CLOMIPRAMINE HYDROCHLORIDE- clomipramine hydrochloride capsule
Zydus Lifesciences Limited

Clomipramine Hydrochloride Capsules, USP

SPL MEDGUIDE
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Clomipramine Hydrochloride Capsules USP, 50 mg
Rx only

100 Capsules
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NDC 70771-1014-1

Clomipramine Hydrochloride Capsules USP, 75 mg
Rx only

100 Capsules



Mo Vamizhed Area (Do Not Prin)

I i
D e—
| |
I I
[ : . Each capsule contains:
! i C I omi P R A M I N E Clomipesmine Hydrochiorle, USP._._. 75 mg
| "
W= I . i
: I H yd ro c h I 0 rl de USUAL DOSAGE: See package inser.
— e | | " o e TR
— Store at 207 to 25°C (68" ta TT°F)
ﬂ= : i Ca ps u Ies 3 U S P ' [See USP Controlled Room Temperature]
:= : : Dispense in tight, light-resistant containers with
1 a child-resistant closure. Protect from moisture.
¥ I
— |
O — : | 75 mg Do not accept if seal over bofle opering is
= — | | kroken or missing.
I — | : A
— : I - - KEEF THIS AND ALL DRUGS OUT 3
— | PHARMACIST: Dispense the accompanying OF THE REAGH OF CHILDREN. i
ra— [ Medication Guide to each patient. 2
: : :
I
: : — 100 Ca PGU'ES Manufactured by:
l']’d Cadila Healthcare Lid.,
: : a [ Zyuus Rxonly  Amedabad india
I
i J
CLOMIPRAMINE HYDROCHLORIDE
clomipramine hydrochloride capsule
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1012
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
CLOMIPRAMINE HYDROCHLORIDE (UNII: 2LXWOL6GW) (CLOMIPRAMINE - CLOMIPRAMINE 25 m
UNII:NUV44L116D) HYDROCHLORIDE 9
Inactive Ingredients
Ingredient Name Strength

ALCOHOL (UNII: 3K9958V90M)

AMMONIA (UNII: 5138Q19F1X)

BUTYL ALCOHOL (UNII: 8PJ61P6TS3)

CELLULOSE, MICROCRYSTALLINE (UNII: OP1R32D61U)
D&C RED NO. 28 (UNIl: 767IPOY5NH)

D&C RED NO. 33 (UNIl: 9DBAOSBBOL)

D&C YELLOW NO. 10 (UNIl: 35SW5USQ3G)

FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)



FD&C RED NO. 40 (UNIl: WZB9127X0A)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
GELATIN (UNIl: 2G86QN327L)

ISOPROPYL ALCOHOL (UNIl: ND2M416302)
MAGNESIUM STEARATE (UNIl: 70097M6130)
POTASSIUM HYDROXIDE (UNIl: WZH3C48M4T)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
SHELLAC (UNII: 46N107B710)

SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))
STARCH, CORN (UNIIl: 08232NY3S))
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
WATER (UNIl: 059QFOKOOR)

Product Characteristics

Color PINK (OPAQUE PINK CAP) , PINK (OPAQUE LIGHT PINK BODY) Score

Shape CAPSULE (CAPSULE) Size

Flavor

Contains

Packaging

# Item Code Package Description Marketing Start

Date

NDC:70771- 90 in 1 BOTTLE; Type 0: Not a Combination

1 10129 Product 05/03/2018
NDC:70771- 30 in 1 BOTTLE; Type 0: Not a Combination

2 1012-7 Product 05/03/2018
NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination

3 1012-1 Product 05/03/2018

Marketing Information

Marketing Application Number or Monograph

Category Citation
ANDA ANDA208961

CLOMIPRAMINE HYDROCHLORIDE
clomipramine hydrochloride capsule

Product Information
Product Type HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

no score

18mm

Imprint Code 1065

Marketing Start
Date

05/03/2018

Item Code (Source)

Marketing End
Date

Marketing End
Date

NDC:70771-1013



Ingredient Name Basis of Strength Strength

CLOMIPRAMINE HYDROCHLORIDE (UNII: 2LXWOL6GW)) (CLOMIPRAMINE - CLOMIPRAMINE

UNII:NUV44L116D) HYDROCHLORIDE >0 mg

Inactive Ingredients

Ingredient Name Strength
ALCOHOL (UNII: 3K9958V90M)
AMMONIA (UNII: 5138Q19F1X)
BUTYL ALCOHOL (UNII: 8PJ61P6TS3)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
D&C RED NO. 33 (UNIl: 9DBAOSBBOL)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
FERRIC OXIDE YELLOW (UNII: EX43802MRT)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
GELATIN (UNIl: 2G86QN327L)
ISOPROPYL ALCOHOL (UNIl: ND2M416302)
MAGNESIUM STEARATE (UNII: 70097M6I30)
POTASSIUM HYDROXIDE (UNIl: WZH3C48M4T)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
SHELLAC (UNIl: 46N107B710)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))
STARCH, CORN (UNII: 08232NY3S))
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
WATER (UNIl: 059QF0KOOR)

Product Characteristics

Color YELLOW (OPAQUE YELLOW CAP) , PINK (OPAQUE LIGHT PINK BODY) Score no score
Shape CAPSULE (CAPSULE) Size 19mm
Flavor Imprint Code 1066
Contains

Packaging

Marketing Start Marketing End

# Rem Code Package Description Date Date

NDC:70771- 30 in 1 BOTTLE; Type 0: Not a Combination
1013-7 Product

NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination
1013-1 Product

3 NDC:70771- 90 in 1 BOTTLE; Type 0: Not a Combination
1013-9 Product

05/03/2018
05/03/2018

05/03/2018

Marketing Information

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

ANDA ANDA208961 05/03/2018



CLOMIPRAMINE HYDROCHLORIDE

clomipramine hydrochloride capsule

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1014

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CLOMIPRAMINE HYDROCHLORIDE (UNII: 2LXWOL6GW)) (CLOMIPRAMINE - CLOMIPRAMINE 5% 7
UNII:NUV44L116D) HYDROCHLORIDE 9

Inactive Ingredients

Ingredient Name Strength
ALCOHOL (UNII: 3K9958V90M)
AMMONIA (UNII: 5138Q19F1X)
BUTYL ALCOHOL (UNII: 8PJ61P6TS3)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
D&C RED NO. 28 (UNII: 767IPOY5NH)
D&C RED NO. 33 (UNIl: 9DBAOSBBOL)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
GELATIN (UNIl: 2G86QN327L)
ISOPROPYL ALCOHOL (UNIl: ND2M416302)
MAGNESIUM STEARATE (UNII: 70097M6I30)
POTASSIUM HYDROXIDE (UNIl: WZH3C48M4T)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
SHELLAC (UNII: 46N107B710)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))
STARCH, CORN (UNII: 08232NY3S))
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
WATER (UNIl: 059QFOKOOR)

Product Characteristics

Color PINK (OPAQUE DARK PINK CAP) , PINK (OPAQUE LIGHT PINK BODY) Score no score
Shape CAPSULE (CAPSULE) Size 19mm
Flavor Imprint Code 1067
Contains

Packaging



# Item Code

NDC:70771-
1014-7

NDC:70771-
1014-1

NDC:70771-
1014-9

Marketing Start Marketing End

Package Description Date

30 in 1 BOTTLE; Type 0: Not a Combination 05/03/2018
Product

100 in 1 BOTTLE; Type 0: Not a Combination 05/03/2018
Product

90 in 1 BOTTLE; Type 0: Not a Combination 05/03/2018
Product

Marketing Information
Application Number or Monograph Marketing Start Marketing End

Marketing
Category

ANDA

Citation Date

ANDA208961 05/03/2018

Labeler - Zydus Lifesciences Limited (918596198)

Registrant - zydus Lifesciences Limited (918596198)

Establishment
Address ID/FEI Business Operations

Name

Zydus Lifesciences
Limited

Revised: 9/2023

863362789 1415, 70771-1013, 70771-1014)

Date

Date

ANALYSIS(70771-1012, 70771-1013, 70771-1014) , MANUFACTURE(70771-

Zydus Lifesciences Limited
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