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Dai str quan nuéc 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 SU
CONSULAR AUTHENTICATION

1. Qubc gia Viét Nam

Country Vietnam
Gidy to, tai liéu nay
This public document

2. do Ong/Ba CESAR A.PEREZ  ky

has been signed by

3. v6i chire danh: Giam dbc Trung tAm thiét bi va y té

acting in the capacity of  Director of Center of Devices and Radiological Health
4. va con déu cua Bd Y té va Dich vu nhan sinh

bears the seal/stamp of  Department of Health and Human Services

dwge chirng nhian/hgp phap héa lanh sy

Certified
5. tai Washington D.C, Hoa Ky 6. ngay 04 thang 08 nam 2021
at Washington D.C the (dd/mm/yy)

7. Co quan cép: Dai st quan nudec CHXHCN Viét Nam tai Hoa Ky
by Embassy of the S.R of Vietnam in the United States of America
8. S6/No. 1812/HPH/2021

TL. Dai st/ For the Ambassador
it tanCqunsellor

» .




BO Y TE VA DICH VU NHAN SINH HOA KY Poan Uy nhiém Y t Céng cong
Cuc Quén Iy Dugc va Thuc phim
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov

Gidy Chitng nhin sb: 12375-7-2021
CHUNG NHAN VOI CHINH PHU NUGC NGOAI

Nham dé cho phép céc san phdm ciia Hoa K Iuu hanh & nuéc ngoai, Cuc Quan ly Dugc va Thyc
phim Hoa Ky (FDA) xé4c nhén c4c thong tin sau lién quan dén cac san phidm xudt khiu duoc liét ké
dudi day:

Tén ciia San phim Tén, dia chi ciia Nha sin xuat/Nha phan phéi
Xem danh sach dinh kém Xem danh sach dinh kém
(01 trang) (01 trang)

Cac san phdm mo ta & trén (va cac dia chi Nha san xuat/Nha phan phéi san phim) thudc thim quyén
ctia FDA theo Pao Luat Lién bang v& Duge phim, Thuc phim va M§ phim.

Céc san phdm ndu trén duoc chimg nhén dé dua vao tiép thi va xuét khéu hop phép tir Hoa Ky & tai
thoi diém nay. Cac nha may san Xudt cac san phim nay phai chiu sy kiém tra dinh ky. Ky kiém tra cudi
ciing cho thay & thoi diém nay, nha may da tuan thu tét, theo ding yéu cdu hoat dong san xuét hién
hanh cho cac san phim néu trén.

Trén trong,

(da ky) ,

CDR Cesar A. Perez, PhD, Giam doc

DRP2: Phong hd tro thanh lap

Vin phong phap ly

Vin phong d4nh gia cht luong san phim

Trung tim thiét bj va y té

Cuc Quan ly Thuc phim va Duge phim Hoa Ky

Gidy chitng nhan nay c¢6 higu lyc tir 20/07/2021 dén ngay 19/07/2023.

Chiing thuc éng Nguyén Duy Khiém, Bi T6i, Nguyén Duy Khiém, Bi thw thir
thi thit Nhdt, Pai si: quin CHXHCN Viét Nhat, Pai sir quan CHXHCN Viét Nam tai
Nam tgi Hop ching quéc Hoa Kp, da ky Hop ching quéc Hoa Ky, cam doan da djch
trudc mat toi. C mh xac van ban nay ti tteng Anh sang

fiéng Viét.
Ngay 04 thang 08 nam 2021
=R)aj sii Ngay 04 thang 08 ndm 2021
Nguroi dich

)y

Nguyén Duy Khiém
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CENTER FOR DEVICES AND RADICLOGICAL HEALTH

Certificate No. 12375-7-2021
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 subjéct .
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 to 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.

Sincerely,

O ag s

CDR Cesar A. Perez, PhD, Director

DRP2: Division of Establishment Support
Office of Regulatory Programs

Office of Product Evaluation and Quality
Center for Devices and Radiological Health
U.S. Food and Drug Administration, DHHS

This certificate is valid from July 20, 2021 to July 19, 2023.
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Certificate No. 12375-7-2021
Certificate to Foreign Government - Name of Manufacturer/Distributor Attachment Page 1 of 1

Name of Owner Operator
INFINIUM MEDICAL, INC.
12151 62ND ST N
UNIT 5
Largo, FL
USA 33773

Name of Manufacturer
INFINIUM MEDICAL, INC.
12151 62ND ST., N,

UNIT 5
Largo, FL
USA 33773

----END OF MANUFACTURER/DISTRIBUTOR LIST----
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CENTER FOR DEVICES AND RADIOLOGICAL HEALTH

Certificate No. 12375-7-2021

Certtificate to Foreign Government - Name of Product(s) Attachment Page 1 of 1
Name of Owner Operator .

INFINIUM MEDICAL, INC.

1215162ND ST N

UNIT5

Largo, FL

USA 33773

Name of Manufacturer
INFINIUM MEDICAL, INC.
1215162ND ST., N,
UNITS

Largo, FL

USA 33773

Name of Product(s)

OMNI [l Patient Monitor

OMNI Express Patient Monitor
ATS Operating Table

OMNI ]I Patient Monitor

OMNI, OMNI K Patient Monitor
CLEO Patient Monitor

QRS 12 Electrocardiograph

ADS Il Anesthesia Delivery System
ClearVue Video Laryngoscope
END OF PRODUCT LIST
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Official Certification

Serial Number: 1800939

Based solely upon information supplied
ChamberNet, a nationally recognized chamber of
commerce, hereby declares to the best of its
knowledge and belief, that the the U.S. Food &
Drug certificate number 12375-7-2021 Issued for
Infinium Medical INC. , for use in Vietnam has
been examined and found fo be original . The
authenticity of the seal or stamp of the the issuer
Cesar A. Perez , hereunto annexed, whose term of
office included the date of July 20, 2021 This
attestation does not certify the content of the
document for which it was issued,

In testimony whereof, I have hereunto set m

hand and affixed the great seal of ChamberNet,
located in Washington DC on this 3rd day of
Auqust 2021.

Dolly Porzillo
\ b =
b Washington branch manager
To verify the authenticity of this dedaration,

_hamberNet please visit www.chambermet.com and
— Lol chanhir of Lecmeree — @ter the serial number,






