
FRRd aQd DUXg AdPiQiVWUaWiRQ
Package InVeUWV & FDA PUodXcW ASSUoYalV

AdeQRYLUXV HLb MXPSV TdaS
AQWKUa[ HeSaWLWLV A PQeXPRcRccaO - PCV TLcN-bRUQe EQceSKaOLWLV
BCG HeSaWLWLV B PQeXPRcRccaO - PPSV Td
CKROeUa HPV PROLR - IPV T\SKRLd
COVID-19 IQIOXeQ]a RabLeV VaULceOOa (cKLcNeQSR[)
DeQJXe JaSaQeVe eQceSKaOLWLV RRWaYLUXV YeOORZ IeYeU
DT MeaVOeV RXbeOOa ZRVWeU (VKLQJOeV)
DTaP MeQLQJRcRccaO ACWY SPaOOSR[ aQd MRQNe\SR[   
EbROa YLUXV MeQLQJRcRccaO B Td   

PURdXcW ASSURYaO - AdeQRYLUXV

AGHQRYLUXV PDFNDJH IQVHUW
Barr Labs Inc.
Adenovirus Product Approval 

   

     
PURdXcW ASSURYaO - AQWKUa[

BLRTKUD[ PDFNDJH IQVHUW
Emergent BioSolutions
BioThrax Product Approval 

   

     
PURdXcW ASSURYaO - BCG VaccLQe (WXbeUcXORVLV)

BCG PDFNDJH IQVHUW
Organon Teknica (Merck)
BCG Product Approval 

   

     
PURdXcW ASSURYaO - CKROeUa

VD[FKRUD PDFNDJH IQVHUW
Emergent BioSolutions
Vaxchora Product Approval 

   

     
PURdXcW ASSURYaO - FDA ASSURYaO aQd EPeUJeQc\ UVe AXWKRUL]aWLRQ (EUA) ± COVID-19

CRPLUQDW\ PDFNDJH IQVHUW
Pfizer-BioNTech
Comirnaty Product Approval  

SSLNHYD[ PDFNDJH IQVHUW
Moderna
Spikevax Product Approval 

EUA FXOO PUHVFULELQJ IQIRUPDWLRQ
Pfizer-BioNTech
Letter of Authorization 
Fact Sheet for Healthcare Providers 
Fact Sheets for Patients 

 

EUA FXOO PUHVFULELQJ IQIRUPDWLRQ
Moderna
Letter of Authorization 
Fact Sheet for Healthcare Providers 
Fact Sheets for Patients 

EUA FXOO PUHVFULELQJ IQIRUPDWLRQ
Janssen (Johnson and Johnson)
Letter of Authorization 
Fact Sheet for Healthcare Providers 
Fact Sheet for Patients 

 
EUA FXOO PUHVFULELQJ IQIRUPDWLRQ
Novavax, Inc
Letter of Authorization 
Fact Sheet for Healthcare Providers 
Fact Sheets for Patients 

     
PURdXcW ASSURYaO - DeQJXe

DHQJYD[LD PDFNDJH IQVHUW
Sanofi U.S.
Dengvaxia Product Approval 

   

     
PURdXcW ASSURYaO - DT

DT (JHQHULF) PDFNDJH IQVHUW
Sanofi U.S.
DT (generic) Product Approval 

   

     



PURdXcW ASSURYaO - DTaP

DDSWDFHO PDFNDJH IQVHUW
Sanofi U.S.
Daptacel Product Approval 

 
PHQWDFHO PDFNDJH IQVHUW
Sanofi U.S.
Pentacel Product Approval 

     
IQIDQUL[ PDFNDJH IQVHUW
GSK
Infanrix Product Approval 

 
QXDGUDFHO PDFNDJH IQVHUW
Sanofi U.S.
Quadracel Product Approval 

     
KLQUL[ PDFNDJH IQVHUW
GSK
Kinrix Product Approval 

 
VD[HOLV PDFNDJH IQVHUW
Sanofi U.S.
Vaxelis Product Approval 

     
PHGLDUL[ PDFNDJH IQVHUW
GSK
Pediarix Product Approval 

 
 

     
PURdXcW ASSURYaO - EbROa YLUXV dLVeaVe (EVD)

EUYHER PDFNDJH IQVHUW
Merck & Co, Inc.
Ervebo Product Approval 

   

     
PURdXcW ASSURYaO - HaePRShilXV iQflXeQ]ae W\Se b

AFWHIB PDFNDJH IQVHUW
Sanofi U.S.
ActHIB Product Approval 

 
PHQWDFHO PDFNDJH IQVHUW
Sanofi U.S.
Pentacel Product Approval 

     
HLEHUL[ PDFNDJH IQVHUW
GSK
Hiberix Product Approval 

 
VD[HOLV PDFNDJH IQVHUW
Sanofi U.S.
Vaxelis Product Approval 

     
PHGYD[HIB PDFNDJH IQVHUW
Merck & Co., Inc.
PedvaxHIB Product Approval 

   

     
PURdXcW ASSURYaO - HeSaWLWLV A

HDYUL[ PDFNDJH IQVHUW
GSK
Havrix Product Approval 

 
VDTWD PDFNDJH IQVHUW
Merck & Co., Inc.
Vaqta Product Approval 

     
TZLQUL[ PDFNDJH IQVHUW
GSK
Twinrix Product Approval 

   

     
PURdXcW ASSURYaO - HeSaWLWLV B

EQJHUL[-B PDFNDJH IQVHUW
GSK
Engerix-B Product Approval 

 
RHFRPELYD[ HB PDFNDJH IQVHUW
Merck & Co., Inc.
Recombivax HB Product Approval 

     
HHSOLVDY-B PDFNDJH IQVHUW
Dynavax Technologies
Heplisav-B Product Approval 

 
TZLQUL[ PDFNDJH IQVHUW
GSK
Twinrix Product Approval 

     
PHGLDUL[ PDFNDJH IQVHUW
GSK
Pediarix Product Approval 

 
VD[HOLV PDFNDJH IQVHUW
Sanofi U.S.
Vaxelis Product Approval 

     
PUHHHYEULR PDFNDJH IQVHUW
VBI Vaccines Inc.
PreHevbrio Product Approval 

 
 
 
 

     
PURdXcW ASSURYaO - HXPaQ SaSLOORPaYLUXV (HPV)

GDUGDVLO 9 PDFNDJH IQVHUW
Merck & Co., Inc.
Gardasil 9 Product Approval 

 



     
PURdXcW ASSURYaO - IQIOXeQ]a

AIOXULD QXDGULYDOHQW PDFNDJH IQVHUW
Seqirus
Afluria Quadrivalent Product Approval (injectable) 

 
FOXLDYDO QXDGULYDOHQW PDFNDJH IQVHUW
ID Biomedical Corporation
FluLaval Quadrivalent Product Approval (injectable) 

     
FOXDG QXDGULYDOHQW PDFNDJH IQVHUW
Seqirus
Fluad Quadrivalent Product Approval (injectable) 

 
FOXMLVW QXDGULYDOHQW PDFNDJH IQVHUW
MedImmune, Inc.
FluMist Quadrivalent Product Approval (intranasal) 

     
FOXDUL[ QXDGULYDOHQW PDFNDJH IQVHUW
GSK
Fluarix Quadrivalent Product Approval (injectable) 

 
FOX]RQH HLJK DRVH QXDGULYDOHQW PDFNDJH IQVHUW
Sanofi U.S.
Fluzone High Dose Quadrivalent Product Approval (injectable)

     
FOXEORN QXDGULYDOHQW PDFNDJH IQVHUW
Protein Sciences Corporation
Flublok Quadrivalent Product Approval (injectable) 

 
FOX]RQH QXDGULYDOHQW PDFNDJH IQVHUW
Sanofi U.S.
Fluzone Quadrivalent Product Approval (injectable) 

     
FOXFHOYD[ QXDGULYDOHQW PDFNDJH IQVHUW
Seqirus
Flucelvax Quadrivalent Product Approval (injectable) 

   

     
PURdXcW ASSURYaO - JaSaQeVe eQceSKaOLWLV

IXIARO PDFNDJH IQVHUW
Valneva
IXIARO Product Approval 

 
 
 
 

     
PURdXcW ASSURYaO - MeaVOeV

MMR II PDFNDJH IQVHUW
Merck & Co., Inc.
MMR II Product Approval 

 
PURQXDG PDFNDJH IQVHUW
Merck & Co., Inc.
ProQuad Product Approval 

     
PULRUL[ PDFNDJH IQVHUW
GSK
Priorix Product Approval 

   

     
PURdXcW ASSURYaO - MeQLQJRcRccaO ACWY

MHQDFWUD PDFNDJH IQVHUW
Sanofi U.S.
Menactra Product Approval 

 
MHQYHR PDFNDJH IQVHUW
GSK
Menveo Product Approval 

     
MHQQXDGIL PDFNDJH IQVHUW
Sanofi U.S.
MenQuadfi Product Approval 

   

     
PURdXcW ASSURYaO - MeQLQJRcRccaO B

BH[VHUR PDFNDJH IQVHUW
GSK
Bexsero Product Approval 

 
TUXPHQED PDFNDJH IQVHUW
Pfizer
Trumenba Product Approval 

     
PURdXcW ASSURYaO - MXPSV

MMR II PDFNDJH IQVHUW
Merck & Co.
MMR II Product Approval 

 
PURQXDG PDFNDJH IQVHUW
Merck & Co.
ProQuad Product Approval 

     
PULRUL[ PDFNDJH IQVHUW
GSK
Priorix Product Approval 

   

     
PURdXcW ASSURYaO - PQeXPRcRccaO (PCV)

PUHYQDU 13 PDFNDJH IQVHUW
Pfizer
Prevnar 13 Product Approval 

 
VD[QHXYDQFH (PCV15) PDFNDJH IQVHUW
Merck & Co, Inc.
Vaxneuvance (PCV15) Product Approval 

     



PUHYQDU 20 PDFNDJH IQVHUW
Pfizer
Prevnar 20 Product Approval 

   

     
PURdXcW ASSURYaO - PQeXPRcRccaO (PPSV)

PQHXPRYD[ 23 PDFNDJH IQVHUW
Merck & Co., Inc.
Pneumovax 23 Product Approval 

   

     
PURdXcW ASSURYaO - PROLR (IPV)

IPOL PDFNDJH IQVHUW
Sanofi U.S.
IPOL Product Approval 

 
PHQWDFHO PDFNDJH IQVHUW
Sanofi U.S.
Pentacel Product Approval 

     
KLQUL[ PDFNDJH IQVHUW
GSK
Kinrix Product Approval 

 
QXDGUDFHO PDFNDJH IQVHUW
Sanofi U.S.
Quadracel Product Approval 

     
PHGLDUL[ PDFNDJH IQVHUW
GSK
Pediarix Product Approval 

 
VD[HOLV PDFNDJH IQVHUW
Sanofi U.S.
Vaxelis Product Approval 

     
PURdXcW ASSURYaO - RabLeV

IPRYD[ PDFNDJH IQVHUW
Sanofi U.S.
Imovax Product Approval 

 
RDEAYHUW PDFNDJH IQVHUW
Bavarian Nordic
RabAvert Product Approval 

     
PURdXcW ASSURYaO - RRWaYLUXV

RRWDUL[ PDFNDJH IQVHUW
GSK
Rotarix Product Approval 

 
RRWDTHT PDFNDJH IQVHUW
Merck & Co., Inc.
RotaTeq Product Approval 

     
PURdXcW ASSURYaO - RXbeOOa

MMR II PDFNDJH IQVHUW
Merck & Co., Inc.
MMR II Product Approval 

 
PURQXDG PDFNDJH IQVHUW
Merck & Co., Inc.
ProQuad Product Approval 

     
PULRUL[ PDFNDJH IQVHUW
GSK
Priorix Product Approval 

   

     
PURdXcW ASSURYaO - SPaOOSR[ aQd MRQNe\SR[

ACAM2000 PDFNDJH IQVHUW
Emergent Biosolutions
ACAM2000 Product Approval - (smallpox only)

 
J\QQHRV PDFNDJH IQVHUW
Bavarian Nordic A/S
Jynneos Product Approval 

     

   

EUA FXOO PUHVFULELQJ IQIRUPDWLRQ
Jynneos
Letter of Authorization 
Fact Sheet for Healthcare Providers 
Fact Sheet for Patients 

     
PURdXcW ASSURYaO - TeWaQXV (Td)

TG (JHQHULF) PDFNDJH IQVHUW
Mass. Biological Lab
Td (generic) Product Approval 

 
THQLYDF PDFNDJH IQVHUW
Sanofi U.S.
Tenivac Product Approval 

     
PURdXcW ASSURYaO - TeWaQXV (TdaS)

AGDFHO PDFNDJH IQVHUW
Sanofi U.S.
Adacel Product Approval 

 
BRRVWUL[ PDFNDJH IQVHUW
GSK
Boostrix Product Approval 

     



PURdXcW ASSURYaO ± TLcN-bRUQe eQceSKaOLWLV

TLFRYDF PDFNDJH IQVHUW
Pfizer
Ticovac Product Approval 

 
 

     
PURdXcW ASSURYaO - T\SKRLd

T\SKLP VL PDFNDJH IQVHUW
Sanofi U.S.
Typhim Vi Product Approval 

 
VLYRWLI PDFNDJH IQVHUW
Emergent BioSoulutions
Vivotif Product Approval 

     
PURdXcW ASSURYaO - VaULceOOa (cKLcNeQSR[)

VDULYD[ PDFNDJH IQVHUW
Merck & Co., Inc.
Varivax Product Approval 

 
PURQXDG PDFNDJH IQVHUW
Merck & Co., Inc.
ProQuad Product Approval 

     
PURdXcW ASSURYaO - YeOORZ FeYeU

<F-VD[ PDFNDJH IQVHUW
Sanofi U.S.
YF-Vax Product Approval 

   

     
PURdXcW ASSURYaO - ZRVWeU (VKLQJOeV)

SKLQJUL[ PDFNDJH IQVHUW
GSK
Shingrix Product Approval 

   

   

ThiV Sage ZaV XSdaWed RQ OcWRbeU 3, 2022.
ThiV Sage ZaV UeYieZed RQ OcWRbeU 3, 2022.


