Pai 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 Vietnam
Gidy to, tai liéu nay
This public document

2. do Ong/Ba CESAR A. PEREZ ky

has been signed by

3. vé6i chirc danh: Giam d6c Trung tim thiét bi va phéng
xa trong y te

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

4. va con dau cua B§ Y té va Dich vu nhén sinh

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

dwgc chitng nhan/hgp phap héa lanh sw
Certified

5. tai Washington D.C, Hoa Ky 6. Ngay 20 thang 3 nam 2024
at Washington D.C the (dd/mm/yy)

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

8.S6/No. 192-03/2024-HPH
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. DICH VU NHAN SINH HOA KY Doan Uy nhiém Y té Cong cong
Cuc Quan ly Dugc va Thuc ph?lm
10903 New Hampshire Avenue
Silver Spring, MD 20993

Gidy Chirng nhan sb: 218-10-2023

CHUNG NHAN VOI CHINH PHU NUOGC NGOAI

Nhﬁm dé& cho phép cac san phdm cta Hoa Ky luu hanh & nude ngoai, Cuc Quan ly Duogc va Thyc
pham Hoa Ky (FDA) xac nhén cac thong tin sau lién quan dén cac san pham xuét khau duoc liét ké
dudi day:

Tén ciia San pham Tén, dia chi ciia Nha sian xuat/Nha phan phéi
Xem danh sach keém theo Xem danh sach kém theo
(06 trang) (01 trang)

Céc san phdm mé ta & trén (va cac dia chi Nha san xuAt/Nha phan ph01 san phim) thudc thdm quyén
ctia FDA theo Pao Luét Lién bang vé Dugc pham, Thuc phdm va M§ phim.

Céc san pham néu trén dugc ching nhén dé dua vao tiép thi va xuit khiu hop phap tir Hoa Ky & tai
thoi diém nay. Cac nha may san Xuét cac san phdm nay phai chiu sy kiém tra dinh ky. Ky kiém tra cubi
cung cho thdy ¢ thoi diém nay, nha may da tuan tha tot, theo dung yéu cdu hoat dong san xuat hién

hanh cho cé4c san pham néu trén.

Tran trong,

(a ) ,

CESAR A. PEREZ, PhD, Giam doc

DRP2: Phong hd trg thanh 1ap

Vin phong phap ly

Vin phong danh gia chat lugng san phim

Trung tdm thiét bi va y té

Cuc Quan ly Thuc phim va Dugc phdm Hoa Ky

Gidy ching nhéan nay c6 hiéu luc tir ngay 10/10/2023 dén ngay 09/10/2025

Chitng thuc éng Lé Anh Tudn, Bi thw thir Nhdt, T6i, Lé Anh Tudn, Bi thu thir Nhat, Dai siv
Dai s quan CHXHCN Viét Nam tai Hop ¢hung quan CHXHCN Viét Nam tai Hop ching
quoc Hoa Kp, da ky truéc mdt t6i. quéc Hoa K, cam doan da dich chinh xdc
vin ban nay tir tiéng Anh sang tiéng Viét.
Ngay 20 thdng 03 nam 2024 Ngay 20 thang 03 nam 2024
Nguoi dich
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Lé Anh Tuin
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Certificate No. 218-10-2023
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

(Six Pages) ne Page)

The prodi:ct{s) describe.. above \and tribution site(s) which produces/distributes it) is subject
to the jurisdiction of the FDA under the and Cosmetic Act.

Itig ~~rtifiad thet *~ above product(s) may be .......2ted in, and legally exported from, the United States of
Ar e ~ anufacturing plant(s) in which the product(s) is produced is subject to periodic
menaction showed that the plant(s), at that time, appeared to be in substantial
good 1anufacturing pre~*t~~ ~2quirements for the product(s) listed above.

o 2ly,

Y

"SDRC A Pe 7, PhD., Director

JIRP2  “sion o . Support
| Quality

jical He 'th

Drug ion, DF S

This certificate is valid from October 10, 2023 to October 09, 2025.
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Certificate No. 218-10-2023 ‘
Certificate to Foreign Government - Name of Manufacturer/Distributor Attachment Page 1 of 1
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Name of Manufacturer
Legal Manufacturer
Siemens Healthcare Diagnostics Inc.
511 Benedict Ave
Tarrytown, NY
USA 10591

Manufacturing Site
- Siemens Healthcare Diagnostics Inc.
333 Coney Street
E Walpole, MA
USA 02032

Manufacturing Site

Siemens Healthcare Diagnostics Inc.
62 FLANDERS-BARTLEY RD.
FLANDERS, NJ

USA 07836

Manufacturing Site

AXIS-SHIELD DIAGNOSTICS, LTD.
LUNA PLACE

THE TECHNOLOGY PARK
DUNDEE, Scotland

UNITED KINGDOM DD2 1XA

Manufacturing Site
Siemens Healthcare Diagnostics Manufacturing Ltd.

_ CHAPEL LANE
3 SWORDS, Dublin
- IRELAND

Manufacturing Site

SIEMENS HEALTHCARE DIAGNOSTICS INC.
500 GBC DR, PO Box 6101

NEWARK, DE

USA 19714

-—END OF MANUFACTURER/DISTRIBUTOR LIST----
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Certificate No. 218-10-2023

Certificate to Foreign Government - Name of Product(s) Attachment Page 1 of 6
Name of Manufacturer

Legal Manufacturer

Siemens Healthcare Diagnostics Inc.

511 Benedict Ave

Tarrytown, NY

USA 10591

Manufacturing Site

Siemens Healthcare Diagnostics Inc.
62 FLANDERS-BARTLEY RD.
FLANDERS, NJ

USA 07836

Manufacturing Site

Siemens Healthcare Diagnostics Manufacturing Ltd.
CHAPEL LANE

SWORDS, Dublin

IRELAND

Name of Product(s)

Atellica™ Solution

11066001 Atellica IM Analyzer (Atellica IM 1300)
11066000 Atellica IM Analyzer (Atellica IM 1600)
11068008 Atellica DL (Direct Load)

11069004 Atellica Sample Handler (SH Additional)
11069001 Atellica Sample Handler (SH Prime)
11069018 Atellica Sample Handler Connect (SHC)
11069400 Atellica Decapper

Name of Manufacturer

Legal Manufacturer

Siemens Healthcare Diagnostics Inc.
511 Benedict Ave

Tarrytown, NY

USA 10591

Manufacturing Site

SIEMENS HEALTHCARE DIAGNOSTICS INC.
500 GBC DR, PO Box 6101

NEWARK, DE

USA 19714

Name of Product(s)

11098500 Atellica IM Acid and IM Base
11417929 Atellica IM Acid

11417930 Atellica IM Base

11098502 Atellica IM Cleaner
11098501 Atellica IM Wash

Name of Manufacturer

Legal Manufacturer

Siemens Healthcare Diagnostics Inc.
511 Benedict Ave

Tarrytown, NY

USA 10591

Manufacturing Site
AXIS-SHIELD DIAGNOSTICS, LTD.

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov
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Certificate No. 218-10-2023

Certificate to Foreign Government - Name of Product(s) Attachment Page 2 of 6

LUNA PLACE

THE TECHNOLOGY PARK
DUNDEE, Scotland

UNITED KINGDOM DD2 1XA

Name of Product(s)

10733001 Atellica IM Active-B12 (AB12)

10733002 Atellica IM Active-B12 (AB12) Quality Control

10733003 Atellica IM Active-B12 (AB12) Master Curve Material
10732998 Atellica IM Anti-CCP (aCCP)

10732999 Atellica IM Anti-CCP (aCCP) Quality Control

10733000 Atellica IM Anti-CCP (aCCP) Master Curve Material
10733006 Atellica IM Erythropoietin (EPO)

10733008 Atellica IM Erythropoietin Quality Control Material(EPO QC)
10733004 Atellica IM Calcitonin (Calct)

10733005 Atellica IM Calcitonin Master Curve Material (Calct MCM)

Name of Manufacturer

Name of Product(s)

10995443 Atellica IM AFP MCM (master curve material)

10995441 Atellica IM Alpha Fetoprotein (AFP)

10995442 Atellica IM Alpha Fetoprotein (AFP)

10995458 Atellica IM Ancillary Probe Wash 1 (APW1)

10998580 Atellica IM Ancillary Probe Wash 3 (APW3)

11200558 Atellica IM Androstenedione (ANDRO)

11200557 Atellica IM Androstenedione Master Curve Material (ANDRO MCM)
10995597 Atellica IM AntiHepatitis B core Total (HBcT)

10995598 Atellica IM Anti-Hepatitis B core Total Quality Control (HBcT QC)
10995453 Atellica IM Anti-Hepatitis B surface Antigen 2 (aHBs2)

10995667 Atellica IM Anti-Hepatitis B surface Antigen 2 Master Curve Material (aHBs2 MCM)
10995454 Atellica IM Anti-Hepatitis B surface Antigen 2 Quality Control (aHBs2 QC)
10995462 Atellica IM Anti-Thyroglobulin (aTG)

10995461 Atellica IM Anti-Thyroglobulin (aTG)

10995463 Atellica IM Anti-Thyroglobulin Diluent (aTG DIL)

10995464 Atellica IM Anti-Thyroglobulin Master Curve Material (aTG MCM)
10995465 Atellica IM Anti-Thyroglobulin Quality Control (aTG QC)

10995466 Atellica IM Anti-Thyroid Peroxidase (aTPO)

10995467 Atellica IM Anti-Thyroid Peroxidase (aTPO)

10995468 Atellica IM Anti-Thyroid Peroxidase Diluent (aTPO DIL)

10995469 Atellica IM Anti-Thyroid Peroxidase Master Curve Material (2aTPO MCM)
10995470 Atellica IM Anti-Thyroid Peroxidase Quality Control (aTPO QC)
10995477 Atellica IM BR 27.29 (BR)

10995478 Atellica IM BR 27.29 (BR)

10995515 Atellica IM BR 27.29 Calibrator (BR CAL)

10995479 Atellica IM BR 27.29 Master Curve Material (BR MCM)

10995480 Atellica IM BR 27.29 Pretreatment Reagent (BR PRE)

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Sifver Spring, MD 20993

veww. feta. gov
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Certificate No. 218-10-2023
Certificate to Foreign Government - Name of Product(s) Attachment Page 3 of 6
11202699 Atellica IM BRAHMS Procalcitonin (PCT)
11202700 Atellica IM BRAHMS Procalcitonin Quality Control (PCT QC)
10998265 Atellica IM BRAHMS Procalcitonin Master Curve Material (PCT MCM)
10995471 Atellica IM B-Type Natriuretic Peptide (BNP)
10995472 Atellica IM B-Type Natriuretic Peptide (BNP)
10995473 Atellica IM B-Type Natriuretic Peptide Calibrator (BNP CAL)
10995474 Atellica IM B-Type Natriuretic Peptide Master Curve Material (BNP MCM)
10995475 Atellica IM B-Type Natriuretic Peptide Quality Control (BNP QC)
10995481 Atellica IM CA 12511 (CA 125I1)
10995482 Atellica IM CA 12511 (CA 125l1)
10995483 Atellica IM CA 12511 Calibrator (CA 12511 CAL)
10995484 Atellica IM CA 12511 Master Curve Material (CA 125I1 MCM)
10995485 Atellica IM CA 15-3 (CA 15-3)
10995486 Atellica IM CA 15-3 (CA 15-3)
10995487 Atellica IM CA 15-3 Calibrator (CA 15-3 CAL)
10995488 Atellica IM CA 15-3 Master Curve Material (CA 15-3 MCM)
10995489 Atellica IM CA 19-9 (CA 19-9)
10995490 Atellica IM CA 19-9 (CA 19-9)
10995491 Atellica IM CA 19-9 Diluent (CA 19-9 DIL)
10995492 Atellica IM CA 19-9 Master Curve Material (CA 19-9 MCM)
10995493 Atellica IM Calibrator 1 (CAL 1)
10995495 Atellica IM Calibrator 30 (CAL 30)
10995496 Atellica IM Calibrator 30 (CAL 30)
- 10995497 Atellica IM Calibrator 80 (CAL 80)
I 10995500 Atellica IM Calibrator A (CAL A)
10995501 Atellica IM Calibrator A (CAL A)
10995503 Atellica IM Calibrator B (CAL B)
10995504 Atellica IM Calibrator B (CAL B)
10995506 Atellica IM Calibrator C (CAL C)
10995507 Atellica IM Calibrator C (CAL C)
10995509 Atellica IM Calibrator D (CAL D)
10995510 Atellica IM Calibrator D (CAL D)
o 10995512 Atellica IM Calibrator E (CAL E)
10995513 Atellica IM Calibrator E (CAL E)
10995516 Atellica IM Calibrator O (CAL O)
10995517 Atellica IM Calibrator Q (CAL Q)
10995518 Atellica IM Calibrator Q (CAL Q)
10995519 Atellica IM Calibrator U (CAL U)
10995520 Atellica IM Calibrator Y (CAL Y)
10995521 Atellica IM Calibrator Z (CAL Z)
10995523 Atellica IM Carcinoembryonic Antigen (CEA)
10995524 Atellica IM Carcinoembryonic Antigen (CEA)
10995525 Atellica IM Carcinoembryonic Diluent (CEA DIL)
10995526 Atellica IM Carcinoembryonic Master Curve Material (CEA MCM)
10995544 Atellica IM Complexed ProstateSpecific Antigen (cPSA)
10995537 Atellica IM Cortisol (Cor)
10995538 Atellica IM Cortisol (Cor)
10995539 Atellica IM Cortisol Master Curve Material (Cor MCM)
10995540 Atellica IM Cortisol Urine Reconstitution Buffer
10995545 Atellica IM cPSA MCM (master curve material)
10995546 Atellica IM cPSA Pretreatment Reagent (cPSA PRE)
10995547 Atellica IM cPSA QC (quality control material)
10995530 Atellica IM Creatine Kinase MB (CKMB)
10995531 Atellica IM Creatine Kinase MB (CKMB)
10995532 Atellica IM Creatine Kinase MB Calibrator (CKMB CAL)
10995533 Atellica IM Creatine Kinase MB Diluent (CKMB DIL)
10995534 Atellica IM Creatine Kinase MB Master Curve Material (CKMB MCM)
10995552 Atellica IM CsA Pretreatment Reagent (CsA PRE)
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