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(1) PMA Xt ~f:

Y. U.S. FOOD & DRUG
w‘é ADMINISTRATION

November 14, 2022

ABC.Inc.
XXX Ph.D
0000-0000 12345 XXXX

Re: P123456

Trade/Device Name: ABC

Product Code: A12345

Filed: April 25,2022

Amended: June 29, 2022, September 8, 2022; September 20, 2022, September 26, 2022

Dear Dr. Michael:

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration (FDA) has
completed its review of your premarket approval application (PMA) for the ABC. The device indication is as
follows:

ABC isa XXX

We are pleased to inform you that the PMA is approved. You may begin commercial distribution of the
device in accordance with the conditions of approval described below. Although this letter refers to your
product as a device, please be aware that some approved products may instead be combination products. The
Premarket Approval Database located at

https://www.accessdata. fda. gov/scripts/cdrh/cfdocs/cfPMA/pma.cfm i1dentifies combination product
submissions.

The sale and distribution of this device are restricted to prescription use in accordance with 21 CFR 801.109
and under section 515(d)(1)(B)(ii) of the Federal Food, Drug, and Cosmetic Act (the act). FDA has
determined that these restrictions on sale and distribution are necessary to provide reasonable assurance
ofthe safety and effectiveness of the device. Your device is therefore a restricted device subject to the
requirements in sections 502(q) and (r) of the act, in addition to the many other FDA requirements
governing the manufacture, distribution, and marketing of devices.

Expiration dating for this device has been established and approved at 24 months. This is to advise you that
the protocol you used to establish this expiration dating is considered an approved protocol for the purpose
of extending the expiration dating as provided by 21 CFR 814.39%(a)(7).

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

www. fda.gov
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(2) 510 (K) X1

Yy U.S. FOOD & DRUG
&Y‘é ADMINISTRATION

August 14, 2020

ABC Inc.
XXX Ph.D.
0000-0000 12345 XXXX

Re: P123456

Trade/Device Name: ABC
Regulation Number:00 CFR 000.0000
Regulation Name:BCD

Regulatory Class:Class Il

Product Code: A12345

Dated:April 25, 2022

Received: April 17, 2020

Dear Dr. Michael:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced
above and have determined the device is substantially equivalent (for the indications for use stated in the
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordanc
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a
premarket approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that
some cleared products may instead be combination products. The 510(k) Premarket Notification Database
located at https://www accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination
product submissions. The general controls provisions of the Act include requirements for annual registration,
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability warranties. We
remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class Il (Special Controls) or class III (PMA), it may be
subject to additional controls. Existing major regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements
concerning your device in the Federal Register.

U.5. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

www. fda. gov
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(3) CFG(ZSNEIBUFIEH ) R

-/C "_L)A U- S- FO 0 D & D RU G US. Food & Drug Administration

ADMINISTRATION 10903 New Hampshire Avenue
Silver Spring, MD 20993
} DEVICES AND RADIOLOGICAL HEALTH www.fda. gov

Certificate No. 0000-1-1234
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 ofProd uct(s) Name of Manufacturer/Distributor, Address
See Attached List See Attached List
(One Page) (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 listed 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.

Sincerely,

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 July 22, 2021 to July 21, 2023.
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(1) 761 = B

Declaration of Conformity

The declaration of conformity is issued under the sole responsibility of the manufacturer

- Product
Issuer
Name:
Business Name: Model:
/}dd“’SSi Serial number:
Country:

Description:

Product photo:

We declare that the product described above, to which this declaration of conformity

refers to, 1s in conformity with the essential requirements of the following legislation:
- 2014/30/EU Electromagnetic Compatibility Directive (EMC) (example)
through the technical standards/specifications specified below:

= EN 61000-3-2:2014 « Electromagnetic compatibility (EMC) — Part 3-2: Limits
—-Limits for harmonic current emissions (equipment input current <= 16 A per

phase) (example)

Signed for and on behalf of

Date and place of issue Name and title

Signature
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(2) EC 2 W i & R EIE 45 X~

EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter | and Il

MDR 12345 R000

Manufacturer: ABC

Address:
0000-1234-00000

Single Registration Number: 123

EU Authorised Representative:ABC OFFICE

Address:
0000-1234-0000

Scope: see atached Device Schedule

On the basis of our examination of the quality system in accordance with 2eznlatinn (EU} 2017/745) Annex IX Chapter [ and 111, the
quality system meets the requirements of the Regulation. For the placing on the market of Class I1I and Class [Ib implantable devices
an Annex [X Chapter I1 certificate 1s required.

For and on behalf of BSI, a Notified Body for the above Regulation (Notified Body Number 2797) .

Graeme Tunbridge, Senior Vice President Medical Devices

First Issue Date: 2021-05-24 Starting Validity Date: 2022-11-30
Current Issue Date: 2022-11-30 Expiry Date: 2026-05-23

...making excellence a habitm™

Page I of 3
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(3) &4 1S013485 By it & 1K R IE 4 XL~

CERTIFICATE

No. QS6 003180 0005 Rev. 00

Certificate Holder: ; XX, Inc,
0000—-1234-0000

Certification Mark:

Scope of Certificate: Dfesign, Development, Manufacturing and Distribution
XXX

0

Standard(s): 1SO 13485:2016

Regulatory Authority(ies):  Australia TGA, Brazil ANVISA, Health Canada, USA FDA.
See attached for listing of specific requlatory requirements.

The Certification Body of TUV SUD America Inc. cerfifies that the quality managemen! system of the

manufacturer istec above has beer auditec against the stated criteria and found to conform to those

criteria for the scope of certification listed. Validity of this certificate can be obtained by visiting the

website www.tuvsud.com/ps-cert

TUV SUD America Inc. is an MDSAP Recognizec Auditing Organization.

DUNS No:

Effective Date: 2021-01-07

Expiry Date: 2024-01-06

Page 10f 3
Date of Issue: 2021-01-14

TOV SUD America Inc. + 10 Centennial Drive Ste 207 « Peabody, MA 01960 USA
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(4) EC & it 46 31k B Xt~ 1

EU Design-Examination Certificate

Supplementary Information to CE 717465

Issued To: ABC
0000-1234-0000

Single Registration Number: 123

EU Authorised Representative:ABC OFFICE
Address:
0000-1234-0000

Catalogue
Number

Device Name Model,Type Intentded Classification
purpose per IFU

First Issued: 2020-05-12 Expiry Date: 2021-03-31 Expiry Date: 2024-05-26
...making excellence a habitm™

Page | of 3
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