ADMINISTRATION

-(C 27 U.S. FOOD & DRUG
October 5, 2023

DeepTek Medical Imaging Pvt Ltd

% Carrillo Rory

Quality & Regulatory Consultant

3rd Floor, Ideas to Impact, Pallod Farms 3
Behind Vijay Sales, Baner

Pune, Maharashtra 411405

INDIA

Re: K231001
Trade/Device Name: DeepTek CXR Analyzer v1.0
Regulation Number: 21 CFR 892.2070
Regulation Name: Medical Image Analyzer
Regulatory Class: Class Il
Product Code: MYN
Dated: September 8, 2023
Received: September 8, 2023

Dear Carrillo Rory:

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 accordance with the
provisions of the Federal Food, Drug, and Cosmetic Act (the 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
available 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 Il (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.

Additional information about changes that may require a new premarket notification are provided in the FDA
guidance documents entitled "Deciding When to Submit a 510(k) for a Change to an Existing Device"
(https://www.fda.gov/media/99812/download) and "Deciding When to Submit a 510(k) for a Software
Change to an Existing Device" (https://www.fda.gov/media/99785/download).

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov
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Your device is also subject to, among other requirements, the Quality System (QS) regulation (21 CFR Part
820), which includes, but is not limited to, 21 CFR 820.30, Design controls; 21 CFR 820.90, Nonconforming
product; and 21 CFR 820.100, Corrective and preventive action. Please note that regardless of whether a
change requires premarket review, the QS regulation requires device manufacturers to review and approve
changes to device design and production (21 CFR 820.30 and 21 CFR 820.70) and document changes and
approvals in the device master record (21 CFR 820.181).

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA
has made a determination that your device complies with other requirements of the Act or any Federal
statutes and regulations administered by other Federal agencies. You must comply with all the Act's
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR Part 803) for
devices or postmarketing safety reporting (21 CFR Part 4, Subpart B) for combination products (see
https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-
combination-products); good manufacturing practice requirements as set forth in the quality systems (QS)
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR Part 4, Subpart
A) for combination products; and, if applicable, the electronic product radiation control provisions (Sections
531-542 of the Act); 21 CFR Parts 1000-1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-
mdr-how-report-medical-device-problems.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-
devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn
(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the
Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See
the DICE website (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE
by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100).

Sincerely,

La Jiang
Lu Jiang, Ph.D.
Assistant Director
Diagnostic X-Ray Systems Team
DHTB8B: Division of Radiological Imaging Devices
and Electronic Products
OHTS8: Office of Radiological Health
Office of Product Evaluation and Quality
Center for Devices and Radiological Health
Enclosure
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No. Drug/Mfg/MD/2.85/2023-24/Zone- 9__ Date- 18 /09/2023

To,

M/s Deeptek Medical Imaging Private Limited,

3rd Floor, Ideas to Impact, Pallod Farms 3, Behind Vijay Sales,
Baner, Pune, Maharashtra (India) — 411045

Subject - Drugs & Cosmetics Act 1940 & Rules Threreunder.
Licence to Manufacture for sale or for distribution of Class A or Class B
Medical Devices in form MD-5, under Medical Device Rule, 2017 regarding.

Ref-  Your online application file No. MFG/MD/2023/84943, dt - 14/02/2023

Sir,
With reference to your application under Ref above, you are hereby granted

fresh licence in form MD-5 No. MFG/MD/2023/000849 dt- 18/09/2023 to Manufacturing of
Medical Devices of Class B as per the list of Products duly approved and endorsed by SLA.

Yours

1%

Encl - As above
(S. V. Pratapwar)

Joint Commissioner (Drugs)(Pune Div.)
& Licensing Authority
Food & Drugs Administration, M.S. Pune




FORM MD-5

[See sub-rule (4) of rule 20 and sub-rule (6) of rule 20]

Licence to Manufacture for Sale or for Distribution of Class A or Class B medical device

Licence Number: MFG/MD/2023/000849

1. M/s DeepTek Medical Imaging Private Limited, 3rd Floor, Ideas To Impact, Pallod Farms-3, Baner, Pune,
Maharashtra, India 411045Pune, Pune, Maharashtra (India) - 411045 Telephone No.: 9804019133 FAX: 9804019133
has been licenced to manufacture for sale or for distribution the below listed medical device(s) at the premises situated
at M/s Deeptek Medical Imaging Private Limited, 3rd Floor, Ideas to Impact, Pallod Farms 3, Behind Vijay Sales,
Baner, Pune, Maharashtra (India) - 411045 Telephone No.: 9804019133 FAX: 9804019133

2. Details of medical device(s) [Annexed]

3. This licence is subject to the provisions of the Medical Devices Rules, 2017 and conditions prescribed therein.

ANNEXURE

S.No. Details Of Device(s)

| Generic Name:Automated Radiological Image processing Software
Model No.:NIL

Intended Use:Augmento is a web-based PACS and radiology workflow management solution.

It receives digital images and data from various DICOM compliant sources (i.e. CT scanners,
MR scanners, ultrasound systems, RF Units, PET Units, computed & digital radiographic
devices, secondary capture devices, imaging gateways and other imaging sources). Images and
data can be stored, communicated, processed and displayed within the system and/or across
computer networks at distributed locations. Only preprocessed DICOM "for presentation”
images can be interpreted for primary image diagnosis in mammeography. Lossy compressed
images and digitized film screens of mammographic images must not be reviewed for primary
image interpretations. Mammographic images may only be interpreted using a monitor that
meets technical specifications identified by the FDA. This system is meant to be used by

trained and qualified medical professionals, e.g physicians, radiologists, nurses, and medical
technicians.

Class of medical device:Class B
Material of construction:NA
Dimension(if any):NA P
Shelflife:NA [/
Sterile or Non sterile:Non-Sterilized 'il_g
Brand Name(if registered under the Trade Marks Act, 1999):Augmento 1

‘o \
A
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\ "\.
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5 Generic Name:Chest X-ray Computer Aided Detection

Model No.:NIL
Intended Use:GENKI Edge is a computer assisted detection software device intended for
public health management. It examines chest X-rays of individuals of age 14 years & above for
the following chest findings: Opacity, Tuberculosis, Cardiomegaly, Nodules, Pneumonia, Pleural
effusion, Pleural Thickening, Pneumothorax, Fibrosis, Atelectasis, Mass, Foreign Bodies, and
Fractures. GENKI Edge identifies, categorizes and highlights “suspicious” regions of interest
(ROIs) using the deployed Al models. The X-Rays should be frontal projections. If none of the
pathologies are detected, then the X- Ray will be categorized as one without any suspicious
ROIs detected. GENKI Edge device should not be used in-lieu of full patient evaluation or solely
relied upon to make or confirm a diagnosis. GENKI Edge is intended to be used by a Radiology
technologist or appropriate healthcare provider deemed qualified for the role. It is intended to
assist health care workers and not intended to replace the review of the X-Ray by qualified
experts.
Class of medical device:Class B
Material of construction:NA
Dimension(if any):NA
Shelflife:NA
Sterile or Non sterile:Non-Sterilized
Brand Name(if registered under the Trade Marks Act, 1899).GENKI Edge

Place: ‘vmﬁ. X\\K

Date18-Sep-23 State Licensing Authority
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1‘1]3‘1] LAFINYNI1IASLDYAUINYILAIDINDLLINNEG  Importation License

TuSuaesenisaztsund 66-2-2-2-0005907  importation license no : 66-2-2-2-0005907

Y v Y '

TUSULA9IIENTTALLBEARUULIVILIMA  This importation license s for

a 6

USEN ULa% 18anikas 3119 BIC Healthcare Co., Ltd

Hannzideuanuusznounisiinasesiounng  Tuaaneideun au. 389/2554 Registation importer no. 389/2554

ka1 dun kI8N 15az8unt U AT I DUNNERINNINT o kINTEIITULARLAI 0T auNNE
For hereby declare that (company above) is a importer according
toArticle 19 of the Medical Device Act B.E. 2551 (2008) and the
amendedMedical Device Act B.E. 2562 (2019), 2nd edition.

WA, bE&&e kAN bR F195ULAS 9Ll akNNe

GENKI Edge

SUALLDYANLATDINDLNNY ANULDNATTHUUNIEY See attached

Product Description

YOLATTIAIUDIADUTINAALAT DL B LINNY ANULDNATTHUUNIEY See attached

Name and address of Manufacturing site

U @MUY AT BUNNETD Place of Importer USHN U19% LeankAs 9910 BIC Healthcare Co., Ltd.
éﬁaqmwﬁ Address Street 99

n30N/%0¢Y 508 Rubia AU YN B2 ¢ umvicaz  TUT -
AU/ Wzluug Prakanong 9LND/LUR ARDIAY  j5notoey

Jwin  NRWINLTIIUAS Bangkglyial‘dwma Po,st.cég.e}}.? ........ Insfwn 02146 5411 ygang 0 2712 2242

%auammmaum%mamm% Product Owner
DeepTek Medical Imaging Private Limited, 12-13, Acropolis Apartment, ITI Road, Near Anand Park, Aundh, Pune -411

007, Maharashtra, India

TuSunassenisazdenaduillulnaudaTui 31 Sunay w.A. 2570 wazllaianie

o %% o v - 'y This license is allowed to use until 31 December 2027
amummaqulﬂmuLmimmsamaammuu

0N 0 TUN 21 Wou LB .7 2566

o A , Joodand Drug Administration
(GRERLRR)) A1UNIUAENTIUNITOINISHLAZ YN

(F9A9) N3ENTIAISITUGY HM;;‘;::V of Public

KON

Licenser




LOASITILUUNIY  APPendix

TuSunassiensazidensi  66-2-2-2:0005907 (import license No.)

31888L9UALAIDILUBLNNEY  Product Description
GENKI Edge is a computer assisted detection software device intended for public health management. It examines chest

X-rays of individuals of age 14 years & above for various pathologies by identifying, categorizing and highlighting
suspicious regions of interest using the deployed Al models. The software enables qualified health workers to identify
studies in a public-screening setting that are indicative of certain chest pathologies by drawing outlines and heatmaps to

assist the healthcare workers in planning further courses of management. By using GENKI, health care workers can ensure
a standard care pathway for the patients.

fli’]EJaSL%U@i’]ﬂﬂ’]ﬂﬂ%@ﬂﬁauwms M%E)@Uﬂim[,ﬁ%m @Q]J\‘]ﬁ The list of medical devices or accessories are as follows:
Manufacturing site Others

No. License Per Invoice code Product Name'
51875 NEWCODE Hondnsumn identifier U3EMEN Buq
DEEPTEK MEDICAL IMAGING PRIVATE LIMITED (INDIA) 12-13,
1 66819986000001 GENKI Edge Version 2.0 Acropolis Apartment, [Tl Road, Near Anand Park, Aundh, Pune - Al Software
411 007 Maharashtra IND
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MINISTRY OF HEALTH

PHARMACY AND POISONS BOARD
(Section 3B(2)(e) of the Pharmacy and Poisons Act, Cap 244 Laws of Kenya)

MEDICAL DEVICE REGISTRATION CERTIFICATE

This Registration Certificate is issued to

Diagnosol Africa Limited

for distribution and sale of

Al POWERED PACS

4 N

Registration Number: MD/2021/2904

Certificate Valid Until: 21st July 2026

Registration Date: 22nd July 2021
Device Category: Class B
GMDN:

GMDN Term:

Intended Purpose:

Intended to used to analyze X-ray Images using artificial intelligence




MAH Details:

DEEPTEK MEDICAL IMAGING PRIVATE LIMITED 411007 0000 MAHARASHTRA
Manufacturing Sites :

DEEPTEK MEDICAL IMAGING PRIVATE LIMITED,

Device Accessories:

Device Group:

Device Sub-group/Sub-sets:

AUGMENTO and GENKI

Conditions
The above Medical Device has been entered on the Record subject to the following conditions:

The granted approvals herein are in accordance to the Laws of Kenya, Health Amendment Law 2019 and
the applicant is required to adhere to the stipulated conditions.

Each applicant/MAH/Product Owner shall retain records of the distribution of all of the applicant's
medical devices included in the records for Medical Devices. In the case of records relating to a
Class Active Implantable Medical Device (AIMD) medical device, Class C medical device, or Class B
medical device that is an implantable medical device, the distribution records shall be retained for a
minimum period of 10 years. In the case of records relating to any other device, the distribution records
shall be retained for a minimum period of 5 years.

The applicant of a medical device shall keep an up to date log of information of all the medical
devices registered.

It is a condition of inclusion in the PPB that the applicant of a medical device that is an AIMD, Class for
implantable Class B provides three consecutive annual reports to the Medical Devices Department ,
Directorate of Product Evaluation following registration of the Medical Device. Reports should be for the
period 1 July to 30 June. The first report following the date of inclusion in the PPB records must be for a
period of at least six months but no longer than 18 months. The annual report must include all
complaints and adverse events received by the manufacturer relating to problems with the use of the
device that have been received by them over the year.

A applicant shall ensure that a medical device within their control is stored and transported in
accordance with the instructions and information provided by the manufacturer.

Products Covered by This Entry

Product Specific Conditions

Pharmacy and Poisons Board

Head Office, Lenana Road

Po Box 27663-00506

Nairobi, Kenya

Serial NO: 41d7c0021fc06¢c2babb8d3bfcOlbadae

Registration Date:
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ZERTIFIKAT o CERTIFICATE o

** *** Benannt durch/Designated by

Zentralstelle der Lander

i !Lé ** fiir Gesundheitsschutz

bei Arzneimitteln und
* Medizinprodukten

* * #* BS-MDR-099

www.zlg.de

Product Service

EU Quality Management System Certificate

Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapter |
Certificate No. G15 120733 0002 Rev. 00

Manufacturer: DeepTek Medical Imaging Private Limited
3rd Floor, Ideas to Impact Building
Pallod Farms 3
Behind Vijay Sales, Baner
Pune, Maharashtra 411045
INDIA

SRN Manufacturer - IN-MF-000040297

Authorized Specculo Limited
. 10/1, Sir M.A. Refalo Ave, BZN 1600 Balzan, MALTA
Representative:

The quality management system has been evaluated in accordance with Regulation (EU) 2017/745,
Annex IX Chapter | with a positive result.

Details on devices covered by the quality management system are described on the following
page(s). The report referenced below summarises the results of the assessment and includes
reference to relevant CS, harmonised standards and test reports.

The certified quality management system is subject to periodical surveillance.

If class | devices in sterile conditions, with measuring function, or reusable surgical instruments are
covered by this certificate, the audit was limited to the respective aspects relating to

- establishing, securing, and maintaining sterile conditions,

- conformity of the devices with the metrological requirements,

- reuse of the device, in particular cleaning, disinfection, sterilization, maintenance and functional
testing and the related instructions for use.

If class lla or class Ilb devices are covered by this certificate, the quality management system
assessment was accompanied by the assessment of technical documentation for devices selected on
a representative basis. The periodical surveillance includes further assessment of the technical
documentation on the basis of representative samples.

If class 11l or class llb implantable devices are covered by this certificate, an EU Technical
Documentation Assessment Certificate in accordance with Annex IX Chapter Il is required before
placing them on the market.

All applicable requirements of the Testing, Certification, Validation and Verification Regulations TOV
SUD Group have to be complied with.
For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:G15 120733 0002 Rev. 00

Report No.: TPS3112
Valid from: 2025-03-26
Valid until: 2030-03-25
8'@’&/
Christoph Dicks
Issue date: 2025-03-26 Head of Certification/Notified Body
Page 1 of 2

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

.. . P )
TUV SUD Product Service GmbH - Certification Body * Ridlerstrate 65 + 80339 Munich » Germany TUV
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ZERTIFIKAT o CERTIFICATE o

* * ** * Benannt durch/Designated by

Zentralstelle der Lander

i !Lé ** fiir Gesundheitsschutz

bei Arzneimitteln und
* Medizinprodukten

*oke * #* BS-MDR-099

www.zlg.de

&

Product Service

EU Quality Management System Certificate

Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapter |
Certificate No. G15 120733 0002 Rev. 00

Classification:
Device Group:

Intended Purpose:

The validity of this certificate
depends on conditions and/or
is limited to the following:

Rev. Dated Report
00 2025-03-26 TPS3112

Page 2 of 2

Class llb

211069092 - VARIOUS DIGITAL BIOIMAGING MANAGEMENT
INSTRUMENTS - MEDICAL DEVICE SOFTWARE

The Medical Device software is a computer-assisted detection
(CADe) software device designed to assist physicians in detecting
suspicious regions of interest (ROIs) from frontal (AP or PA) chest
radiographs using machine learning techniques. For patients aged
12 and above, it detects 13 target findings, including Opacity,
Tuberculosis, Pneumonia, Pulmonary Nodules, Atelectasis,
Fibrosis, Lung Mass, Cardiomegaly, Pleural Effusion, Pleural
Thickening, Pneumothorax, Rib and Clavicular Fractures and
Hardware. In addition, it specifically identifies 9 distinct types of
Hardware including Chest Leads, Pacemaker, Spinal Implant,
Sternal Sutures, Surgical Clips, Central Venous Lines,
Endotracheal Tube, Nasogastric Tube and Tracheostomy Tube.

In patients aged 4-11 years, the device detects findings indicative
of Tuberculosis and Pneumonia from frontal chest radiographs.

The Medical Device software is intended for use as a concurrent
reading aid for physicians.

Description
Initial issuance

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany



