l c : 24033279-9 .
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. Antony J. Blinken. 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 third day of May, 2024.

lssued pursuant to CHXTV, State of

Sept. 15, 1789, I Stat 68-69; 22 Secretary of State
USC 2657; 22USC 2651a; 5 USC

By \?M(DJLM
301: 28 USC 1733 et seq.; 8 USC

1443(f); RULE 44 Federal Rules of Assistant Authen‘mation Officer,
Civil Procedi; Department of State




Dai st? quan nwgc CHXHCN Viét Nam tai Hoa Ky
Embassy of the S.R of Vietnam in the United States of America

CHUNG NHAN / HOP PHAP HOA LANH SU
CONSULAR AUTHENTICATION

1. Gubcigia . oone i MIBE B s s sttt

Count =
L2 Giay td, tai liéu nay
This public document

2.doOng (B2) ... Antany J.. Blinken.............. ky
has been signed by

3. véi chitc danh .. . B& trwedrng Ngoaigiag.....--
acling in the capacity of “ ngNgoR g

4.vacon daucia ......... B8 Ngoai giao. -
bears the seal/stamp of .
-....Hop chung.quoc.Hoa Ky. ...
dugc ching nhan / hop phap hoa kanh sy
Certified

Hitgh s Washington.D.C.. 6.ngay.10.5..2024

al the
7. Co quan cap. Dai stk quan Viét Nam tai Hoa.

by
8.5a..112-05/2024-HPH
Li Ky tén va dong déu
Sgratare-and seal/stamp




BAN DICH

Hop chiing qudc Hoa Ky

BO NGOAI GIAO

Han hanh kinh giri nhirng ngwoi ¢6 lién quan:

Toi xin chimg nhan rang van ban dinh kém theo day dugc dong con dau
ctia B Y té va Dich vu Nhan sinh, va rang con diu nay dugc tin tudng hoan
toan.*

*Bd Ngoai giao khong chiu trdch nhi¢m vé cdc nji dung trong vin ban dinh kém.
Gidy chimg nhén nay khong c6 gia trj néu bi théo roi hay sira d6i theo bat ky cach nao.

Dé chimg thyc, t6i, Antony J. Blinken, Bo
truéng Ngoai giao, dd cho phép déng dau cua
B§ Ngoai giao va tén cia minh dugc ky badi
Quan chuc Hop phép hoa cua Bo trén, tai
Thanh phé Washington, District of Columbia
ngay 03/05/2024.
(d@a ky va dong ddu)
Antony J. Blinken
B6 trudéng Bo Ngoai giao
Can bo Lanh su,
B Ngoai giao

Chimg thuc ong Lé Anh Tudn, Bi thu thie  T6i, Lé Anh Tudn, Bi thu thit Nhét, Pai sir

Nhdt, Pai sir quan CHXHCN Viét Nam tai quan CHXHCN Viét Nam tai Hop ching

Hop chiing quéc Hoa Ky, da ky trude mdy/iéi. quoc Hoa Ky, cam doan da dich chinh xdc
vin ban nay tir tiéng Anh sang tiéng Viét.

Ngay 10 thing 05 nam 2024 Ngay 10 thang 05 nim 2024
Newoi dich

Lé Anh Tuin
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Certificate No. 4587-1-2024-5

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) g Name of Manufacturer/Distributor, Address
See Attached List ' See Attached List

(Five 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,

oz igmos

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 February 02, 2024 to February 01, 2026.

To verify the authenticity of the information on this certificate, you may scan the QR code or visit
www.access.fda.gov/fecv/CDRH.
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Name of Manufacturer
Manufacturer

Agilent Technologies, Inc
5301 Stevens Creek Blvd
Santa Clara, CA

USA 95051

Address Also Known As
Agilent Technologies, Inc
Manufacturing Site

6392 Via Real
Carpinteria, CA

USA 93013

—END OF MANUFACTURER/DISTRIBUTOR LIST--—
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U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20893
www.fda.gov
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Name of Manufacturer
Manufacturer

Agilent Technologies, Inc
5301 Stevens Creek Blvd
Santa Clara, CA

USA 95051

Address Also Known As :
Agilent Technologies, Inc 3
Manufacturing Site

6392 Via Real

Carpinteria, CA

USA 93013

Name of Product(s)

Immunohistochemistry and Special Stain Assays and Reagents

AD570 Polyclonal Rabbit Anti-Human Growth Hormone

A4502 Polyclonal Rabbit Anti-Human CD117, c-kit

AR102 Artisan 50x Wash Solution

AR158 Artisan Iron Stain Kit

AR160 Artisan Alcian Blue pH 2.5 Stain Kit

AR161 Artisan Congo Red Stain Kit

AR162 Artisan Acid-Fast Bacillus (AFB) Stain Kit

AR163 Artisan Elastic Stain Kit

AR 164 Artisan Giemsa Stain Kit

AR165 Artisan Periodic Acid Schiff Stain Kit

AR166 Artisan Gomori's Green Trichrome Stain Kit

AR167 Artisan Gomori's Blue Trichrome Stain Kit

AR 168 Artisan Mucicarmine Stain Kit

AR169 Artisan Alcian Blue/PAS Stain Kit

AR171 Artisan Alpha Amylase

AR172 Artisan PAS-Green Stain Kit

AR173 Artisan Masson's Trichrome Stain Kit

AR178 Artisan Grocott's Methenamine Silver Stain Kit

AR178 Artisan Alcian Blue/PAS/Hematoxylin Stain Kit

AR179 Artisan Reticulin-Nuclear Fast Red Stain Kit

AR 180 Artisan Jones' Basement Membrane Stain Kit

AR181 Artisan Warthin-Starry Stain Kit

AR182 Artisan Reticulin-No Counterstain Kit

AR306 Artisan Gram Yellow Stain Kit

AR307 Artisan Colloidal Iron Stain Kit -
AR309 Artisan Clearing Solution

AR313 Artisan Orcein Stain Kit

AR314 Artisan Maintenance Kit

AR480 Artisan Jones Basement Membrane H&E (PAS-M) Stain Kit
C0563 Dako Glycergel Mounting Medium

GAO051 FLEX Menoclonal Mouse Anti-Human Cytokeratin, High Molecular Weight,
Clone 34BE12, Ready-to-Use (Dako Omnis)

GAOD052 FLEX Monoclonal Mouse Anti-Human Melanosome, Clone HMB-45,
Ready-to-Use (Dako Omnis)

GAO053 FLEX Monoclonal Mouse Anti-Human Cytokeratin, Clone AE1/AE3,
Ready-to-Use (Dako Omnis)

GA054 FLEX Monoclonal Mouse Anti-Human Caldesmon, Clone h-CD,
Ready-to-Use (Dako Omnis)

GAD58 FLEX Monoclonal Mouse Anti-Human Inhibin a, Clone R1,
Ready-to-Use (Dako Omnis)

GAD59 FLEX Monoclonal Mouse Anti-Human E-Cadherin, Clone NCH-38,

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov
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Ready-to-Use (Dako Omnis)
GA0B0 FLEX Monoclonal Rabbit Anti-Human AMACR, Clone 13H4,
Ready-to-Use (Dako Omnis)
GAO062 FLEX Monoclonal Mouse Anti-Human CD15, Clone Carb-3, \
Ready-to-Use (Dako Omnis) |
GA067 FLEX Monoclonal Mouse Anti-Myogenin, Clone F5D, }
Ready-to-Use (Dako Omnis) }
GAO074 FLEX Monoclonal Mouse Anti-Human Mammaglobin, Clone 304-1A5, }
Ready-to-Use (Dako Omnis) > |
GAO075 FLEX Monoclonal Mouse Anti-Human Renal Cell Carcinoma Marker, }
Clone SPM314, Ready-to-Use (Dako Omnis) }
GAO077 FLEX Monoclonal Mouse Anti-Human Gross Cystic Disease Fluid Protein-15, ‘
|
|
|
|
|
|
|
|
|
|
|
|
|
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Clone 23A3, Ready-to-Use (Dako Omnis)

GAD80 FLEX Monoclonal Mouse Anti-Human CDX2, Clone DAK-CDX2,

Ready-to-Use (Dako Omnis)

GA083 FLEX Monoclonal Rabbit Anti-Human Cyclin D1, Clone EP12,

Ready-to-Use (Dako Omnis)

GA084 FLEX Monoclonal Rabbit Anti-Human Estrogen Receptor a, Clone EP1,
Ready-to-Use (Dako Omnis)

GA090 FLEX Monoclonal Mouse Anti-Human Progesterone Receptor, Clone PgR 1294,
Ready-to-Use (Dako Omnis)

GAB00 FLEX Universal Negative Control, Rabbit, Ready-to-Use (Dako Omnis)

GA750 FLEX Universal Negative Control, Mouse, Ready-to-Use (Dako Omnis)

GC201 Dako Omnis Small Vial, 2 mL

GC202 Dako Omnis Large Vial, 30 mL

GC203 Dako Omnis Sulfuric Acid, 0.3 M

GC206 Dako Omnis Vial with Mixing Ball, 2 mL

GC207 ISH Cleaning Solution (Dako Omnis)

GCB806 EnVision FLEX DAB Enhancer (Dako Omnis)

GC807 Wash Buffer (20x) (Dako Omnis)

GC808 Hematoxylin (Dako Omnis)

GEO006 PD-L1 IHC 22C3 pharmDx

GV800 EnVision FLEX, High pH (Dako Omnis)

GV804 EnVision FLEX Target Retrieval Solution High pH (50x) (Dako Omnis)

(GV805 EnVision FLEX Target Retrieval Solution Low pH (50x) (Dako Omnis)

GV809 EnVision FLEX+ Rabbit LINKER (Dako Omnis)

GV821 EnVision FLEX+ Mouse LINKER (Dako Omnis)

GV823 EnVision FLEX Mini Kit, High pH (Dako Omnis)

GV825 EnVision FLEX DAB+ Substrate Chromogen System (Dako Omnis)

IR002 FLEX Polyclonal Guinea Pig Anti-Insulin, Ready-to-Use (Link)

IR051 FLEX Monoclonal Mouse Anti-Human Cytokeratin High Molecular Weight,

Clone 34BE12, Ready-to-Use (Link) -
IR052 FLEX Monoclonal Mouse Anti-Human Melanosome, Clone HMB45,

Ready-to-Use (Link)

IR053 FLEX Monoclonal Mouse Anti-Human Cytokeratin, Clone AE1/AE3,

Ready-to-Use (Link)

IR054 FLEX Monoclonal Mouse Anti-Human Caldesmon, Clone h-CD,

Ready-to-Use (Link)

IR055 FLEX Monoclonal Mouse Anti-Human Wilms' Tumor 1 (WT1) Protein, Clone 6F-H2,
Ready-to-Use (Link)

IR056 FLEX Monoclonal Mouse Anti-Thyroid Transcription Factor, TTF-1, Clone 8G7G3/1,
Ready-to-Use (Link)

IR057 FLEX Monoclonal Mouse Anti-Human CD39, MIC2 Gene Product, Ewing's Sarcoma
Marker, Clone 12E7, Ready-to-Use (Link)

IR058 FLEX Monoclonal Mouse Anti-Human Inhibin a, Clone R1, Ready-to-Use (Link)
IR059 FLEX Monoclonal Mouse Anti-Human E-Cadherin, Clone NCH-38, Ready-to-Use (Link)
IR060 FLEX Monoclonal Rabbit Anti-Human AMACR, Clone 13H4, Ready-to-Use (Link)
IR061 FLEX Monoclonal Mouse Anti-Human Tyrosinase, Clone T311, Ready-to-Use (Link)
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IR062 FLEX Monoclonal Mouse Anti-Human CD15, Clone Carb-3, Ready-to-Use (Link)
IR066 FLEX Monoclonal Mouse Anti-Human Smooth Muscle Myosin Heavy Chain,
Clone SMMS-1, Ready-to-Use (Link)

IR067 FLEX Monoclonal Mouse Anti-Myogenin, Clone F5D, Ready-to-Use (Link)
IR068 FLEX Monoclonal Mouse Anti-Human Progesterone Receptor, Clone PgR 636,
Ready-to-Use (Link)

IR068 FLEX Monoclonal Mouse Anti-Human CD1a, Clone 010, Ready-to-Use (Link)
IR072 FLEX Monoclonal Mouse Anti-Human Podoplanin, Clone D2-40, Ready-to-Use (Link)
IR074 FLEX Monoclonal Mouse Anti-Human Mammaglobin; Clone 304-1A5,
Ready-to-Use (Link)

IR075 FLEX Monoclonal Mouse Anti-Human Renal Cell Carcinoma Marker, Clone SPM314,
Ready-to-Use (Link)

IR076 FLEX Monoclonal Mouse Anti-Villin, Clone 1D2 C3, Ready-to-Use (Link)

IR077 FLEX Monoclonal Mouse Anti-Human Gross Cystic Disease Fluid Protein-15,
Clone 23A3, Ready-to-Use (Link)

IR079 FLEX Monoclonal Mouse Anti-Human MutL Protein Homolog 1, Clone ES05,
Ready-to-Use (Link)

IR080 FLEX Monoclonal Mouse Anti-Human CDX2, Clone DAK-CDX2, Ready-to-Use (Link)
IR082 FLEX Menoclonal Mouse Anti-Human CDS5, Clone 4C7, Ready-to-Use (Link)
IR083 FLEX Monoclonal Rabbit Anti-Human Cyclin D1, Clone EP12, Ready-to-Use (Link)
IR084 FLEX Monoclonal Rabbit Anti-Human Estrogen Receptor a, Clone EP1,
Ready-to-Use (Link)

IR085 FLEX Monoclonal Mouse Anti-Human MutS Protein Homolog 2, Clone FE11,
Ready-to-Use (Link)

IR086 FLEX Monoclonal Rabbit Anti-Human MutS Protein Homolog 6, Clone EP49,
Ready-to-Use (Link)

IR087 FLEX Monoclonal Rabbit Anti-Human Postmeiotic Segregation Increased 2,
Clone EP51, Ready-to-Use (Link)

IR088 FLEX Monoclonal Mouse Anti-Human Prostein, Clone 10E3, Ready-to-Use (Link)
IR089 FLEX Monoclonal Mouse Anti-Human Prostate-Specific Membrane Antigen,
Clone 3EB, Ready-to-Use (Link)

IR092 FLEX Monoclonal Mouse Anti-Human Octamer-Binding Transcription Factor 3/4,
Clone N1NK, Ready-to-Use (Link)

IR093 FLEX Monoclonal Rabbit Anti-Human Terminal Deoxynucleotidyl Transferase,
Clone EP266, Ready-to-Use (Link)

IR094 FLEX Monoclonal Rabbit Anti-Human Cytokeratin 8/18, Clone EP17/EP30,
Ready-to-Use (Link)

IR600 FLEX Negative Control Rabbit Immunoglobulin fraction of serum from
non-immunized rabbits, solid phase absorbed, Ready-to-Use (Link)

IR750 FLEX Negative Control Mouse Cocktail of mouse IgG1, 1gG2a, 1gG2b, 1gG3

and IgM, Ready-to-Use (Link)

K0620 GenPoint Tyramide Signal Amplification System for Biotinylated Probes

K0640 Dako Liquid Permanent Red

K3467 Dako Liquid DAB+ Substrate Chromogen System

K3468 Dako Liquid DAB+ Substrate Chromogen System

K4001 Dako EnVision+ System-HRP Labelled Polymer Anti-mouse

K4003 Dako EnVision+ System-HRP Labelled Polymer Anti-Rabbit

K8000 EnVision FLEX, High pH, (Link)

K8002 EnVision FLEX+, Mouse, High pH, (Link)

K8004 EnVision FLEX Target Retrieval Solution, High pH (50x)

K8005 EnVision FLEX Target Retrieval Solution, Low pH (50x)

K8006 EnVision FLEX Antibody Diluent

K8007 EnVision FLEX Wash Buffer (20x)

K8008 EnVision FLEX Hematoxylin, (Link)

K8009 EnVision FLEX+ Rabbit (LINKER), (Link)

K8021 EnVision FLEX+ Mouse (LINKER), (Link)

K8023 EnVision FLEX Mini Kit, High pH, (Link)

MO0617 Monoclonal Mouse Anti-Thrombomodulin, Clone 1009

4.5, Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov
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MO0B30 Moneclonal Mouse Anti-Human Cytokeratin, High Molecular Weight, Clone 34BE12
M0634 Monoclonal Mouse Anti-Human Melanosome, Clone HMB45

MO0635 Monoclonal Mouse Anti-Human Muscle Actin, Clone HHF 35

M3501 Monaclonal Mouse Anti-Adrenocorticotropin (ACTH), Clone 02A3

M3502 Monoclonal Mouse Anti-Human Luteinizing Hormone (LH), Clone C93

M3503 Monoclonal Mouse Anti-Human Thyroid-Stimulating Hormone (TSH), Clone 0042
M3504 Monoclonal Mouse Anti-Human Follicle-Stimulating Hormone (FSH), Clone C10
M3505 Menoclonal Mouse Anti-Human Mesothelial Cell, Clone HBME-1

M3512 Monoclonal Mouse Anti-MyoD1, Clone 5.8A N

M3515 Monoclonal Mouse Anti-Human Cytokeratin, Clone AE1/AE3

M3517 Monoclonal Mouse Anti-Human CA 19-9, Clone 1116-NS-19-9

M3525 Monoclonal Mouse Anti-Human Epithelial-Related Antigen, Clone MOC-31
M3539 Monoclonal Mouse Anti-Human Beta-Catenin, Clone B-Catenin-1

M3556 Monoclonal Mouse Anti-Human Calponin, Clone CALP

M3562 Monoclonal Mouse Anti-Human Androgen Receptor, Clone AR441

M3568 Monoclonal Mouse Anti-Human Progesterone Receptor, Clone PgR 1294

M3569 Monoclonal Mouse Anti-Human Progesterone Receptor, Clone PgR 636

M3571 Monoclonal Mouse Anti-Human CD1a, Clone 010

M3575 Monoclonal Mouse Anti-Thyroid Transcription Factor (TTF-1), Clone 8G7G3/1
M3612 Monoclonal Mouse Anti-Human E-Cadherin, Clone NCH-38

M3615 Monoclonal Mouse Anti-Human Prostein, Clone 10E3

M3616 Monaclonal Rabbit Anti-Human AMACR, Clone 13H4

M3619 Monoclonal Mouse Anti-Human Podoplanin, Clone D2-40

M3620 Monoclonal Mouse Anti-Human Prostate-Specific Membrane Antigen, Clone 3E6
M3621 Monoclonal Mouse Anti-Human MITF (Microphthalmia Transcription Factor), Clone D5
M3623 Monoclonal Mouse Anti-Human Tyrosinase, Clone T311

M3625 Monoclonal Mouse Anti-Human Mammaglobin, Clone 304-1A5

M3626 Monoclonal Mouse Anti-Human IMP3, Clone 69.1

M3627 Monoclonal Mouse Anti-Human PTEN, Clone 6H2.1

M3631 Monoclonal Mouse Anti-Human CD15, Clone Carb-3

M3632 Monoclonal Mouse Anti-Human Renal Cell Carcinoma Marker, Clone SPM314
M3636 Monoclonal Mouse Anti-Human CDX2, Clone DAK-CDX2

M3638 Monocional Mouse Anti-Human Gross Cystic Disease Fluid Protein-15, Clone 23A3
M3639 Monoclonal Mouse Anti-Human MutS Protein Homolog 2, Clone FE11

M3640 Monoclonal Mouse Anti-Human MutL Protein Homolog 1, Clone ES05

M3641 Monoclonal Mouse Anti-Human CDS5, Clone 4C7

M3642 Monoclonal Rabbit Anti-Human Cyclin D1, Clone EP12

M3646 Monoclonal Rabbit Anti-Human MutS Protein Homelog 6, Clone EP49

M3647 Monoclonal Rabbit Anti-Human Postmeiotic Segregation Increased 2, Clone EP51
M3649 Monoclonal Mouse Anti-Human Octamer-Binding Transcription Factor 3/4,

Clone N1NK

M3651 Monoclonal Rabbit Anti-Human Terminal Deoxynucleotidyl Transferase, Clone EP266
M3652 Monoclonal Rabbit Anti-Human Cytokeratin 8/18, Clone EP17/EP30

50809 Dako Antibody Diluent

$1601 Dako TMB Blue

51699 Dako Target Retrieval Solution, 10X Concentrate

$1961 Dako DAB Enhancer

$§1967 Dako DAB Away DAB Chromogen Removal System

52003 Dako Dual Endogenous Enzyme Block

$3006 Dako Wash Buffer 10x

$3020 Dako Proteinase K, Ready-to-Use

§3022 Dako Antibody Diluent with Background Reducing Components

$§3023 Dako Fluorescence Mounting Medium

$3025 Dako Faramount Aqueous Mounting Medium, Ready-to-Use

53301 Dako Automation Hematoxylin Histological Staining Reagent

53302 Hematoxylin Histological Staining Reagent

83306 Dako TBST Tris Buffered Saline with Tween 20, 10x Concentrate

53309 Dako Mayer's Hematoxylin (Lillie's Modification) Histological Staining Reagent

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




Y U.S. FOOD & DRUG

ADMINISTRATION

CENTER FOR DEVICES AND RADIOLOGICAL HEALTH

Certificate No. 4587-1-2024-5
Certificate to Foreign Government - Name of Product(s) Attachment Page 5 of 5

SK005 PD-L1 IHC 28-8 pharmDx

SK008 PD-L1 IHC 22C3 pharmDx

SK200 User-Fillable Reagent Bottle, 5 mL Capacity (Link)
SK201 User-Fillable Reagent Bottle, 12 mL Capacity (Link)
SK202 User-Fillable Reagent Bottle, 25 mL Capacity (Link)
SK203 User-Fillable Reagent Bottle, 50 mL Capacity (Link)
SK301 Instrument Cleaning Kit For Automated Link Platforms
SK308 Hematoxylin (Link) .
T1391 PD-L1 Control Slides i
X0590 Dako Biotin Blocking System

X0909 Protein Block Serum-Free, Ready-to-Use

END OF PRODUCT LIST-

“U.S. Food & Drug Administration
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