PEMETREXED - pemetrexed disodium injection, powder, lyophilized, for
solution
Zydus Lifesciences Limited

Pemetrexed for injection, for Intravenous Use

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
NDC 70771-1691-1

Pemetrexed for Injection, USP

100 mg/vial

For intravenous use only.

Single-Dose Vial

Rx only

NDC 70771-1691-1 Caution: Cytotoxic Agent =m
Each wvial confains pemefrexed disodium equivalent to 100 mp =T
P em etrexed for pemetrexed, 106 mg of mannitel USP. Hydrochloric acid NF andfor = 5
' ' sodium hydroxide NF may have been added io adjust pH. e
I n] ec tl 0 n . U S P Storage: Store powder at 25°C (77°F); excursions permitied fo 15°-30°C  mmmmm
(59°-86°F) [see USP Controlled Room Temperature]. See accompanying s v
literature for storage of reconstifuted and infusion solutions. =
Discard unused portion. ==
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NDC 70771-1691-1
Pemetrexed for Injection, USP
100 mg/vial

For intravenous use only.
One Single-Dose Vial Carton

Rx only
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Each vial contains pemetrexed
disodium equivalent to 100 mg
pemetrexed, 106 mg of mannitol
USP. Hydrochloric acid NF and/or
sodium hydroxide NF may have
been added to adjust pH.

To Reconstitute: Add 4.2 mL of
09% Sodium Chloride Injection
(preservative free) to make a
solufion containing 25 mg/mL
pemetrexed. Reconstituted solution
must be further diluted before use
(see accompanying literature).

Administer infusion solution within
24 hours after initial reconstitution.
Discard unused portion.

See accompanying literature for
dosage.
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NDC 70771-1691-1

Pemetrexed for
Injection, USP

100 mg/vial

For intravenous use only.

One Single-Dose Vial
Gaydues ..,

Rev.: 06722

Caution: Cytotoxic Agent

Storage: Store powder at 25°C
(77°F); excursions permitted to
15°-30°C (59°-86°F) [see USP
Confrolled Room Temperature].
Store reconsfituted and infusion
solutions at refrigerated, 2°-8°C
(36°-46°F).
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Manufactured by
Zydus Hospira Oncology Private Limited
Ahmedabad, India

Pemetrexed for |
Injection, USP |

|
100 mglvial '

For intravenous use only.
One Single-Dose Vial
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NDC 70771-1692-1
Pemetrexed for Injection, USP
500 mg/vial

For intravenous use only.

R only

Single-Dose Vial




Rx only

NDC 70771-1692-1 VA c:ution: Cytotoxic Agent

may have been added to adjust pH.

For intravenous use only.
Single-Dose Vial Rx only
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Each vial contains pemetrexed disodium equivalent to 500 mg pemetrexed,

Pemetrexed for 500 mg of mannitol USP. Hydrochloric acid NF andior sodium hydroxide NF
|njeCtI0n, USP Storage: Store powder at 25°C (77°F); excursions permitted to 15°-30°C

(59°-86°F) [see USP Confrolled Room Temperature]. See accompanying

. literature for storage of reconstituted and infusion solutions.
50 0 mg’ Via I Discard unused portion.
CU-DRUBSISRE 26T
Manufactured by: 7ydus Hospira Oncology Private Limited, Ahmedabad, India

{(01)00370771169214

NDC 70771-1692-1
Pemetrexed for Injection, USP
500 mg/vial

For intravenous use only.
One Single-Dose Vial Carton

Rx only
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]
> ! Each wial contans pemetrexed
disodium equivalent fo 500 mg
pemefrexed, 500 mg of mannitol USP.
! Hydrochloric acid NF andfor sodium
hydroxide NF may have been added to
adjust pH.

To Reconstitute: Add 20 mL of 0.9%
Sodium Chioride Injection (preservative
free) to make a solution containing
25 mg/mL pemetrexed. Reconsfituted
solution must be further diluted before
use (see accompanying literature).

Administer infusion solution within 24
hours after initial reconsfitution. Discard

unused portion.
See accompanying literature for

My 07 71116921 4 dosage.

NDC 70771-1692-1

Pemetrexed for
Injection, USP

500 mg/vial

For intravenous use only.

One Single-Dose Vial
7
ff [ m Rx only

Rev.: 05122

Caution: Cytotoxic Agent

Storage: Store powder at 25°C (T7°F);
excursions permiffted to 15°-30°C
(59°-86°F) [see USP Controlled Room
Temperature]. Store reconstituted and
infusion solutions at refrigerated,
2°-8°C (36°-46°F).

GUJ-DRUGEIGI2E1 267

Manufactured by:
Zydus Hospira Oncology Private Limited
Ahmedabad, India
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Pemetrexed for |
Injection, USP | /

500 mg/vial '

For intravenous use only.
One Single-Dose Vial
> 3
'ff E M Rx only
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NDC 70771-1693-1
Pemetrexed for Injection, USP
1000 mg/vial

For intravenous use only.
Single-Dose Vial

Rx only




NDC 70771-1 693'1 Caution: Cytotoxic Agent

been added to adjust pH.

1 000 I B I reconstituted and infusion solutions.
Discard unused portion.
mg VIa GUJ-DRUGSIGI28/1287

For intravenous use only.
Single-Dose Vial Rx only

@ zydus X000

pharmaceuticals Rev.: 05122

Each vial contains pemetrexed disodium equivalent to 1000 mg pemetrexed,

Pem etrexed for 1000 mg of mannitol USP. Hydrochloric acid NF and/or sodium hydroxide NF may have
InjeCti OI‘I, U S P Storage: Store powder at 25°C (77°F); excursions permitted to 15°-30°C (59°-86°F)

[see USP Controlled Room Temperature]. See accompanying literature for storage of

Manufactured by: Zydus Hospira Oncology Private Limited, Ahmedabad, India

LOT:

(01)00370771169313

NDC 70771-1693-1
Pemetrexed for Injection, USP
1000 mg/vial

For intravenous use only.
One Single-Dose Vial Carton

Rx only
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NDC T0771-16931

Pemetrexed for
Injection, USP

1000 mg/vial

For intravenous use only.

One Single-Dose Vial

= Rx only
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Each vial contains pemetrexed disodium
equivalent to 1000 mg pemetrexed,
1000 mg of mannitol USP. Hydrochloric
acid NF andlor sodium hydroxide NF
may have been added to adjust pH.

To Reconstitute: Add 40 mL of 0.9%
Sodium Chloride Injection (preservative
free) to make a solution containing
25 mgimL pemetrexed. Reconsfituted
solution must be further diluted before
use (see accompanying literature).

Administer infusion solution within 24
hours after initial reconstitufion. Discard
unused portion.
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NDC 7077116931

Pemetrexed for
Injection, USP

1000 mg/vial

For intravenous use only.

Reu: 0522

Caution: Cytotoxic Agent

Storage: Store powder at 25°C (77°F);
excursions permitted o 15°-30°C
(59°-86°F) [see USP Controlled Room
Temperature]. Store reconsfituted and
infusion soluions at  refrigerated,
2°-8°C (36°-46°F).

GUI-DRUGS/GREM2ET

Manufactured by:
Zydus Hospira Oncology Private Limited
Ahmedabad, India

See  accompanying literature  for
dosage.
One Single-Dose Vial |I || |I |||| |I ||| || || |
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PEMETREXED

pemetrexed disodium injection, powder, lyophilized, for solution

Product Information

Product Type

Route of Administration

HUMAN PRESCRIPTION DRUG

INTRAVENOUS

Active Ingredient/Active Moiety

Ihamunsdiame Riama~

Basis of

Item Code (Source)

NDC:70771-1691

Chunvacadle




ey

miyrcuiciiut naine Strength
PEMETREXED DISODIUM (UNII: 2PKU919BA9) (PEMETREXED - 100 mg
UNII:04Q9AIZ 7NO) PEMETREXED in 4 mL
Inactive Ingredients
Ingredient Name Strength
MANNITOL (UNIIl: 30WL53L36A) 106 mg in 4 mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNIl: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:70771- :
1 16911 1in 1 CARTON 05/26/2022
1 4 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 ANDA214073 05/26/2022
PEMETREXED
pemetrexed disodium injection, powder, lyophilized, for solution
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1692
Route of Administration INTRAVENOUS
Active Ingredient/Active Moiety
q Basis of
Ingredient Name Strength Strength
PEMETREXED DISODIUM (UNII: 2PKU919BA9) (PEMETREXED - 500 mg
UNII:04Q9AIZ 7NO) PEMETREXED in 20 mL
Inactive Ingredients
Ingredient Name Strength
MANNITOL (UNIl: 30WL53L36A) 500 mg in 20 mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNIl: 55X04QC32l)



Packaging
Marketing Start

Marketing End

# Item Code Package Description Date Date
NDC:70771- .
1 6051 1in 1 CARTON 05/26/2022
1 20 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 ANDA214073 05/26/2022
PEMETREXED
pemetrexed disodium injection, powder, lyophilized, for solution
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1693
Route of Administration INTRAVENOUS
Active Ingredient/Active Moiety

. Basis of
Ingredient Name Strength Strength
PEMETREXED DISODIUM (UNII: 2PKU919BA9) (PEMETREXED - 1000 mg
UNII:04Q9AIZ 7NO) PEMETREXED in 40 mL
Inactive Ingredients
Ingredient Name Strength

MANNITOL (UNIl: 30WL53L36A) 1000 mg in 40 mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description Marketing/ Start
Date
NDC:70771- .
1 16951 1in 1 CARTON 05/26/2022
1 40 mL in 1 VIAL; Type 0: Not a Combination

Product

Marketing Information

Marketing End

Date



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

ANDA ANDA214073 05/26/2022

Labeler - zydus Lifesciences Limited (918596198)

Establishment

Name Address ID/FEI Business Operations
Zydus Hospira ANALYSIS(70771-1691, 70771-1692, 70771-1693) , LABEL(70771-1691, 70771-
Oncology Private 676190889 1692, 70771-1693) , MANUFACTURE(70771-1691, 70771-1692, 70771-1693) ,
Limited PACK(70771-1691, 70771-1692, 70771-1693)

Revised: 5/2022 Zydus Lifesciences Limited
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