@ 19013317-6
United States of America

DEPARTMENT OF STATE

To all to whom these presents shall come, Greetings:

I Certify That the document hereunto annexed is under the Seal of the Department of Health
and Human Services, United States of America, and that such Seal is entitled to full faith and

credit.*
*For the contents of the annexed document, the Department assumes no responsibility
This certificate is not valid if it is removed or altered in any way whatsoever
In testimony whereof, I, Michael R. Pompeo, Secretary of State ,
have hereunto caused the seal of the Department of State to be
affixed and my name subscribed by the Assistant Authentication
Officer, of the said Department, at the city of Washington, in the
District of Columbia, this twenty-eighth day of December, 2018.
- /)
» J ,
na d FEMAI
Issued pursuant to CHXN' State of ) N L5 A
Sept 15, 1789, 1 Stat. 68-69: 22 P ceretary of State
USC 2657; 22USC 2651a; 5 USC By \
X

307: 28 USC 1733 et. seq.. 8 USC
1443(f); RULE 44 Federal Rules of
C'ivil Procedure.

Assistani Authentication Officer,
Department of State




Dai sir quan nwdc CHXHCN Viét Nam tai Hoa Ky
Embassy of the S.R of Vietnam in the United States of America

CHUNG NHAN / HQP PHAP HOA LANH S|/
CONSULAR AUTHENTICATION

1. Qubcgla. ...........co........ ViétNam

Counl,
F Gidy b, 1ai ligu nay
This public document

2000 B ... Michael R:: Pompeo-- .-~ K
has been signed by

3. vt chire danh . Bo.trv@ng.ngoai.giao
#ting in the capacity of

4dvcondiucia ........B& Ngoai giao
bears the seal/stamp of

....... Hep ching.quéc.Hoa Ky.....

duye ching nhdn / hgp phap héa lanh sy
Certifled
5.tal..Washington.D.C.......... 6.ngay....7./1..2019
al the




BANDICH |

Hop ching quéc Hoa Ky

BO NGOAI GIAO

Han hanh kinh gi¥i nhitng ngudi c6 lién quan:

Téi xin chimg nhén ring van ban dinh kém theo day duoc ky va dong
con ddu cia Bo Y t& va Dich vu Nhén sinh Hoa Ky, va rang con Diu nay
duoc tin tudng hoan toan.*

*B¢ Ngogi giao khong chiu trdch nhi¢m vé cdc ngi dung trong vdn ban dinh kem.
Giay chimg nhdn nay khong c6 gia tri néu bj thdo roi hay sira ddi theo bat ky cach nao.

Pé chimg thuc, t6i, Michael R. Pompeo, Bo
truéng Ngoai giao, di cho phép déng dau cuia
B6 Ngoai giao va tén cua minh dugc ky bai
Quan chuc Hop phdp hoda cua Bo trén, tai
Thanh phé Washington, District of Columbia
ngdy 28/12/2018.

(dé ky va dong déu)

Michael R. Pompeo

B0 truong Bo Ngoai giao
Can bo Lanh sy,
B6 Ngoai giao

B

Chitng thuc ong HO Anh Vi, Bi thié thie  Téi, H6 Anh Vi, Bi thwe thit hai, Dai st
hai, Dai sir qudn CHXHCN Viét Nam tai quan CHXHCN Viégt Nam tai Hop chiing

Hop chiing quoe Hoa Kv, da ky truce méi quée Hoa Ky, cam doan di dich chinh xdc
toi. Van ban nay tir tieng Anh sang tiéng Viéi.
Ngay 07 thang 01 nam 2019

5 Bai su" Ngay 07 thdang 01 nam 2019
7 Nguoi dich

A

HoAnh Vi
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U.S. Food & Druy Administration
10903 New Hampéhire Avenue
Silver Spring, MD 20993
www.fda.gov

e No. 2745-12-2018

CERTIFICATE TO FOREIGN GOVERNMENT

In order to allow the importation of United States products into foreign countries , the U.S. Food and Drug
Administration (FDA) certifies the following information concerning the product(s) to be exported listed below:

Name of Product(s) Name of Manufacturer/Distributor, Address
See Attached List See Attached List
(One Page) (One Page)

The product(s) described above (and the manufacturing/distribution site(s) which produces/distributes it) is subject
to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.

It is certified that the above product(s) may be marketed in, and legally exported from, the United States of
America at this time. The manufacturing plant(s) in which the product(s) is produced is subject o periodic
inspections. The last such inspection showed that the plant(s), at that time, appeared to be in substantial
compliance with current good manufacturing practice requirements for the product(s) listed above.

Si 2 ) "

CAPT Sean M. Boyd, MPH, USPHS
Deputy Director for Regulatory Affairs
Office of Compliance

Center for Devices and Radiological Health
U.S. Food and Drug Administration, DHHS

This certificate is valid from December 12, 2018 to December 11, 2020.
Hi ul cLJ/n 11/12/2020
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«e No. 2745-12-2018

cate to Foreign Government - Name of Manufacturer/Distributor Attachment Page 1 of 1

+«ame of Manufacturer
Legal Manufacturer/Manufacturer
Datex-Ohmeda, inc.
3030 Ohmeda Drive
MADISON, Wl USA 53718

Name of Distributor
Datex-Ohmeda, Inc.
3030 Obhmeda Drive
MADISON, WI USA 53718

-—END OF MANUFACTURER/DISTRIBUTOR LIST—--

U.S. Food & Drug Admiinistration
10903 New Hampshira Avenue
Silver Spring, MD 20993
www.fda.gov




U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fdagov

ate No. 2745-12-2018
«cate to Foreign Government - Name of Product(s) Attachment Page 1 of 1

© of Manufacturer
sgal Manufacturer/Manufacturer

Oatex-Ohmeda, Inc.
3030 Ohmeda Drive Ch s h uva
MADISON, Wi USA 53718 nha SX

Name of Product(s)
GAS-MACHINE, ANESTHESIA:

Aestiva MRI 2
Aisys CS2 |Ten sl,'n phxm |
END OF PRODUCT LIST
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MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following medical device marketed by T&S
CORPORATION, 433-1 Nanakodai,Noda-shi,Chiba,Japan is manufactured under
our supervision as stipulated in the Pharmaceuticals, Medical devices and Other
Therapeutic Products Act of Japan, and is certified by Certification Body to be

marketed in Japan.

Medical device: Mobile X-ray Diagnostic Apparatus X-BUGGY

Name of Registered Certification Body: Japan Association for the Advancement of

Medical Equipment
Certification Number: 228 ALLBZX00009000
Date of Issue: May 25, 2016

Manufacturing Site and Address: T&S CORPORATION
433-1 Nanakodai, Noda-shi, Chiba, Japan

For legalization by the foreign consul in J. apan,
this is to certify that the Seal affixed to this document
is genuine.

Tokyo, MR 8 28 1. TaNaka
M,Oi'ﬂcial e s
No. g 8 D g\ 1mistry of Foreign Affairs

(Consular Service Division)

Kiyohito Nakai

Director, Medical Device Evaluation Division

Tokyo, date MAR. 1 4. 2019

Y

Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare




DAI SU QUAN NUG'C CHXHCN VIET NAM TAI NHAT BAN
EMBASSY OF THE S.R. OF VIET NAM IN JAPAN
CHUNG NHAN/HQP PHAP HOA LANH SY
CONSULAR AUTHENTICATION

Qudc gia: VIET NAM
Country. Viet Nam
Gidy 8, tai liéu nay
This public document
Do éng (ba): TOSHIE TANAKA ky
Has been signed by
Vdi chiic danh: CONG CHUC
Acting in the capacity of OFFICIAL
Va con ddu cta BO NGOAI GIAO NHAT BAN
Bears the seal/stamp of: MINISTRY OF FOREIGN AFFAIRS OF JAPAN

dugc chitng nhan/hgp phap hda lanh su
Certified
Tai: To-ki-0 6. Ngay: 10/04/2019
At Tokyo The (dd/mmy/yyyy)
0 quan cap: DAI SU QUAN NUGC CHXHCN VIET NAM TAIL NHAT BAN
By EMBASSY OF THE S.R. OF VIET NAM IN JAPAN

S6: 10/04/19-01P/HPHLS
W




L, Silvia Leso, an officer of the Department of Foreign Affairs and Trade, Melbourne, having been duly T
authorised by the Secretary of the Department of Forei gn Affairs and Trade, DO HEREBY CERTIFY that
the signature/seal/stamp Malinda Hou-Ju Kuo, Notary Public, appearing on the document/s attached hereto is
the true signature/seal/stamp of Malinda Hou-Ju Kuo. In so certifying, neither I nor the Department of
Foreign Affairs and Trade, Melbourne endorse, verify 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 Department of Foreign Affairs and Trade, Melbourne accept liability for any loss, damage or injury
arising out of the use of; or reliance on, the document or its contents. I provide no undertaking that I have read
the contents of the document.

GIVEN under my Hand and the seal of the Department of Foreign Affairs and Trade, Melbourne the 19th day

of February, 2020.
MO O\

Silvia Leso
Authentication Officer
For the Secretary

and Trade, Melboumﬂ

CHUNG NHAN / HOP PHAP HOA LANH SU
CONSULAR AUTHENTICATION

1. Quécgia...................., Vgt Nam: oo
Country " S s
Giay td, tai ligu nay
This public document
2.do0Ong (Ba) ... Silvialeso..................... ky
has been signed by
d.véichicdanh .. . Vi@n Ght¥G...ovvvveeeee
acting in the capacity of
4. va con dau oia ..... g Npoai giag va Thiromg mal B-xtoray:li-a

bears the seal/stamp of

dugc chitng nhan / hgp phap héa lanh sy

Certified
5.fai..... Can-be-ra.......cccoovvvvnn.. 6.ngay...24./.92/.. 2020
at the
7. Co quan cap... Dai sir.quan nuéc CHXHCN.Vigt Nam tai O-xto-ray-li-a
by

8.80..92:-.2020./..CNLS/HPHLS
NO .




Australian Government

Department of Health
Therapeutic Goods Administration

CERTIFICATE OF FREE SALE

Certificate Number: 19/391

Products:
ARTG Entry Device Description GMDN Code Class
243013 Lasers, Ophthalmic, Nd:YAG 16947 IIb
118348 Ophthalmic solid-state laser system, 62197 IIb
photocoagulation
192542 Ultrasound system, imaging, ophthalmic 11389 Ila
224484 Surgical frequency-doubled Nd:YAG laser system 36150 IIb
Sponsor: Ellex Medical Pty Ltd .
3-4 Second Avenue I certify that this is a true copy
Mawson Lakes SA 5695 of the original document
Australia

TR

Manufacturer: Ellex Medical Pty Ltd

3-4 Second Avenue Malinda Hou-Ju Kuo
Mawson Lakes SA 5095 notary Public, Adelaide, South Australia, Australia
Australia My appointment is not limited by time

The kinds of medical devices specified above and 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) page attached to this
certificate.

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

Veronica Scola
Delegate of the Secretary

Export Section
9 December 2019

\ustralian Government

Therapeutic Goods Administration Department of Health

PO Box 100, Woden ACT 2606 Australia
Phone: 1800 020 653

Email : info@tga.gov.au W‘—/
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Australian Government

Department of Health
Therapeutic Goods Administration

19/391

Schedule 1 to Certificate Number 19/391

ARTG Trade / Product Name GMDN

Integre Pro LP5532
Integre Pro LP1RG
Integre Pro LP561

1is348 Integre Pro L2RY 62157

Integre Pro Scan LP6G

Integre Pro Scan LP6RG
118348 Integre Pro Scan LP6RY 62197
Integre Pro Scan LP6Y

Tango LT5106-T
Tango Reflex LT5106-T
Ultra Q Reflex LQP3106-U

el Ultra Q LQP3106-U ihdas
Solo LT5106-S
EyeCubed I3 System ABDU

192542 EyeOnfe 11389
Eye Prime

224484 2RT LR1532 36150

Therapeutic Goods Administration

PO Box 100, Woden ACT 2606 Australia
Phone: 1800 020 653

Email : info@tga.gov.au
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k.,,__;l;i";i
Medicines and Healthcare Products
Regulatory Agency

On behalf of the Department of Health

CERTIFICATE OF FREE SALE FOR EXPORTATION OF MEDICAL PRODUCTS
TO

VIETNAM

It is hereby certified that, on the basis of information provided, the products named
below and detailed in the attached schedule (if applicable), which are manufactured
by; Canafusion Technologies Inc., #302-2999 Underhill Avenue Burnaby, BC
V5A 3C2 Canada, have been affixed with the CE mark under the Medical Devices
Directive 93/42/EEC as transposed into UK legislation (UK Medical Devices
Regulations 2002 S| No. 618, as amended), and therefore may be freely sold in all
member states of the European Economic Area including the United Kingdom.

See attached schedule

Where appropriate, Certificates of Free Sale are issued as a service to UK
exporters. A Certificate of Free Sale should not be taken as a Government
endorsement of any product that is referred to on the certificate.

Yours sincerely,

s@

Gbemisola Sunmon

Certificate of Free Sale Administration Team
Signed on Behalf of MHRA

Jennifer Kwok
Centificd 10 be a True Copy Notary Public

of the Origing] Document #2110 - 1163 Pinetree Way
2 Coquitiam, BC, V3B 8A9
P.604-332-2288 F.604-670-6688
R2412019




DAI SU QUAN NUGC CHXHCN VIET NAM TAI CANADA
EMBASSY OF THE S.R. OF VIETNAM IN CANADA

CHUNG NHAN / HQP PHAP HOA LANH SU
CONSULAR AUTHENTICATION
1. Quéc gia: Viet Nam
Country
Gidly to, tai li¢u nay
This public document
2.do ()ng (Ba): Michael Gabrario ky
has been signed by
3. v6i chirc danh: Thira iy quyén Thir trudng Ngoai giao
acting in the capacity of
4. va con diu cia: B) Ngoai giao, Thwong mai va Phit trién Ca-na-da
bears the seal/stamp of
DPuge chimg nhin/hgp phap héa linh sy
Certified

5. tai Ot-ta-oa 6. Ngay Q/’/J ...12019

at the
7. Co quan cép: Dai sir quén Viét Nam tai Ca-na-da

s.’gé/.- j %,/201 9Y/CNLS/HPHLS
N

Ky tén va dong ddu
Signature and Seal/Stamp
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