CLONIDINE HYDROCHLORIDE - clonidine hydrochloride injection, solution
Zydus Lifesciences Limited

Clonidine Hydrochloride Injection

PRINCIPAL DISPLAY PANEL - 100 mcg/mL Container Label
NDC 70771-1193-1

Clonidine Hydrochloride Injection

1000 mcg/10 mL

(100 mcg/mL)

For Epidural Injection

Rx only

10 mL Single-Dose Vial

Zydus pharmaceuticals

NDC 70771-1193-1 /s . :
Sterile, Nonpyrogenic.

Preservative Free

Clonidine Discard Unused Portion.
Each mL confains Clonidine Hydrochloride,
Storage: Siore al 20° (o 26°C Hyd rochloride 3¢ 1% mo and Sodum criorics, USP

o o 9 mg in Water for Injection, USP.
Ejﬁgnt:gl Ej %Lﬁﬁeﬁ;rm”e} nJ e Ct on Hydrochloric Acid and/or Sodium Hydroxide

6LLL2L20L€00(10)

may have been added for pH adjustment.
1000 mcg /10 mL Usual Dosage: See package insert
Code No.- GUDRUGHDE] {1 (1]1] mcg;mL} for complete prescribing information.

) mmmm— Cadila Healthcare Limited For Epidural Injection | S
I /hmedabad, India !
“ I r zydus 10 mL Single-Dose Vial B
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PRINCIPAL DISPLAY PANEL - 100 mcg/mL Carton Label
Rx only

Zydus pharmaceuticals

NDC 70771-1193-1

Clonidine Hydrochloride Injection

1000 mcg/10 mL

(100 mcg/mL)

For Epidural Injection

10 mL Single-Dose Vial
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PRINCIPAL DISPLAY PANEL - 500 mcg/mL Container Label
NDC 70771-1194-1

Clonidine Hydrochloride Injection

5000 mcg/10 mL

(500 mcg/mL)

For Epidural Injection

MUST BE DILUTED BEFORE USE



Rx only
10 mL Single-Dose Vial

Zydus pharmaceuticals

NDCTUTTHA1941 /7 [—

= R Preservative Free
e Clonldlne. Discard Unused Portion.

—— Hyd ro Ch |0 Il d a Each mlL contains Clonidine Hydrochloride,
= STDFEQE' Store at 20° to 25°C L ' USP 500 mcqg and Sodium Chloride, USP
w S (58° fo 77°F) [See USP In] = Ct on 9 mg in Water for Injection, USP.
=l Hydrochloric Acid and/or Sodium Hydroxide

I Controlled Room Tem
O — perature]. ;
may have been added for pH adjusiment.
iy — 5000 mcg“ 0 mL Usual Dosage: See package insert
= = e Mo GUIDRUGHD81 (900 mcg/mL) for complete prescribing information.

ki

:5 Manufactured by: For Epidural Injection !
> Cadilz Healthcare Limited MUST BE DILUTED BEFORE USE| Lot
— I Ahmedabad, India e "l.r" A
~ . mL Single-Dose Via :
B ey 04118 f.f{rfmy.‘.’m'ff Rx only

PRINCIPAL DISPLAY PANEL - 500 mcg/mL Carton Label
Rx only

Zydus pharmaceuticals

NDC 70771-1194-1

Clonidine Hydrochloride Injection

5000 mcg/10 mL

(500 mcg/mL)

For Epidural Injection

MUST BE DILUTED BEFORE USE

10 mL Single-Dose Vial
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CLONIDINE HYDROCHLORIDE

clonidine hydrochloride injection, solution

Product Information
Product Type HUMAN PRESCRIPTION DRUG

Route of Administration EPIDURAL

Active Ingredient/Active Moiety
Ingredient Name

Item Code (Source)

Basis of Strength

NDC:70771-1193

Strength



CLONIDINE HYDROCHLORIDE (UNIl: W7616XXF06) (CLONIDINE -
UNII:MN3L5RMNO02)

Inactive Ingredients

Ingredient Name
SODIUM CHLORIDE (UNII: 451W471Q8X)

Packaging
# Item Code Package Description

NDC:70771-

1 1193.1 1in 1 CARTON
1 10 mL in 1 VIAL; Type 0: Not a Combination
Product

Marketing Information

Marketing
Category

ANDA

Citation
ANDA202601

CLONIDINE HYDROCHLORIDE

clonidine hydrochloride injection, solution

Product Information
Product Type HUMAN PRESCRIPTION DRUG

Route of Administration EPIDURAL

Active Ingredient/Active Moiety

Ingredient Name

CLONIDINE HYDROCHLORIDE (UNII: W7616XXF06) (CLONIDINE -
UNI:MN3L5RMNO2)

Inactive Ingredients

Ingredient Name
SODIUM CHLORIDE (UNIl: 451W471Q8X)

Packaging

# [Item Code Package Description

NDC:70771-

1 1194-1

1in 1 CARTON

Application Number or Monograph

CLONIDINE 0.1 mg
HYDROCHLORIDE in1 mL
Strength

Marketing Start
Date

Marketing End
Date

01/31/2018

Marketing Start
Date

01/31/2018

Marketing End
Date

Item Code (Source) NDC:70771-1194

Basis of Strength  Strength
CLONIDINE 0.5 mg
HYDROCHLORIDE in 1 mL

Strength

Marketing Start
Date

Marketing End
Date

01/31/2018



10 mL in 1 VIAL; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA202601 01/31/2018

Labeler - Zydus Lifesciences Limited (918596198)

Registrant - zydus Lifesciences Limited (918596198)

Establishment

Name Address ID/FEI Business Operations
Zydus Lifesciences 918596198 ANALYSIS(70771-1193, 70771-1194) , MANUFACTURE(70771-1193,
Limited 70771-1194)

Revised: 11/2021 Zydus Lifesciences Limited



	Clonidine Hydrochloride Injection

