CREON 24000- pancrelipase capsule, delayed release pellets
CREON 3000- pancrelipase capsule, delayed release pellets
CREON 6000- pancrelipase capsule, delayed release pellets
CREON 12000- pancrelipase capsule, delayed release pellets
CREON 36000- pancrelipase capsule, delayed release pellets
Abbott Laboratories GmbH

Creon Bulk Caspules

Description

Pancrelipase, 3000 Delayed-release Capsules (BULK)
Pancrelipase, 6000 Delayed-release Capsules (BULK)
Pancrelipase, 12000 Delayed-release Capsules (BULK)
Pancrelipase, 24000 Delayed-release Capsules (BULK)
Pancrelipase, 36000 Delayed-release Capsules (BULK)

Caution:

RX ONLY. Caution: for manufacturing, processing or repacking.

Storage and Handling
Store at room temperature up to 25 degrees C (77degrees F) protected from moisture.

Excursions permitted between 25 degrees C to 40 Degrees C (77 degrees F to 104
degrees F) for up to 30 days.

Principal Display panel



Abbott Laboratories GmbH, Justus-von-Liebig-Str.33
31535 Neustadt a. Rbge, Germany

taterial Number CAT Batch no. f Lot, Manufacturing date Pellats
1084959 297227% 7?.2?777
Dascription

Pancrelipase, 3000 Delayed-Release Capsules

PP

Quuantity per {ranspan unit

Germany

AbbVie Code 3823 | gountry of Origin

RX ONLY. Caution: for manufacturing, processing or repacking.
Store at room temperature up to 25°C (77°F) protected from moisture,
Excursions permitted hetween 25°C to 40°C (77°F to 104°F) for up to 30 days.
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108485277237797
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bk ]

2950814-1

Principal Display Panel

Export Packing Label

, Manufacturer’'s name and address Country of Ongin
a Abbott Abbmpl;l‘}tor‘atones GmbH
Justus-von-Liebig-Str. 33 Germany
31535 Neustadt a. Rbge., Germany
1352050039
Pancrelipase, 6000 Delayed-Release Capsules
Material Number
1084960 (AbbVie Code 1026)
I Batch/Lot Manufacturing date
' 99999 MM.YYYY
(108496059995/00 1
Quantity per transport unit
XX XXX kpc
Export advice

RX ONLY. Caution: for manufacturing, processing or repacking.
Store at room temperature up to 25°C (77°F) protected from moisture.

Excursions permitted between 25°C to 40°C (77°F to 104°F) for up to 30 days.

Printed by ZYGADPX
08:28 MESZ

on 2023-03-27 22

Label ID: DOO1



Export Packing Label

Manufacturer's name and address Country of Origin

Abbott Laboratories GmbH
Plant Meustadt
Justus-von-Liebig-Str. 33
31535 MNeustadt a. Rbge., Germany

112454155050
Material Description
Creon 6000USC CapsulesBulk SPL 02 US
Material Mumilzer
EIS3E] 1124941 (AbbVie Code 1026
fad
E I s Batch/lLot Manufacturing date
99999 MM.YYYY
R ]
Quantity per transport unit
XX XXX kpec
Export advice
RX ONLY. Caution: for manufacturing, processing or repacking.
Store at room temperature up to 25°C (77°F) protected from moisture.
Excursions permitted between 25°C to 40°C (77°F to 104°F) for up to 30 days.
Printed by ZYGADPX
on 2023-03-27 22-17-00 MESZ Label ID: DOO1

Principal Display Panel

Export Packing Label
Manufacturer's name and address Country of Origin E' E
a Abbott Abbott Laboratories GmbH
Flant Meustadt o E
Justus-von-Liebig-Str. 33 By i
31535 Neustadt a. Rbge., Germany
[ |
Material Description
Pancrelipase, 12000 Delayed-Release Capsules
Material Mumiber
1084961 (AbbVie Code 1024)
Batch/Lot Manufacturing date
99999 MM.YYYY
T EAE e
Quantity per transport unit
XX XXX kpc
Export advice
RX OMLY. Caution: for manufacturing, processing or repacking.
Store at room temperature up to 25°C (77°F) protected from moisture.
Excursions permitted between 25°C to 40°C (77°F to 104°F) for up to 30 days.
Printed by Y GADPX
on 2123-03-27 2207-32 MESZ Label ID: DOO1



Export Packing Label

Manufacturer's name and address Country of Origin
E Abbott Abbott Laboratories GmbH
Flant Meustadt USA
Justus-von-Liebig-Str. 33 o
31535 Meustadt a. Rbge., Gemany

112452303005
Material Description
Creon 12000USC CapsulesBulk SPL 02 US
Material Number
DFEA0) 1124942 (AbbVie Code 1024)
Ep Batch/Lot Manufacturing date
99999 MM.YYYY
R
Quantity per transport wnit
XX XXX kpc
Export advice
RX OMLY. Caution: for manufacturing, processing or repacking.
Store at room temperature up to 25°C (77°F) protected from moisture.
Excursions permitted between 25°C to 40°C (77°F to 104°F) for up to 30 days.
Printed by Z¥GADPX
on 2023-03-08 10:00:20 MEZ Label ID: DOD1

Principal Display Panel

Export Packing Label

Manufacturer's name and address Country of Origin

E Abbott Abbott Laboratories GmbH E 0
Plant Neustadt =
Justus-von-Liebig-Str. 33 T E "
31535 Neustadt a. Rbge., Gemany
R |
Material Description
Pancrelipase, 24000 Delayed-Release Capsules
Material Mumibber
T 3
e 1084982 (AbbVie Code 1025)
o -
E'-.L ! Batch/Lot Manufacturing date
99999 MM.YYYY
106455 29939500 1
Quantity per transport unit
XX XXX kpc
Export advice
RX OMLY. Caution: for manufacturing, processing or repacking.
Store at room temperature up to 25°C {77°F) protected from moisture.
Excursions permitted between 25°C fo 40°C (77°F to 104°F) for up to 30 days.
Printed by ZYGADPX
on 2023-03-06 18:58:32 MEZ Label ID: DO



Export Packing Label

Manufacturer's name and address

Country of Origin

Abboit Laboratories GmbH

Plant Meustadt e & -
Justus-von-Liebig-Sir. 33 = "
31535 Neustadt a. Rbge., Germany
112452305000
Material Description
Creon 24000USC CapsulesBulk SPL 02 US
Material Numiber
EsE 1124943 (AbbVie Code 1025)
E' Batch/Lot Manufacturing date
99999 MM.YYYY
1124535355001
Quantity per transport unit
XX XXX kpc
Export advice
RX ONLY. Caution: for manufacturing, processing or repacking.
Store at room temperature up to 25°C (77°F) protected from moisture.
Excursions permitted between 25°C to 40°C (77°F to 104°F) for up to 30 days.
Printed by Z¥ GADPX
on 2023-03-27 22-17:53 MESZ Label ID: DOO1

Principal Display Panel

Export Packing Label

Manufaciurer's name and address Country of Origin
a Abbott Abbott Laboratories GmbH
Plant Meustadt
Justus-von-Liebig-Str. 33 e
31535 Neustadt a. Rbge., Germany

[ |

Material Description

Pancrelipase, 36000 Delayed-Release Capsules

Material Mumiler

1084983 (AbbVie Code 3016)

Batch/Lot Manufacturing date

99999 MM.YYYY

Quantity per transport unit

XX XXX kpec

Export advice

RX OMLY. Caution: for manufacturing, processing or repacking.
Store at room temperature up to 25°C (77°F) protected from moisture.
Excursions permitted between 25°C to 40°C (77°F 1o 104°F) for up to 30 days.

Printed by ZYGADPX
on 2023-03-27 220848 MESL

Label I0: DOO1



Export Packing Label
Manufaciurer's name and address Country of Origin
a Abbott Abbott Laboratories GmbH
Plant Neustadt Us
Justus-von-Liebig-Sir. 33 v
31535 Neustadt a. Rbge., Germany
112402 400000
Material Description
Creon 36000USC CapsulesBulk SPL 02 US
Material Mumber
AEw
A, 1124944 (AbbVie Code 3016)
"EH BatchiLot Manufacturing date
99999 MM.YYYY
1124342090500
Quantity per transport unit
XX XXX kpc
Export advice
RX ONLY. Caution: for manufacturing, processing or repacking.
Store at room temperature up to 25°C (77°F) protected from moisture.
Excursions permitted between 25°C to 40°C (77°F to 104°F) for up to 30 days.

Printed by Z¥ GADPX

on 2023-03-27 22-18:3 MESZ Labedl ID: DOO1

CREON 24000

pancrelipase capsule, delayed release pellets

Product Information

Product Type BULK INGREDIENT Item Code (Source)

Route of Administration NOT APPLICABLE

Active Ingredient/Active Moiety

Ingredient Name

PANCRELIPASE LIPASE (UNIIl: 8MYC339320) (PANCRELIPASE LIPASE -
UNII:8MYC339320)

PANCRELIPASE PROTEASE (UNIl: 3560D81V50) (PANCRELIPASE PROTEASE -

UNII:3560D81V50)

PANCRELIPASE AMYLASE (UNIl: YOJ580116E) (PANCRELIPASE AMYLASE -
UNII:YOJ580116E)

Product Characteristics

Color orange Score
Shape CAPSULE (Oval) Size
Flavor Imprint Code

Contains

NDC:54809-1025

Basis of
Strength Strength
PANCRELIPASE .
LIPASE 24000 [USP'U]
PANCRELIPASE .
PROTEAS E 76000 [USP'U]
PANCRELIPASE .
AMYLAS E 120000 [USP'U]
Nno score
22mm
Creon;1224



Packaging
# Item Code
1 NDC:54809-1025-8

Package Description

44000 in 1 DRUM 12/07/2021

Marketing Information

Marketing Start Date

Marketing End Date

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
Export only 10/21/2013
CREON 3000

pancrelipase capsule, delayed release pellets

Product Information

Product Type BULK INGREDIENT

Route of Administration NOT APPLICABLE

Active Ingredient/Active Moiety

Ingredient Name
PANCRELIPASE LIPASE (UNII: 8MYC339320) (PANCRELIPASE LIPASE -
UNII:8MYC339320)

PANCRELIPASE PROTEASE (UNII: 3560D81V50) (PANCRELIPASE PROTEASE -
UNII:3560D81V50)

PANCRELIPASE AMYLASE (UNIl: YOJ580116E) (PANCRELIPASE AMYLASE -
UNII:YOJ580116E)

Product Characteristics

Color white (Opaque) Score

Shape CAPSULE (Oval) Size

Flavor Imprint Code
Contains

Packaging

# Item Code
1 NDC:54809-3823-8

Package Description

60000 in 1 DRUM 09/04/2017

Marketing Information

Marketing Application Number or Monograph
Category Citation
Export only

Item Code (Source)

Marketing Start Date

Marketing Start
Date

10/21/2013

NDC:54809-3823

Basis of

Strength Strength

PANCRELIPASE LIPASE 3000 [USP'U]

PANCRELIPASE

PROTEASE 9500 [USP'U]
PANCRELIPASE '
AMYLAS E 15000 [USP'U]

no score

14mm

Creon;1203

Marketing End Date

Marketing End
Date



CREON 6000

pancrelipase capsule, delayed release pellets

Product Information

Product Type BULK INGREDIENT

Active Ingredient/Active Moiety

Ingredient Name

PANCRELIPASE LIPASE (UNIIl: 8MYC339320) (PANCRELIPASE LIPASE -
UNII:8MYC339320)

PANCRELIPASE PROTEASE (UNII: 3560D81V50) (PANCRELIPASE PROTEASE -
UNII:3560D81V50)

PANCRELIPASE AMYLASE (UNIl: YOJ580116E) (PANCRELIPASE AMYLASE -
UNII:YO)580116E)

Product Characteristics

Color orange, blue Score
Shape CAPSULE (Oval) Size

Flavor Imprint Code
Contains

Packaging

# Item Code
1 NDC:54809-1026-8

Package Description

120000 in 1 DRUM 12/07/2021

Marketing Information

Item Code (Source)

Marketing Start Date

NDC:54809-1026

Basis of

Strength Strength

PANCRELIPASE LIPASE 6000 [USP'U]
PANCRELIPASE
PROTEASE

PANCRELIPASE
AMYLASE

19000 [USP'U]

30000 [USP'U]

no score
14mm
Creon;1206

Marketing End Date

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
Export only 10/21/2013

CREON 12000

pancrelipase capsule, delayed release pellets

Product Information
Product Type BULK INGREDIENT

Route of Administration NOT APPLICABLE

Active Ingredient/Active Moiety

e R

Item Code (Source)

NDC:54809-1024

Basis of

[l S L L *N



Hiyircuiciit nNnaiiie

Strength Ly
PANCRELIPASE LIPASE (UNII: 8MYC339320) (PANCRELIPASE LIPASE - .
UNII:8MYC339320) PANCRELIPASE LIPASE 12000 [USP'U]
PANCRELIPASE PROTEASE (UNII: 3560D81V50) (PANCRELIPASE PROTEASE - PANCRELIPASE 38000 [USP'U]
UNII:3560D81V50) PROTEASE
PANCRELIPASE AMYLASE (UNIl: YOJ580116E) (PANCRELIPASE AMYLASE - PANCRELIPASE 60000 [USP'U]
UNII:YO)580116E) AMYLASE
Product Characteristics
Color brown Score no score
Shape CAPSULE (Oval) Size 18mm
Flavor Imprint Code Creon;1212
Contains
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:54809-1024-8 80000 in 1 DRUM 12/07/2021
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
Export only 10/21/2013
CREON 36000
pancrelipase capsule, delayed release pellets
Product Information
Product Type BULK INGREDIENT Item Code (Source) NDC:54809-9048
Route of Administration NOT APPLICABLE
Active Ingredient/Active Moiety
q Basis of
Ingredient Name Strength Strength
PANCRELIPASE LIPASE (UNII: 8MYC339320) (PANCRELIPASE LIPASE - PANCRELIPASE 36000 [USP'U]
UNII:8MYC339320) LIPASE
PANCRELIPASE PROTEASE (UNII: 3560D81V50) (PANCRELIPASE PROTEASE -  PANCRELIPASE 114000 [USP'U]
UNII:3560D81V50) PROTEASE
PANCRELIPASE AMYLASE (UNIl: YOJ580116E) (PANCRELIPASE AMYLASE - PANCRELIPASE 180000 [USP'U]
UNII:YOJ580116E) AMYLASE

Product Characteristics

Color blue (Opaque) Score no score
Shape CAPSULE (Oval) Size 25mm



Flavor Imprint Code Creon;1236

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:54809-9048-8 28000 in 1 DRUM 12/07/2021

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
Export only 10/21/2013

Labeler - aAbbott Laboratories GmbH (342748961)

Revised: 11/2023 Abbott Laboratories GmbH
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