C20H10NA205 FLUORESCEIN SODIUM OPHTHALMIC STRIPS- fluorescein
sodium strip
Vistamerica USA

Disclaimer: This drug has not been found by FDA to be safe and effective, and this
labeling has not been approved by FDA. For further information about unapproved
drugs, click here.

Fluorescein Sodium Ophthalmic Strips

Product Facts

Each sterile strip is impregnated with 1 mg. of fluorescein sodium U.S.P.

INDICATIONS:

Intended for use when fitting contact lenses.

DIRECTIONS FOR USE:

To insure full fluorescence and patient comfort, the impregnated tip should be
moistened before application. One or two drops of sterile irrigating or saline solution
should be used for this purpose. Touch conjunctiva or fornix as required with moistened
tip. It is recommended that the patient blink several times after application.



Grasp tabs between thumbs & index fingers
Gently pull tabs apart

Remove strip taking care to touch only the white portion of the strip

STORAGE:
Store at 10 °C - 30 °C.

NOTE:

For external use only. Contents may not be sterile if individual strips have been damaged
or previously opened.



Keep out of reach of children

HOW SUPPLIED:

Dispenser carton containing 50, 100, or 300 strips.
Manufactured by:

Madhu Instruments Pvt. Ltd.

A-260, Okhla Industrial Area, Phase-1, New Delhi-110 020 India
DUNS number - 91-582-7852

M.L.: S(0116)/MB/18

and

Wizcure Pharmaa Pvt. Ltd.

H-881, Phase 3

RIICO Industrial Area

Bhiwadi-301019, India

DUNS Number: 87-176-9521

Imported and distributed by:

Vistamerica USA

20 Perkins Dr, Prescott

AZ 86301

Representative Packaging:
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NDC 83851-100-30

83851-100: Fluorescein Sodium Ophthalmic Strip Individual Pouch (Wizcure)

(above)
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Cara tira estéril estd impregnarda con 1 my de fluoresceina sddica USF,
INDRCACHONES: Para la tincion de ks superficie ocular al mantar los lentes

de contacta,

INSTRUCCIONES DE US0: Para garantizar la fluorescencia total y Ia comodidad
del paciente, I punta impregnada de debe humedecerse antes de la aplicacion,
Para esto se debe emplear una o dos gotas de solucidn salina estéril. Togue la
conjuntiva o b parte interior del parpada inferior, segin se necesite, Se
recomienda que el paciente parpadee varias veces despugs de |a aplcacian.
ALMACENAMIENTO: Gonsarvar entre 10°C y 30°C.

NOTA: Slo para uso externa. No se pueds parantizar Ia esteriidad del
contenido si hay tiras individuales dafiadas o abiertas.

DISTRIBUCIGN: Cartén que contiena 300 tiras

Ciascuna striscia sterle contiene 1 mo di fluorescaina sodica USP.
INDICAZIONE Per 'adattamento di lenti a contatto.

ISTRUZIONI PER L'USQ: Per garantire b piena fluorescenza e il comfort del
paziente, la punta impregnata i deve essere inumidita prima celPapplicazione.
A tale scopo, utilizzare una o due gocce di soluzione sterlle per irrigazione o
soluzione salina. Toccare congiuntiva o formice come richiesto con la punta

Each sterile strip is impregnated with 1 mg.

of fluorescein sodium USF,

INDICATIONS: Intended for use when fitting
contact fenses,

DIRECTIONS FOR WSE: To ensure full
fluorescence and patient comfort, the
impregnatad tip should be maistened before
application. One or twa drops of sterile
irrigating or saline selution should be used for
this purpose. Touch conjunctiva or fornix as
required with moistened tip, It is recommended
that the patient blink several times after
application.

STORAGE: Store at 10°C-30*C.

NOTE: For external use only, Contents may not
be sterile if individual strips have been damaged
or previously opened,

HOW SUPPLIED: Carion containing 300 strips.

Grasp tabs between thumbs
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83851-100: Fluorescein Sodium Ophthalmic Strip Box (Wizcure) (above)




83851-100: Fluorescein Sodium How Used (above)
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./.\? FLUORESCEIN SODIUM
(1\_J/ ophthalmic Strips USP
0 10 H 5

Cada tira estéril estd impregnada con 1 mg de fluoresceina sodica USP.
INDICACIONES: Para la tincion de la superficie ocular al montar los lentes

de contacto.

INSTRUCCIONES DE USO: Para garantizar la fluorescencia total y la comodidad
del paciente, la punta impregnada de debe humedecerse antes de la aplicacidn.
Para esto se debe emplear una o dos gotas de solucion salina estéril. Toque la
conjuntiva o la parte interior del parpado inferior, seguin se necesite. Se
recomienda que el paciente parpadee varias veces después de la aplicacion.
ALMACENAMIENTO: Conservar entre 10°C y 30°C.

NOTA: Sélo para uso externo. No se puede garantizar la esterilidad del
contenido si hay tiras individuales daiadas o abiertas. Manténgase fuera del
alcance de los nifios.

DISTRIBUCION: Cartdn que contiene 300 tiras

Ciascuna striscia sterile contiene 1 mg i fluoresceina sodica USP.
INDICAZIONI: Per I'adattamento di lenti a contatto,

ISTRUZIONI PER L'USO: Per garantire la piena fluorescenza e il comfort del
paziente, la punta impregnata di deve essere inumidita prima dell'applicazione.
Atale scopo, utilizzare una o due gocee di soluzione sterile per irrigazione o
soluzione salina. Toccare congiuntiva o fornice come richiesto con la punta
inumidita. Si raccomanda che il paziente lampeggi pill volte dopo I'applicazicne.
CONSERVAZIONE: Conservare a 10°C - 30°C.

ATTENZIONE: Solo per uso esterno. Il contenuto potrebbe non essere sterile se
|a singola striscia & danneggiata o precedentemente aperta, Tenere fuori dalla
portata dei bambini.

CONTENUTO: Scatola contenente 300 strisce.

Each sterile strip is impregnated with 1 mg.

of fluorescein sodium USP.

INDICATIONS: Intenced for use when fitting
contact lenses.

DIRECTIONS FOR USE: To ensure full
fluorescence and patient comfort, the
impregnated tip should be maistened before
application. One or two drops of sterile
irrigating or saline solution should be used for
this purpose. Touch conjunctiva or fornix as
required with moistened tip. It is recommended
that the patient blink several times after
application,

STORAGE: Store at 10°C - 30°C.

NOTE: For external use only. Contents may not
be sterile if individual strips have been damaged
or previously opened. Keep out of the reach of
children,

HOW SUPPLIED: Carton containing 300 strips.

Grasp tabs between thumbs
& index fingers

Gently pull tabs apart

Remove strip taking care to touch
only the white portion of the strip
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Manufactured by:

Madh Instruments Pyt Ltd.

A-Z60, Okhla Industrial Area. Phases1,
New Delhie1 10 020 India

DUNS number - 91-582-7852

Mig, Lic. No. 5(0116)/MB/18

Inorti by distibuted by
Vistamerica USA
20 Perkins D, Prescott, AZ 86301
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83851-100: Fluorescein Sodium Ophthalmic Strip Box

(above)
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T  Fluorescein Sodium "‘“ﬁi Vistamerica USA

i S.P. 20 Perkins Dr, Prescott,
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o Each strip contains

Fluorescein Sodium U.S.P. 1mg
Qty.: 1Pc.
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fluorescein sodium strip

Product Information
Product Type

Route of Administration OPHTHALMIC

Active Ingredient/Active Moiety
Ingredient Name

HUMAN PRESCRIPTION DRUG

Item Code (Source)

NDC:83851-100

Basis of Strength Strength

FLUORESCEIN SODIUM (UNII: 93X55PE38X) (FLUORESCEIN - UNI:TPYO9G7XIR) FLUORESCEIN SODIUM 1 mg in 1 mg

Packaging

# Item Code

Package Description

Marketing Start

Marketing End

Date Date

1 [PC:83851-100- 100 1n 1 BOX 10/01/2024
1 1 mg in 1 PACKET; Type 0: Not a Combination

Product
2 NDC:83851-100- 300 in 1 BOX 10/01/2024
2 1 mg in 1 PACKET; Type 0: Not a Combination

Product
3 [PC83851100- 50 in 1 BOX 10/01/2024
3 1 mg in 1 PACKET; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
unapproved drug
other 10/01/2024

Labeler - vistamerica USA (122342378)

Establishment

Name Address
Madhu Instruments Pvt.Ltd.
Establishment

Name Address

Wizcure Pharmaa Pvt. Ltd.

Revised: 6/2025

ID/FEI
915827852

ID/FEI
871769521

Business Operations
manufacture(83851-100)

Business Operations
manufacture(83851-100)

Vistamerica USA
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