Drug Product (DP)

The manufacturing process of the DP is divided into the following critical steps:

e Preparation of the DS:
(b) (4)

¢ Formation of LNP: In this step,
(b) (4)

(b) (4)

(b) (4)

¢ Formulation of the bulk DP: The bulk DP is formulated by

(b) (4)

(b) (4)

o Filling: The bulk DP is sterile filtered and aseptically filled inztt?) (24)mL Type |

borosilicate glass vials manufactured by

o Labeling and storage: The filled vials are visually inspected, labeled, and frozen at

-90°C to -60°C.

Composition

The composition of the formulation of COMIRNATY and the function of the ingredients

are provided in Table 2.

Table 2. Composition of COMIRNATY Multiple Dose Vial

Quantity after

Ingredients Dilution Function
(per vial)

SARS-CoV-2 spike glycoprotein mRNA ; .
(UNII: 5085ZFP6SJ) 225 ug Active Ingredient
ALC-0315 [4-hydroxybutyl)azanediyl)bis (hexane-6,1-
diyl)bis(2-hexyldecanoate) 3.23 mg Lipid component
(UNII: AVX8DX713V)
ALC-0139 [2-(polyethylene glycol 2000)-N,N-
ditetradecylacetamide] 04 mg Lipid component
(UNII: PJH39UMUGH)
DSPC [1,2-distearoyl-sn-glycero-3-phosphocholine] _
(UNII: 043IPI2MOK) 0.7 mg Lipid component
EnaicSIEin 14m Lipid component
(UNII: 97C5T2UQ7J) i P P
Potassium chloride -
(UNII: 660YQ98110) 007mg | Excipient
Monobasic potassium phosphate :
(UNII: 4J9FJOHL51) 0:07me.  |Bxemient
Sodium Chloride 2.7mg Excipient




Quantity after
Ingredients Dilution Function
(per vial)

(UNII: 451W471Q8X)

Dibasic sodium phosphate dihydrate

(UNII: GR686LBAT74) 0.49 mg Excipient

Sucrose 46.0 mg

(UNII: C151H8MS554) Excipient

Water for Injection
(UNII: 059QFOKO0R)

0.450 mL Excipient

UNII: Unique Ingredient Identifier

Stability of COMIRNATY in Multiple Dose Vial )@
For the lona-term storage condition study, p(abr)a(g;eters monitored are Appearance, by

LNP RNA content
and (b) (4) Assay, Lipid (ALC-0315, ALC-0159, DSPC, and
Cholesterol) Content by (b) (4)

(b) (4)
(b) (4) Container closure integrity test by ) (4)
(b) (4)  Endotoxin content by (b) (4) and Sterility.

The stability data provided in the submission support a dating period of 9 months from
the date of manufacture when stored at -90°C to -60°C for the COMIRNATY DP filled in
2 mL Type | borosilicate glass vials. Stability data on emergency use and process
performance qualification lots also support storage at -20°C + 5°C for up to 2 weeks as
well as short term storage at 5°C £ 3°C for up to one month (within the 9-month expiry
dating period).

The Diluent for COMIRNATY

The contents of the vaccine vial are diluted with sterile 0.9% Sodium Chloride Injection,
USP. Vials of sterile 0.9% Sodium Chloride Injection, USP are provided but shipped
separately. The provided diluent or another sterile 0.9% Sodium Chloride Injection, USP
should be used as the diluent.

The provided 0.9% Sodium Chloride Injection, USP diluent will be supplied either as
cartons of 10 mL single-use vials manufactured by Hospira, Inc (NDC 0409-4888-10), or
2 mL single-use vials manufactured by Fresenius Kabi USA, LLC (NDC 63323-186-02).
The composition of the saline diluent and the function of the ingredients are provided in
Table 3.

Table 3. Composition of the Diluent

: Quantity ;
Ingredients (per 0.3 mL dose) Function
SODIUM CHLORIDE -
(UNII: 451WA471Q8X) 2150 Excipicnt
Water for Injection ;s
(UNII: 059QFOKOOR) O3l Excipient

UNII: Unique Ingredient Identifier



