Dai st quan nudc CHXHCN ViétNam 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. Quéc gia Viét Nam
Country Vietham
Gidy to, tai liéu nay
This public document

2. do Ong/Ba CESAR A. PEREZ ky

has been signed by

3. v6i chuc danh: Giam doc Trung tAm thiét bi va phéng
xa trong y t¢

acting in the capacity of Director of Center of Devices and
Radiological Health

4. va con déu ctia B9 Y té va Dich vu nhén sinh

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

dwoc chirng nhan/hgp phap héa lanh sw
Certified

5. tai Washington D.C, Hoa Ky 6. Ngay 8 thang 4 nam 2024
at Washington D.C the (dd/mm/yy)

7. Co quan cép: Pai st quan nuéc CHXHCN Viét Nam tai Hoa Ky
By Embassy of the S.R of Vietnam in the United States of America

8. S8/No.  063-04/2024-HPH




BO Y TE VA DICH VU NHAN SINH HOA KY Poan Uy nhiém Y € Cong cong
Cuc Quan ly Dugc va Thuc phidm
10903 New Hampshire Avenue
Silver Spring, MD 20993

Gidy Chitng nhén s6: 14546-9-2023

CHUNG NHAN VOI CHINH PHU NUGC NGOAI

Nhim dé cho phép cac san phdm cua Hoa Ky luu hanh & nude ngoai, Cuc Quan ly Duoc va Thuce
phidm Hoa Ky (FDA) xac nhén céc thong tin sau lién quan dén cac san phdm xuét khiu duogc liét ké
dudi day:

Tén ciia Sin phim Tén, dia chi cia Nha sin xuit/Nha phin phoi
Xem danh sach kem theo Xem danh sach kém theo
(02 trang) (01 trang)

Céc san phdm mé ta & trén (va cic dia chi Nha san xudt/Nha phan phéi san phim) thugc thim quyén
ctia FDA theo Dao Luat Lién bang v& Dugc phdm, Thyuc phdm va M§ pham.

Céc san phdm néu trén dugc chimg nhén dé dua vao tiép thi va xuét khau hop phap tir Hoa Ky & tai
thoi diém nay. Cac nha may san xudt cac san pham nay phai chiu su kiém tra dinh ky. Ky kiém tra cudi
cung cho thdy ¢ thoi diém nay, nha may da tudn thi ot, theo ding yéu cau hoat dong san xudt hién
hanh cho céc san pham néu trén.

Tran trong,

(i k) ,

CESAR A. PEREZ, PhD, Giam doc

DRP2: Phong hd trg thanh lap

Van phong phap ly

Vin phong danh gid chét lugng san pham

Trung tam thiét bi va y té

Cuc Quan ly Thuc pham va Dugc phdm Hoa Ky

Gidy ching nhén nay c6 hiéu luc tir ngay 29/09/2023 dén ngay 28/09/2025

Chitng thuc 6ng Lé Anh T udn, Bi thuw thir Nhdt, T6i, Lé Anh Tudn, Bi thw thiv Nhdt, Dai sir
Dai sir quan CHXHCN Viét Nam tai Hop chiing quan CHXHCN Viét Nam tai Hop chiing

quoc Hoa Ky, dd ky triede mdt toi. quéc Hoa Ky, cam doan da dich chinh xdc
/ van ban nay tir tieng Anh sang tiéng Viét.

Ngay 08 thang 04 ndm 2024/ Ngay 08 thang 04 nam 2024
) T L Baz st / Nguoi dich
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Certificate No. 14546-9-2023
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
(Two Pages) (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 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,

ooz troe

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 September 29, 2023 to September 28, 2025.
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Certificate No. 14546-9-2023
Certificate to Foreign Government - Name of Manufacturer/Distributor Attachment Page 1 of 1

Name of Manufacturer Contract Manufacturer
Manufacturing Site Fisher Diagnostics
Siemens Healthcare Diagnostics Inc. 8365 VALLEY PIKE
333 Coney Street MIDDLETOWN, VA
E Walpole, MA USA 22645
USA 02032

'Legal Manufacturer
Manufacturing Site ‘Siemens Healthcare Diagnostics Inc.
SIEMENS HEALTHCARE DIAGNOSTICS MANUFACTURING ‘511 Benedict Ave
LTD Tarrytown, NY
NORTHERN RD. USA 10591

CHILTON INDUSTRIAL ESTATE
SUDBURY, Suffolk -—--END OF MANUFACTURER/DISTRIBUTOR LIST----

UNITED KINGDOM CO10 2XQ

Manufacturer/Manufacturing Site

Siemens Healthcare Diagnostics Manufacturing Ltd.
CHAPEL LANE

SWORDS, Dublin

IRELAND

Contract Manufacturer

Carclo Technical Plastics - Tucson
1141 W. Grant Road

Tucson, AZ

USA 85705

Contract Manufacturer

Carclo Technical Plastics - Export
6009 Enterprise Drive

Export, PA

USA 15632

Contract Manufacturer
STRATEC Switzerland AG
Neuwiesenstrasse 4
Beringen, Schaffhausen
SWITZERLAND 8222
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Certificate No. 14546-9-2023

Certificate to Foreign Government - Name of Product(s) Attachment Page 1 of 2

Name of Manufacturer
Manufacturing Site

Name of Product(s)

10361011, 078-A002-02 ADVIA Centaur Analyzer

10364455, 078-A011-03 ADVIA Centaur XP Analyzer

10309060, 03395373 ADVIA Centaur Ancillary Probe Wash 1 (APW1)
10316997, 02416113, 02415710 ADVIA Centaur Ancillary Probe Wash 2 (APW2)
10699211 ADVIA Centaur Ancillary Probe Wash 3 (APW3)

10334314, 03333963 ADVIA Centaur Probe Wash 3 (PW3)
10321290, 04750940 ADVIA Centaur Probe Wash 4 (PW4)
10310358, 07328050, 123738 ADVIA Centaur Probe Wash 1
10309024, ADVIA Centaur CP System Startup Kit

10319905, 03959285, 114535, ADVIA Centaur System Startup Kit
10361898, SVK (114537), ADVIA Centaur System Verification Kit

Name of Manufacturer
Manufacturer/Manufacturing Site

Siemens Healthcare Diagnostics Manufacturing Ltd.
CHAPEL LANE

SWORDS, Dublin

IRELAND

Name of Product(s)
10711433 ADVIA Centaur XPT

Name of Manufacturer
Contract Manufacturer
STRATEC Switzerland AG
Neuwiesenstrasse 4
Beringen, Schaffhausen
SWITZERLAND 8222

Name of Product(s)

10309710, 09662772, 086-A002-01 ADVIA Centaur CP System
10340750, 09688984, 086-A001-01 ADVIA Centaur CP System
10340363, 09298647, 086-A001-02 ADVIA Centaur CP System
10334804, 08348165, 086-A001-03 ADVIA Centaur CP System
10335477, 04587608. 086-A001-04 ADVIA Centaur CP System
10332605, 01614523. 086-A001-05 ADVIA Centaur CP System
10334476, 03502153. 086-A001-06 ADVIA Centaur CP System
10287188, 06456307. 086-A001-07 ADVIA Centaur CP System
10288348, 06456315. 086-A001-08 ADVIA Centaur CP System
10288349, 06456323. 086-A001-09 ADVIA Centaur CP System

Name of Manufacturer
Manufacturing Site

Contract Manufacturer

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov
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Certificate No. 14546-9-2023

Certificate to Foreign Government - Name of Product(s) Attachment Page 2 of 2
Fisher Diagnostics

8365 VALLEY PIKE

MIDDLETOWN, VA

USA 22645

Name of Product(s)
10310026, 03852677 ADVIA Centaur Acid and Base
10310032, 01137199 ADVIA Centaur Wash 1

Name of Manufacturer
Contract Manufacturer
Fisher Diagnostics

8365 VALLEY PIKE
MIDDLETOWN, VA

USA 22645

Name of Product(s)

10313526, 00497043 ADVIA Centaur Acid and Base
10310041, 09908593 ADVIA Centaur Cleaning Solution
10319550, 03773025 ADVIA Centaur Wash 1 XP

Name of Manufacturer
Contract Manufacturer

Carclo Technical Plastics - Tucson
1141 W. Grant Road

Tucson, AZ

USA 85705

Contract Manufacturer
Carclo Technical Plastics - Export
6009 Enterprise Drive

Export, PA

USA 15632

Name of Product(s)
10309546, 08044064, 078-K138-01, ADVIA Centaur Systems Cuvette
10309545, 03832935, 078-K137-01, ADVIA Centaur Sample Cups
10309547, 07413317, 078-K139-01, ADVIA Centaur Sample Probe Tips
END OF PRODUCT LIST:
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A local Chamber of Commerce
Official Certification

Serial Number: 8244834

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 14546-9-2023 Issued for
Siemens Healthcare Diagnostics , for use in
Vietnam has been examined and found to 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
September 29, 2023 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,
Izog«zn;‘ed in Washington DC on this 5th day of April

AN Dolly Porzillo
\ :
ﬂ Washington branch manager

c h . m b € ' NEt To verify the authenticity of this declaration,
please visit www.chambernet.com and enter

the serial number:

E04552858
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