TAI LIEU MIEN PANH GIA CHAT LUQNG DO CO QUAN
CO THAM QUYEN CUA VIET NAM CAP

Tén thiét bi y té Chiing loai Ma san
: ’ pham

Thuoi: thir xét nghiém dinh tinh khang ORTHO™ Sera Anti — D (IAT) 6004493
nguyén D (IAT)
T?uoc Ihu: x€t nghiém dinh tinh té bao ORTHO™ Sera Anti — Jk 6904488
hong cau Jk*
T?uoc Ehu xét nghiém dinh tinh té bao ORTHO™ Sera Anti — Jk® 6904489
hong cau Jk®
T?uoc Ehu xét nghiém dinh tinh té bao ORTHO™ Sera Anti — Fys 6904486
hong cau Fy»
T?uoc Ehu xét nghiém dinh tinh té bao ORTHO™ Sera Anti — Fy 6904487
hong cau Fy®
TPuoc I,hu xét nghiém dinh tinh té bao ORTHO™ Sera Anti — Les 6904497
hong cau Le?
T?uoc Ihu: xét nghiém dinh tinh té bao ORTHO™ Sera Anti — Leb 6904498
hong cau Le®
T?uoc Ihu xét nghiém dinh tinh té bao ORTHO™ Sera Anti — S 6904490
hong cau S
T?uoc Ihu: xét nghiém dinh tinh té bao ORTHO™ Sera Anti — Pl 6904496
hong cau P1

San pham d3 duoc cAp Gidy ching nhan luu hanh tu do ciia TGA Uc (nudc tham chiéu).

Do d6, san pham duoc mién ndp Gidy chirng nhan danh gia chit luong do co quan ¢ thAm
quyén cta Viét Nam cap, cin cr theo Diém b Khoan 1 Piéu 3 Thong tu 05/2022/TT-BYT
quy dinh chi tiét thi hanh mot s diéu ciia Nghi dinh 98/2021/ND-CP.
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I, Margaret Hankin, an officer of the Department of Foreign Affairs and Trade, Melboumne, 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 certifying, neither I nor the
Department of Foreign Affairs and Trade, Melboumne endorse, verify or make any statement as to the
hccuracy. truth, legality or otherwise of the contents of the document or the purposes for which the document
may be used. Neitherl nor the Department of Foreign Affairs and Trade, Melbourne accept Iiabi]ity for any

ndertakmg that I have read the contents of the document.
IVEN under my Hand and the seal of the Department of Foreign Affairs and Tra
f September, 2024.

Department of Foreign Affairs and Trade Melbourne

TONG LANH ~‘1"Q|‘ir~."~u"-?“'\' CHIC
CONSULATE GENERAL OF T
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1. Quét gia:
Country:
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Australian Government

Department of Health and Aged Care
Therapeutic Goods Administration

CERTIFICATE OF FREE SALE

Certificate Number: 24 /230

Products: Refer to Schedule 1 (attached)

Sponsor: Ortho-Clinical Diagnostics Australia Pty Ltd
8 Nexus Court
Mulgave VIC 3170
Australia

Manufacturer: Refer to Schedule 1 (attached)

The kinds of medical devices in the attached schedule are included in the Australian
Register of Therapeutic Goods (ARTG) and as such are available for supply and free sale
in, or export from, Australia.

The attached schedule is part of this certificate and contains product details supplied by
the sponsor. There is one (1) schedule comprising one (1) pages attached to this
certificate.

The sponsor has declared that the products set out in the attached schedule relate to the
kinds of medical devices currently included in the ARTG as specified.

Nikolina Aslimoska
Delegate of the Secretary
Export Section

10/09/2024

Australian Government
Department of Health
Therapeutic Goods Administration and Aged Care
PO Box 100, Woden ACT 2606 Australia
Phone: 1800 020 653
Email : info@tga.gov.au
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24/230

Australian Government

Department of Health and Aged Care
Therapeutic Goods Administration

Schedule 1 to Certificate Number 24 /230

ARTG 281980

GMDN Code: CT887

IVD Class: 4
Cat. No. Product
6904493 Ortho™ Sera Anti-D (IAT)
6904488 Ortho™ Sera Anti-Jk?
6904489 Ortho™ Sera Anti-Jk°
6904486 Ortho™ Sera Anti-Fy?
6904487 Ortho™ Sera Anti-Fy®
6904492 Ortho™ Sera Anti-K

Legal and Physical Manufacturer name and address: Alba Bioscience Limited.
5 James Hamilton Way, Milton Bridge, Penicuik, EH26 OBF, United Kingdom

ARTG 281981

GMDN Code: CT887

IVD Class: 3
Cat. No. Product
6904497 ORTHO™ Sera Anti-Le?
6904498 ORTHO™ Sera Anti-Le"
6904494 ORTHO™ Sera Anti-M
6904490 ORTHO™ Sera Anti-S
6904491 ORTHO™ Sera Anti-s
6904496 ORTHO™ Sera Anti-P1
6904495 ORTHO™ Sera Anti-N

Legal and Physical Manufacturer name and address: Alba Bioscience Limited.
5 James Hamilton Way, Milton Bridge, Penicuik, EH26 0BF, United Kingdom

Therapeutic Goods Administration
PO Box 100, Woden ACT 2606 Australia

Phone: 1800 020 653

Email : info@tga.gov.au

i
Australian Government

Department of Health
and Aged Care
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