VAQTA- hepatitis a vaccine, inactivated injection, suspension
Bamboo US BidCo LLC

These highlights do not include all the information needed to use VAQTA
safely and effectively. See full prescribing information for VAQTA.

VAQTA ®(Hepatitis A Vaccine, Inactivated)
Suspension for Intramuscular Injection
Initial U.S. Approval: 1996

PRINCIPAL DISPLAY PANEL - 0.5 mL Vials Carton
10 Single-dose ~25U/0.5-mL Vials

(HEPATITIS A VACCINE, INACTIVATED)
VAQTA ©
PEDIATRIC/ADOLESCENT

0.5 mL vial contains approximately 25U of hepatitis A virus antigen on an Amorphous
aluminum

hydroxyphosphate sulfate adjuvant. Hepatitis A virus is grown in cell culture in human
MRC-5

diploid fibroblasts.

Rx only
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10 Single-dose ~25U/0.5-mL Vials

(HEPATITIS A
VACCINE
INACTIVATED)
VADOTA®

GTIN: 0D0300064831412

PEDIATRIC/ADOLESCENT



[HEPATITIS A VACCINE, INACTIVATED]
VAODTA®

PEDIATRIC/ADDLESCENT

0.5 mL vial contains approximately 25U of hepatitis A virus antigen on an Amerphaus aluminum

hydraxyphesphate sulfate adjuvant. Hepatitis A virus i grown in cell culture in human MRC-5
diploid fibroblusts.
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PRINCIPAL DISPLAY PANEL - 0.5 mL Syringes Carton

10 Single-Dose 0.5-mL Syringes

[HEPATITIS A VACCINE,
INACTIVATED]
VAQTA ®

PEDIATRIC/ADOLESCENT
FORMULATION

This package contains 10 single-dose syringes.
Each 0.5-mL syringe contains approximately 25U of hepatitis A virus antigen
on an amorphous aluminum hydroxyphosphate sulfate adjuvant.

Hepatitis A virus is grown in cell culture in human MRC-5 diploid fibroblasts.



Rx only
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INACTIVATED)
VAQTA®

PEDIATRIC/ADOLESCENT
FORMULATION

This package contains 10 single-dose syringes.
Each 0.5-mL syringe contains approximately 25U of hepatitis A virus antigen
on an amerphous aluminum hydroxyphosphate sulfate adjuvant.

Hepatitis A virus is grown in cell culture in human MRC-5 diploid fibroblasts.

Rx only

10 Single-Dose 0.5-mL Syringes

(HEPATITIS A VACCINE, INACTIVATED)

VAOTA®
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PRINCIPAL DISPLAY PANEL - 1 mL Vials Carton

10 Single-dose
~50U/1-mL Vials

(HEPATITIS A VACCINE, INACTIVATED)
VAQTA ®
ADULT FORMULATION

1 mL vial contains approximately 50U of hepatitis A virus antigen on an Amorphous

aluminum
hydroxyphosphate sulfate adjuvant. Hepatitis A virus is grown in cell culture in human

MRC-5
diploid fibroblasts.

Rx only
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10 Single-dose ~50U/1-mL Vials

[(HEPATITIS A
VALCINE,
INACTIVATED])

GTIN: OD300064841411

ADULT FORMULATION

~50U/1-mL Vials

ADULT FORMULATION

Idﬁwﬁnqwmimﬁﬁmmﬁanj;mmm
T . Hepatitis A virus i in cell culture in human MRC-5
v -
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Rx only
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PRINCIPAL DISPLAY PANEL - 1 mL Syringes Carton
10 Single-Dose 1-mL Syringes

[HEPATITIS A VACCINE,
INACTIVATED]
VAQTA ®

ADULT FORMULATION

This package contains 10 single-dose syringes.
Each 1-mL syringe contains approximately 50U of hepatitis A virus antigen
on an amorphous aluminum hydroxyphosphate sulfate adjuvant.

Hepatitis A virus is grown in cell culture in human MRC-5 diploid fibroblasts.
Rx only
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VAGTA®
ADULT FORMULATION

This package contains 10 single-dose syringes.
Each 1-mL syringe contains approximately 50U of hepatitis A virus antigen
on an amorphous aluminum hydrexyphosphate sulfate adjuvant.

Hepatitis A virus is grown in cell culture in human MRC-5 diploid fibroblasts.

Rx only
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10 Single Dose 1-mL Syringes
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PRINCIPAL DISPLAY PANEL - 1 mL Vial Carton

1 Single-dose
~50U/1-mL Vial

(HEPATITIS A
VACCINE,
INACTIVATED)
VAQTA ®

ADULT
FORMULATION

1 mL contains approximately 50U

of hepatitis A virus antigen on an
Amorphous aluminum hydroxyphos-
phate sulfate adjuvant.

Hepatitis A virus is grown in cell
culture in human MRC-5 diploid
fibroblasts.

Rx only
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For Position Only

The vidl stopper contains dry
natural latex rubber that may
o e cause allergic reaction in
i latex-sensitive individuals.
: : SHAKE WELL BEFORE USING.
Dosage: See puckage insert.
Discard vial after use.
{:.I AE'l::":? LE"S " Do not inject intravenously,
II\IAL—I‘IVATED] intradermally, or subcwtameously.
VADTA® Store of 2-8°C(36-46°F).
DO NOT FREEZE since freezing
ADULT desfroys pofency.
FORMULATION 1 Single-dose ~50U/1-ml Vial
For product and service information call
;:k:gi:wmi:;ﬂh 50l 1800-672-6372.
e i Manufaciured and Distributed by:
fﬁ‘ﬂ:ﬁ,ﬂ'ﬁmtw"“’h"’ Merck Sharp & Dohme LLC
Hepatitis A virus & grown in cell Rohwuy, MJ 07065, USA
?uhlm?lnin human MRC5 diplid US. Gowt. Lic. No. 0002
ibroblnsts.
Copyright © 2022
Merck & (o., Inc.
Rx only Rahway, NJ, USA, and its offiliates.
Al rights reserved.
€3 MERCK
XXX
1 Single-dose ~50U/1-mL Vial
[(HEPATITIS A
VACLCINE,
INACTIVATED)
VADTA"
ADULT FORMULATION
L
VAQTA
hepatitis a vaccine, inactivated injection, suspension
Product Information
Product Type VACCINE Item Code (Source) NDC:83703-045

Route of Administration INTRAMUS CULAR



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
HEPATITIS A VIRUS STRAIN CR 326F ANTIGEN (FORMALDEHYDE EEPQTAI'iG?gE%S S B 0
INACTIVATED) (UNII: Q04Q922K9Q) (HEPATITIS A VIRUS STRAIN CR 326F (FORMALDEHYDE - ol 5 ml
ANTIGEN (FORMALDEHYDE INACTIVATED) - UNII:Q04Q922K9Q) INACTIVATED)
Inactive Ingredients
Ingredient Name Strength
SODIUM BORATE (UNIl: 91MBZ 8H3QO) 35 ug in 0.5 mL
SODIUM CHLORIDE (UNIl: 451W471Q8X)
WATER (UNIl: 059QFOKOOR)
Product Characteristics
Color white (slightly opaque, white) Score
Shape Size
Flavor Imprint Code
Contains
Packaging
Item T Marketing Marketing
# Pack D ription
Code ackage Descriptio Start Date End Date
NDC:83703- ,
L 045.05 10 in 1 CARTON
1 NDC:83703- 0.5 mL in 1 SYRINGE; Type 3: Prefilled Biologic Delivery
045-01 Device/System (syringe, patch, etc.)
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103606 03/29/1996
VAQTA
hepatitis a vaccine, inactivated injection, suspension
Product Information
Product Type VACCINE Item Code (Source) NDC:83703-046

Route of Administration INTRAMUS CULAR

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength

HEPATITIS A VIRUS STRAIN CR 326F ANTIGEN (FORMALDEHYDE ,H\EPAT,!PSA-.-YIE{-US STRAIN A rs



INACTIVATED) (UNII: Q04Q922K9Q) (HEPATITIS A VIRUS STRAIN CR 326F M 2400 ANTIGEN =0 L

. (FORMALDEHYDE in 1 mL
ANTIGEN (FORMALDEHYDE INACTIVATED) - UNII:Q04Q922K9Q) INACTIVATED)
Inactive Ingredients
Ingredient Name Strength
SODIUM BORATE (UNIIl: 91MBZ 8H3QO) 70 ug in1 mL
SODIUM CHLORIDE (UNII: 451W471Q8X)
WATER (UNIl: 059QF0KOOR)
Product Characteristics
Color white (slightly opaque, white) Score
Shape Size
Flavor Imprint Code
Contains
Packaging
Item T Marketing Marketing
# Code CRELEEE MEEEDA Start Date End Date
NDC:83703- q
1 046-02 10 in 1 CARTON
1 NDC:83703- 1 mL in 1 SYRINGE; Type 3: Prefilled Biologic Delivery
046-01 Device/System (syringe, patch, etc.)
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103606 03/29/1996

Labeler - Bamboo US BidCo LLC (119087615)

Revised: 6/2024 Bamboo US BidCo LLC
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