DILTIAZEM HYDROCHLORIDE- diltiazem hydrochloride tablet
Zydus Lifesciences Limited

Diltiazem Hydrochloride Tablets, USP
Rx only

SPL UNCLASSIFIED

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
NDC 70771-1929-1 in bottles of 100 tablets
Diltiazem hydrochloride tablets USP, 30 mg

100 Tablets

Rx Only
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1 | Diltiazem Diltiazem Hydrochloride, USP. 30 mg
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NDC 70771-1930-1 in bottles of 100 tablets
Diltiazem hydrochloride tablets USP, 60 mg
100 Tablets



Over Coding Template
Mo Varnished Area (Do Mot Print)

(18 x 41 mm) J

NDC 70771-1930-1
Each film coated tablet contains

Dlltlazem Diazem Hydrochore, USP 60
Hydrochloride (o mdieen

Usual dosage: See package insert for full

prescribing information.
Ta bIEtS ] U S P Dispense in a fight, Bght-resistant container as
defined in the USP, with child-resistant closure.
60 mg This package is child-resistant.

Keep this and all medicines out of
the reach of children.

Diltiazem hydrochloride tablets may be Store at 25°C (77°F); excursions permitted

swallowed whole, crushed, or chewed. to 15° to 30°C (59° to 86°F) [see USP
Controlled Room Temperature]. Avoid
excessive humidity.

100 Tablets
Manufactured by: Zydus Lifesciences Ltd.,
Zyd@ Rx only Ba:I:H;EﬂE, India i

NDC 70771-1931-1 in bottles of 100 tablets
Diltiazem hydrochloride tablets USP, 90 mg

100 Tablets
Rx Only
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Over Coding Template
Mo Varnished Area (Do Not Print)

(18 x 41 mm) J

NDC 70771-1931-1 -

Diltiazem
Hydrochloride

Tablets, USP

Diltiazem hydrochloride tablets may be
swallowed whole, crushed, or chewed.

100 Tablets
Rx only

Each film coated tablet contains

Diltiazem Hydrochloride, USP_._._. 90 mg
(equivalent to 82.7 mg diltiazem).

Usual dosage: See package insert for full
prescribing information.

Dispense in a fight, light-resistant container as
defined in the USP, with child-resistant closure.
This package is child-resistant.

Keep this and all medicines out of

the reach of children.

Store at 25°C (TT°F); excursions permitted
o 15° to 30°C (59° fo 86°F) [see USP
Confrolled Room Temperature]. Avoid
excessive humidity.

Manufactured by: Zydus Lifescienfes Ltd.
Baddi- 173203, India

NDC 70771-1932-1 in bottles of 100 tablets
Diltiazem hydrochloride tablets USP, 120 mg

100 Tablets
Rx Only
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e 'TPL Each film coated tablet contains

— D | tl azeéem Diltiazem Hydrochloride, USP........ 120 mg
E: . (equivalent to 110.3 mg diltiazem).
g—l H Yd rOC h IO rl d e Usual dosage: See package insert for full
__—_| prescribing information.

_1=i Ta b eltsg U S P Dispense in a ight, ight-resistant container as
o I defined in the USP, with child-resistant closure.

the reach of children.

Diltiazem hydrochloride fablets may be Store at 25°C (77°F); excursions permitted

swallowed whole, crushed, or chewed. to 15° to 30°C (59° to 86°F) [see USP
Controlled Room Temperature]. Avoid
excessive humidity.

H00000 |
Rev.: DBI2S |

100 Tablets Manufactured by: 2ydus Lifesciences Ltd.,
Zy Rx only Badd-173205, India

i
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
N — '
N_I I This pacliﬂge is child-resistant.
— —

—_— : Keep this and all medicines out of
|
|
|
|
|
|
|
|
|
|
|
|
|
|

=

DILTIAZEM HYDROCHLORIDE
diltiazem hydrochloride tablet

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1929

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
DILTIAZEM HYDROCHLORIDE (UNII: OLH94387TE) (DILTIAZEM - DILTIAZEM 53 i
UNII:EE92BBPO3H) HYDROCHLORIDE 9

Inactive Ingredients

Ingredient Name Strength
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
HYPROMELLOSE 2910 (5 MPA.S) (UNIl: R75537T0T4)
HYPROMELLOSE 2208 (100 MPA.S) (UNIl: BLQE5P712K)




SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

MAGNESIUM STEARATE (UNII: 70097M6130)
HYPROMELLOSE 2910 (6 MPA.S) (UNIl: OWZ8WG20P6)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

POLYETHYLENE GLYCOL 400 (UNIl: B697894SGQ)

TALC (UNIl: 7SEV7J4R1U)

FD&C BLUE NO. 1 ALUMINUM LAKE (UNII: J9EQA3S2)M)
D&C YELLOW NO. 10 ALUMINUM LAKE (UNIl: CQ3XH3DET®6)

Product Characteristics

Color GREEN Score no score

Shape ROUND Size 8mm

Flavor Imprint Code 1867

Contains

Packaging

# Item Code Package Description Marketing Start Marketing End

Date Date
NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination
1 1929-1 Product Bl pAtz2d
NDC:70771- 500 in 1 BOTTLE; Type 0: Not a Combination
2 19295 Product 05/25/2026
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

ANDA ANDA219253 05/25/2026

DILTIAZEM HYDROCHLORIDE
diltiazem hydrochloride tablet

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1930
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
DILTIAZEM HYDROCHLORIDE (UNII: OLH94387TE) (DILTIAZEM - DILTIAZEM 50 77
UNII:EE92BBPO3H) HYDROCHLORIDE 9
Inactive Ingredients
Ingredient Name Strength



LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
HYPROMELLOSE 2910 (5 MPA.S) (UNIl: R75537T0T4)
HYPROMELLOSE 2208 (100 MPA.S) (UNIl: BLQE5P712K)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

MAGNESIUM STEARATE (UNII: 70097M6130)
HYPROMELLOSE 2910 (6 MPA.S) (UNIl: OWZ8WG20P6)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

POLYETHYLENE GLYCOL 400 (UNIl: B697894SGQ)
TALC (UNIl: 7SEV7J4R1U)

Product Characteristics

Color WHITE Score

Shape ROUND Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description

1 NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination
1930-1 Product

2 NDC:70771- 500 in 1 BOTTLE; Type 0: Not a Combination
1930-5 Product

Marketing Information

Marketing
Category

ANDA

Application Number or Monograph
Citation

ANDA219253

DILTIAZEM HYDROCHLORIDE
diltiazem hydrochloride tablet

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

DILTIAZEM HYDROCHLORIDE (UNIIl: OLH94387TE) (DILTIAZEM -
UNII:EE92BBPO3H)

2 pieces
10mm
18;68

Marketing Start
Date

Marketing End
Date

05/25/2026

05/25/2026

Marketing Start
Date

05/25/2026

Marketing End
Date

Item Code (Source) NDC:70771-1931

Basis of Strength Strength

DILTIAZEM

HYDROCHLORIDE A0l



Inactive Ingredients

Ingredient Name
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
HYPROMELLOSE 2910 (5 MPA.S) (UNIl: R75537T0T4)
HYPROMELLOSE 2208 (100 MPA.S) (UNIl: BLQE5P712K)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
MAGNESIUM STEARATE (UNII: 70097M6I30)
HYPROMELLOSE 2910 (6 MPA.S) (UNIl: OWZ 8WG20P6)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
POLYETHYLENE GLYCOL 400 (UNIl: B697894SGQ)
TALC (UNII: 7SEV7J4R1U)
FD&C BLUE NO. 1 ALUMINUM LAKE (UNII: J9EQA3S2)M)

D&C YELLOW NO. 10 ALUMINUM LAKE (UNIl: CQ3XH3DET®6)

Product Characteristics

Color GREEN

Shape OVAL (Capsule shaped)

Flavor

Contains

Packaging

# Kem Code Package Description

1 NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination
1931-1 Product

2 NDC:70771- 500 in 1 BOTTLE; Type 0: Not a Combination
1931-5 Product

Marketing Information

Marketing Application Number or Monograph

Category Citation
ANDA ANDA219253

DILTIAZEM HYDROCHLORIDE
diltiazem hydrochloride tablet

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

Strength
Score 2 pieces
Size 17mm
Imprint Code 18;69

Marketing Start Marketing End
Date Date

05/25/2026

05/25/2026

Marketing Start Marketing End
Date Date
05/25/2026

Item Code (Source) NDC:70771-1932

Basis of Strength Strength



DILTIAZEM HYDROCHLORIDE (UNIl: OLH94387TE) (DILTIAZEM -
UNII:EE92BBPO3H)

Inactive Ingredients

Ingredient Name
LACTOSE MONOHYDRATE (UNII: EWQ57Q8I5X)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
HYPROMELLOSE 2910 (5 MPA.S) (UNII: R75537T0T4)
HYPROMELLOSE 2208 (100 MPA.S) (UNIl: B1QE5P712K)
SILICON DIOXIDE (UNII: ET)7Z6XBU4)
MAGNESIUM STEARATE (UNIl: 70097M6130)
HYPROMELLOSE 2910 (6 MPA.S) (UNIl: OWZ 8WG20P6)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
POLYETHYLENE GLYCOL 400 (UNIl: B6978945GQ)
TALC (UNII: 7SEV7J4R1U)

Product Characteristics

Color WHITE

Shape OVAL (Capsule shaped)

Flavor

Contains

Packaging

# Item Code Package Description

1 NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination
1932-1 Product

2 NDC:70771- 500 in 1 BOTTLE; Type 0: Not a Combination
1932-5 Product

Marketing Information

DILTIAZEM
HYDROCHLORIDE

Score
Size
Imprint Code

Marketing Start
Date

05/25/2026

05/25/2026

120 mg

Strength

2 pieces
19mm
18;70

Marketing End
Date

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA219253 05/25/2026
Labeler - Zydus Lifesciences Limited (918596198)
Registrant - zydus Lifesciences Limited (677605858)
Establishment
Name Address ID/FEI Business Operations
E.]Xdus. 677605858 ANALYSIS(70771-1929, 70771-1930, 70771-1931, 70771-1932) ,
iresciences MANUFACTURE(70771-1929, 70771-1930, 70771-1931, 70771-1932)

Limited
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