ISOTRETINOIN- isotretinoin capsule
Zydus Lifesciences Limited

Isotretinoin Capsules, USP
Rx Only

CAUSES BIRTH DEFECTS

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
NDC 70771-1557-8

Isotretinoin Capsules, USP 10 mg

30 Capsules

Rx only
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Reminders for Pharmacists. Special Insiructions {o Pharmacists
+ Dispense lsofrefinoin only for registered patients afier | | . Ony fil Isolrelinoin Capsules after
btaining authorization from the iPLEDGE program by calling authorization from the PLEDGE program
. 1.866-495.0654 or visiting www.ipledgeprogram com by calling 18554950654 or vistting
Back Side + Write Risk Management Authorization number on the i
prescription. et
‘ + Dispense no more than a 30-day supply
Dispense no more than a 30-day supply. No refils. et o e o

Dispense Prescription Packs infact.

Do not dispense after the “Do not dispense to Patient After” included in each prescription blister pack.
date.

+ Dispense Prescription Packs intact
« Isolretinoin Capsules Medication Guide is included in each * Do not remove Prescription Packs from
prescription blster pack. carton untl dispensed

NDC 70771-1558-8

Isotretinoin Capsules, USP 20 mg
30 Capsules

Rx only
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Reminders for Pharmacists: Special Instructions to Pharmacists:
+ Dispense Isatretinoin only for registered patients after | |+ Only fil Isotretinoin Capsules after
obtaining authorization from the iPLEDGE program by calling authorization from the PLEDGE program
: 1.866.485.0654 or visiling www.ipledgeprogram. com by caling 18664950654 or visitng
Back Side « Write Risk Management Authorization number on the s

prescription.

Dispense no more than a 30-day supply. No reflls.
Dispense Prescription Packs intact.

Do not dispense after the “Do not dispense to Patient After”
date.

Dispense no more than a 30-day supply.
« Isotretinoin Capsules Medication Guide is

included in each prescription blister pack.
« Dispense Prescription Packs infact.
Isotretinoin Capsules Medication Guide is included in each Do not remove Prescription Packs from
prescription blister pack. carton until dispensed

NDC 70771-1559-8

Isotretinoin Capsules, USP 30 mg
30 Capsules

Rx only
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Phamacist:
bty Reminders for Pharmacksts: Dispense prescription blister ] ] .
: - Dispense trinoin ol fr registered pants aner oba ottt sotretinoin Capsules e pe—
Usual dosage: authorization the IPLEDGE program by caling Do not remove prescription Pharmacist:
See package brochure and ol 1 isiting wwwe i packs from carton unti ’ * Only il Isatretinin
Feckoy 5 5 3 i afar authorization from the
important prescribing information. + Wirite Risk number dispensed T
« Dispense no more than a 30-day supply. No refills. - . 4
Store al 20°C to 25°C (66°F to 77°F), _ Dispense Prescription Packs intact. Syl rucions o T s oratng
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Reminders for Pharmacists. Special Insiructions {o Pharmacists
+ Dispense lsofrefinoin only for registered patients afier | | . Ony fil Isolrelinoin Capsules after
btaining authorization from the iPLEDGE program by calling authorization from the PLEDGE program
. 1.866-495.0654 or visiting www.ipledgeprogram com by calling 1.856-495.06548 or vistting
Back Side . Write Risk Management Authorization number on the i
prescription. .

Dispense no more than a 30-day supply.

| + Dispense no more than a 30-day supply. No refills. : inoin Capauies Medication Gulde '8

I « Dispense Prescription Packs infact.

+ Do not dispense after the “Do not dispense to Patient After” incladed in cach preacriphion hisier pack.
pe pe o s

| date. + Dispense Prescription Packs intact

| « Isolretinoin Capsules Medication Guide is included in each * Do not remove Prescription Packs from
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NDC 70771-1560-8

Isotretinoin Capsules, USP 40 mg
30 Capsules

Rx only
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Reminders for Pharmacists: Special Instructions to Pharmacists:
« Dispense Isotretinoin only for registered patients after . Only fill lsotrefinoin Capsules after
‘obtaining autherization from the iPLEDGE program by calling authorization from the iPLEDGE program
. 1-866-495-0654 or visiting www.ipledgeprogram.com by caling 1-B66-495.0654 or vistting
Back Side . Write Risk Management Authorization number on the i
prescription. E v
e " i s ot
+ Do not dispense after the “Do not dispense fo Patient After” included in each prescription blister pack.
date. + Dispense Prescription Packs infact.
« Isotretinoin Capsules Medication Guide is included in each * Do not remove Prescripion Packs from
\ prescription blister pack, carton until dispensed.
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isotretinoin capsule
.
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1557
Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

ISOTRETINOIN (UNIIl: EH28UP18IF) (ISOTRETINOIN - UNI:EH28UP18IF)

Inactive Ingredients

Ingredient Name

ALCOHOL (UNII: 3K9958V90M)

AMMONIA (UNII: 5138Q19F1X)

BUTYLATED HYDROXYANISOLE (UNII: REK4960K2U)
EDETATE DISODIUM (UNII: 7FLD91C86K)

FERRIC OXIDE RED (UNII: 1KO9F3G675)

FERRIC OXIDE YELLOW (UNII: EX43802MRT)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
GELATIN (UNIl: 2G86QN327L)

GLYCERIN (UNIl: PDC6A3C0OX)

HYDROGENATED SOYBEAN OIL (UNIl: AZM91M918C)
ISOPROPYL ALCOHOL (UNIl: ND2M416302)
POLYETHYLENE GLYCOL 400 (UNIl: B6978945GQ)

Basis of Strength Strength
ISOTRETINOIN 10 mg

Strength



POLYVINYL ACETATE PHTHALATE (UNII: 58QVG85GW3)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)

SOYBEAN OIL (UNII: 241ATL177A)

TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

WATER (UNIl: 059QFOKOOR)

WHITE WAX (UNIl: 7G1)J5DA97F)

Product Characteristics

Color BROWN (reddish brown) Score no score
Shape OVAL Size 1lmm
Flavor Imprint Code 1022
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:70771- .
1 1557-8 3 in 1 CARTON 09/12/2023
1 10 in 1 BLISTER PACK; Type 0: Not a Combination
Product
NDC:70771- :
2 1557-4 10 in 1 CARTON 09/12/2023
2 10 in 1 BLISTER PACK; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA211568 09/12/2023
ISOTRETINOIN
isotretinoin capsule
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1558
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ISOTRETINOIN (UNIl: EH28UP18IF) (ISOTRETINOIN - UNII:EH28UP18IF) ISOTRETINOIN 20 mg

Inactive Ingredients



Ingredient Name
ALCOHOL (UNIl: 3K9958V90M)
AMMONIA (UNII: 5138Q19F1X)
BUTYLATED HYDROXYANISOLE (UNIl: REK4960K2U)
EDETATE DISODIUM (UNII: 7FLD91C86K)
FERRIC OXIDE RED (UNIl: 1KO9F3G675)
FERRIC OXIDE YELLOW (UNII: EX43802MRT)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
GELATIN (UNIl: 2G86QN327L)
GLYCERIN (UNIl: PDC6A3CO0X)
HYDROGENATED SOYBEAN OIL (UNIl: A2M91M918C)
ISOPROPYL ALCOHOL (UNIl: ND2M416302)
POLYETHYLENE GLYCOL 400 (UNIl: B697894SGQ)
POLYVINYL ACETATE PHTHALATE (UNIl: 58QVG85GW3)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
SOYBEAN OIL (UNIl: 241ATL177A)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
WATER (UNIl: 059QFOKOOR)
WHITE WAX (UNIl: 7G1J5DA97F)

Product Characteristics

Color YELLOW (CREAM) Score
Shape OVAL Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start
Date
NDC:70771- .
1 1556.8 3in 1 CARTON 09/12/2023
1 10 in 1 BLISTER PACK; Type 0: Not a Combination
Product
NDC:70771- .
2 1558-4 10 in 1 CARTON 09/12/2023
2 10 in 1 BLISTER PACK; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDA211568 09/12/2023
ISOTRETINOIN

isotretinoin capsule

Strength

no score
1lmm
1023

Marketing End
Date

Marketing End
Date



Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1559

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ISOTRETINOIN (UNIl: EH28UP18IF) (ISOTRETINOIN - UNII:EH28UP18IF) ISOTRETINOIN 30 mg

Inactive Ingredients

Ingredient Name Strength
BUTYLATED HYDROXYANISOLE (UNIl: REK4960K2U)
FERRIC OXIDE RED (UNIl: 1KO9F3G675)
FERRIC OXIDE YELLOW (UNIl: EX43802MRT)
GELATIN (UNIIl: 2G86QN327L)
GLYCERIN (UNIl: PDC6A3C00OX)
HYDROGENATED SOYBEAN OIL (UNIl: A2ZM91M918C)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
SOYBEAN OIL (UNII: 241ATL177A)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
WHITE WAX (UNIl: 7G1)5DA97F)
AMMONIA (UNII: 5138Q19F1X)
ALCOHOL (UNIl: 3K9958V90M)
ISOPROPYL ALCOHOL (UNIl: ND2M416302)
POLYETHYLENE GLYCOL 400 (UNIl: B697894SGQ)
POLYVINYL ACETATE PHTHALATE (UNIl: 58QVG85GW3)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
WATER (UNIl: 059QF0KOO0R)
EDETATE DISODIUM (UNII: 7FLD91C86K)

Product Characteristics

Color YELLOW (BEIGE) Score no score

Shape OVAL Size 12mm

Flavor Imprint Code 1024

Contains

Packaging

# Item Code Package Description Marketing Start Marketing End

Date Date

NDC:70771- 3

1 1559-8 3 in 1 CARTON 09/12/2023

10 in 1 BLISTER PACK; Type 0: Not a Combination
Product



Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA211568 09/12/2023
ISOTRETINOIN

isotretinoin capsule

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1560

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ISOTRETINOIN (UNIl: EH28UP18IF) (ISOTRETINOIN - UNII:EH28UP18IF) ISOTRETINOIN 40 mg

Inactive Ingredients

Ingredient Name Strength
ALCOHOL (UNII: 3K9958V90M)
AMMONIA (UNII: 5138Q19F1X)
BUTYLATED HYDROXYANISOLE (UNII: REK4960K2U)
EDETATE DISODIUM (UNII: 7FLD91C86K)
FERRIC OXIDE RED (UNII: 1KO9F3G675)
FERRIC OXIDE YELLOW (UNII: EX43802MRT)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
GELATIN (UNIl: 2G86QN327L)
GLYCERIN (UNII: PDC6A3C00X)
HYDROGENATED SOYBEAN OIL (UNII: A2M91M918C)
ISOPROPYL ALCOHOL (UNIl: ND2M416302)
POLYETHYLENE GLYCOL 400 (UNIl: B697894SGQ)
POLYVINYL ACETATE PHTHALATE (UNIl: 58QVG85GW3)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
SOYBEAN OIL (UNIl: 241ATL177A)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
WATER (UNIl: 059QFOKOOR)
WHITE WAX (UNIl: 7G1J5DA97F)

Product Characteristics

Color BROWN (LIGHT BROWN) Score no score
Shape OVAL Size 14mm
Flavor Imprint Code 1025

Contains



Packaging
Marketing Start Marketing End

# Item Code Package Description Date Date
NDC:70771- 3
1 1560-8 3 in 1 CARTON 09/12/2023
1 10 in 1 BLISTER PACK; Type 0: Not a Combination
Product
NDC:70771- ;
2 1560-4 10 in 1 CARTON 09/12/2023
2 10 in 1 BLISTER PACK; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA211568 09/12/2023

Labeler - Zydus Lifesciences Limited (918596198)

Establishment

Name Address ID/FEI Business Operations
f.;’dus. 918596108 ANALYSIS(70771-1557, 70771-1558, 70771-1559, 70771-1560) ,
L:rﬁis'tg'gnces MANUFACTURE(70771-1557, 70771-1558, 70771-1559, 70771-1560)

Revised: 9/2023 Zydus Lifesciences Limited
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