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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, John F. Kerry, 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 tenth day of March, 2016.
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Issued pursuant to CHXIV, State of (

Sept. 15, 1789, 1 Stat. 68-69; 22 Secretary ‘?lfsmw

USC 2657; 22USC 2651a; 5 USC By & =% i T, Leey

301; 28 USC 1733 et. seq.; 8 USC
1443(f); RULE 44 Federal Rules of - Assistant Authcntican(m Officer

Civil Procedure. Department of State
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Dai str quan nwéc 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.Quécgia................... VigtNam... ... ..

Country
Gidy td, tai ligu nay
This public document
Laolng (M) ....iiioiiini JohnF. Kerry.............. ky
has been signed by
3.vdichicdanh . . BO trizdng.ngoai giao... ... .
acting in the capacity of
4.vacondaucia ............... Bd Ngoaigiao...............

bears the seal/stamp of g
......... Hop ching quéc Hoa Ky. .

duge chimg nhan / hop phap héa lanh sy
Certified
5.tai... Washington.D.C....... . 6.ngay....14..3/,2016
th

al e
7.Co quan cap. .. Dai ste.quan Viét Nam tai Hoa Ky....




- Hop chung quoc Hoa Ky

_— BO NGOAI GIAO

Han hanh kinh giri nhirng ngwoi c6 lién quan:

T6i xin ching nhén rang van ban dinh kém theo day dugc ky va dong
con ddu cua Bo Y té va Dich vu Nhan sinh, Hoa Ky, va rang con Dau nay
dugc tin tuong hoan toan.*

*Bj Ngogi giao khéng chiu trach nhi¢m vé cic npi dung trong vdn ban dinh kém.
Giay chimg nhén nay khong c6 gid tri néu bj théo roi hay sira dbi theo bt ky cach nao.

| Pé chung thue, t6i, John F. Kerry, Bo truong
lj_'E’ Ngoai giao, di cho phép déng dau cua Bo
T Ngoai giao va tén cia minh dugc ky boi Quan
chirc Hop phap hod cta B¢ trén, tai Thanh
phé Washington, District of Columbia ngay
10/03/2016.

(da ky va déng dau)

JOHN F. KERRY

B¢ trudng Bo Ngoai giao
Can bg Lanh su,
Bo Ngoai giao

Chitng thuc ba Nguyén Thi Thiy Ha, Bi  Toi, Nguyén Thi Thiy Ha, Bi thir thit ba,
thw thir ba, Pai su qudga CHXHCN Vieét Dai sir qur:in CHXHCN Viét Nam tai Hop
Nam tai Hop chiing quéc Hoa Ky, da ky  ching quéc Hoa Ky, cam doan da dich

trucc mdt toi. chinh xdc vin ban nay tir tiéng Anh sang
Ngay 14 thang 03 nam 2016 tiéng Viét.
| SU Ngay 14 thang 03 nam 2016
Nguwoi dich
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

4 ; Food and Drug Administration
?"h&“ 10903 New Hampshire Avenue
R Silver Spring, MD 20993

Certificate No. 1283-2-2015
CERTIFICATE TC 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 Name of Manufacturer/Distributor

LABOMED, INC.
(Two Pages) : 2728 S LA CIENEGA BLVD

LOS ANGELES, CA USA 90034

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 device product(s) may be marketed in, and legally exported from, the United States of
America at this time. While the manufacturing plant(s) in which the device product(s) is produced is subject to
inspection, FDA does not routinely inspect manufacturing firms that only make Class 1 medical devices. However,
the firm has certified that it is currently operating in substantial compliance with current good manufacturing
practice requirements for the device product(s) listed above.

é(ﬁ —
e
Carl Fischer, Ph.D.
Director
Division of International Compliance Operations

Office of Compliance
Center for Devices and Radiological Health

This certificate is valid from February 18, 2015 to February 17, 2017.
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Certificate No. 1283-2-2015

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

Name of Manufacturer/Distributor
LABOMED, INC.

2728 S LA CIENEGA BLVD

LOS ANGELES, CA USA 90034

Name of Product(s)

A524-780TM ALT

A532-200TM A-Amylase

A559-780TM AST

B538-370TM Direct Bilirubin
B549-620TM Total Bilirubin
C501-580TM Chloride

C503-580TM Calcium

C507-940TM Cholesterol
C514-650TM Creatinine

C519-440TM CK

G516-870TM Glucose (hexokinase)
G520-510TM Glucose (Oxidase)
G572-780TM GGT

H513-330TM HDL

1516-780TM Phosphorous
1592-380TM Iron

L530-400TM LDL

L533-780TM LDH

M527-430TM Magnesium
P605-510TM Potassium

P615-780TM TP (CSF/Urine)
T532-1170TM Triglycerides
T528-1300TM Total Protein
U582-1170TM  Uric Acid

Alanine Aminotransferase ALT/GPT
Aspartate Aminotransferase AST/GOT
y-Glutamyltransferase y-GT/GGT
Alkaline Phosphatase ALP/AKP

Total Bilirubin* TBILI

Total Bilirubin* TBILI

Direct Bilirubin* DBILI

Direct Bilirubin* DBILI

Total Protein* TP

Albumin* ALB

Cholinesterase CHE

Total Bile Acid* TBA

Urea* UREA

Creatinine* CREA

Uric Acid* UA

Cholesterol* CHOL

Triglycerides* TG

High Density Lipoprotein Cholesterol HDL-C
Low Density Lipoprotein Cholesterol LDL-C
Apolipoprotein A 1* APOA1
Apolipoprotein B* APOB

Creatine Kinase CK

Creatine Kinase MB Isoenzyme CK-MB
Lactate Dehydrogenase LOH
a-Hydroxybutyrate Dehydrogenase a-HBDH
a-Amylase a-AMY

Leucine Aminopeptidase LAP "
Calcium* Ca

Food and Drug Administration
10803 New Hampshire Avenue
Silver Spring, MD 20993
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Food and Drug Administration

q%h 10803 New Hampshire Avenue
o Silver Spring, MD 20993

Certificate No. 1283-2-2015
Certificate to Foreign Government - Name of Product(s) Attachment Page 2 of 2
Chloride* ClI ‘
Inorganic Phosphorus* P

Magnesium* Mg

Iron* Fe

Glucose* GLU

Glucose* GLU

Fructosamine* FMN

Immunoglobulin A* IgA

Immunoglobulin A* IgA

Immunoglobulin G* IgG

Immunoglobulin G* IgG

Immunoglobulin M* IgM

Immunoglobulin M* IgM

Complement Component 3* C3
Complement Component 3* C3
Complement Component 4* C4
Complement Component 4* C4
Prealbumin+ PA

Prealbumin- PA

Lactic Acid* LA

Multi-Parameter Biochemistry Calibrator
Multi-Parameter Biochemistry Control
Prothrombin Time PT

Highly-effective Detergent (NCH Detergent)
Prothrombin Time PT

Activate PartialThromboplastin Time APTT
Thrombln Time TT

Fibrinogen FIB

Standard Solution A

Standard Solution B

Electrode Reconditioning Solution
Electrode Deproteinization Solution
Electrode Electrolytic Solution

Reference Electrode Solution

Diluent (HA-3D)

Deprotein (HA-3D)

Hemolysin (HA-3D)

Detergent (HA-3D)

END OF PRODUCT LIST
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