UNITED ARAB EMIRATES
MINISTRY OF HEALTH & PREVENTION
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DRUG DEPARTMENT
Application No: DRCLAS-2019-002545

Issue Date: 13/11/2019

Expiry Date: 12/11/2022

M/S.: Lifetastic FZ LLC,Dubai,United Arab Emirates
Dear Sirs,

This is to inform you that the Classification Committee M.No.: 43/2019 Dated 11/11/2019 has classified your products as mentioned
below:

MANUFACTURER NAME &

PRODUCT NAME & FORM COUNTRY C‘LASSI FIED AS
CVI142,SOFTWARE CIRCLE CARDIOVASCULAR CLEARANCE FROM UAE MINISTRY OF HEALTH &
IMAGING INC,CANADA PREVENTION AS MEDICAL DEVICE, RESTRICTED TO USE

BY PROFESSIONALS, IMPORT/EXPORT ONLY BY MOHAP
LICENSED MERIGAL STORE, READ THE BELOW
INSTRUCTIONS

e Thisletter is used only to classify a Pharmaceutical Product in order to guide the applicant to which criteria of registration should be
followed to register thisproduct in UAE Ministry of Health & Prevention (M OHAP).

*  For products granted the status of " Clearance from UAE MOHAP as Medical Device , restricted to use by professionals’ ,then the

applicant have to approach the Importation section/Drug Department at the UAEsM OHAP (Onling)for clearance of the products as per
applicable procedures after submitting a copy of thisletter along with copies of quality related documentse.g.:I SO,CE etc.,
Such products will only be cleared for Medical Stores licensed by the JAE,MOHAP, such products can only be supplied to MOHAP/
HAAD/DHA licensed healthcare facilities within the UAE, supply of such products to patients within the UAE is not allowed and is
considered as violation of the UAE laws and will result in cancellation, of any permits granted for the products along with other legal
procedures. In case of any adver se effects or malfunction or pharmacavigilance reportsresulting from the cleared Medical Devicesthen the
Agent/Applicant isresponsible to notify MOHAP immediately, failing to do so will hold the Agent/Applicant liable.

*  For products granted the status of " Clearance from UAE'MOHAP as over the Counter Medical Devices' then all mentioned above applies
with the exception that it is allowed to be placed in phanmaeiesfor OTC use.

* Thisisnot aregistration certificate and doesn't imiply thetM OHAP approval to market the product in the UAE.

*  MOHAP did not analyze the product and doesn'tigufantee the quality, efficacy & safety of the product.

* This letter was given for the purpose of préliminarysClassification upon data submitted by the applicant, the applicant alone bears the
responsibility of thetruth of his submitted data, MOHAP doesn't bear any responsibility.

* Incaseof non-medicinal (Registration.not applicablein MOHAP) products other concerned gover nment bodies have to make surethat the
productsis safe and fit for consumption aceerding to the law and approved procedures, MOHAP doesn't bear any responsibility regarding
the above mentioned products.

* Incaseof non-medicinal (Registration not applicablein MOHAP) products, no medical claims are allowed on the products.
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This certificate is generated by MOHAP Drug Department, it is official
government document and does not require signature, it is strictly prohibited
to imitate or amend to this certificate. Any attempt to change, delete, erase or
add will cause this certificate to be rendered invalid. To verify this certificate
validity, please scan the QR Code.
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DRUG DEPARTMENT

Application No: DRCLAS-2022-005511

Issue Date: 04/11/2022

M/S.: LIFETASTIC FZ LLC, DUBAI, UNITED ARAB EMIRATES

Subject : Notification
Thisdocument isnot a registration certificate Jow dslgs cund da3 gl odn

Dear Sirs,
Thisisto inform you that upon reviewing your request for Regulatory Advice for your product with below mentioned details:

PRODUCT NAME & FORM :  CVI42,SOFTWARE
MANUFACTURER NAME & COUNTRY : CIRCLE CARDIOVASCULAR IMAGING INC.,.CANADA

Based on the information provided by the above mentioned applicant, the product described above fits the designation of THE SOFTWARE AND
ANY RELATED SYSTEMS OF YOUR SOFTWARE/ MOBILE APPLICATION/ HARDWARE SHOULD COMPLY WITH THE UAE FEDERAL
LAW NO. (2) OF 2019 CONCERNING THE USE OF INFORMATION AND COMMUNICATION TECHNOLOGY (ICT) IN HEALTH FIELDS
AND THE MOHAP MINISTERIAL DECREE 51/2021 RELATED TO THIS LAW. THIS SOFTWARE IS CONSIDERED AS A MEDICAL
DEVICE BY INTERNATIONAL DEFINITION BUT IS NOT REQUIRED TO BE IMPORTED/SUPPLIED TO THE UAE VIA A MOHAP
LICENSED MEDICAL STORE, IT ISADVISABLE THAT THE HEALTHCARE FACILITY VERIFIES RELATED QUALITY CERTIFICATION
OF THE SOFTWARE BEFORE USE, THISLETTER COVERS ONLY THE MENTIONED SOFTWARE AND DOES NOT COVER ANY OTHER
COMPONENTS OR RELATED HARDWARE, THIS LETTER CANNOT BE CONSIDERED AS AN ENDORSEMENT FROM MOHAP
TOWARDS THE MENTIONED PRODUCT as per UAE regulations, this notification should not be in any way be considered as an endor sement
for the mentioned product and cannot be used for importation / distribution / selling / exportation of the product within the UAE, the applicant
isfully liable to theinformation provided to generate the opinion mentioned regarding the product.

Theapplicant isrequired to generaterelevant product licenses from the concerned UAE competent authority depending on the advice above
as per applicable procedures.

Drug Department

Issued on:

Fhis is a system-generated document and it doesn't require a signature. To verify certificate validity, please scan the QR Code.
PO BOX 1853 DUBAI, UNITED ARAB EMIRATES FAX +971 4 2301929 TEL +971 4 2301000
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