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Pfizer Inc.
275 North Field Drive
Lake Forest, IL 60045 P zer

Hospital

August 28, 2023

NDC and Labeling Change for Rocuronium Bromide Injection Multiple Dose Vial Presentations
Dear Valued Customer,

Pfizer Hospital is pleased to share the new NDC, with a labeling change, for Rocuronium Bromide
Injection 50 mg/5 mL (10 mg/mL) and 100 mg/10 mL (10 mg/ mL) Multiple Dose Vials are now
available at wholesalers and distributors (please note locational inventory may vary).

While there is a difference in NDC, label, and formulation, as detailed in the Transition Table below,
there is no change to unit of sale size, unit of use price, or indication.

Please keep in mind that as we transition to the new NDCs both the current and new NDCs will be in
the marketplace temporarily. However, until it is depleted, we request that you continue using the current
NDCs when available.

TRANSITION TABLE

NEW NDC INFORMATION

New Unit of
Unit of Sale NDC Ordering & . Sale
Being Made Shipping Options Przel e Deesiien Pack
Available Size
00409-9558-05 00409-3189-10 Wholesaler and Rocuronium Bromide Injection 10

Distributor Only 50 mg/5 mL (10 mg/mL) Multiple Dose Vial

Rocuronium Bromide Injection
100 mg/10 mL (10 mg/mL) Multiple Dose 10
Vial

Wholesaler and

00409-9558-10 00409-7037-10 Distributor Only



https://labeling.pfizer.com/ShowLabeling.aspx?id=19696

Wholesaler numbers and barcodes have been included below in preparation for ordering the new

NDC presentation.

WHOLESALER NUMBERS

NEW NDC Wholesaler Numbers
NEW NEW
Unit of Sale Unit of Use ABC Cardinal McKesson Morris & Dickson
NDC NDC
00409- 00409-
3189-10 3189-05 10281859 5861976 2838712 297317
00409- 00409-
7037-10 7037-01 10281944 5861984 2838720 297325

BARCODES - NEW NDC

Rocuronium Bromide Injection 50 mg/5 mL
(10 mg/mL) Multiple Dose Vial

Unit of Sale
00 0

30409318910

Rocuronium Bromide Injection 50 mg/5 mL
(10 mg/mL) Multiple Dose Vial
Unit of Use

10304093189053

Rocuronium Bromide Injection 100 mg/10 mL
(20 mg/mL) Multiple Dose Vial
Unit of Sale

00304097037100

Rocuronium Bromide Injection 100 mg/10 mL
(20 mg/mL) Multiple Dose Vial
Unit of Use

10304097037015

PRODUCT INFORMATION FOR: Rocuronium Bromide Injection 50 mg/5 mL (10 mg/mL)

Multiple Dose Vial

Size

10 Multiple Dose Vials

CATEGORY CURRENT | NEW
Product . . " . .
D L Rocuronium Bromide Injection 50 mg/5 mL (10 mg/mL) Multiple Dose Vial
escription
UL RS 00409-9558-05 00409-3189-10
NDC
Unit of Sale

10 Multiple Dose Vials




CATEGORY CURRENT NEW
Common Name Concentration Common Name Concentration
Rocuronium 10 mg/mL Rocuronium
. . 10 mg/mL
Bromide Bromide
1.2 mg/mL (as
Sodium acetate sodium Acetate Sodium acetate 2.0 ma/mL
trinydrate Anhydrous) trinydrate UMy
Formulation Sodium Chloride 3.1 mg/mL Sodium Chloride 3.1 mg/mL
. . g.s. for pH . ) g.s. for pH
Acetic acid adjustment Acetic acid adjustment
Sodium hydroxide q.s. for pH Sodium hydroxide q.s. for pH
adjustment adjustment
Water for Injection g.s.to 1.0 mL Water for Injection g.s.to 1.0 mL
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CATEGORY CURRENT NEW
NDC 0409-9558-05 Rx Only
LIN 9558-05 LC 04 IC 05 NDC 0409-3189-10 Case Pack: 48 X 10 - 5 ML
CASE PACK 10 X 10- 5 ML . . I
ROCURONIUM BROMIDE Rocuronium Bromide Injection
INJECTION, 50 MG/5 ML (10 MG/ML) 50 mg/5 mL (10 mg/mL)
REFRIGERATE AT 2° to 8°C (36° to 46°F).
DISTRIBUTED BY DO NOT FREEZE. Rx Only
REFRIGERATE AT 270 & TESEP ::RC'?R'E% n Manufactured by: Distributed by
€ (a6 TO 46°F). 60045 USA | Gland Pharma Limited Hospira Inc.,
. DO NOT FREEZE Pashamylaram, Patancheru, Lake Forest, IL 60045 USA
Unit of Sale Hyderabad — 502 307, India MADE IN INDIA
A Code No.: TS/DRUGS/2/2015
Shipper MADE IN NETHERLANDS e Raion 00
Label Image EXP: 202503 LOT: GXXXXXXX Qry:48
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PRODUCT INFORMATION FOR: Rocuronium Bromide Injection 100 mg/10 mL (10 mg/mL)

Multiple Dose Vial

Yellow Cap with Yellow Ferrule

CATEGORY CURRENT NEW
Product . . R . .
L Rocuronium Bromide Injection 100 mg/10 mL (10 mg/mL) Multiple Dose Vial
Description
Cinfs @if S 00409-9558-10 00409-7037-10
NDC
unit of Sale 10 Multiple Dose Vials 10 Multiple Dose Vials
% Composition or % Composition or
Common Name Other Measure Common Name Other Measure
Rocuronium Bromide 10 mg/mL Rocuronium Bromide 10 mg/mL
Sodium acetate 1.2 mg/mL (as sodium Sodium acetate 2.0 mg/mL
trihydrate Acetate Anhydrous) trihydrate
; 3.1 mg/mL
Formulation Sodium Chloride 3.1 mg/mL Sodium Chloride
g.s. for pH adjustment
Acetic acid g.s. for pH adjustment Acetic acid
Sodium hydroxide g.s. for pH adjustment Sodium hydroxide g.s. for pH adjustment
Water for Injection g.s.to 1.0 mL Water for Injection g.s. t0 1.0 mL
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WARNING: Paralyzing Agent
For Intravenous use only
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CATEGORY CURRENT NEW
7
10 mL mutiple dose vial Rx only NDC 0409-9558-31 10mL
WARNING: Paralyzing Agent. Causes -

Rocuronium Roctronium Bromide. |
Unit of Use Bromide Injection St oy 5 100 mgM0 mL
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NDC 0409-9558-10 Rx Only
L/N 9558-10 LC 04 IC 10 NDC 0409-7037-10 Case Pack: 20 X 10 - 10 ML
O B e Rocuronium Bromide Injection
INJECTION, 100 MG/10 ML (10 MG/ML) 100 mg/10 mL (10 mg/mL)
REFRIGERATE AT 2° to 8°C (36° to 46°F).
DO NOT FREEZE. Rx Only
agg&gﬁ“&g BY Manufactured by:
REFRIGERATE AT 2 TO 8 LAKE FOREST. IL Gland Pharma Limited Distributed by
: T (36 TO 46°F). 60045 USA Pashamylaram, Patancheru, Hospira Inc.,
Unit of Sale DO NOT FREEZE Hyderabad — 502 307, India Lake Forest, IL 60045 USA
Shi Code No.: TS/DRUGS/2/2015 MADE IN INDIA
IBREN MADE IN NETHERLANDS 1332000493-00
Label Image EXP: 2025-03 LOT: GXXXXXXX ary:20

(17)250331(10)GXXXXXXX(30

(01)50304097037105(21)123456789012

Contact your local wholesaler with your updated forecast for this product.

Please contact your sales representative or your account executive for any other questions. For
medical inquiries, please contact Pfizer Medical Information at 1-800-438-1985.

Thank you,

Jennifer Meek

Portfolio Director, Anesthesia
Pfizer Hospital U.S.

e Pfizer

Hospital

PP-INJ-USA-1270 © 2022 Pfizer Inc. All rights reserved. August 2023




