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t$$UE DE ff\Ci IED For the Medlesl Profecslon onlv
I 6NEOSPORIN:$,*,,0

POLYMYXIN B. NEOMYCIN . GNAMICIDIN
I

OPHTHALIviIC SOLUTION

",::lHlil-
Each cc. contains:

'Aerosporin' brand Polyrnyxin B* Sulfate ... ..,... 5,000 Units
Neornycin_ Sulfate . -: 2.5 mg.

(equivalent to 1.75 mg. Neornycin Base)

v*tillTtX'i,il"t;- "t.ot'ot o.slo, rhi;e;;.ut iprrservarive) o.ffif%,*f;o
the inactive ingredients propylene glycol, polyoxyethylene polyoxypropyl-
ene compound, sodium chloride anci purified water.
'Neosporin' brand Polymyxin B-Neonrycin-Gramicidin Ophthalmic Solu-
tion is a sterile preparation indicated {or the prophylaxis and treatment
of bacterial infections of the eye due to susceptible organisms. It is par"
ticularly useful in situations in which an ophthalmic solution is preferred
to an ointment, as irt preoperative and postoperative use in ophthalmic
surgery, and in corneal wounds, and when an ointment base might inter-
fere with the visual acuity of ambulatory patients engaged in normal
activity.

ACTTON
The combination of 'Aerosporin' brand Polymyxin B Sulfate with

gramicidin and neonry'cin is cirosen for the completeness of its antibac-
t':rial action against most pathogens likely to ocuur in the eye.

Polymyxin B attacks gram-negative bacill i, including virtually all
strains oL Pseudonlottcts aeruginosa. This organism is a notable omission
frorn the spectra of most other agents, but it is highly susceptible to poly-
myxin B which is acknowledged to be the most effective agent known for
treatment and prophylaxis of Pseud,ornonas infections. The frequency
with which grem-negative bacilli, especially Ps. aeruginosa and H. in-
flue.nzae (Koch-Weeks bacillus) invade- susceptible mucous membranes
of the eye makes polymyxin B indispensable in these fields.

Neomycin provides antibacterial action against meny strains of g;am-
positive and gram-negative organisms, including many strains of, Proteus
aulgaris. Neornycin is considered by rnany authorities to be one of the
most effective antibiotics against Srapi.ylococcus aureu,s which has been
demonstrated to be one of the most common etiological organisms in
bacterial conjunctivitis.

Gramicidin is active against moet gram-positive bacilli and cocci, and



extends,the spectrunr to include henrolyt ic_streptouocci,  thus completing
the antibacterial scope of the opirthalmic solut ion.

INDICATIONS 
+I

For the treatmeni'ol'eitefiral bacterial infections of the eye, includ.
ing acute and chronic conjunctivi t is, pink eye, infected sockeis, 'corneal
ulce-rs, kerati t is,- episcleri t is, blephari i is, 'and'dacryocysti t is. Piophylac.
tically, it -is useful following renioval of foreign bodiei, and before'and
after ophthalmic sul'gery, to help provide and rnaintain a sterile field.

The solution is bland and well tolerated in the eye. The saline vehicle is
non'irritant since its tonicity has been adjusted to ihat of the tears which
overla-y the cornea. It is entirely suitable'for use in infants and children
as well  as adults. The incident 'e-of sensit ivi ty to the component antibiot ics
is very l-ow,'"and bacteria rarely develop ..ii.tun.e to tLem. If irritation
occurs, the use of the solution should be discontinued.

APPLICATION
. Tlrt sugge-stcd dosage is one or two clrops in the nffectecl eye, two to
four times daily, or more frequentlyr &s required. In acute infections in-
itiate therapy with one or trvo -dro_gis evetl: 15 to 30 minutes, reducing
the frqqucncy of instiliation graduaify as the infection is controlied. 

o

. The pa-tient should be instructed to avoid contaminating the eye
dropper with material frorn an infected eye or other sourc{,'. Tiiis is besi
done by preventing the_li1r of the eye dropper from touching tt " ;y;iid
or surrounding arees. This caution is n"t"..ary in order 6 k".p ih"
sterile solution as free {ronr contaminating o.gani.ms as possible. 

-r ----

CONTRAINDICATIONS
This product is contraindicated for subconjunctival or intraocular

in;ecJlen, -or for i_rrigation of fistulous tracts. This product is contraindi-
cated in those individuals who have sholvn hypersensitivity to any of its
components.

CAUTION
As with other antibiotic preparations, prolonged use msy result in

overgrowth- of ;r-onsugceplibl_e organisms, including fungi. Appropriate
measures should be taken if this occurs.

PRBPARATION,NEOSpORIN,@urand

POLYMYXIN B.NEOMYCIN-GRAMICIDIN
OPHTTIALMIC SOLUTION

STERILE
Bottle of l0 cc. with sterile dropper.

* u.s. PATENT NOS. 2,666,06? & 2,696,261
BURROUGHS WELLCOME & CO. (U.S.A.)  INC.
TUCKAHOE, NBV/ YORK BURLINGAME, CALIFORNIA

Printed in U.S.A. May 196d 661802
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NEOSPORIN OPHTHAT},IIC SOLUTION
NDA 9.58'0 O otE X
IOG LO32

Pale.l o,n .pr.u.gs, Us-e.+ in .0e.hr,Fa1molg$v

IND TCATIoNS

I.  For prophylaxis agairrst  ocular infect ion.

EVATUATION: Possibly effecrive.

. . . c 0 M M E N T S : T h e P a n e I . f e e 1 . s t h a t t h e r e i s n o a d e q u a t e s u p p o r t o f

Prophylactic value and feels that nonsusceptible organism
€EenEh aey EE far6FEd " 

.

DOCIIMENTATION T None applicabLe.

II. For the treatment of virtually all strains of Pseudomonas aeruginosa,
H. inf l .uenzae (Koch-I^Ieeks baciLlus),  many strains proteus vuLgar is,
Staphylococcus aureus, hemolyt ic streptoc.occi  and, most gran posi t ive
bac i l l i  and  cocc i .

E\IATUATION : Ef fecrive .

COI"IMBNTS : None.

DOCUMEMATION:
- '1. '  Ainsl" ie, D. Treatntept of superf icial ocuLi,r infect ion with a

polytrryxin-bacitracin ointment (polyfax). Brit. J. Ophthal.-  39 t557-562 ,  1955 .
2"  Brownlee,  G. ,  S.R.M. Bushby,  and E. Io Shor t .  The chemotherapy

and pharmacoLogy of the polymyxins. Bri t .  J. pharmacol. 7:L70-
t r89,  L952.

3.  Hal le t te  J .W.I  M. I .  Wolkowicz,  and I .H.  Leopold.  Ophthal rn ic
use of  neospor in.  Amer,  .T.  Ophthal  "  4L:850-853,  1956.

4. -Jawetz, E. Polymyxin, col- ist in and bacitracin. ped,iat,  Cl in.
N.  Amer.  8 :1057-LO7L,  Lg6L.

5. Iask, S.Ao Tyrothricin as an antibiot ic. Arch. Surg. (Chicago)
56247 5-483, L948.

*6-.. . . .  Wpez; S.P. Topical
preliminary report.
L954.-

7.  Robinson,  H.J. ,  and O.E.  Graessle.  In  v i t ro  and in  v ivo s tudies
of gramicidin, tyrothricin and tyrocidine.. J. pharmacol. Exp.
Ther .  7623L6-325, L942.

8. Sorsby, A., and J. Ungar" Neomycin in ophthalmoLogy. Ann. Roy.
Col l . .  Surg.  Eng.  22:L07-LL6,  1958"

9. vogeL, A.l tr .r  r .H. reopold, and A" Nichols. Neomycin; ocular-
tissue toLerance and penetration when 1ocaL1,y applied in the
rabbi t  eye.  Amer.  Jo ophrhal .  34:L357-L362,  (b i rober)  1951.

L0. WLgginsl R.L. Experimentat studies on the eye wi.th poiyrnycin
B.  Amer.  J .  Ophthal .  35:83-99,  (May,  pt .2)  LgSz.)

use of neomycin in ophthaLmology; a
Ant ib io t .  Chemother .  (N.y . )  4 :  1189-1195,
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ffi 
w Gotlr'

III. tror the tteatment of external ocular lnfections such as acute and
chronic conjunctivitis, plnk eye, cotneal ulcers' ketatitis'

fVef,UlttOtt: Posslbly effectLve.

COMuENTS ! Although the Lndividual components may be effectLve ln
. the topical treatment of susceptible ocular lnfectlons' thete is no

evidence that their conbinatlon provides any Lncreased therapeutic
efflcacy.

DOCIJIIENTATION: None appllcable.

Ilt. For the treatnent of blepharitis r dacryocystitls, eplsclexltie.

BTTALUATION: Posslbly effective.

COlft'fENTs: The Panel fee18 that there is no evidence showlng adequale
penetlation or effecti-ve theraPy of these conditlons.

DOCUIIENTATIoN: None appllcable.

V. For use before and after ocular surgery to help provLde and naintaln
a ster i le f ie ld.

EVALUATION: PossiblY effective.

COI|MENTS: this clalrn rnus t eLther be supported or deleted from the
lnsert .

DOCTIMENTATION: None appLicable .

VI. For use puophyLacticaLLy ufter removaL

EVALUATION: PossiblY effect ive.

GOMMENTS: The Panel feels that thene
propirylactic vaLue and feels that the
may be fa..tote4.

DOGUIffiNTATION I None applicab le .

o f  fo re ign  bod ies .

is no adequale support for
growth of nonsensit ive organisms

S ignature

Ophthalmology Panet




