin, Povidone, ~ REACH OF
} ! Purified Water and Tyloxapol. t CHILDAEN.
i © Hydrochioric Acd and/or Sodum s gl L
J | Hydroude may be acded o adust e 1 gyorage: loerara etooe ooz sapersar 154
‘ | - 15.3-56. The suspension is i S . 3 .
| “essentially 1sotonic with a tonscity of | St0F@ upright * T
. 250 10 310 mOsmol/kg. ! between
i i PRESERVATIVE ADDED: : 159=25°C {59°-77°F).
| Benzakorwum Chideide 0.01%. " DONOT FREEZE.
y USUAL DOSAGE: f
| SeePackageinserl. i DO NOT USE
| SHAKE VGOROUSLY I'| 1 NECKBAND
\ VIGOR " | IMPRINTED WITH
| BEFORE USING. . | “Protective Seal”
. Manutactradby | AND YELLOW @
' Bausch& Lomb | | 1s NoT INTACT
: :meFwticds, inc. 4’
ampa, Fionda 33637 under
| Agreement with Pharmos Corporation. | Rx only
RmEEETT
: . Patent No. 5,540,930
j ©Bausch & Lomb Pharmeceuticals, inc. Stenie Cphthatmic Suspension
“\ ‘ ‘
Entire carton is coated with vamish except bottom . e
fiap of carton.
CORE 29904
4/C: PMS 157, PMS Vioiet, Cyan, Black
DIMENSIONS: 1 5/8" x 1 1/16” x 3 3/8” .
L-2004
ART IS AT 100%
PHARMACODE#2449
&

SCANNER BAR POSITION: 2.4375" (39)

Sterie Ophthaimic
S10n

24208-299-25 °
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AB29304
X091288
R2/96-88
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EACH mL CONTAINS: | FOR OPHTHALMIC EALLOS&{I; . Ltemas:
Lotwe::l Etabonate ! USE OMLY. ND 2322625 22 e o 2 0
| 5mgl05S%); N o je Ophthal
| NACTIVES. | KEEP OUT OF Steqe Dphiname

Edetate Disodum, Giycerin, Povidone, | REACH OF

Purified Wates and Tyloxapol. CHILDREN.

Hydrochionic Acid and/or Sodum L Pl

Hydroxide may be added to adpss! the Storage: WWWC mmw

—pH 105.3-5.6. The suspension is St L & oo o

essentially 1sotonic wilh 2 foniity of | OtOre Upnght . s
- 25010 30 mOsmol/kg. ! between
| PRESEAVATIVE ADDED | 150250 (53°~T7°F).

Benzatkonum Chioride 0.01%. " DONOT FREEZE
{ USUAL DOSAGE: | [ DowoT USE

See Package insar1. . | 1FNECKBAND

SHAKE VIGOROUSLY | {MPRINTED WITH

BEFORE USING. i { “Protective Sul*"

. | AND YELLOW
. anuiscuredty " | 1S NOTINTACT.
i ;hamu%micals, inc. :
ampa, Flonda 33637 under i

Agreement with Pharmos Corporation. : Rx only

US. Patent No. 4,996,335 )

U.S. Patent No. 5,540,330 | Sterile Ophthalrue Suspension
' ©Bausch & Lomb Phamaceuncals, inc. | SAMPLE-NOT FOR RESALE

| | AB293%5
' ' X096564
R2/%-28

Entire carton is coated with vamish
except bottom fiap of carton.

CORE 29995
4/C: PMS 197, PMS

Violet, Cyan, Black

DIMENSIONS: 15/8" x 1 1/16" x 3 3/8”

L-2004
ART IS AT 100%

PHARMACODE#2448
SCANNER BAR POSITION: 3" (48)
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— EACH mL CONTAINS: | FOR OPHTHALMIC BAUSCH .
‘ ACTIVE: | USE ONLY. & LOMB* L)temax
Loteprednol Etabonate ! NDC 2428 3o 15 o e 3P Tew L%
5 mg [05%: i KEEPQUT OF Stenle Ophthaimic
| INACTIVES: . . i REACHOF Suspension
! Edetate Disodirm, Glycerin, Povidone. | RE
i Purified Water and Tyloxasool. . CHILDREN.
Hydrochionc Acd and/or Sodium ; L ) ;
. Hyhaxde may be added 1o adust the __ Syorage: Iepresl enporge oot sugersor (5
' pH108.3-56. The suspensionis "~ Store upright ‘ _
assentally isotonic with a tonicity of uprgnt : D
250 to 310 mOsmol/kg. between
" PRESERVATIVE ADDED: . 1H°%=25°C (59°-77°F).
!  Benzatkonum Chionde 0.01 % DO NOT FREEZE.
i © USUAL DOSAGE: ;
i ' DO NOT USE
o , SaePackage nsert .| 1 NECKBAND
! { SHAKE VIGOROUSLY IMPRINTED WITH S
: BEFORE USING. “Protective Sn£ ===
Manufactured by : —— (\
Bausch & Lomb 1 IS NOTINTACT. g o
ampa. Forda 3637 e ==
Agreement with Pharmas Corparation. Rx only ————— 5
U.g. ::(ent No. 4,996.335 b
U.S. Patent No. 5,540,930 [} . . p——e e ———f
o8 & Lomb P s inc. Stenk Ophthalmic Suspension Zz -

/

g5
§a§

Entire carton is coated with varniéh except bottom :
flap of carton. N :

CORE 29307 —

4/C: PMS 197, PMS Violet, Cyan, Black

DIMENSIONS: 1 5/8" x 1 1/16" x 3 3/8"

L-2004

ART IS AT 100%

PHARMACODE#2500 .
SCANNER BAR POSITION: 0.25" (4) & 2.25" (36)
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~ | EagimLconTAs: | FOR OPHTHALMIC BAUSCH
: . ACTIVE ! USEONLY. & LOMB*® L}temax
Loteprednol Etabonate ; NOC 2429 2 o0 17 R0 AR P AL s
. 5mg(05%k: KEEP QUT OF Sterile Ophthalmic
. INACTIVES: o REACH OF Suspension
| Edetaie Disodum, Giycerin, Povidone,
; ; Purified Water and Tyloxapol | CHILOREN.
! i Hydrochione Acid and/or Sodium | ! " AT
| Hydronde may be added (o adwst the | Storage: . ogyeyl ecborai ophine s (54
; ; pH 10 5.3-5.6. The suspension 1s Store upright } Moo
i , essenuiglly isotonic with a toncity of | between . . .
; ! 250 to 30 mOsmol/kg. | Detw
| PRESERVATIVE ADDED. | 15°-25°C (53°-77°F)
! : Benzalkorsum Chionde 0.01%. . DONOT FREEZE.
! ' USUAL DOSAGE:. '
» DO NOT USE
j . SeePackagensert ) IF NECKBAND
’ | SHAKE VIGOROUSLY == {MPRINTED WITH —
' BEFORE USING. || “Protective Seal” Se————o
" Monutacursdby | | AND YELLOW W = :
Pharmaceuticals, inc. ‘ ——— 1
Tampa, Fiorida 33637 under ' Rx only =——73
Agreement with Pharmos Corporation. ' e q
US. Patent No. 4,986,335 “‘w————g ~
US. Patent No. 5.540.930 - Stenle Ophthalmic Suspension Z -
S — ©Bausch & Lamb Pharmaceutcals, inc.
AB29909
091290
R2/98-88

] ‘

Entire carton is coated with varnish except bottom

fiap of carton. ’ ’ . ‘}.,F
N y

CORE 29909

4/C: PMS 197, PMS Violet, Cyan, Black
DIMENSIONS: 1 5/8"x 1 116" x 3 /8"

L-2004

ART IS AT 100%

PHARMACODE#2501

SCANNER BAR PQSITION: 0.25 (4) & 1.25" (20)
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| eatmt contams | FOR OPHTHALMIC
‘ ACTIVE. ¢ USEONLY.
gmeuadr;al Etabonate :
mg (0.5%}; :
INACTIVES: ' KEEPOUT OF
Edetate Disodum. Glycerin, Povidone, REACH OF
Purified Water and Tyloxapol. 1 CHILDREN.
Hydrochionic Acid and/or Sodum :
+ Hydroxde may be added 10 agjust the l Storage:
: ! -pH1053-56. Thc_suspmsm is | Store upright
i i essentially isotonic with a toniaity of
250 10 310 mOsmol/kg. | between
| PRESERVATIVE ADDED: | 15°=25°C (59°-77°F].
: | Benzalkonum Chidride 0.01 %. -;' DONOT FREEZE.
& | USUAL OSAGE: | [ BoNoT USE
SeePackage insert ! IF NECKBAND
SHAKE VIGOROUSLY | | WMPRINTED WITH
i BEFORE USING. t | ~Protective Snl*“
‘ AND YELLOW
' Manufactred by l
! Bausch & Lomb ‘ IS NOT INTACT.
I Pharmaceuticals, lec. i
Tampa. Florida 33637 under i Rx only
! Agreement with Pharmos Corpocation. |
| US Patent No.4,996.335 i
US. Patent No. 5,540,330 -
' ©Bausch & Lomb Phermacauticals. e, |
\ :

Entire carton is coaled with varnish except bottom
fiap ot carton.

CORE 29911

4/C: PMS 197, PMS Violet, Cyan, Black
DIMENSIONS: 1 5/8"x 1 116" x 3 38~
L-2004

ART IS AT 100% .

PHARMACQDE#2502
SCANNER BAR POSITION: 0.25" (4) & 1.75" (28)
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SHAKE VIGOROUSLY BALSCH EACH st CONTAINS: ACTAVE
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CORE 29904 LABEL

4/C: PMS 197, PMS Violet, Cyan, Black
DIMENSIONS: 3 1/8” x 13/16"

3/4” unvarnish-area at left

L-1605

ART IS AT 100%

PHARMACODE#682

APPERRS THIS WAY
- --ON ORIGINAL



