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UK DECLARATION OF CONFORMITY
Version: 1.0
2026-06-25
Manufacturer
Teltonika Telemedic UAB
Ukmerges g. 120-1
Vilnius, Lithuania

Medical Device

Device Name: TeltoHeart

Trade Name: TeltoHeart

Device Type: Physiologic Monitor / Medical Device Software
GMDN Code: 66625 — Physiologic Monitor — Installed Software
Classification

UK Medical Device Classification: Class IIb

Declaration

We, UAB Teltonika Telemedic, being the manufacturer of the above-mentioned medical device,
declare under our sole responsibility that the device complies with the applicable requirements of
the UK Medical Devices Regulations 2002.

MHRA Registration Information

The device is registered with the Medicines and Healthcare products Regulatory Agency (MHRA):

Field Details
MHRA Reference Number 33173
Date Registered 23/10/2024
Manufacturer UAB TELTONIKA TELEMEDIC
Manufacturer Address Ukmergés g. 120-1Vilnius Lithuania LT-08126
Customer Service Email Not Available
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Swedbank AB
LT85 7300 0101 6212 7624
S.W.I.LF.T. HABALT22

Data on the company is collected and stored in the Register of Legal Entities of the Republic of Lithuania.
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Field Details
Customer Service Telephone Number Not Available

UK Responsible Person / Northern Ireland
Authorised Representative

Relationship UK Responsible Person

Suite G1, Building 8 Quay Exchange Salford
England, United Kingdom M5 3EJ

Teltonika United Kingdom Ltd

Representative Address

Device Brand / Trade Name TeltoHeart

GMDN® Code 66625

Device Registration Status Registered

Medical Device Risk Classification Class IIb

Signed for and on behalf of: Darius Ilgevi¢ius, CEO
Teltonika Telemedic UAB 2026-06-25
TELTONIKA TELEMEDIC UAB e N ST

Ukmergés st. 120-1, LT-08126 % §
z

Vilnius, Lithuania —
\DNV/ K\DNV/ DN\."/z DNV
Registration code 305534534 1s08001 150 45001 / \SO/IEC 27001

|SD14001
VAT number LT100013091815

Du,, {/

SIS

ISO 13485 M-222

ENWR(]N
ch.L‘JO‘5

P FORMa, »
Agy50g 18

),

Swedbank AB
LT85 7300 0101 6212 7624
S.W.I.LF.T. HABALT22

Data on the company is collected and stored in the Register of Legal Entities of the Republic of Lithuania.
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