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Medicine Information
Calmurid Calmurid’ | ke
Urea 100mg/g
n_ [ Urea100mg/g Urea 100mg/g Lactic acid 50mg/g
. . . . USES:
LaC’tIC aC|d 50mg/ g LaCth aC|d 50m9/g Dry and hyperkeratotic skin conditions, ichthyosis, as
adjunctive therapy in atopic eczema.
WARNINGS:
Do not use if hypersensitivity to the active substances
or any of the excipients in the product.
The product should not be extensively used in subjects
with severe renal impairment.
Avoid contact with the eyes and surrounding area and
do not apply the preparation on inflamed skin or open
wounds.
The product can cause smarting if applied to raw
areas, fissures or mucous membranes.
Caution: Urea may enhance the penetration of other
active substances into the skin.
This is particularly well-known for corticosteroids,
dithranol and 5-fluoruracil.
In breast-feeding women the product should be
removed from the breast area before breast feeding.
For external use only.
DIRECTIONS FOR USE: 15mm
Apply liberally 2-3 times dalily after cleansing the skin.
In severe cases a thick layer of Calmurid should be
applied and left to penetrate the skin for 3-5 minutes.
" . ) The cream can then be smoothed in and excess wiped
Medicine Information (continued) off. Calmurid should be applied after washing or
" OTHER INFORMATION: bathing.
Store below 25°C. Continued =>
EXCIPIENTS:
Betaine monohydrate,
Glyceryl monostearate,
Diolamine cetyl phosphate,
Hard fate, Cholesterol,
Sodium chloride, Purified water.
Made in France
Calmurid is a registered Trademark of
Galderma Australia Pty.Ltd.
13B Narabang Way
Belrose NSW 2085
0500 174 104 Now Zestan 9 3186371069392
0800 174 104 (New Zealand)
o e AUST R 14462
ee GALDERMA ee GALDERMA
Batch N:
Expiry Date:
P2xXxx=X [0 Ligne de coupe
Galderma Lahoratories Printing Colors Artwork Approval g
Product code: MOCK UP PMIS BLUE 072C ‘ @@“‘-ﬁ“*ﬁw
Product description: CALMURID CRE 100 PMS 3135C Artwork approved by: &9& \,\Q\@eﬁ‘"
Market: AUS PMS 285C O \@*& »
Article: Carton BLACK Date: s @\ﬁ{o@ss
Dimensions: 56,5x41,5x147 e
Pharmacode:TBD Signature «@s&%@é
- o
GRAPHIC DESIGNER: Xavier COLLOT
LAUNCHING DEPARTMENT - 21, Galderma - 74540 ALBY-SUR-CHERAN - FRANCE /I DIELINES
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TUBE PLASTIQUE
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PLAN n*® 2.GD.02.DRA.0012,R00
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ACTIVE INGREDIENTS:

Urea 100mg/g
Lactic acid 50mg/g
USES:

Dry and hyperkeratotic skin conditions, ichthyosis,

as adjunctive therapy in atopic eczema.
WARNINGS:

Do not use if hypersensitivity to the active
substances or any of the excipients in the product.
The product should not be extensively used in
subjects with severe renal impairment.

Avoid contact with the eyes and surrounding area
and do not apply the preparation on inflamed skin
or open wounds.

The product can cause smarting if applied to raw
areas, fissures or mucous membranes.

Caution: Urea may enhance the penetration of other
active substances into the skin.

This is particularly well-known for corticosteroids,
dithranol and S-fluoruracil.

In breast-feeding women the product should be
removed from the breast area before breast feeding.
For external use only.

DIRECTIONS FOR USE:

Apply liberally 2-3 times daily after cleansing the skin.
In severe cases a thick layer of Calmurid should be
applied and left to penetrate the skin for 3-5 minutes.
The cream can then be smoothed in and excess
wiped off. Calmurid should be

applied after washing or bathing.

OTHER INFORMATION:

Store below 25°C.

EXCIPIENTS:

Betaine monohydrate, Glyceryl monostearate,

P2000¢X

Diolamine cetyl phosphate, Hard fate, Chol

Sodium chloride, Purified water.

Made in France

Calmurid is a registered Trademark of Galderma
Australia Pty.Ltd.

13B Narabang Way

Belrose NSW 2085

Call 1800 800 765 (Australia)

0800 174 104 (New Zealand)
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[0 Usre de coupe

Galderma Lahoratories

Printing Colors

Product code: MOCK UP PMS BLUE 072C

Product description: CALMURID CRE 100 PMS 3135C Artwork approved by:
Market: AUS PMS 285C

Article: Plastic Tube BLACK Date:

Dimensions: 40x125

Pharmacode: TBD Signature:

GRAPHIC DESIGNER: Xavier COLLOT

LAUNCHING DEPARTMENT - Z. Galderma - 74540 ALBY-SUR-CHERAN - FRANCE —/l DIELINES

Artwork Approval
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ARTG Entry:
Sponsor:
Therapeutc type:
Entry start date:

Evaluation ares:

> Sponsor

Conditions

Comments

Financials
Products

Manufacturers

Sponsor:
Therapeutic type:
Entry stan date:

Evaluation area:

Vanatons

Condtions
Comments

Finan
Products

Manufactu

14462

17804

Medxine Registered
05/09/1991

Non-Prescription Medicines

OFFICIAL

Document 2

CALMURID cream tube
Galderma Australia Pty Ltd

Entry cancel date: 29/06/2020
Reason: Cancelled by Sponsor
Code Stock: No

Sponsor Information

Sponsor:
Postail address:
wstiaha
Effective date: 01/06/1984
P history
Sponsor K Start Date Sponsor name
17804 01/06/84 Galderma Australia Pty Ltd
14462 CALMURID cream tube
17804 Galderma Australia Pty Ltd
Medcine Registered
05/09/1991 Entry cancel date: 29/06/2020
Reason: Cancelled by Sponsor
Non-Prescription Medicines Code Stock: No

Source History Information

Source of entry. ARTG
Source start date: 050971991
Source Id number: 14462

A eBS Registrati

ARTG Entry:
Sponsor:

Therapeutic type:
Entry start date:

Evaluston ares:

14462
17804

CALMURID cream tube
Galderma Australia Pty Led

Medicine Regsiered

050071991 Entry cancel date: 290062020
Reason: Cancalied by Sponsor
Non-Prescription Medicines. Code Stock No
[ Vatiation Infermation |
Comments
Date Code Dovcription | Comment
08/02/2018 LNT Changes to bring a labe! into full compliance with TGO No. 92
other than changes 1o the proprietary name. i changing
propetary name (and where grouping applies), also use code
GPNor GPUY
s ~ == |
08/02/2018 LSP Changes to sponsor details inchuding name and/or logo. |
08/02/2018 LSR Addion of more restrictve safety-relaed ststements |
08/02/2018 HN Update of mgredient name/s on tabeling/product séormation in
accordance with HIN project
e MUP Update a pro-ciesrance number
8092012 asu Delenon of an existing test | The sponsar is seekirg to eete e viscosity test on te buik
| product, snce it believes that this in-process test is not signdcant
18/09/2012 QOFE Specffication ranges - less restrictive | The sponsor is seekirg to change he specificatons of viscosity at
| relsase fom 50,000-120,000mPa.s to 26,000-56,000mPa.s
1S10/:2010 QFE Specification ranges - less restrictive
151072010 |PSR Shell ife - Jecrease
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GA eBS Registration

ARTG Entry 1462 CALMURID cream tube
Sponsor: 17804 Galderma Austraka Pry Ltd
Therapeutic type: Medicine Registered
Entry start date 0500/1931 Entry cancel date: 2910572020
Reason: Cancalled by Sponsor
Evaluation area: Non-Prescription Medicines Code Stock: No

Standard Cendition Infoemation

Conditions _
Code Condition " R— |
28 Condtions apphcable to ol therapeutic goods as specdied in the document “Standard Conditions Applying to
Rogistered or Listed Therapeutic Goods Under Section 28 of the Therapeutic Goods Act 1989" effective 1 July 1995
16 Condtions sppiicable to he relevant category and class of therapeutic goods as specified in the docurrent "Suandard
Condtions Applying 1o Registerad or Listed Therapautic Goods Under Section 28 of the Therapeube Goods Act 1933°
effectve 1 February 1962
1% Condtions appicadie 10 i therapeutic goods as specified in the document “Standard Condibons Applying to
Registered or Listed Theapeute Goods Uncer Section 28 of the Therspeutic Goods Act 1989" effective 1 February
1092
1 Condtions applicable to the relevant category and class of therapeutc goods as specified in the document *Conditicns
Applyng to Therapeutic Goods Accepted for Regisyation or Listng as Goods Currently Supphied ot the
Commencement of the Therapeutic Goods Act 1689"
29 Condtions apphcable to he relevant category and class of therapeutic goods as specified in the docurrent “Standard
Condtions Applying to Registered or Listed Therapeutic Goods Under Section 28 of the Therapeutic Goods Act 1983
effectve 1 July 1995

GA eBS Registratio

ARTG Entry 10462 UIFID crasm tube
Sponsor: 17804 Galderma Auntrsha Pty (1
Thorapastic: type: Madicine Rogistered
Entry swe dase: 001851 Conry cascel date: 2000072920
Reason Cancelled by Sporsor
Evaluation ares Non-Prescriptice Medicnes Cade Steck: No
[ Cemments Informatson 1
Comaents — )
Date Standard comment Tex
08022018 Vanaten 10 good Changes to the product labeling. including
Changes for comglance with TGO 92 requirements.
Adition of maore restrictive, salery- ralatnd statemants
~Ingredient same wdate, and
- Update t the spossor logo
Submission ID ONF-2017-01044- 1 TRIM D 18- 10105837
18062012 | Variatise 10 geod Ceanirg tosting for viscosty of the bulk cream a an in-process contrd of
Mmandacture. ond Changeg U tarts for viscoadyof She cresn o the baich

rolosse specification for the frvabed prodict Submeasion 10
OM-2012-01104-3 Fie 2012018233

Variation 10 geod Changes 1o the fnashed prduct SecAcatons - delesos of 'smooth’ fram te
appearance specifications and widening of imit for ameones centent fr
0.2% 10 0.3%, decrease of shelf Mo from 3 years 10 2 years, Submession ID:
OM-2010-00013-3 Fde 557917

09/102007 | Variaan 1o geod CHANGE OF SPONSOR ADDRESS AND CONTACT DETARS ON LABEL
SUB 1D ON-2007-5085-11. 199507917,

0402007 | Comments on updatieg a record Changes as nobfied by Sponsor in update Submssion (D OM-7006-3735-11
submitied o1 13 Decomber 2006

Comments unralated 1o other codes - see bee text | MANUF $178 CHANGED TO
PHARMACA & UPJOMN SITE

Date of Supply Required First supply from rew masufacturer receved on 14/9/95

| NRTG Dwta - Not Chached

Vaciaben 1o good ma"uvﬂ a3 descrbed inthe letter of 30 March 1995 from
S9N0T917

03072002 Grandlatheres Product |

ARTG Entry. 14462 CALMURID cream wbe
Sponsor: 17804 Galderma Austrahia Pty Ltd
Therapeutic type. Medicine Regisiered
Entry start date: (5001991 Entry cancel date: 29/0672020
Reason Cancelied by Sponsor

Evalustion area: Non-Prescription Medicines Code Swck: No

[ Financal Informaticn |

Charge level: Regrstered Drug Prod {other Charge effective date:

than S4 and S&) Annual Charge
Exemption status Invoice status
Billing function: $1

Billing address

Australia

Manufacturers

OFFICIAL
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TGA eBS Pr

ARTG Entry 14462 CALMURID creem tube
A Geted Manefacihirar’s Canificats has acpioad, e i wspiring sherty
Sponser: 17804 Galderma Australia Pty Lid
Product 607422 CALMURID cream tube
Licence therapeutic type Medcine Registered
Product type: Single Medicine Product
Supplied
L Medicine Information ]
Supply and
4 Product ATC info.
[Code | Description
| Do2ag | Carbamids products
Product info:
Poeson info
[Pack size_ [ Poison scheduls ]
Not scheduled. Not considered by commitee

Chemical class:

Generc parent ref

Practicner oaly

Contains GNO:

Contans Nanotechnology paricles:

Releconces

Document 2

TGA eBS Product

ARTG Entry: 14462 CALMURID cream tube
A batnd Marufacturr's Ceificate Ao eapred of rs exprmg shortly
Sponsor 17804 Galdorma Australa Py Ld
Product 607422 CALMURID cream tube
Licence therapeutic type: Medicine Regatored
Product type: Single Medicioe Product
Supplied:

[ Shet Life Informaton 1

Supply and Status

Product Container_ N— — = -
M e info I Descripton [ Matenal [ Closure [ Condition

> Shelf Lie l Tube | Pastc | Closed

Lifo Time

1 Years

dhons Shelf life Info

[Temp [ Shelf Life Conditions
Store below 25 degroes Celsius |

TGA eBS Product

ARTG Entry: 4462 CALMURID cream wbe
A hoted Mansacturer’'s Catficate has 0w
Sponsor 17804 Gaiderma Australo Pry Lid
Product 607422 CALMURID croam wbe
Licence therapeutic type: Medicine Regstered
Single Medicire Product
[ Product Specite Conditions 1
Specific Condions
Changes as apgroved n the letier of 7 Febrary 2018 mm_uwxswn D: ON-2017:01044-1
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TGA eBS Product

ARTG Entry: 14462
Sponsor: 17804
Produet: 607422

Medicine Registered

Licence therapeutic type:
Single Medicine Product

Product type:
Supplied:

CALMURID cream fube
A Erstnd Mo or's Comificate hos axpired_cr is sxpiring shorly
Galderma Australia Pty Ltd

CALMURID cream tube

[ Product

| Specific indications

| Diry and hyperkeratotic skin conditions. ichthyesis, as adjunct therapy in atopic eczema.

TGA eBS Product

CALMURID cream tube

ARTG Entry: 14462
A listed Marulscturer's Coetbicate has sxpired of i axpiing shortly
Sponsor: 17804 Galderma Australia Pry Lid
Product: 607422 CALMURID cream tube
Licence therapeutic type: Medicane Registered
Product type: Single Medicine Product
Supplied:
[ In House Product Reference Information 1
Product info.
Number Lodgement date | Seq.
Number
OM-2017-GL-12150-1 08i02/2018 |

TGA eBS Product

CALMURID cream tube
A lstod Mar

"s Cortificate has eapired.o s axparing shortly

Galoorma. stralia Pry Lid
CALMURID crearm tube

ARTG Entry: 14462
Sponsor: 17804
Product: 607422
Licence therapeutic type: Medicine Regrstered
Product type: Single Medicne Product
Supplied:

[ E

C

[1a.

| 1 514923

OFFICIAL
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A eBS Component

ARTG Entry: 14462 CALMURD cream tube
sor: 17804 Galderma Austrakia Pty Lid

Product s0Ta2 CALMURD cream tube

Composent 514923

Therapeutio type: Modiene Ragintered

[ T oo intormeon 1

Active ingredient(s)

legredient name Qtyto Unit |
tactic acid mg'g
urea 100 mo/g |

Exciprent ingredient(s)

Sngredient neine Oy % ]
botaine monchydrse 0
cholesterol 10 ma/g |
diolamine cetyl phosphate 5 mo'g
ghyceryl monostearate 100 )
Hard fat 10 mg/g
purified water " as
sodum chicride 5 mglg

TGA eBS Component

ARTG Entry: 14462
Sponsor: 17804 xd
Product: 807422 CALIMURID cesom tuba
Component 514923
Therapeutic type: Medicne Registered

[ Desage Informaton ]

Componer

Dosage Form: Cream

Rouvte of Admin: Topical

Visual Identification Croam (white)

GA eBS Registration

ARTG Entry 14462 CALMURID cream tube
Sponsor 17804 Gakderma Austratin Pty Ltd
Thorapeutic type: Medione Regestered
Entry start date: 05091991 Entry cancel date: 28300672020
Reason: Cancelled by Sponsor
Evaluation aree Noo Presciption Medrcines Cede Steck No

[ [ 1
Current s
Name ] [ Suwre dme Cartificate / GMP Reforence GMP Status Princigal |
N Manufecturer |
Source hestory abocstoires Galderma 18986 | can2r2018 M-2016.C1L-12914-1 |
Varistions

Conditions

Comments

Financials
Prods

> Manufactuzer

OFFICIAL
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Australian Government

Department of Health
Therapeutic Goods Administration

Label changes

Change Details Evaluator comments

code

LSR Addition of more restrictive, safety-related Some rewording of the
statements: warning statements is

- Hypersensitivity to the active substance or to any required - see notes
of the excipients of the product. below.
The product should not be extensively used in
subjects with severe renal impairment.
Avoid contact with the eyes and surrounding area
and do not apply the preparation on inflamed skin
or open wounds.
The product can cause smarting if applied to raw
areas, fissures or mucous membranes.

- Caution: Urea may enhance the penetration of
other active substances into the skin.
This is particularly well-known for corticosteroids,
dithranol and 5-fluoruracil.
In breast-feeding women the product should be
removed from the breast area before breast
feeding.
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Change Details Evaluator comments
code

IHN Excipient ingredient diethanolamine cetyl phosphate | Acceptable
complex (DEA-cetyl phosphate) updated on the
labelling to diolamine cetyl phosphate complex

LSP Update to sponsor logo ceptable, need to add
ange code

Page 2 of 3
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