TELMISARTAN AND HYDROCHLOROTHIAZIDE - telmisartan and
hydrochlorothiazide tablet
Zydus Lifesciences Limited

TELMISARTAN AND HYDROCHLORTHIAZIDE TABLETS

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL

NDC 70771-1123-9 in bottle of 90 tablets

Telmisartan and Hydrochlorthaizide Tablets USP, 40 mg/12.5 mg
Rx only

90 tablets

NDC 70771-1123-9 _
i Each tablet contains 40 mg of
telmisartan, USP and 125
— Telmisartan and  =5oiae s

£

Hydrochlorothiazide Usupesge: s soage e
Store at 207 fo 25°C (68° to 77°F) [S
[ENeE, USF  ==mrEame

Protect from moksture.
z_ 40 mg” 25 mg Dispense in a tightly closed container.
e— KEEP THIS AND ALL DRUGS OUT OF
[
o Important: Moisture sensitive fablets- THE REACH OF CHILDREN.
do not remove from container unti ISP organic impuriies procedure pending.
Lot , mmediately before admmnistration
| No Varmnish
ExD: Rx only Manufactured by:

Cadila Healthcare Ltd.
Rey 10017 m 90 Tablets  anmedabad, India

NDC 70771-1124-9 in bottle of 90 tablets

Telmisartan and Hydrochlorthaizide Tablets USP, 80 mg/12.5 mg
Rx only

90 tablets



Lot: .
e No Varnish

Rev.: 1017

NDC 70771-1124.9

Telmisartan and
Hydrochlorothiazide
Tablets, USP

80 mg/12.5 mg

Impartant: Moisture sensitive tablsts-

Each tablet contains &0 mg of
telmisartan, USP and 12.5 mg
of hydrochborothiazide, USP.

Usual Dosage: See packane insert for
complete prescribing information.
Store at 207 to 25°C (687 to 77°F) [See
IUSF Controlled Room Temperature].

Protect from moésture.
Dispenss i a fightly closed container.

KEEP THIS AND ALL DRUGS QUT OF
THE REACH OF CHILDREN.

0 mot remove from container untl ISP organic impurities procedure pending.
mmediately before adgmnistration
Rx ﬂ""!f Manufactured by:

Cadila Healthcare Lid.
90 Tablets Ahmedabad, India

 ZyGenerics

NDC 70771-1125-9 in bottle of 90 tablets
Telmisartan and Hydrochlorthaizide Tablets USP, 80 mg/25 mg

Rx only
90 tablets
o
—— NDC 70771-11259 _
I \ Each tablet containg 80 mg of
N — tedmisartan, USP and 25 mg
S— Telmisartan and  Gneas o
= | I ] u |
~) E— H d h I h d Usual Dosage: See package insert for
p—— y roc orOt I az I e complete prescribing information.
— Tablets, USP Store a1 20° 1o 25°C (68° to 77°F) [See
g ] USP Controlled Room Temperature].
) — Protect from masture. _
‘:3— 80 mg)\'zs mg Dispensa in a tightly closed container.
KEEP THIS AND ALL DRUGS QUT OF
= important: Moisture sensifve tablets-  11iE REACH OF CHILDREN.
do not remove from container untd ISP organic impurities procedure pending.
Lot No V/ <h mmegdiately before administration
' 0 Varnis
Exp: Rx only Manufactured by:
m Cadila Healthcare Lid.
Rev: 1017 90 Tablets Ahmedabad, India

TELMISARTAN AND HYDROCHLOROTHIAZIDE

telmisartan and hydrochlorothiazide tablet




Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1123

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
TELMISARTAN (UNIl: USSYWA473RQ) (TELMISARTAN - UNI:U5SYW473RQ)

HYDROCHLOROTHIAZIDE (UNII: 0J48LPH2TH) (HYDROCHLOROTHIAZIDE -
UNII:0J48LPH2TH)

Inactive Ingredients

Ingredient Name
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
CROSPOVIDONE (UNII: 257830E561)
FERRIC OXIDE RED (UNIl: 1KO9F3G675)
HYPROMELLOSES (UNII: 3NXW29V3W0)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNII: 70097M6130)
MANNITOL (UNIl: 30WL53L36A)
MEGLUMINE (UNIl: 6HG8UB2MUY)
POVIDONE (UNIl: FZ989GH94E)
SODIUM HYDROXIDE (UNII: 55X04QC32I)
SODIUM STEARYL FUMARATE (UNIl: 7CV7WK4UI)
SORBITOL (UNIl: 506T60A25R)
TALC (UNII: 7SEV7J4R1U)

Product Characteristics

Basis of Strength Strength
TELMISARTAN 40 mg

HYDROCHLOROTHIAZIDE 12.5 mg

Strength

Color BROWN (Mottled Light brown to Mottled Brown) , WHITE (WHITE TO OFF WHITE) Score no score

Shape OVAL (Oblong Shaped)

Size 15mm

Flavor Imprint Code 513
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:70771- 30 in 1 BOTTLE; Type 0: Not a Combination
1 1123-3 Product Lo
NDC:70771- 90 in 1 BOTTLE; Type 0: Not a Combination
2 1123-9 Product 10/12/2017
NDC:70771- 3
3 1123.8 3in 1 CARTON 10/12/2017
3 NDC:70771- 10 in 1 BLISTER PACK; Type 0: Not a Combination

1123-2 Product



Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA204221 10/12/2017
TELMISARTAN AND HYDROCHLOROTHIAZIDE
telmisartan and hydrochlorothiazide tablet
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1124

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
TELMISARTAN (UNIl: USSYW473RQ) (TELMISARTAN - UNI:U5SYW473RQ)

HYDROCHLOROTHIAZIDE (UNII: 0J48LPH2TH) (HYDROCHLOROTHIAZ IDE -
UNII:0J48LPH2TH)

Inactive Ingredients

Ingredient Name
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
CROSPOVIDONE (UNIl: 257830E561)
FERRIC OXIDE RED (UNIl: 1K09F3G675)
HYPROMELLOSES (UNII: 3NXW29V3WO)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNIIl: 70097M6130)
MANNITOL (UNIl: 30WL53L36A)
MEGLUMINE (UNIl: 6HG8UB2MUY)
POVIDONE (UNIl: FZ989GH94E)
SODIUM HYDROXIDE (UNII: 55X04QC32I)
SODIUM STEARYL FUMARATE (UNIl: 7CV7WK4UI)
SORBITOL (UNIl: 506T60A25R)
TALC (UNII: 7SEV7J4R1U)

Product Characteristics

Basis of Strength Strength
TELMISARTAN 80 mg

HYDROCHLOROTHIAZIDE 12.5 mg

Strength

Color BROWN (Mottled Light brown to Mottled Brown) , WHITE (WHITE TO OFF WHITE) Score no score

Shape OVAL (Oblong Shaped)
Flavor
Contains

Packaging

# Item Code Package Description

Size 17mm
Imprint Code 514

Marketing Start Marketing End

Date Date



1 1124-3 Product

2 NDC:70771- 90 in 1 BOTTLE; Type 0: Not a Combination
1124-9 Product
NDC:70771- .

3 1124-8 3in 1 CARTON

3 NDC:70771- 10 in 1 BLISTER PACK; Type 0: Not a Combination
1124-2 Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

ANDA ANDA204221

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

10/12/2017
10/12/2017

10/12/2017

Marketing Start Marketing End
Date Date

10/12/2017

TELMISARTAN AND HYDROCHLOROTHIAZIDE

telmisartan and hydrochlorothiazide tablet

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

Item Code (Source) NDC:70771-1125

Basis of Strength Strength

TELMISARTAN (UNII: USSYW473RQ) (TELMISARTAN - UNI:USSYWA473RQ) TELMISARTAN 80 mg

HYDROCHLOROTHIAZIDE (UNII: 0J48LPH2TH) (HYDROCHLOROTHIAZIDE -

UNII:0J48LPH2TH)

Inactive Ingredients

Ingredient Name

SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
CROSPOVIDONE (UNII: 257830E561)

FERRIC OXIDE RED (UNII: 1KO9F3G675)
HYPROMELLOSES (UNIl: 3NXW29V3WO)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNII: 70097M6130)
MANNITOL (UNIl: 30WL53L36A)

MEGLUMINE (UNIl: 6HG8UB2MUY)

POVIDONE (UNIl: FZ989GH94E)

SODIUM HYDROXIDE (UNIl: 55X04QC32l)
SODIUM STEARYL FUMARATE (UNII: 7CV7WK4UlI)
SORBITOL (UNIIl: 506T60A25R)

TALC (UNIl: 7SEV7J4R1U)

FERRIC OXIDE YELLOW (UNII: EX43802MRT)

HYDROCHLOROTHIAZIDE 25 mg

Strength



Product Characteristics

Color BROWN (Mottled Light brown to Mottled Brown) , YELLOW (YELLOW) Score no score
Shape OVAL (Oblong Shaped) Size 17mm
Flavor Imprint Code 515
Contains
Packaging
# Item Code Package Description I TR R SR e
Date Date
NDC:70771- 30 in 1 BOTTLE; Type 0: Not a Combination
1 1125-3 Product R ZIPAL
NDC:70771- 90 in 1 BOTTLE; Type 0: Not a Combination
2 1125-9 Product 10/12/2017
NDC:70771- .
3 1125-8 3in 1 CARTON 10/12/2017
3 NDC:70771- 10 in 1 BLISTER PACK; Type 0: Not a Combination
1125-2 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA204221 10/12/2017

Labeler - Zydus Lifesciences Limited (918596198)

Registrant = Zydus Lifesciences Limited (918596198)

Establishment

Name Address ID/FEI Business Operations
Zydus Lifesciences 918596198 ANALYSIS(70771-1123, 70771-1124, 70771-1125) , MANUFACTURE(70771-
Limited 1123, 70771-1124, 70771-1125)

Revised: 10/2022 Zydus Lifesciences Limited
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