CALGONATE CALCIUM GLUCONATE GEL 2.5%- calcium gluconate gel
Denison Pharmaceuticals, L1.C

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.

Calgonate

Active ingredients

Calcium Gluconate, 2.5%

Keep out of Reach of Children. For external use only. Avoid contact with eyes.
Purpose

First aid response to hydrofluorix acid (HF) exposure

Directions

Before applying gel, rinse area with water. Invert cap and pierce metal seal to open tube. Apply gel
freely, massage in. Reapply gel every 10 to 15 minutes while seeking emergency medical assistance.

Inactive ingredients

Purified water, Cabapol 934 Polymer, Methylparaben, Sodium Hydroxide
Intended Use:

Topical skin treatment for hydrofuoric acid burns or exposure.
Warnings

Do not use if tube is damaged or open.

Re-use risks: contamination, low product efficacy.
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DIRECTIONS FOR USE:

Bafare applying qel, insa area with wakar,
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ISTRUZIONI PER L'

Prima di appiicana il gel, fscizoquare la zang con
acrua. Per aprive, capovalgens @ lappo & perfarase
il sigilo di mewalo, Applicare @ gel Bheraments &
massangiare. Riapplicane 1 gel ogni 100 15
minun e richiedere immediata assislenza mediza.
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GEBRALCHSANWEISUNG:

Spalen Sie den bedroflenen Bersich sorgfaltig rmi
Wasser ab, bevor Sie das Gel mdiragen, Offnen
Siet die Tube, indem Sie mit der Rlbckseite der
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Irverir le capushan at peroer [ scem en il
paur auver ke ubse, Appliquar le gel libremant 1
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CALGONATE CALCIUM GLUCONATE GEL 2.5%

calcium gluconate gel

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:0295-7520

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
CALCIUM GLUCONATE (UNIE: SQE6 VB453K) (CALCIUM CATION - UNI:2M83C4R6ZB) CALCIUM GLUCONATE 2.5g in 100 g

Inactive Ingredients
Ingredient Name Strength
CARBOMER 934 (UNIE: Z135WT9208)
METHYLPARABEN (UNIE: A2I8 C7HI9 T)
SODIUM HYDRO XIDE (UNIE: 55X04QC321)
WATER (UNIL: 059 QFOKOOR)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:0295-7520-40 25 gin 1 BOTTLE; Type 0: Not a Combination Product 03/26/2019

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
unapproved drug other 03/26/2019

Labeler - penison Pharmaceuticals, LL.C (001207208)

Establishment
Name Address ID/FEI Business Operations
Denison Pharmaceuticals, LLC 001207208 manufacture(0295-7520)

Revised: 3/2019 Denison Pharmaceuticals, LLC
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