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ETUI VERTICAL 56,Sx41,Sx14 7 
PLAN N° MT.09.DRA.0223.R04.2 

Calmurid Calmuricf 
3 mm~--~rea 1 OOmg/g 

Lactic acid 50mg/g 
Urea 1 OOmg/g 

Lactic acid 50mg/g 

Medicine Information (continued) 

1,5 m:~==:::=~'THEA INFOAMA110N: 
Store below 2s•c. 
EXCIPIENTS: 
Betaine monohydrate, 
Glyceryl monostearate, 
Diolamine cetyt phosphate, 
Hard fate, Cholesterol, 
Sodium chloride, Purified water. 

Made in France 
Calmurid is a registered Trademark of 
Galderma Australia Ply.Ltd. 
13B Nambang Way 
Belrose NSW 2085 
Call 1800 800 765 (Australia) 
0800 174 104 (New Zealand) 

P2xxxx•x 

Galderma Lalloralodes 
Product code: MOCK UP 
Product description: CALMURID CRE 100 
Market:AUS 
Article: Carton 
Dimensions: 56,5x41,5x147 
Pharmaoode:TBD 

GRAPHIC DESIGNER: Xavier COLLOT 

~ GAL D ERMA 

IAUNCHING DEPARTMENT· ZJ. Gl/denna • 745«1 AI.BY-SUR<HERAN • FIIANCE 

Attachment 2 

Calmurid 
Urea 1 OOmg/g 
Lactic acid 50mg/g 

---- 6/fiwog ppe ::>!Pei 
6/fiwoo ~ eai ..__1------ mm 

®ppnw10:) 
Medicine Information 

ACTIVE INGREDIENTS: 
Urea ................................................................ 1 OOmg/g 
Lactic acid ........................................................ S0mg/g 

USES: 
Dry and hyperkeratotic skin conditions, ichthyosls, as 
adjunctive therapy In atoplc eczema. 

WARNINGS: 
Do not use ff hypersensitivity to the active substances 
or any of the exciplents 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 prepamtlon on Inflamed skin or open 
wounds. 
The product can cause smarting If applied to raw 
areas, fissures or mucous membmnes. 
Caution: Urea may enhance the penetration of other 
active substances into the skin. 
This Is particularly wel•known for corticosteroids. 
d lthranol and S•ffuoruracl. 
In breast-feeding women the product should be 
removed from the breast area before breast feeding. 
For external use only. 

DIRECTIONS FOR us::·==================:!:======:t=1,5mm 
Apply liberal y 2· 3 times dally alter cleansing the skin. 
In severe cases a thick layer of Calmurld should be 
applied and left to penetrate the skin for 3-5 minutes. 
The cream can then be smoothed In and excess wiped 
off. Galmurid should be applied after washing or 
bathing. 

Continued => 

~ GAL D ERMA 

D Lig,e de coupe 

Artwork Approval 
PMS BLUE 072C 
PMS3135C Artwork apprOYed by: 
PMS 285C 
BLACK 

DIEUNES 
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TUBE PL ASTIQUE ¢40x125 
PLAN n • 2,GD,02,DRA,0012,R00 

Calmuricf 
3 m-++--+-~ rea l OOn]g/g 

Lactic Acid filng/g 

~ GA LD ERMA AUST R 14462 

Calderma Laboratories 
Product code: MOCK UP 
Product description: CALMURID CRE 100 
Manet AUS 
Article: Plastic Tube 
Dimensions: 40x125 
Pharmacode: TBD 

GRAPHIC DESIGNER: xavier COLL OT 
IAUNCH1NG DEPARMNT -ZJ. ~ • 14540 AlBY-SUR-0/ERAN • FRANCE 

cine n orm ,on 

t ~~l~~.~.~~-~:~.:~~'. ........ -................. 100mg/g j 
Lactic acid ....... - ............ - ............ - ............. 50mg/g _ 

· · " USES: 
~ ~ Ory and hyperkeratotic skin cond itions, ichthyosis. 
tj l as adjunctive therapy in atopic eczema. 
al u) WARNINGS: 

Do not use if hypersensitivity to the active 
substances or any of the excipients in the product. 
The product should no t be extensively used in 
subjects with severe renal impairment. 
Avoid contact with the eyes and surround ing area 
and do not apply the preparation on inflamed skin 
or open wounds.. 
The product can cause smarting K applied to raw 
areas, fissures or mucous membranes. 
Caution: Urea may enhance the penetration o f other 
active substances into the skirL 
This is particula~y well-known for corticosteroids, 
d ithranol and 5- ffuoruracil. 
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 drul y aft..- cleansing the skin. 
In severe cases a thick layer ol Camurid should be 
applied and left to penetrate the skin for 3-5 mirutes. 
The cream can then be smoothed in and excess 
wiped off. Calmurid should be 
applied after washing or bathing. 
OTHER INFORMATION: 
Store below 2s•c. 
EXCIPIENTS: 
Betaine monohydrate. Glyceryl monostearate, 
Oiolarnine cetyl phosphate, Hard fate. Cholestero u = 
Sodium chloride, Purified water. 
Macie in France 
Calmurid is a registered Trademark of Galderma 
Australia Ply.Ltd. 
13B Narabang Way 
Belrose NSW 2085 
Cal 1800 800 765 {Australia} 
0800 174 104 (New Zealand) 

PMS BLUE 072C 
PMS3135C 
PMS 285C 
BLACK 

DIELINES 

Artwork .lppronl 

Artwork approved by: 

Date: 

Signature: 

0 Ug,w .. coupo 
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Document 2
OFFICIAL 

TGA eBS Registration 

ARTGEnw: 
Sponso,: 
Therapeu1ic type: 
En1ry start date: 

Evaluation area: 

14462 
17804 
Medicine Reg,_ed 
05.'09/1991 

Non-PrescnpbOn Med101nes 

Sponsor lnfomM.bOII 

CALMURJO cream tube 
Gaklerma Austra',a Pty Ltd 

Entry cancel date: 
Reason: 
Code Stock: 

Sponsor: 
Postal addres.s: ......... 
~ 

Effeclive dote: 01/06/1984 
S sor histo 

Start Dato Spon_sor Mme 

01106/84 Galderma Au•ttaia Ply Ltd 

TGA eBS Reg1strat1on 

ARTGEnlry: 
Spoooor. 
The rapeu1k: type: 
Enlry stan date: 

Evelu.a1ion area: 

Sponr.or 

► Sowce h ,st:>fy 

'lar1atons 

Cond~1ons 
Comnen1s 

F1nan.:1.1ls 

Products 

Uanu'actutl•rs 

14462 
17804 
MedlCine Registered 
05/09/1991 

Non-Pre:scnpc,cn Mecttanes 

Source H'!?!Y lnfon"nltion 

Source of entry: 
$oun;:c :,;tort cht(o: 

Sourc:o Id number: 

CALMURID cream tube 
Galdenna lw""8118 Ply Lid 

Entry cancel dace: 
Reason: 
Cod<>Stoci<: 

TGA eBS Re,,strat,on 

ARTG Entry: -Ther-opeutte IYS)e: 
Entry $!&rt dat•; 

EvaluabOn arta: 

14'62 
17104 
Medon. R.,ierecl 
05m/1991 

Nion·Pte,c::npc,(n Medicines 

c ......... 
o.,. Code 

fl810212018 LNT 

118102/2018 LSP 

C8/02/l018 LSR 

1l810212018 1-<N 

11/11/l014 MUI' 

Nl/09t2012 osu 

l&'0912012 OFE 

\5110,2010 OFE 

15110121)10 PSR 

CALMURIOc:tfff'l! etAi. 
Gelderml Ausnh1 Ply lid 

Entry~dat.: 
R _ _..: 

CodeStod: 

o.-•p4--

CNl'9" 110 ~ • l•bet 1n10 bAI oompbanct wrtti TOO No. 92 • 
octleflhwlche"'9".0lholp,opnetotynenie. - ~ 
P,QPO$,Yname (• nd ~e goupin, •PIJlits), •llo UH code 
GPNorGPU 

Chef9ts IOsponsordet.llh ll'lducW,gnemetiNS/or•. 

Add,~c4more mmet.Ye Mlity•reb-led ~ts 

UpdMe ol 19tdiitnl ~ • on W>ellnglpr~ ~ re 
aocoedanotwnh lilN ptc,ect 

Updal• • ~rq Mlfflbtf 

DeleoonOfMexiSbngtat 

SpeoficM,onr.,.. - lessr~ 

5pecmcec,onrangn • lessrfflnCIIVe 

Shetlb,. • NCl'ease 

OFFICIAL 

29/06/2020 
Canctlled by SponsOJ 
No 

29/06/2020 
Canctlled by SpoMO< 
No 

c ......... 

The spotltOf itseekil'O IOOffeee Ille VISCOMy Ifft on fie tlUll 
proclK:l, ~ II t,e,a..,._ thalh1& ••pt~ ISll 1$ not •9'1f'Cetll 

The aponso, it seekwg IO eta,. tie~ olvitoo91ty •t 
reltNe f,om 5Q.OOO- 120,0CN>mPu IO 26.000.$6,000mPa., . 
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TGA eBS Reg1stra t101 

ARTOEnt,y: -l herttc,eullC type: 
£ntl'y NHt date: 

Eval"'8tion area: 

1'462 
11804 
Mtdlont ~lered 
0&0911~1 

NM•P'retenl)CIOn Mei!C#'lff 

CALMUAID crt,am u,e 
O.ldom,o...,,. .. P,yl.od 

Entry caOClftl daie: 
n_..: 
Code Stodc 

I s.-s.ci~,~ 
Condo...,. 
Code. Co,OOlion 

28 CondbOtls tppliclble 10. lher.apeulie9oodl H s,ed"M!KI 1t1 thedocUl'Mfll ·St.ltl(Wd Con::littonl Appl)w,g 10 
Reg!Qr«t or lttl«I Thn,pevtit Good, UncltJ 5«i,on 28 of tht ThtnP9UbC Good$~ 19W ell'ecllvt 1 ,M 1995. 

16 Condt,ons ~ to tie reltvantcece,g,o,y end dess dthHepeolllC:goodtu spe,cdied in lhe doc::utrenl "Slltldafd 
Ccndbons~to~l...d~lai.d T.._.~GoodstJnct.r Sectiol 28dh~Oood.kl 1989'" 
efle<:orve 1 februely 1992. 

15 Condoont ~ IO II Nttipewtgoodl H ~ in N<IOc:umtnl ·sttnet•d ConclletON Appl)Wlg 10 
Regdlered or l.dted The!apeutie Goods Und!M Section 28 of Che Therapeube Goods Ad 1989" ell'ec11w 1 F.-ua,y , .. , 

1 ~::n:=~~~~c.!,~"G~~=~~~~-Cond~ 
Comtntn0ement d N Thenil)Mle G>ods ~ 198!Y 

29 CondllOM ~ IIO tie reltvant ce~ and dass d ll'!etape\.lllC:goodt as spec,6ed in Ille: cloa.llTenl "Slllndard 
CondCIOM Apptying 10 Rt,g,,si.ted o, listed The,re,,eut,c Goods Under Sewon 28 d lhe TllefflPMI(:: Goods kt 1981' 
t-lleetl'Ye 1 ,.\,dy 199S. 

TGA eBS Regostratocn 

AATO"""'"Y! -lloerapellbetypa: 
cw-,_,.,..: 

EM'MUMiwlar..: 

-O&W2018 

18,'0812012 

1$116'2010 

09iUV2007 

OUOll2007 ... ..,.., 
<Xll0>2002 --... .,.., ... ..,.., 

-·-v.....,..10,ooct 

v .. ~IOoood 

Y"'"°"10too,d 

Yanawil09J'Od 

Con-wNnttOl'\.._....,NO«t 

Cof'NNnll~IIOoct.~- ... ---

O.a.d5""'1R.q,.!Md 

NATOON ·~~ 

Yana!Nn IO good 

G,---

Tu 

.....,,,.. .,_...,_ 
Ho 

~todi.~Woellirlo- ~ : 
-Ctw,o,N'-~Md'ITG092"°'""'_,._ 
~ .. -_......~ .... ---. 

-~l'lel'l'lt \Ode ... tl'ld 
-\Jpdl .. lOM.-0-IOoO, 
~IOOM·2017-0106t·1 TAilr,<I 01.101~7 

C....-,g1ew,,ofor~offleWl.o ..-n .. &nin~contrdof 
~~•• ""° ~ .,,. "'-'-b~••<t- •oA•,. blloah 
, ...... ~00\torN""-'do,odJct ~ 0" 
QM,2012.(111CM-3F• 20l2I01m3 

CIWIQfft0N~c,,c,ducl~ •~ol'fff'OOCl'l' ~N 
eciotefenot~lllld--"-'olll limolb-CICrlllWII "-
O~I00.3'K,dKINMdshe411Nfrom3~I02)1NB, SUbnllHCWIIO: 
OM,2010.0X,13,.3Fite 95'7917 

CHI.NGEOfSPONSOAAOORESSN«lCOt-'TACTOETMSONLASEl 
SUBIO OM-2007..$(18$.H. 1'9$,07917. 

~-~by$poMol-111 ... 111Sub,l,tMnlOOM·2006-3'1$11 
tl.lbnn.d °' 13 ~ 1008 

MANtJF t178CHm0EOTO lll>'S FQ.lOWNGMERGEROF 
PHMMAOA & UPJOHNSITE I.HCHAHGEO 

FntMffltrom,ww~w~onl._,.'9S.. 

~-6"ar.b«tll'!iheleu.ol30Mard!1995froim 
t,)(01$11. 

TGA eBS Reg1s trat1on 

ARTGEntry: 
Spon-. 
ThcKapoudc 1ypo: 
Entry ltArt date: 

Evalualion area: 

, ... 62 
17804 
Mocl,01110 R091"1orod 
CM>9/1991 

Non-Pre~ Medicines 

CALMUAIO CfNm n.be 
Ga'6enna Auttralle Pty lid 

&uyancefdate: 
A .. """' 
CodeSDclc 

Charge lewl: R9$~ 0n.9 Prod (other CMfg,t effecllve dllte: 

EAenwplion 111.atus . 
8'1!1ng funcilon: 
BtNino addf ett: 

then $4 and $8) ~ Chtr~ 
IITY'OM a.lalvs : ---Australia 

OFFICIAL 

29/06/2020 
CaneelltdbyS,c,on,o, 
No 



Document 2
OFFICIAL 

TGA eBS Product 

ARTGEnuy: _, 
Product: 
licenct thertpeulic: type 
Produce rype: 
S.pploed: 

TGA eBS Product 

AR1Gtnuy: 

·­·-~ thef-epoubc type: 
fl'rodUocl1Y90: .......... 

TGA eBS Product 

ARTOEntry: ·­_,, 
liCene& 1hetllpeullC typt: 
P..-oduclltype: 
S..00,;ed: 

14'&2 CALMURIOcreem....,. .... .,_ ................... ~ ....... ,......, .... ... .,.,....~ ·-607422 __ .,.., ~-P!ylld 
CALMUA!Oereameube 

s...ie--

t.&edknelnfO"maholl 

f'roduct ATC .nlO. 

Product info: 
PO.sonl,nfo. 

Chemical class: 
Genenc paren1 ref, 
Practiooer Oftly: 
ContarlsGNO: 

I Doten .... c, ... m ... _ 

I POOOl'I schedulit 
Noc ,ched;led. floe...- by <Om..,.. 

Conl• ns N•notoc:flnotow P9r11du; 

... ., 
17804 
807422 
~~titted 
Swlgle M~ Jl'rOOJCt 

·-807422 

=:::e::.se;,~ 

CAUtURIOereet11 IUbe 
,..._,~•~NS•"P!'M.or• •.-.~ 
O.lctitn'NAu.1nl•Pti,lld 
CAU,tURIOcrNffl tubit 

CloMd 

CALMURIDcrean. u,e 
,. ..... ~.c..w.o..,- ...... ,Of • • ~...., 

a.w.,-,__,.PI)'~ 
CM.MURIOc:rffra-..,. 

~sec:!:':~ 

OFFICIAL 
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TGA eBS Product 

-Product: 
Laoenoe lhoerapetlbC rype: 

Product iyp.; .......... , 

14462 

17804 
607-422 
Medc,ne~,-r.i 
s,ngi.~Pr~ 

CALMUR!O Q'Mm u,e 
A.IIM.cl~• c;.,.r.c..."'"· •~-Ot- ~~ 
GaldMTl,a Au6ttlih11 Pt)' lid 
CAI.MURI) cream..,_ 

I Specific indications 
o.,, ... ..,_.,. ____ oct,_ ................ ~---· 

TGA eBS Product 

AATGEnlr)': --­"""""' L..cenoe lhetapeu11e rype'. 
Ptacluctry,-: _ ... , 

TGA eBS Product 

ARTO Enc,y: -Product! 
liicence thef"epe!JCJC ty?e: 

PW'oduct type: 
_;..,, 

17804 
607422 
MedlaneReoitteted 
~~Pro.Ml 

14,&52 

17804 
&07422 
MedtcneRegiislered 
SinglleMedioMProcb:t 

°"""°"""" 

CM.MURIOcru,nMe 
AlolllN.._...__.,., ~._.....,_or••~~ 
~ma"'-'-• Pl)' Ud 
CAUIURIO Q'Mff'I _.,. 

l~date Seq. 
NuMbe< 

CAL.MURI) creem wbe "'~~~,-.~--·~~ 
0.ldefma ~ Pty bl 
CAL.MURI) ClrNffl wbe 

1 

Oo.t;r,ption 

l 
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TGA eBS Component 

ARTG (nery: -.. _ 
C,c,mpc»cot: 
~oOVpe· 

14402 
17804 
0074ZZ 
514923 .....__.. 

.... j ..... ,-f!dl&n,1 

lrurodMnt narne 

. '"'--~-
,i-.i 

:, 6c)l.,r11M ettyl photpl\llt 

j gtycierylfflOl'I09tiea•Ma 

• •·t.rdf.i 

J pur"-dwaw ·--
TGA eBS Component 

144$2 
17804 
807•2> 
S1492l --.. 

c ..... 

CALMURDCfff'Tltubt 
0.~AL..tr .... PtyUd 
CALMIJAO c:rN'Tt 1Ube 

Qty from ,. 
IO 

25 

100 

10 

0 

• 

CALMURIO c,..,,, 11Ubt 
Ga'-'"" Al.MIil .. Pty Lid 
CAI.MURO<:~ -.11Mo 

OFFICIAL 

10..,o .,,., 
...,. ...,. 
.,.,. .,.,. 
.,.,. 
as ...,. 

~Form: 
n.o,.,t•o,Admi..: 
ViM.1• 1 ldtnlifiation: 

T ...... 
Ctffffl(wt111t) 

GA eBS Reg,strat,on 

AAYG f.nuy: _ , 
ThKa,l)l!'llllc tv,,e: 
Etey stan date: 

1 

I 
I 

I 

I 
I 

·-17804 
MedioneR~ 
00/09/l99I 

C.-...MUAIOa-Nmtube 
Gaildermt Aus:lraka Pty lid 

Entry cancel date: 
Aeason: 
(;(des..ct.., 

_,. 
Ca""""' bys,,,­

"" 

, .... 08'02/20\8 

---

OFFICIAL 
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Label changes 

Australian Government 

Department of Health 
Therapeutic Goods Administration 

Change Details Evaluator comments 
rndP 

LSR Addition of more restrictive, safety-related 
statements: 

Hypersensitivity to the active substance or to any 
of the excipients of 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. 

Some rewording of the 
warning statements is 
required - see notes 
below. 
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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 cet.vl phosphate complex 

LSP Update to sponsor logo Acceptable, need to add 
change code 

Page 2 of 3 
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