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.



THIS SECTION
~ WAS
DETERMINED
NOT
TO BE
RELEASABLE

13 W@




2/ /78

SRS YOS ¢ \ .
* o B
> vam - - oL
FARE R
:~|.",»;-1

v ot

7 Ty

Stom Quene Sussmes  SAMPLE-B0Y AORATRALL

CORE 35385 LABEL

4/C: PMS 197, PMS 294. Cyan. Black
DIMENSIONS: 3 1/8™ x 0.8125"

3/4” unvarnish area at left

L-1605

ART 1S AT 100%

PHARMACODE#

APPEARS THIS WAY
ON ORIGINAL
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CORE 35304 LABEL

4/C: PMS 197. PMS 294. Cyan, Black
OIMENSIONS: 3 1/8” x 0.8125"

J/4” ynvarnish area at left

L-1605

ART IS AT 100%

PHARMACODE?

APPEARS THIS WAY
ON ORIGINAL
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CORE 35307 LABEL

4/C: PMS 197, PMS 294, Cyan. Black
DIMENSIONS: 3 178" x 0.8125"

/4" ynvarnish area at lett

L-1605

ART IS AT 100%

PHARMACODE#

APPEARS THIS WAY
ON ORIGINAL
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CORE 35308 LABEL

4/C: PMS 197, PMS 294, Cyan. Black
DIMENSIONS: 3 3/8" x 0.711"

5/8" unvarnish area at left

L-1614

ART IS AT 100%

PHARMACODE#

APPEARS THIS WAY
" ON ORIGINAL
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EACH mL CONTAINS: FOR OPHTHALMIC gAll.Jos\cl.l;
ACTIVE USE ONLY. MB* . ’
Lotepradnol Etabonate MOS 28248 223 ¥4 ’ ‘l@x
2mg 02%}- KEEP QUT OF T 4
NACTIVES REACH OF I0E0rR0N0 eanoraE
Giycern Povidone, Tyiaxapol, . . - T A
Edetate Disodium and Purved Water. | CHILDREN )
Hydrochioric Acd and/or Sodum g nge
el gl e AR - =
t0d. 0. suspensIonN 5§ z--
ssantaly sotonc wiha toncy o | Siore o lofenrednol esbonate
250 0 3% mOsmol/kg. 5°-25°C (58°=T7°F) :
PRESERVATIVE ADDED NOT FREEZE g mm Suspesn 02%
. Benzakonwm Chiorade 001% 0o :
i USUAL DOSAGE:
See Package nsert. 00 NOT USE
SHAKE VIGOROUSLY IMPRINTED WTh
BEFORE USING. 'Pme:l'-ve Seal”
Manutactured by AND YELLOW 9
Bausch & Lomd 1S NOT INTACT.
| Pharmaceuticals, inc
) Tampa, Flonda 33637 under
1 Agreement with Pharmas Corporation | X ealy
US Patent No. 4,996,335
US. Patent No. 5,540,930
i © Bausch & Lomb Pharmaceutcals. inc.
| .
f AB3539
0BT
| Rz%EE |

Entire carton is coated with varnish except bottom

flap of carton.

CORE 35385

4/C: PMS 197. PMS 294, Cyan. Black
DIMENSIONS: 1 5/87 x 1 116" x 3 38"

L-2004

ART IS AT 100%
PHARMACODE#
SCANNER BAR POSITION:
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i:&r:‘l‘l, E-I. CONTAINS: roa &I"D&THAI.MIC gA[l:,gﬁlB{ .
Lotepredaol Etabonate Not 29208 ox 20 P "fex
2m 02%, KEEP OUT OF e ¢
INACTIVES. REACH OF oo e2norgs
Glycern, Povidone, Tyloxapol wTex it A
Edetate Disodum and Purifed Water, | CHILOREN
Hydrochlorc Acd and/or Sodwm e Staule
Hydraude may be added 10 adjust the Sterage: L thalmic
pH105.3-5.6. The suspensionss Store upright
essentially sotonic with a tonicity of batwesn
| ﬁg:vﬁ,',,,"": m""""“‘ 15°-25°C (5°-T7°F ). (n‘mmammmo%
" Berzalkormum Chiorde 0.01%. DONOT FREEZE
? kaqemm: DO NOT USE
i;“ m;:s“ IF NECKBAND
VIGOR IMPRINTED WITH
BEFORE USING. “Protective Seal”
Manufactired by AND YELLOW &
Bausch & Lomb 1S NOT INTACT.
Pharmaceuticals. inc.
Tampa. Florda 33637 under
Agseament with Pharmas Corporaton | R emly
US Patent No 4.996.335
US. Patent No 5.540.930
© Bausch & Lanb Pharmaceutcals. inc.

Entire carton is coated with varnish except bottom

fiap of carton.

CORE 33304

4/C. PMS 197, PMS 294, Cyan. Black
DIMENSIONS: 15/8" x 1 116" x 3 38°
L-2004

ART 1S AT 100%

PHARMACODE#

SCANNER BAR POSITION:
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g P KEEP OUT OF o
INACTIVES REACH OF oo :
Giycenn, Povidone, Trioxapal, FeTrT iR
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Hydrochiorc Acd and/or Sodum Stente :
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vcommimnd | e | (BTECO €00 |
to ky o ,
PRESERVATIVE ADOED 1525 55°-77°F). oprtame superson 0.2% !
Benzaikorm Chiorde 0.01% DO NOT FREEZE
‘s’.‘.“ p"' 1 i DO NOT USE «
sm:m st v | 1F NECKBAND ; !
VIGOROUSL! : IMPRINTED WITH
BEFORE USING. | “Protective Sesl” ‘- i
Marufactured by AND YELLOW ) ;
Bausch & Lomb ! 1S NOT INTACT ; ;
mm%&& under ! : !
Agreement with Pharmos Corporation | X emly Sml ’
USS. Patent No 4,996,335 . Stenle
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Entire carton is coated with varnish except bottom

flap of carton.

CORE 33307

4/C: PMS 197, PMS 294, Cyan. Black
DIMENSIONS: 158" x 1 /16" x 3 38"

L-2004
ART IS AT 100%
PHARMACODE#

SCANNER BAR POSITION:
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Loteprednotttabonate ' Ng. !:9‘:13, ‘Ifex
2mg 2%, 0L 2478 552w l
INACTIVES. KEEP OUT OF
REACH OF ur-rcm n
Glycern, Povidone, Tyloxapol, C
Edetate Disodum and Purified Wates. HLDREN
Hydrochiorc Act and/or Sodhum f Sterde
m m;yrtamﬂ 10 ojust the Sterags: gm
to SUSpenInn i 5
e ey g
10 9 " ‘
PRESERVATIVE ADCED: %5°-25°C (53°-77°F) ophthamc suspensn 0.2% :
hiorde0.01% DONOT FREEZE ;
USUAL DOSAGE: ) :
See Package ingert DO NOT uSE \ :
IF NECKBAND ,
SHAKE VIGOROUSLY IMPRINTED WITH :
BEFORE USING. “Protective Seal” k.q
Manutactured by AND YELLOW & ,
Bausch & Lomb IS NOT INTACT '
e !

, Florda :
Agreoment with Phasmos Corporation. | i enly Vml '
US.Patent No. 4,996,335 Stenie
US Patent No 5,540,930 il Ophthaimic
© Bausch & Lomb Phanmacautals, inc é Suspension
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xam
R2/%6E /
Entire carton is coated with vamish except bottom |
/

Rap of carton.
CORE 35309

4/C: PMS 197. PMS 294. Cyan, Black
DIMENSIONS: 15/8" x 1 116" x 3 3/8"

L-2004
ART IS AT 100%
PHARMACODE#

SCANNER BAR POSITION:



