CYANOCOBALAMIN - cyanocobalamin injection, solution
Zydus Lifesciences Limited

Cyanocobalamin Injection, USP

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
NDC 70771-1688-1

Cyanocobalamin Injection, USP

1,000 mcg/mL

FOR IM OR SC USE ONLY

1 mL Multiple-dose Vial

Rx only

NDC 70771-1688-1
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- Contains Benzyl Alcohol as a Preservative.

P

E;===== =
— — ' Contains no more than 625 meg/L of aluminum. ?& E
S — @ =
o — Cyan OQObaIam In WARNING: PROTECT FROM LIGHT. =
5 — Injection, USP Store at 20° to 25°C (68° to 77°F) (See USP a8
-~ = Conftrolled Room Temperature).
O ——
Y — 1,000 mcg/mL PERER S AN e Ll
— — |
A FOR IM OR SC USE ONLY Lot !
@ A
 ea— Multiple-Dose Vial i
- ! Zyd Rx only l

|

|

NDC 70771-1668-7

Cyanocobalamin Injection, USP

1,000 mcg/mL

FOR INTRAMUSCULAR OR SUBCUTANEOUS USE ONLY
25 X 1 mL Multiple-dose Vials

Rx only
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Cyanocobalamin Injection, USP

1,000 mcg/mL

FOR INTRAMUSCULAR OR SUSCUTANEQUS USE ONLY

2511 mL Maitiple-Dose Vials.
Razny.

Over Coding Template {7 x 30 mm)

Each mi_ contsina: Cysnocabalsmin USF 1,000 3
Sodum Chioride USP 09%, Ditasic Sodum Phosghabe [Hepishydrele) USP
0L05%, Vinter for Injection USE 4.3, pH {mnge 4.5-70) adjesied wih Hydrochlcric
i WF andior Sedism Hydrexide K-

'WARMING: PROTECT FROM LIGHT.

Store ol 20 o 25°C {58 bo T7+F]; encursions pereied ko 15+ ko 30°C (30 6o
B~ |See USF Carlrolied Room Tempessiure).

Direcions for Uze: See Pacinge Inzed.
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FOR INTRAMUSCULAR OR SUSCUTANEOUS USE ONLY
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Cyanocobalamin Injection, USP

Substrate : 350 gsm FBE board with Aqua varnish.

Form of supply - Bundle

Special Instructions - The carton printing done with benzophenane free ink. Carton with honeycomb

1,000 mcg/mL

Manufastured by:

Tydus Lifesciences Lid
[Fermesiy kmovn as Cadila Healtheare Ld)
Vadodars, indiz

2551 mL Mukigle-Dose Visis
Fxonly
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NDC 70771-1689-1
Cyanocobalamin Injection, USP

10,000 mcg/10 mL (1,000 mcg/mL)
FOR INTRAMUSCULAR OR SUBCUTANEOUS USE ONLY

Contains Benzyl Alcohol as a Preservative.
10 mL Multiple-Dose Vial

Rx only
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NDC 70771-1689-6

Cyanocobalamin Injection, USP

10,000 mcg/10 mL (1,000 mcg/mL)

FOR INTRAMUSCULAR OR SUBCUTANEOUS USE ONLY
10 X 10 mL Multiple-Dose Vials

Rx only

Substrate : 350 gsm FBB board with Aqua varnish.
Special Instructions : The carton printing done with benzophenone free ink. Carton with inbuilt partition.
Form of supply : Bundle
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Cyanocobalamin
Injection, USP

10,000 mcg/10 mL
(1,000 meg/mL)

FOR INTRAMUSCULAR
oR

2y
Pharmaceuticals 10X 10 mL Multiple-Doss Viale.
o Ruony

Cyanocobalamin
Injection, USP

10,000 meg/10 mL
(1,000 meg/mL)
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NDC 70771-1689-7

Cyanocobalamin Injection, USP
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10,000 mcg/10 mL (1,000 mcg/mL)

FOR INTRAMUSCULAR OR SUBCUTANEOUS USE ONLY
25 X 10 mL Multiple-Dose Vials

Rx only

Form of supply - Bundle
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10,000 mcg/10 mL i 10,000 meg/10 mL
{1,000 meg/mi) Store =t 20° fo 35°C (B8 4o 77°F); excursicns pemied fo 15 ko 30°C (1,000 megimL )

(55" 1o 85°F) [See USP Coniraled Rioom Tempersiurs)
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NDC 70771-1690-1

Cyanocobalamin Injection, USP

30,000 mcg/30 mL (1,000 mcg/mL)

FOR INTRAMUSCULAR OR SUBCUTANEOUS USE ONLY
Contains Benzyl Alcohol as a Preservative.

30 mL Multiple-Dose Vial

Rx only
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NDC 70771-1690-1

Cyanocobalamin Injection, USP

30,000 mcg/30 mL (1,000 mcg/mL)

FOR INTRAMUSCULAR OR SUBCUTANEOUS USE ONLY
30 mL Multiple-Dose Vial - Carton Label

Rx only



<« 40mm (L) >4 38 mm (W)———

‘||II IIII
—

LO69 LIl Ll0LN
i

II:IJ: :;oﬂ.eldmnw S|EIINAISWIEY
Jw 0¢ ) Gots I ‘I : |
(TuBaw ggg'y) | | / |

7 pg/Baw po‘og | | |

dsn ‘uondaluy ' : |

ujwejeqoaouefy | \ / Rev: 04122 '|

9

£
N

1-0691-12L02 2ON
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| Each mL contains: Cyanocobalamin
{ USP 1,000 mcg, Benzyl Alcohol NF ]

Cyanocobalamin | s sesn cwne o oo | Cyanocobalamin
| Injection, USP rocion USP g5 i (e 4570 Injection, USP |
| ard S o e

1 30,000 meg/30 mL Lo B 30,000 mcg/30 mL !
(1,000 meg/mL) Store at 20° to 25°C (68° to T7°F); (1,000 meg/mL) i
i excursions permitted to 15° to 30°C | =
(59" to 86°F) (See USP Confrolled ! .-
. Room Temperature). (R,
FOR INTRAMUSCULAR Direcions for Use: See Package FOR INTRAMUSCULAR =
! OR Insert. OR |
SUBCUTANEOUS USE ONLY GUJ/IDRUGS/GI28/1603 SUBCUTANEOUS USE ONLY ‘

Manufactured by: ]
Zydus Lifesciences Ltd.
i (formerly known as
Cadila Healthcare Ltd )

30mL Vadodara, India. 30 mL
zyd@ Multiple-Dose Vial Distributed by: zyd@ Multiple-Dose Vial
| Pharrnguticals Rx only ﬁ:::l::l:::j%;“sg?ls (usA) Inc. Pharm'aguticals Rx only
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NDC 70771-1690-5

Cyanocobalamin Injection, USP

30,000 mcg/30 mL (1,000 mcg/mL)

FOR INTRAMUSCULAR OR SUBCUTANEOUS USE ONLY
5 X 30 mL Multiple-Dose Vials

Rx only
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Cyanocobalamin Injection, USP Cyanocobalamin Injection, USP ll||l|||||
30,000 mcg/30 mL 30,000 mcg/30 mL '
(1,000 meg/mL) (1,000 megimL)
FOR INTRAMUSCULAR FOR INTRAMUSCULAR R
OR OR
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cyanocobalamin injection, solution

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration INTRAMUS CULAR, SUBCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

CYANOCOBALAMIN (UNII: P6YC3EG204) (CYANOCOBALAMIN -
UNII:P6YC3EG204)

Inactive Ingredients

Ingredient Name
SODIUM CHLORIDE (UNII: 451W471Q8X)
BENZYL ALCOHOL (UNII: LKG8494WBH)
SODIUM PHOSPHATE, DIBASIC, HEPTAHYDRATE (UNIl: 70WT22SF4B)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)
WATER (UNIl: 059QFOKOOR)

Packaging

# Item Code Package Description

NDC:70771- .

1 1688-7 25 in 1 VIAL

1 NDC:70771- 1 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
1688-1 Combination Product

Item Code (Source)

Basis of
Strength

CYANOCOBALAMIN

Marketing Start
Date

05/05/2022

NDC:70771-1688

Strength

1000 ug
in 1 mL

Strength

Marketing End

Date

70mm (H)




Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
ANDA ANDA214655 05/05/2022
CYANOCOBALAMIN

cyanocobalamin injection, solution

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1689
Route of Administration INTRAMUS CULAR, SUBCUTANEOUS

Active Ingredient/Active Moiety

. Basis of
Ingredient Name Strength Strength
CYANOCOBALAMIN (UNIl: P6YC3EG204) (CYANOCOBALAMIN - 1000 ug
UNII:P6YC3EG204) CYANOCOBALAMIN in 1 mL
Inactive Ingredients
Ingredient Name Strength

SODIUM CHLORIDE (UNII: 451WA7IQ8X)

BENZYL ALCOHOL (UNIl: LKG8494WBH)

SODIUM PHOSPHATE, DIBASIC, HEPTAHYDRATE (UNIIl: 70WT22SF4B)
HYDROCHLORIC ACID (UNIl: QTT17582CB)

SODIUM HYDROXIDE (UNII: 55X04QC32I)

WATER (UNIl: 059QFOKOO0R)

Packaging
# Item Code Package Description Marketing| Start, Marketing| End
Date Date

NDC:70771- .

1 1689.6 10 in 1 VIAL 05/05/2022

1 NDC:70771- 10 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
1689-1 Combination Product
NDC:70771- .

2 1689.7 25 in 1 CARTON 05/05/2022

2 10 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

Combination Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date



ANDA ANDA214655 05/05/2022
CYANOCOBALAMIN
cyanocobalamin injection, solution

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1690

Route of Administration INTRAMUS CULAR, SUBCUTANEOUS

Active Ingredient/Active Moiety

. Basis of
Ingredient Name Strength Strength
CYANOCOBALAMIN (UNIl: P6YC3EG204) (CYANOCOBALAMIN - 1000 ug
UNII:P6YC3EG204) CYANOCOBALAMIN in 1 mL

Inactive Ingredients
Ingredient Name Strength
SODIUM CHLORIDE (UNII: 451W471Q8X)
BENZYL ALCOHOL (UNII: LKG8494WBH)
SODIUM PHOSPHATE, DIBASIC, HEPTAHYDRATE (UNIl: 70WT22SF4B)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)
WATER (UNIl: 059QFOKOOR)

Packaging
# Item Code Package Description Marketing| Start, Marketing| End
Date Date
NDC:70771- .
1 1690.1 1in 1 CARTON 05/05/2022
1 30 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
Combination Product
NDC:70771- .
2 16905 5 in 1 CARTON 05/05/2022
2 30 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a

Combination Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA214655 05/05/2022

Labeler - zydus Lifesciences Limited (918596198)



Establishment

Name Address ID/FEI Business Operations
Zydus Lifesciences 873671928 MANUFACTURE(70771-1688, 70771-1689, 70771-1690) , ANALYSIS(70771-
Limited 1688, 70771-1689, 70771-1690)

Revised: 4/2022 Zydus Lifesciences Limited
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