Dai st quan nuéc CHXHCN Viét Nam 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 Marco Rubio ky

has been signed by

3. véi chirc danh: B¢ truwdémg Ngoai giao
acting in the capacity of Secretary of State

4. va con diu ctia B¢ Ngoai giao

bears the seal/stamp of Department of State

dwgc chitng nhan/hgp phap héa lanh sw
Certified

5. tai Washington D.C., Hoa Ky 6. Ngay 05709/2025
at Washington D.C. On the (dd/mm/yyyy)

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

8.S6/No. 046-09/2025-HPH

TL. Dai sit/For the Ambassador
Tham tan/Counsellor

9. Ghi chii: (i) Tem ndy khéng chimg nhdn vé néi dung va hinh thirc cia gidy 16, tai
liéu/ This certificate does not certify the content or the form of the document for which
it was issued; (ii) Tem chi cé gid tri st dung tai Viét Nam/ This certificate is vadid for
use in Viet Nam only.
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BAN DICH

Hop chung qui")c
Hoa Ky

BO NGOAI GIAO

Hin hanh kinh giri nhitng ngudi c6 lién quan:

T6i xin ching nhén ring vin ban dinh kem theo day duge dong con du cla
Bo Y té va Dich vu Nhan sinh, Hop ching qudc Hoa Ky va rang con ddu doé cb
hiéu luc va dugc tin tuong hoan toan.

*By Ngogi giao khong chiu trach nhi¢gm vé cdc nji dung trong vdn béin dinh kém.
Chirng nhdn nay khong co gid tri néu bj thdo roi hay sira dbi theo bdt kp cdch nao

e DPé chimg thuc, t6i, Marco Rubio, B truéng Ngoai giao,
da cho phép dong ddu ctia Bo Ngoai giao va tén cuia
e minh dugc ky bdi Phé Hop phép hod vién cuia B9 trén,
tai Thanh phd Washington, District of Columbia ngay
09 thang Tu, nam 2025.

(da ky va dong ddu)

Marco Rubio
B6 truéng Bo Ngoai giao
Phé Hop phap hoa vién,
Bd Ngoai giao

Chieng thuc ba Khudt Duy Lé Minh, Tham TG0, Khudt Duy Lé Minh, Tham tén, Dai st
tdn, Dai sit qudan nudc CHXHCN Viét qudn nudc CHXHCN Viét Nam tai Hop
Nam tai Hop ching quéc Hoa Ky, da ky ching quéc Hoa K, cam doan da dich chinh

trudc mdt 1oi. xdc vdn ban nay tu tiéng Anh sang tiéng Viét.
Ngay 05 thang 09 ndm 2025 Ngay 05 thdng 09 ndm 2025
TL. Dai s Nguwoi dich

Tham tan _
# '\

~Khuit Duy Lé Minh
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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, Marco Rubio, 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 ninth day of April, 2025.
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Issued pursuant to CHXIV, State of <~ ~ 3 \
Sept. 15, 1789, I Stat. 68-69; 22 N }i | —Secretary of State

N - B I 1 '3 J | /"‘ 2y L (T |

USC 2657: 22USC 2651a; 5 USC By {w >4 m
301. 28 USC 1733 et seq.: 8 USC \ T U
1443(f); RULE 44 Federal Rules of ‘ Assistant Authentication Officer,
Civil Procedure.

Department of State
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B U.S. FOOD & DRUG
| ‘-’gc ADMINISTRATION

CENTER FOR DEVICES AND RADIOLOGICAL HEALTH

Certificate No. 684-10-2024-1

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 Name of Manufacturer

FlexMedics
(One Page) 40 Linville Way

Franklin, IN USA 46131

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 itros

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 October 21, 2024 to October 20, 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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U.S. Food & Drug Administration
U.S. FOOD & DRUG

_J‘ ADMINISTRATION MD 20993
/’-"/.»rlh SENTER FOF C A
ACED |

CES AND RADIOLOGICAL HEALTH

Certificate No. 684-10-2024-1
Certificate to Foreign Government - Name of Product(s) Attachment Page 1 of 1

Name of Manufacturer
FlexMedics

40 Linville Way

Franklin, IN

USA 46131

Name of Product(s)
ORTHODONTIC SPRINGS
11100075304 Niti .007 Closed Coil Springs 030id 21" Spool
11100085304 Niti .008 Closed Coil Springs 030id 21" Spool
11100095304 Niti .009 Closed Coil Springs 030id 21" Spool
11100105255 NiTi 010 Closed Eyelet Spring 030id 9mm
11100105265 NiTi 010 Closed Eyelet Spring 030id 12mm

8 11100105414 NiTi 010 Open Coil Spring 030id 21" Spool
11100105416 NiTi 010 Open Coil Spring 030id (3) 7"

9 11100105536 NiTi 010 Stop Wound Spring 036id (3)7"
11100105546 NiTi 010 Stop Wound Springs 045id (3)7"

10 11100125414 Niti 012 Open Coil Spring 030id 21" Spool
11100125416 Niti 012 Open Coil Spring 030id (3) 7"
11100125424 Niti 012 Open Coil Spring 036id 21" Spool
11100125426 Niti 012 Open Coil Spring 036id (3) 7"
ORTHODONTIC LIGATURE WIRES

——12100094926 Pre-formed Ligature Wires Long .009 (,23mm)

12 12100104906 Pre-formed Pre-cut Ligature Wires .010 (,25mm)
12100104926 Pre-formed Ligature Wires Long .010 (,25mm)
12100124926 Pre-formed Ligature Wires Long .012 (,30mm)
12100144925 Pre-formed Ligature Wires Long .014 (,35mm)

13 12200094500 SS Reg 009 Ligature Wire 1lb
12200104500 SS Reg 010 Ligature Wire 1lb
ORTHODONTIC HOOKS

14 12200125014 Kobayashi Hooks Short .012 (,30mm)
12200125024 Kobayashi Hooks Long .012 (,30mm)
12200145014 Kobayashi Hooks Short .014 (,35mm)
12200145024 Kobayashi Hooks Long .014 (,35mm)

END OF PRODUCT LIST
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