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R Ophthalmic Suspension USP,
0.3%/0.1%

- STERILE OPHTHALMIC SUSPENSION

n\‘oe

R A N Tobramycin and Dexamethasone “mml
2

FOR OPHTHALMIC USE ONLY
DESCRIPTION:
Tobramycin and Oexamethasons Ophthaimic Suspansion USP, 0.3%/0.1% is a sterile, multiple dase antibiotic and
steraid for topical ophthalmic use. Tobramycin is repr d by the foil g structural formuls:
CHzNH, NH,
HO
) . .
C.HaN,0, ot S 9 el We 487.52

Chemical Neme: 0-3-Amino-3-deoxy-a-D
hexapyranosyl-{1=8)|-2-deoxy-L-streptamine

n

glucopyranosyi-(1=4)-0-((2,8-diamino-2,3,8-tridexoxy-a-0-ribo-

Dexamamasone is represented by the following structural formuia:

Callnf 0y Mol. We. 392.87°

Chemical Name: 9-Fiyoro-118,17,21-trihydroxy- 16a-methylpragna- 1, 4-diene-3,20-dicne

Each mi Comtaias: ACTIVES: Tobramycin 3 mg (0.3%) and Dexamethasons | mg (0.1%); INACTIVES: Sodium Suifate,
‘ Sodium Chloride, Hydroxysthyt Celluiose, Tyloxapol, Edetate Disodium, Purified Water. Sulfuric Acid and/or Sodium
Hydroxide may be sdded to adjust pH (5.0 - 6.0). PRESERVATIVE ADDED: Benzatkonium Chioride 0.01%.

CLINICAL PHARMACOLOGY: '

Corticoids suppress the inflammatory response to a variety of agents and they probably delsy or siow healing. Since
corticoids may inhibit the body’s defense mechanism against infection, a concomitant antimicrobisl drug may be
used whaen thig inhibition is considered to be clinically significant. Dexamethasone is a potent corticoid.

The antibiotic component in the combination {tobramyein) is inchuded to provide action agsi ptible organ-
isms. in vitro studies have demonstrated that tobramycin is active sgeinst susceptible strains of the following
microorganisms:

Staphylococci, including S. aureus and S. epidermidis (coagulase-positive and cosguiasa-negative), including
panicillin-resistant strains.

Streptocacei, incliuding some of the Group A&m-hommfe species, some nonhemolytic species, and some
Streptococcus pneumonise.

Pseudomonas seruginoss, Escherichis coli, Klebsiells p ise, Enterod serog Proteus mirabilis,
Morganeiis morganii, most Proteus vulgaris strains, Heemophilus influenzse and K. aegyptivs, Moraxela IacmuQ
Acinstobacter caicoaceticus and some Neisseris species.

_ Bacteriat susceptibility studies demonstrate that in some cases microorganisms resistant to gentamicin remain

susceptible to tobramycin.
No dats are svailable on the extent of systemic sbsorption from tobramycin snd d thas phthaimé
e suspension; however, it i known thst some systemic absorption can occur with ocularly applied drugs. if the

maximym dose of tobramyein and dexamethasons ophthaimic suspension is given for the first 48 hours (two drops in

each eye svery 2 hours) and complete systemic sbsorption occurs, which is highly unlikety, the dsily dose of

dexsmethasane would be 2.4 mg. The ususl physiologic replacement dose is 0.75 mg daily. If tobramycin and

- dexamathesons oghthaimic suspension is given after the first 48 hours s two drops in each eye every 4 hours, the
: administered dose of dexamaethasone would be 1.2 mg daily.

INDICATIONS AND USAQE: .

Tobramycin and dexamethasons ophthaimic suspension is indicsted for steroid responsive inflammatory oculsr
. R conditions for which a corticosteroid is indicated and where superficial bacterial ocular infection ora risk of b i
R — oculst infection exists.

Dcutar steroids are indicated in inflammatory conditions of the peipebral and bulber conjunctiva, cornes and anterior
sagment of the globe where the inherent risk of steroid use in certain infective conjunctivitides is acceptad to obtain
2 diminution in sdema and inflammation. They ace also indicated in chronic snterior uveitis and comesd injury from
chemical, radiation or th | burns, of p jon of foreign bodies.

The use of 8 combination drug with an anti-infective component is indicated where the risk of superficisl ocular
infaction is high or whers thers is an expectation that potentisily dangerous numbers of bactaria will be presentin the eye.

The particuler anti-infective drug in this product is sctive agsinst the fokowing b isl eye p q

Staphylococei, including S. aureus and S. epidermidis (cosguiase-positive and coaguiase-negativel, including
penicillin-registant strains.

Streptococci, including some of the Group llm-homalwic species, some nonhemolytic species, and some
Straptococcus pnaumanise.
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" | Suspension USP,

. 0.3%/0.1% (Sterile)

— o
\\____'//>



Ao

(UANS) %[ 0/%E0 |
‘dSn uotsuadsng — e
oueyydo / \ / ‘x
| ouoselRWEXSq | | \
~ pue UAUIRIQO}, ‘
;/ EACH mL CONTAINS: FOR OPHTHALMIC BAUSCH Tobramycia and
‘% ACTIVE: : USEONLY. & LOMB® Dexamethasone
f Eommeﬁin : m°1m”(,t; a‘% | NDC 24208-295-05 Su?pmm:J%P
| examethasone 1 mg (0.1%); X .
| NACTVES, mmﬁ“m 0.3%/0.1% (Sterlle)
‘ Hydroyetyl Collose, Tobramycin and | - )
| Tviaxapol, Edetate Disodium, | KEEPOUTOF Dexamethasone y
1 Purified Water. Sulfuric Acid REACH OF Ophthalmic
| and/or Sodium Hydroxide may CHILDREN. N pis .
be added to adjustpH (5.0-6.0). WS Suspension USP NOT INFACT. -
PRESERVATIVE ADDED: Storage: .
Benzalkonium Chloride 0.01%. Store upright 0.3w 0.1 %
USUAL DOSAGE: ?gi?ggi‘c e b :
See package insert (59°- 86°F). N
:ﬂECAIﬂ_'ION: Do no:f touch ~
ropper tip to any surface as T
this may contaminate the )
s ey conam S— g
! SHAKE WELL 2 =
g mm BEFORE USING & F
; Bausch & Lomb | e——temm— 2 g
| Pharmaceuticals, Inc. e ®.-
| Tampa, FL 33637 E— a8 o
‘ ©Bausch & Lomb Phamacouticals, inc. 5 mL x 2 §
‘g
- AB2S707 = "3 .
I g wé £
2 =
B — 3 8] 53
: &
I"“““" g § § 3 8 :
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EACH mL CONTAINS: FOR OPHTHALMIC BAUSCH Tobramycin and
ACTIVE: USE ONLY. & LOMB® Dexamethasone
Eomamey;am ; '“°1‘°'”?3?‘J£’) s Omu:almlljcsp
. asone 1 mg{0.1%); NOC 24208-295-25 uspension f
: lhﬁE‘ﬂVES: s wm‘:’gum 0.3%%.1% (Sterile)
Sodium Sulfate, Sodium Chloride, : '[bbramycm and -~
 Tioxonch Edetate Dedam, | KEEPOUTOF Dexamethasone | [ DO NOT USE
Purified Water. Sulfuric Acid REACH OF Ophthalmic IF IMPRINTED
! and/or Sodium Hydroxide may CHILDREN. Y NEEKBAND IS
i be added to adjust pH {5.0-6.0). Suspension USP NOT INFACT.
PRESERVATIVE ADDED: Storage:
Benzalkonium Chioride 0.01%. =M Stors upnght 0.3‘*)/0.1%
| USUAL DOSAGE: ?gEY‘ggi‘c :
See package insert (58°- 86°F).
; PRECAUTION: Do not touch 2
f i dropper tip to ang r;grfa:: as —_.m
. this may contaminate the ﬁ n
suspension. ————
SHAKE WELL - o
| = MR -
. Bausch & Lomb ——————
. {P_harmacl::le;ugsl_’s, Inc. S—
' Tampa, ]
\ Bausch & Lomb Ph icals, Inc. 25mL zm
AB28704
REV. 10/

SCANNER BAR LOCATIONS: 0.625" & 1.75"(10 & 28)

3 Color: Black, Process Blue, PMS 131
L-2004
PHARMACODE #2046

Box Dimensione: 1 5/8° x 1 1/16" x 3 ¥/§°

CORE 28704 - 2.5 mL CARTON

Artis at 100%
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| EACH mL CONTAINS: . FOROPHTHALMIC Tobramycin and
| ACTIVE : USEONLY. & LOVIB® Dexamethasone
| 53227".“."&'2‘.32‘.” l‘%\ﬁ(’)a&dy PICAL NDC 24208-296-06 Sugpemlu USP
INACTIVES; | TORTORICALEYE 0.3%/0.1% (Stertle)
odium Salfate. sodum Chloride. ' Tobramycin and
ydraxy! 3 .
Tyloxapol, Edetate Disodium, | KEEP OUTOF Dexamethasone -
Purified Water. Sulfuric Acid REACH OF Ophthalmic
gndlg; S:dmu;ﬂvdprmds; me +CHILDREN. S ion USP
e added tn adjust -8.0). : .
PRESERVATIVE ADDED: Storage: uspension ’ NOT IRpCT d
Benzalkonium Chloride 001%. | Store upright 0.3%/0.1%
USUAL DOSAGE: ?gol."m“" o
See package insert. (59°-86°F). =
:mcmmu: Do m:v:f touch ~
rcpper up to any surface as
thi taminate th I 8
susponsion, A S
o scroesma | :
h <
. - )
Bausch & Lomb - 5
X Pt::rstcnacoug::nala, inc. ———————— ®. o~
Tampa, FL 33637 N az ¥
DBausch & Lomb Ph tical, Inc. 5mlL . :" 5
: 18
XQ01284 z :i g
. REV. 107988 § x
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