STATE OF (4
NORTH Department of The
C AROIJ]N A. Secretary of State

APOSTILLE
(Convention de L.a Haye du 5 octobre 1961)

1. COUNTRY: UNITED STATES OF AMERICA

2. This Public Document
has been signed by MARY YANG

3. acting in the capacity of NOTARY PUBLIC
COMMISSION EXPIRES 16/4/2021
4. bears the seal/stamp of _COUNTY OF MECKLENBURG, NORTH CAROLINA

CERTIFIED
5. at Raleigh, North Carolina

6. the_ ISTH DAY OF NOVEMBER, 2020 .

7. by Secretary of State or Deputy Secretary of State, State of North Carolina

8 No. 15783

9. Seal/Stamp ‘ - 10. Signature

n to verify onime

by: William W. Toole

Deputy Secretary of State

/mJW

Certification# 3275599133
Verify the issuance of this Apostille at hitps:/www.sosne.gevienline_ sewlws/searchwgéﬁfgfmte
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I Greg Miller , do hereby swear or affirm that the attached is a true copy of
(Document Owner)

. Certificate to Foreign Government for PRODIGY® Products

(Description of Document)
Z l
rincipal s Signature

and that this copy contains no alterations from the original.

_ IMECKLEN Buke (- County, North Carolina

L MY YAN Ji— . a Notary Public for MECAALEA S 2 — County,

North Carolina, do hereby certify that EREI- NWNLER personally appeared
{Name of Principal)

before me this day and acknowledged the due execution of the foregoing instrument.

Witness my hand and official seal, thisthe 777 dayof  AQEM&ER .20 20

Official Signature of Notary: ( M/\K'\

Oz
Z = - Norary Pu@/

%, ‘5?13""‘“"”'*5;“’%;-‘“& Notary's Printed Name: lﬂm z [%) -
E’”'f}fﬂbﬁ*"“‘ My Commission Expires: _M_O%__@L
(281}

(Official Seal)
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Certificate No. 5887-2-2020

CERTIFICATE TO FOREIGN GOVERNMENT

I order to allow the importation of United States products into. foreign countries , the U.8, Food and Drug
Administration (FDA) certifies the following information concernifig the product(s) to be exported listed below:

Name of Product(s) Name of Manufacturer/Distributor, Address
See Attached List Séé Attached List
{Fwo Pages) {One Page)

The product(s) described above (and the manufacturing/distribution site(s) which producesldlstnbutes it) is subject
to the jurisdiction of thet FDIA under the Feéderal Food, Drug, and Cosmetic Act.-

It is certified that the above product(sy may be marketed in, and legally exported from, the United States of
America at this time. The manufactunng p ant(s) in which the product(s) is produced is subject to penodac
inspections.

Sincerely,

CDR Cesar A. Perez, PhD, Director

DRPZ: Division of Estabhshment Support
Office of. Regulatory Programs

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

This certificate is valid from Eebruary 20, 2020 to February 19, 2022.




Certificate to Foreign Government - Name of Manufacturer/Distributor Attachment Page 1 of 1

Name of Manufacturer
“Legal Manufacturer
QK BIOTECH CO., LTD.
NO. 91, SEG. 2
Gongdao 5th Rd.
HSINCHU CITY, Hsinchu - District TAIWAN 30070

Contract Manufacturer
BIGNOSTICS, INC:

7 JACKSON:RD.
Devens, MA USA 01434

Legal ManufacturerfManufacturer

TIANJIN HUAHONG TECHNOLOGY CQ LTD

ATH, Plant B, No 278, Hangkong Road, Tianjin Pilot Free Trade
Zone (Air Port Industrial Park)

Tianjin, Tianjin CHINA 300308

- Contract Manufaciurer
SHANDONG LIANFA MEDICAL PLASTIC PRODUCTS GO.
LTE.
1 Sanjian Road, Shuangshan,
Zhangai :
JINAN, Shandong CHINA 250200

Namie of Distributor
Distributor
PRODIGY DIABETES CARE, LLC
7224 Statesville Road, Suite A
Charlotta, NG USA 28269

—END OF MANUFACTURER/DISTRIBUTOR LISTw--
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Certificate to Forelgn Goverihment - Name of Prod uct{s) Attachment Page 1 of 2
Name of Manifacturer
Legal Manufacturer
OK BICTECH GO, LTD.
ND. 91, SEC. 2
Gongdas 5th Rd.
HSINCHL CITY, Hsinchu - Distdct TAIWAN 30070

Contract Manufacturer
BIONOSTICS, ING.

7 JACKSON R,

Devens, MA USA 01434

Legal Manufacturer/Manufacturer

TIANJIN HUAHONG TECHNOLGGY CO LTD

A1, Plant B, No 278, Hangkong Road, Tianjin Pitot Free Trade Zone {Air Port Industrial Park)
Tian]in, Tianjin CHINA 300308

Contract Manuiacturer

SHANDONG LIANFA MEDICAL PLASTIC PRODUCTS CO. LTD.
1 Sanjfian Road, Shuangshan,

Zhanggiu

JINAN, Shandong CHINA 260200

Name of Distributor
Distributor

PRODIGY DIABETES CARE, LLC
7224 Statesville Road, Suite A
Chariotte, NG USA 28269

Name of Product(s)

Pradigy AutoCods Blood Glucose Manitoring System
Prodigy Pocket Blood Ghucose Monitoring System
Prodigy Veice Biood Glusose Monitoring System
Prodigy Twist Top Lancets {10 of)

Prodigy No Coding Biood Glucose Test Sirips (10 o)
Prodigy Adjustable Depth Lancing Device

Prodigy Contral Schution Low

Name of Manufacturer

Legal Manufacturer

OK BIOTECH CQ., LTD,

NO. 84, SEC. 2

Gongdao 5th Rd.

HSINCHU CITY, Hsinchu - District TAWAN 30070

Name of Distributor
Distributor

PRODIGY DIABETES CARE, [LG
7224 Statasville Road, Suite A
Charlotte, NG USA 23269

Name of Product(s)

Prodigy AuteCode Bload Glucose Monitoring Systaim
Prodigy Packet Blood Glucose Manitoring System
Prodigy Vaice Blood Glucose Monitoring System
Prodigy No Coeding Blaod Glucase Test Strips (50 of)

Nmé of Manufacturer
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Certificate to Forelgn Government - Name of Product(s) Attachment Page 2 of 2
Legal Manufactyrer/Manufacturer

TIANJIN HUAHONG TECHNOLOGY CO LTD

AD1; Fiant B, No 276, Hangkong Road, Tlar]in Piot Free Trade Zone {Air Port Industrial Paric)

Tianjin, Tianfln CHINA 300308

Naitie of Distributor
Distributor

PRODIGY DIABETES CARE, LLC
7224 Statesville Road, Suite A
Charlotte, NC USA 26269

Name of Productis)
Prodigy Twist Top Lancets {100 ¢}
Pradigy Adjustable Depth Lanicing Device

Name of Manufacturer

Contract Manufacturer

BIONDSTICS, INC., -
7 JACKSON RD.

Davens, MA USA 01434

Naswme of Distributor
Distribiutor.

PRODIGY DIABETES CGARE, LLC
7224 Statesvills Rosd, Suite A
Gharlotte, NC USA 28269

Name of Product{s)

Prodigy Control Sclution Lo

Pradigy Control Solution High

END OF PRODUCT LIST.




