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Cintox Australia Pty Ltd

1. ZlAL &)

3|AHE _ . O = X}
Cintox Australia Pty Ltd Dr John Issa
(NAME) (PRESIDENT)
Xl2l ol
oHdg2 "E!Al'OIE
(FOUNDATION | March 2000 March 2000
(WEBSITE)
DATE)
§II-*_-'- '?:I'?_ AlO 9_"?(!*
Al _,é,’:_ Al"?.;-l -Jf- I'oE 2T T
el (TOTAL) (NUMBER OF EMPLOYEES
(NUMBER OF FOR COSMETICS)
EMPLOYEE)
3 2
T 2
98 Glebe Point Road, Glebe, NSW 2037 Sydney, Australia
A (ADDRESS)
(LOCATION) FEpHS ojm &
+61-414941815 johnissa@cintox.com.au
(PHONE) (E-MAIL)

S|AF AT We are consultants with over 25 years of regulatory and toxicology/chemistry.
ol E_;I We cover both Australia and New Zealand. We can assist companies with
*7e Australian Industrial Chemicals Introduction Scheme (AICIS) and NZ

(COMPANY ] ] o )

Hazardous Substances (HSNO), which also includes cosmetic ingredient
INTRODUCTION)

approvals. We can also assist with Therapeutic Goods Agency (TGA) approvals.
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A e AT LHE Mzl o
(BUSINESS SCOPE) (JOB DESCRIPTION) (Office in Korea)
Management of the company

Australia and X

New Zealand and provide technical expertise

3. Bk}

=AY cL
Dr Johns Issa
(DEPARTMENT) (NAME)
xgt | w3}
Director M: (+61) 414941815
(POSITION) (PHONE)
LB oj o
- johnissa@cintox.com.au
(FAX) (E-MAIL)

TAF 7hs 20
(COMMUNICATION | English
LANGUAGE)
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1. ZlAF &)

H Seren Consulting Pty Ltd

IRV . SER . :
Seren consulting Pty Ltd Director - Mandi Godden
(NAME) (PRESIDENT)
%tz ol
o HZ= 'ﬂ*folé
(FOUNDATION 20123 7& www.serenconsulting.com.au
(WEBSITE)
DATE)
SIXtZ 3 ! =)
i = el 4 SRE Y M s
Ard = (TOTAL) (NUMBER OF EMPLOYEES
(NUMBER OF FOR COSMETICS)
EMPLOYEE)
3 2
T 2
Point Lonsdale, Victoria, Australia
AXYX] (ADDRESS)
(LOCATION) H3lHs | 161 (0) ojm & enquiries@serenconsulting
(PHONE) | 499999153 (E-MAIL) .com.au
Seren Consulting Pty Ltd was formed in Melbourne in July 2012 to provide
consulting services in the fields of Chemical Registration and Toxicology.
The staff at Seren have extensive experience in the registration of chemicals
and products with various agencies within Australia and New Zealand.
Additionally, Seren is capable of providing a broad range of toxicology and
S|AF A7 international regulatory services utilising both staff and a network of
o E3 associates.
e a Our staff and associates have assisted a large number of clients from
INTRODUCTION)

industries, such as: Cosmetics, Personal Care, Sunscreen, Specialty Chemicals,

Marine, Aerospace, Nutritional additives, Therapeutics, Agricultural

Our flexible approach means that we can rapidly strive to meet most

regulatory needs.

Seren can evaluate the most appropriate path for your chemical or product

to ensure it gains regulatory approval with the correct authority in Australia




and New Zealand.

We provide a comprehensive stewardship service from the preparation of

dossiers through to registration. Seren's staff are experienced in acting as an

interface between manufacturers, importers and the regulators.

2. 782 A He
*"ﬂ He oo LH.Q. -ﬂ-%*}-?-i
A2l H
(BUSINESS (JOB ;I;;CRI:TION) a8 o
SCOPE) (Office in Korea)
Seren can evaluate the most appropriate regulatory
Chemical pathway for your chemical or product with the correct

Registration

and Regulatory

authority in Australia and New Zealand. For example,
AICIS, TGA, APVMA or NZEPA.

) No
Services for
Australia and | Seren can assist with the preparation and stewardship
New Zealand | of registration dossiers for chemicals and products in
Australian and New Zealand
On July 1 2020, Chemicals in Australia will be regulated
by AICIS.
AICIS
No

Categorisation

AICIS has a unique risk-based approach. Seren can
assist with the categorization of chemicals into the new
AICIS categories and provide reports to assist with

compliance activities.




3. S@Ex}
1 A
e - AH(NAME) | Mandi Godden
(DEPARTMENT)
X|sH(POSITION) Director F3HPHONE) +61 (0)499999153
A (FAX) - O] (E-MAIL) | enquiries@serenconsulting.com.au

(LANGUAGE)
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1. ZlAF &)

Engel, Hellyer & Partners Pty Ltd

Graeme Haley

contract manufacturers and laboratories.

S|ALE Engel, Hellyer & Partners Pty CH & X} Renee Badenhop
(NAME) Ltd (PRESIDENT) John Attard
Gloria Mao
%tz ol
o HZ= 'ﬂ*folE
(FOUNDATION | 1982 www.engelhellyer.com
(WEBSITE)
DATE)
S}AME 3 Al o|glA
%— *l‘% -JF I'oE =T T
JUETES (NUMBER OF EMPLOYEES
(TOTAL)
(NUMBER OF FOR COSMETICS)
EMPLOYEE)
7 7
F 2 Level 4, 815 Pacific Highway Chatswood NSW 2067
ATHX| (ADDRESS) | Australia
LOCATION g .
( ) HetHs ol enquiries@engelhelly
+612 9413 9799
(PHONE) (E-MAIL) er.com
Engel, Hellyer & Partners Pty Ltd is a leading technical regulatory affairs
consulting organisation for the cosmetic, complementary medicine, medical
device, industrial chemical, and nutritional foods industries.
B|AF A7 Established in 1982 and located in Sydney, Australia, we have extensive
g E3 experience in dealing with government, companies, and industry associations
(COMPANY in the above areas. Our qualified personnel have contacts at senior levels of
INTRODUCTION) the Therapeutic Goods Administration, NICNAS, state health departments,

We also have experience in assisting clients with product launches and

compliance with regulatory requirements in Australia and New Zealand.
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A He
(BUSINESS
SCOPE)

ERTES

(JOB DESCRIPTION)

e R
48 oz

(OFFICE IN
KOREA)

Regulatory
Affairs

Current regulatory awareness

Early warning of changes of regulation by regulatory
authorities

Assistance with compliance to the Australian Acts and
Regulations

Assistance with compliance to the New Zealand Acts

and Regulations

No

Cosmetics

Confidential review of ingredients, packaging for
labelling compliance, and claims

Assistance with compliance with the Australian NICNAS
requirements and other requirements for importing and
marketing in Australia

Reviewing for compliance with Environmental Protection
Authority (EPA) New Zealand Group Standards including
the Cosmetic Group Standard.

No

Sunscreens

Applications for Sunscreens via the Therapeutic Goods
Administration's (TGA's) eBusiness Services (eBS)
website for importing and marketing in Australia
Confidential review and assistance with labelling, claims

and advertisements

No

Medical

Devices

Applications for Therapeutic Devices via the Therapeutic
Goods Administration's (TGA's) eBusiness Services (eBS)
website for importing and marketing in Australia
Confidential review and assistance with Therapeutic

Device labelling, claims and audits

Notification of Therapeutic Devices to Medsafe (NZ) via
Web Assisted Notification of Devices (WAND).

No




Complementary

Medicines

Applications for Complementary Medicines (dietary
supplements) into Australia via the Therapeutic Goods
Administration's (TGA's) eBusiness Services (eBS)

website for importing and marketing in Australia

Confidential review and assistance with formula, claims,

labels and advertisements

No

Disinfectants

Determination of classification of disinfectant

Advise on required documentation and studies

Applications via the Therapeutic Goods Administration's
(TGA's) eBusiness Services (eBS) website for importing

and marketing in Australia

No

Foods

Review of formulations for conformity to the Food
Standards Australia New Zealand (FSANZ) Food
Standards Code

Advice on Food laws, safety standards and hygiene

regulations

Confidential review of ingredients, claims, packaging

No

Good
Manufacturing

Practice

Technical assessment and assistance with:

o GMP self-audits
o Stability studies

o Finished product specifications

o Quality assurance documents

No
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: ‘dH(NAME) Engel, Hellyer & Partners

(DEPARTMENT)
X/ gH(POSITION) - M2HPHONE) | +612 9413 9799

- o|H

A (FAX) +61 2 9413 9899 enquiries@engelhellyer.com

(E-MAIL)

A 7Hs of
(COMMUNICATION
LANGUAGE)

English
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1. ZlAF &)

(n 2]
o

Biorius

3|AHE Cf # Xt
HIO| 22|22 (Biorius) Thomas Lancksweert
(NAME) (PRESIDENT)
x}a2l ol
o HZ= "ﬂ!*l‘olE
(FOUNDATION | 20084 11& www.biorius.com
(WEBSITE)
DATE)
= Aol 4 SEE Y 4% dgs
AI».,I;_'_ (=) = T
(TOTAL) (NUMBER OF EMPLOYEES
(NUMBER OF FOR COSMETICS)
EMPLOYEE)
60 55
Belgium (ZAf, EU RP) : 14 Avenue Léonard de Vinci, 1300 Wavre,
= 4 Belgium
UK (UK RP) : 71 Shelton street, Covent Garden, WC2H 9JQ, London
AKX (ADDRESS) . . .
USA : 1700 W. Irving Park Rd, Suite 209A, IL 60613, Chicago
(LOCATION) Canada : 1881 Steeles Ave W Suite 406, M3H 0A1, Toronto
M= e
010 9788 2034 N/A
(PHONE) (Fax)
(M AtoZ TH MH[A X2
SIYE i ATHEIIARE 59Xt 408 E/SD 0, HE, S5,
RP MH|AE QIStRAR BE HYEE AF MSSLICE 27t MH[A
Qo= CHADt ZHS0 CHet Z’o| S Ch
A &4 ) nAAE X|E Y iz e X|&
ol EX NZHALE CRM-CDM-Expert S EO| X|FHE0 X AEEEH MF 4|,
(COMPANY 4E, S5 © HEE X|JE2|n JAEL L
INTRODUCTION)
3) Ak&5= A|A" Myapps
XA Al2EES S M7 SR AHAFLAOMO| AN HE Y
dEe HAZE 2UEHESH = JASHCH HE 2 dEE MFe
Op7to|el £l == CHE =7t 215 Al =7t MF = 80| o Hof
s=0| 7tsgH
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(OFFICE IN
KOREA)
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v Ol MOCRA 80| HE & 2tE
4E, =48< B3N 2, N\
2| A8, Prop 65 Z2 all states 7
HE, Adverse event HAA| AHEFY

ME|A S

v FHLtE LI 80 [E 82
chdl HE, Sd% 21N &Y, HE

Health Canada S5, RP A{H|A X[ &
v 7|Ef 7t d&, 2t dE 2™

v X=td 215 MH|A Vegan, Clean,
Organic, Natural, GMO free, Gluten

free, Soy free 915 ZI&l

REACH MH|A 2HR|ZE REACH 8 &%
2ol B! certificate 'Y=, Usual product
HMEMA, 25, C7A, 257 S)dE &
PCN &5, Authorized Representative
ME|A HS
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CRM

=AY L
(Customer Relationship EPSIL
(DEPARTMENT) (NAME)
Management)
x8 H3}
0K L & 010 9788 2034
(POSITION) (PHONE)
A o
N/A Jimin.park@biorius.com

(FAX) (E-MAIL)
TAF 7Hs o]
(COMMUNICATION | 2t=0{, English

LANGUAGE)




