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Fluvirin

FLUVIRIN  
a/singapore/gp1908/2015 ivr-180 (an a/michigan/4 5/2015 (h1n1)pdm09-like virus, a/hong kong/4 801/2014 , nymc
x-263b (h3n2) (an a/hong kong/4 801/2014 -like virus), and b/brisbane/60/2008, wild type (a b/brisbane/60/2008-
like virus) injection, suspension

Product Information
Product T ype LICENSED VACCINE BULK INTERMEDIATE Ite m Code  (Source ) NDC:438 35-0 0 19

Route  of Adminis tration NOT APPLICABLE

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

INFLUENZA A VIRUS A/VICTO RIA/3 6 1/2 0 11 IVR-16 5 ( H3 N2 )  ANTIGEN
( PRO PIO LACTO NE INACTIVATED)  (UNII: 38 72LLC6 8 G) (INFLUENZA A
VIRUS A/VICTORIA/36 1/20 11 IVR-16 5 (H3N2) ANTIGEN (PROPIOLACTONE
INACTIVATED) - UNII:38 72LLC6 8 G)

INFLUENZA A VIRUS
A/VICTORIA/36 1/20 11 IVR-16 5
(H3N2) ANTIGEN (PROPIOLACTONE
INACTIVATED)

15 ug
 in 0 .5 mL

INFLUENZA B VIRUS B/HUBEI-WUJIAGANG/158 /2 0 0 9  BX-3 9  ANTIGEN
( PRO PIO LACTO NE INACTIVATED)  (UNII: 3S1ZBQ2B9 I) (INFLUENZA B VIRUS
B/HUBEI-WUJIAGANG/158 /20 0 9  BX-39  ANTIGEN (PROPIOLACTONE
INACTIVATED) - UNII:3S1ZBQ2B9 I)

INFLUENZA B VIRUS B/HUBEI-
WUJIAGANG/158 /20 0 9  BX-39
ANTIGEN (PROPIOLACTONE
INACTIVATED)

15 ug
 in 0 .5 mL



Catalent Belgium SA

INFLUENZA A VIRUS A/CHRISTCHURCH/16 /2 0 10  NIB-7 4  ( H1N1)  ANTIGEN
( PRO PIO LACTO NE INACTIVATED)  (UNII: H41XP0 E6 G8 ) (INFLUENZA A VIRUS
A/CHRISTCHURCH/16 /20 10  NIB-74 (H1N1) HEMAGGLUTININ ANTIGEN
(PROPIOLACTONE INACTIVATED) - UNII:W3D48 FDO26 )

INFLUENZA A VIRUS
A/CHRISTCHURCH/16 /20 10  NIB-74
(H1N1) HEMAGGLUTININ ANTIGEN
(PROPIOLACTONE INACTIVATED)

15 ug
 in 0 .5 mL

Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 0 59 QF0 KO0 R)  

SO DIUM CHLO RIDE (UNII: 451W47IQ8 X)  

SO DIUM PHO SPHATE, MO NO BASIC, ANHYDRO US  (UNII: KH7I0 4HPUU)  

THIMERO SAL (UNII: 2225PI3MOV)  

PO TASSIUM PHO SPHATE, MO NO BASIC (UNII: 4J9 FJ0 HL51)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:438 35-0 0 19 -1 40  in 1 BOX

1 10  in 1 CARTON

1 0 .5 mL in 1 SYRINGE, GLASS

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

BLA BLA10 38 37 0 9 /15/20 13

Labeler - Catalent Belgium SA (370696762)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

Cata lent Belgium SA 370 6 9 6 76 2 manufacture(438 35-0 0 19 ) , analysis(438 35-0 0 19 )
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