
Australian Government

Department of Health and Aged Care
Tl'rerapeutic Goods Administration

Alice Yang
Vitopharm Biotech Pty Ltd
SE 603/100 Walker St
North Sydney NSW 2060

Dear Alice

Subiect: Application(s) for Certificate(s) of a Pharmaceutical Product/
Certifi cate(s) of Listed Product

I refer to your application[s) requesting Certification of a Pharmaceutical Product (CPP) or
Certification of Listed Product [CLP).

Please find enclosed the certification requested

Yours Sincerely,

Export 0fficer
Application entry, support and export
Prescription Medicines Authorisation Branch
tga, exp orts @]realth.gev.au"

PO Box 1 00 Woden ACT 2606 ABN 40 e3e 406 804

Phone: 02 6232 8444 Fax: 02 6203 1605 Email: info@lqagqy.au

wu rylge.qqv.a!
TGA'ffi[I':f;P



Australian Governmcnt

Department of Health and Aged Care
Therapeutic Goods Adrlini stration

Certif icate of a Listed Productl

Certificate No.

YES

Exporting (certifying) country: Australia
lmporting (requesting) country: Vietnam

1 Name and dosage form of product:
5-[UTH F Biologically Active Folate

Active ingredient(s)2 and amount(s) per unit dose3'(if applicable) :

(for complete composition including excipients see Schedule 1, attached to this Certificate)

ls this product licensed to be placed on the market for use in the exporting country?a

2411592
1.1

1.2

TGA comment: This has been a the TGA and is rmitted for free sale n that it can be tnSU

2

3.

comment: Product in Vietnam: Health

Does the certifying authority arrange for periodic inspection of the manufacturing plant in which the dosage form is produced?7 YES*
*For manufactuiing steps carried out in Australia. For overseas manufacturers evidence of satisfactory GtvlP compliance has been supplied.

Periodicity of routine inspections (years): NOT LESS THAN EVERY TWO YEARS

Has the manufacture of this type of dosage form been inspected? YES

Do the facilities and operations conform to GMP as recommended by the World Health Organization?7 YES

Does the information submitted by the applicant satisfy the certiffing authority on all aspects of the manufacture of the product? YES

3.1

3.2

3.3

4.

Australian Government

Departmcnt of Ilcalth
and ,\gcd (larc

Certificate of Listed Product

Listi No: AUST L445966 19 2024
Name and address of icant: arm Biotech Ltd SE 00 Walker St North NSW 2060 AUSTRALIA

For categories (b) and (c) the name and address of the manufacturer producing the dosage form is:6 See Schedule 2 for manufacturing details
Status of (c)
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Gertifying authority

Therapeutic Goods Administration
PO Box 100
Woden ACT 2606
Australia

Name of authorised person

Nikolina Aslimoska

Signature:

Date 4lolaoz4
No. of Schedules attached to this Certificate: +Z

A

Certificate No.

Explanatory Notes

This certificate, is not issued under the WHO Certification Schcmc orr lhe Qlrality ot Pharmaceutical Products
for a single product only, since manufacturing arrangements for different dosage forms and strengths can vary.

Use, whenever possible, international nonproprietary names (lNNs) or national nonproprietary names.
The formula (complete composition) of the dosage form should be given on the certificate or appended.
When applicable, append details of any restriction applied to the sale, distribution or administration of the
Specify whether the person responsible for placing the product on the market:
(a)
(b)

manufactures the dosage form;
packages and labels and/or releases for supply a dosage form manufactured by an independent company;

(c) is involved in none of the above.
6. This information can only be provided with the consent of the product licence holder or, in the case of

has not agreed to inclusion of this information. lt should be noted that information concerning the site of productaon I

or it is no longer valid.
7. Not applicable means the manufacture is taking place in a country other than that issuing the product certificate and i

The requirements for good practices in the manufacture and quality control of drugs referred to in the certificate arc llr():x'

for Pharmaceutical Preparations, WHO Technical Report Series No 823, 1992. Recommendations specifically applr(rahlc lo hrol

on Biological Standardization and are published in the WHO Technical Report Series.
B. Subject to any applicable conditions under Commonwealth, State or Territory Iegislation.

I, Viet-Anh Nguyen, an officer of the Australian

IJmbassy, Hanoi, having been duly authorised by the

Secretary of the Department of Foreign Affairs and

Trade, DO HEREBY CERTIFY that the

signature/seal/stamp Nikolina Aslimoska, Delegate Of
The Secretary, appearing on the document/s attached

hereto is the true signature/seal/stamp of Nikolina
Aslimoska. In so certif ing, neither I nor the Australian

Embassy, Hanoi endorse, verifu or make any statement as

to the accuracy, truth, legality or otherwise of the

contents of the document or the purposes for which the

document may be used. Neither I nor the Australian

llrrrhassy, llanoi acccpt liability lirr any loss, damagc or

irr.jury arisirrg ottl ol lltc ttsc ol, or reliance on, the

tkrcurrrcrrl or ils cotttcltts. I proviclc no undcrtaking that I

hlrvc rcirrl lllc cottlcllls ol'thc document.
(;lVl,lN rrrrtlcr rtty I latrcl artd the seal of the ,{ustralian

I,.rrrhlssy, I larroi tltc ,3rd day of Februan,. 202-5

Viet-Anh Nguyen
r.rn Officer

Ernbas"sy, Hanoi
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have been formulated by the WHO Expert Comnrttee
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Summary of the Australian regulatory controls over drug products for human use

2411592Australian Government

Department of Health and Aged Care
Therapeutic Goods Administration

There are ihrc. @tegones of medicinal prcducts in lhe ARTG:

1. Regist red m.dicin$ apprMd for.upply inAu.tralia

Prcduct for thse pEducis.

2. Llst cl m6dlclnes (lncludlng complomentary modlclno.) approEd forsupplyin AustEli.

Pharmaceulical Prcduct or a Ceriif€te of Listed Product br ih6e prcducts.

Aust_alia. These goods are required b @mp, wit' pad 3-3 of the Acl and a€ manuhclur€d undor GMP.

Standard3

Licen.ing ot manutaclurer3

hold a valid TGA issued Good Manuhctudns PEclice (GMP) clearanc€ for 6ach manuhctu/ng slt€ ihai ls applicable lo the manurasluring steAs perfomed.

This page is Inlended as a summary or the main feaEres or the nation.l egulatory scheme. Speific quqi* or requesb for clanfication snouE bo dir€ct€d lo: 
" IiJ_ ,

E)eort5, Thorapoulrc Good3 admrnistEtion, Po Box 100, woden AcT 2606, Aulrralia 
{l''tllB'l
Bfiffir

ExporG can be contaclod dlrectly vla omall at tga.exports@h@lth.gw.au 1-+lRo1"

Australian Gorrernment

Department of Health
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2411 592
Australian Governmcnt

Department of Health and Aged Care

Thcrapcutic Goods Admini stration

Schedule 1

FORMULATION

S-MTHF Biologically Active Folate
AUST 1445966

ffi''rW*o

\
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Australian Government

Department of Health
and Aged Care

I redients Quantity

ACTIVES:
levomefolate calcium
Equiv. levomefolic acid

EXCIPIENTS:
magnesium stearate
titanium dioxide
colloidal anhydrous silica
Carnauba Wax
microcrystall ine cell ulose
hypromellose
macrogol400
povidone
croscarmellose sodium

460 microgram
microgram400



,rGr

"#fui"Effi. 2411 592
Australian Government

Department of Health and Aged Care
Therapeutic Goods Admini stration

Schedule 2

MANUFACTURERS

S-MTHF Biologically Ac'tive Folate
AUST L 445966

Manufacturers

Silliker Australia Pty Ltd
Unit C2 / 391 Park Road Regents Park Estate REGENTS PARK NSW 2143 Australia
Manufacturing Steps:

Testing microbial

Ferngrove Pharmaceuticals Australia Pty Ltd
5 Ferngrove Place SOUTH GRANVILLE NSW 2142 Auslralia
Manufacturing Steps:

Testing chemical and physical
Secondary packaging
Release for supply
Packaging and labelling
Manufacture of dosage form

Southern Cross Analytical Research Laboratory
Level 3 T Block and N Block Military Road Southern Cross University LISMORE NSW 2480 Australia
Manufacturing Steps:

Testing chemical and physical

Chem-Chrom Laboratories and Services
Unit 15 I 10-12 Montore Road lMinto NSW 2566 Australia
Manufacturing Steps:

Testing chemical and physical

Australian Laboratory Services Pty Ltd
Unit 10 2-8 South Street RYDALMERE NSW 21 16 Australia
Manufacturing Steps:

Testing chemical and physical

Symbio Laboratories PTY LTD
2 Sirius Road Lane Cove West NSW 2066 Australia
Manufacturing Steps:

Testing microbial

Naturalab Pty Ltd
Level 2 / 111 Stephens Road BOTANY NSW 2019 Australia
lVlanufacturing Steps:

Testing chemical and physical
*,^&,r.
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