Holista Colltech Limited

HOLISTA (ASX:HCT / ABN 24 094 515 992)
COLLTECH Level 5, 126 Phillip Street, Sydney NSW 2000, Australia

P: +61 8 6364 5028; F: +61 2 8072 1440
www.holistaco.com

ASX Announcement

Permission Granted For Distributing China Guangdong
Hecin’s SARS-CoV-2 test kits in Malaysia And First

Commercial Order
18t June 2021

e Holista has been granted permission to import and distribute a SARS-CoV-2
rapid test kits manufactured by Guangdong Hecin Scientific Inc of China in
Malaysia

e Distribution will be through the channels of Holista’s long-term partner, Zuellig
Pharma with strict adherence to conditions imposed by Medical Device
Authority (MDA) as stipulated in Appendix 2

e [|nitial order for 15,000 test kits worth $95,000 to be delivered in June 2021

e Permission has been granted to Holista to import up to 45,000 test kits to
Malaysia within three months

e Holista is progressing the registration and licencing for the import and
distribution to other countries

Holista Colltech Limited (ASX: HCT, “Holista” or “the Company”) is pleased to
announce that it has been granted permission under Special access under the
Medical Device (Exemption) Order 2016, from the Medical Devices Authority
(“MDA”) of Malaysia’s Ministry of Health (“MOH?”) to import and distribute for an
antigen rapid test kit (RTK-AG) developed and manufactured by Guangdong Hecin
Scientific Inc. (“Hecin”) of China. With this approval, the Company has secured an
initial order for 15,000 units worth $95,000.00 in Malaysia.

The test kits will be used to detect the presence of the SARS-CoV-2 viral antigen
from nasal swabs within 15 minutes. It is for screening purposes by healthcare
professionals and not the sole basis for diagnosis and exclusion decisions.

The maiden order was secured by the Company’s wholly owned subsidiary Holista
Biotech Sdn. Bhd. from Klinik Mutiara, which is part of Amegajaya Sdn Bhd, a
medical consultancy that works closely with MOH and related agencies in Malaysia.
With the MDA permission, Holista is only permitted to sell and supply the test kits to
the registered healthcare professional at Klinik Mutiara.

MDA has stipulated that Holista can import up to 45,000 units of the antigen rapid
test kits to Malaysia within the first three months of the permission for importation of
medical devices for special access under the Medical Device (Exemption) Order
dated 14 June 2021. The first 15,000 units will be shipped by end of June 2021.
The order marks the first commercial transaction of SARS-CoV-2 test kits by the
Company.


http://www.holistaco.com/

Based in Guangzhou, Hecin has developed diagnostic products for nucleic acid,
immunofluorescence, flow cytometry, as well as medical reagents, amongst others.
Hecin has conducted clinical trials for the antigen test kits. The clinical trial was
carried out in Daye City Center for Disease Control and Prevention within China.

The clinical performance of Hecin RTK-Antigen test kit against Polymerase Chain
Reaction (PCR) Comparator method using nasopharyngeal swabs specimens has
obtained a sensitivity of 96.23% and specificity 99.07% Note 1,

This is also the basis for obtaining the CE mark in Europe.
The MDA also conducted its own clinical trials in Malaysia prior to this approval.

Apart from the RTK-AG test kit, Hecin has granted Holista distribution rights for the
Hecin RTK-Antibody test kit (“Hecin RTK-Antibody”) which can test human serum,
plasma or whole blood for levels of antibodies to assess immunity after vaccination.
This test kits will only be granted special access permission by MDA for import and
distribution in Malaysia upon Holista presenting confirmed customer orders.

Holista is only authorized to import and distribute the test kits in Malaysia with the
said MDA permission received. Apart from Malaysia, Holista has rights to distribute
the two Hecin products in Brunei, Thailand, Indonesia, Philippines, Taiwan, Vietham,
Cambodia, Laos, Myanmar, Singapore (from 22nd January 2021) and the United
Kingdom (from 9th April 2021). The sales and distribution of the said test kits is also
subjected to obtaining the respective country’s regulatory approvals.

Hecin has granted exclusivity to Holista until 31 December 2021 subject to Holista
achieving sales performance in the respective countries by July 2021. Due to
current pandemic, it take time to obtain each country’s regulatory approvals.
However, Holista is in the process of negotiating with Hecin for further extension on
the success of the Malaysian approval.

The MDA has included the following Hecin manufactured test kits on the list of kits
that is recommended for use (based on the decision on the consensus of its Covid-
19 Test Kit Expert committee.

i) Hecin RTK-Antigen Test Kit Nete 2
ii) Hecin Antibody Test Kit Note 2

The MDA permission for the antigen test kits is subject to the following conditions :-
I.  Ensure that all medical devices used in this special access comply with the
safety and performance requirements as stipulated in Medical Device Act
2012 (AT 737);
II.  Ensure that the devices are supplied only to the Healthcare Professional and
at the Healthcare Facility as stated in Appendix 1,
lll.  Adherence to the conditions as stipulated in Appendix 2
IV.  This Antigen Rapid Test Kit should be limited for screening. Testing shall be
conducated in accordance with “Garis Panduan Mengunakan Kit Ujian
Pantas (RTK-Ag) Bagi COVID-19 di Sektor Swasta” (“The Guideline for
Antigen Rapid Test Kit (RTK-Ag) usage in Private Sector”). All the test result
need further confirmation by RT-PCR.



The products will be distributed through the channels of Holista’s long-time partner,
Zuellig Pharma with strict adherence to conditions imposed by Medical Device
Authority (MDA) as stipulated in Appendix 2. Zuellig Pharma has all the facilities and
licences granted by Medical Devices Authority to store and distribute all medical
device and related products.

This announcement has been approved by the Board of Directors.
-Ends-
Note 1 : Guangdong Hecin Scientific Inc. Clinical Report, 2019 nCoV Antigen Test Kit (Colloidal gold method) p11

Note 2 : https://www.mda.gov.my/announcement/596-list-of-recommended-for-use-of-covid-19-ivd-test-kit.html

About Holista Colltech Limited

Holista Colltech Ltd (“Holista”) is a natural wellness company with the following
divisions:

Dietary Supplements
Healthy Food Ingredients
Ovine Collagen

— Infection Control Solutions

For further information, please contact:
Corporate Matters: investor@holistaco.com
General Enquiries: enquiries@holistaco.com

Australia Malaysia
Level 11, Brookfield Place 12th Floor, Amcorp Trade Centre, PJ Tower
125 St Georges Terrace, No. 18, Persiaran Barat off Jalan Timur
Perth WA 6000, Australia 46000, Petaling Jaya, Malaysia
P (08) 6364 5028 P: +603 7965 2828 ; F: +603 7965 2777

Australia and New Zealand Investor relations and media enquiries:

Brendon Lau, Vantage Point Partners
E: brendon@vantagepointpartners.com.au
M: +61 409 341 613

Global Investor relations and media enquiries:

WeR1 Consultants Pte Ltd
E: holista@werl.net
M: +65 6721 7161
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Appendix 1

Hecin™ 2019-nCoV Antigen Test Kit {colloldal gold
meethod)

Hecin™

This kit is only used for the in vitro gualitative detection of 2019-
nCoy antigen from human nasopharyngeal swabs or oropharyngeal
swalbs specmens.

This kit 5 suitable for the auxiliary dagnoss of COVID-19, the
results are for clinical reference cnly and cannaol e wsed as the sole
basis for disgnosis and exclusion dedsion. The dinécal diagnosis
and treatment of patients should be considenad in oomibinaticn with
their syrnptormssigns, madical history, other laboratory tests and
trealment responses, Positive best result needs o be further
confirmed, negative result Soes ot preclsse 2001 9-nCoN infection.
This kit is intended for wse by gualified and Erained clnacal
laboratory  personnel specifically instructed and trained in the
technigues of in witno diagnostic procedures.

The kit is immisnoch romatographic and w&w

sandwich method to detect 200 9-nCoV ant S The test kit

consists of test card, sample Sduent, sample hoa T

droppers lid, sterile sampling swakb. F'Jh.CIf.._!lGE_ . mfrmﬂm o
1< ST ol

210 Tests/Kik
20210313 L

Guangdong Heoin Scientific, Inc., Guangdong Pravince, PR,
China

June 2021 — Septermber 2021

45,000 Tests
Packaging stee 2,250 Kits {20 Tests/Kit)
HLIMIK MUTIARA

raoy 408, Jalan Serunai 1, Taman Desa Utama, Klang $1.200
Salangor Darul Ehsan,

=flote - Re-validation by Pubilic or Privarle Palfology Leaboratory / Rospital [/ Healthcare Facility &
reguired i o aprmber fo be imporfed & oiTerent Mhan the fot nember sent for focad evalsabion By &
FECOIESST FErtiag B ang repavt nead o be swhyteited o MDA for refEreice.
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Appendix X

Conditions:

a person oF establishment shall molify the Authosity on the Special Access for importation of the
meedical device.

The exemption is only appicable to medical device and site as Bsted in Appendix 1 which s

Bated on the informaticn given by the applicank

A person or an establishrment shall submit ary information reqeested by the Authority within

the presoribed period.

A prson or an establishment shall comply with any directions issued by the Authorily From tire

o e,

The Authority reserves the right to make a wisit or inspection bo the person or establishment at

any teme without pricr notice.

The Authority may take legal action if the person of establishment Fails o comply with any

condithons imposed by the Authority.

All information pertaining o this medical device including all supporting doourments shall be kept

at the premises and shall be made available upon request by the Authoriby.

A perscn or an establishment shall oomply with the following requirsments on the Good

Distributicn Practoe for the Medical Device:

[0} Prowide suitable and adeguate storage to ensure proper conservation of the medecal
device in aocordance with the manufacterer’s insktruction;

(K] Ingpection of breached prinnary packages shall be T Arr_;mau packages
chould be disposed off; 2
=) Mo secandary assembly activities ane allowed unj mﬁ;mmmm state
1= i - ]

ctherwise;

(i) establish adequate precautions and contral to m&@td&hﬂhr&ﬁm o d&mm of the
medical devioes; i T X

(=) maintain an updated distribution records of medical devices;

[wi] provide docurmentation of all unregistered medical devices supplied to custormers, the
quantity supplied, the batch or kKt number andfor model and sedal nurmiber;

(i) keep the recond of delivery transactions a5 the proof of medical devices supplied oo

[wuii) ernsurne the delivery of medical devices adhere o the conditions specified by the
rranufacturer;

(=] for the disposal of medscal devices in actordanoe with regulatory requirements and any
other applicable statutory requiremeants: amd

[=3 dispose the expired medical devices in accordance with regulatory reguirerments and

any other applicable statutory mguirerments and a doowmented dispodal procedure shall
be established.

A person or an establishment shall establish and maintzin a post-market survaillance system in
ordar to monitor the traceability of the unregistered medical device throughout the supply chain.



