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Licence for Medical Devices - Quality Management System Requirements and
Essential Principles of Safety & Performance for Medical Devices.

W ¥, wL-2026029599

Licence No. MD/L-2026029599

|. ¥R e gt Hffaas 2016 (2016 #1 11) ZaWT Gew WA & YN W, U S ZaNT IR &1 &
By virtue of the power conferred on it by the Bureau of Indian Standards Act 2016(11 of 2016), the Bureau
hereby grants to

A FeUda el wde Rifins Bharath Healthcare Laboratories Private Limited
e A9 50/T, THdE AR Fid, Plot No. 50/A, Raghavendra Nagar Colony,
Shdwtaan, gl ddaged, Jeedimetla, Suchitra, Bowenpally,

tEaE, ATAN-ATEHSA, Hyderabad, Medchal-Malkajgiri,

AT - 500055, HRA Telangana - 500055, India

F (et 0% a2 FRATUR F1 I §) S W W HEA A RO w A affa searet sk dant ar s
FI (e 58 a8 NRAAUI FeT T §) FHE @ AW Hgg A RO w9 ¥ afdfe sewmed s damit ar vt
& HAU A F IO W SR AR & A & W) ¥ 36 e 3 gheey 9 a1 3w
HR A wemAdETr FT ¥, S gE asdw # E | FH YFR & Icug AR Fa a1 9FA ASEEURr g@rn
IS 23485:2019 ¥ ey oW YA TEURA & HgER Fad IR IAC A O () W AR fr
ST

(hereinafter called the Licensee) the right and licence to be listed in the Bureau’s register(s) of Licensees of
the Medical Devices — Quality Management System requirements and Essential Principles of Safety &
Performance for Medical Devices Systems Certification in respect of the products and/or services or
processes particularly described in the schedule hereto, bearing the same number as this licence. Such
products and/or services or processes shall be manufactured/provided/carried out by the Licensee at only
the address(es) given above, and under the Medical Devices — Quality Management System requirements
and Essential Principles of Safety & Performance for Medical Devices in accordance with
IS 23485:2019

2.3z TN 39 AEdE # RAfeww & o 3wEd wffaw At 3EF e aar v BgE ik REeE &
HaQy WU % Yedfd Fipa/ Adepd R 3R ARdeu g gan S & wiea s 3 Rt @
faftraa arew St &1 3 &ar g

The licence is eertified subject to the relevant provisions of the above Act and the rules and regulations made

thereunder governing the licences referred to above, and the Licensce hereby covenants with the Burcau duly to
observe with the said Rules and Regulations.

377 azdw 03 Raray 2026 & 02 Ryaww 2029 TR qU g AR sae Rl & e A

f&ar 3 @
This licence shall be valid from 03 September 2026 to 02 September 2029 and may be renewed
as prescribed in the Regulations.

e 2026 % 03 afr@ F FFmiia @ HEOfha |
Signed, Sealed and Dated on 03" day of September 2026

(Wf v 3 ReE)
Ffas vw 3R 3T AmfaRs (fRoh e
Fd WAT AH R
(M A J Vinod)
Sc ‘F* & Deputy Director General(Southern Region)
for BUREAU OF INDIAN STANDARDS

Last Certification Expiry: NA Certification Audit date :20 to 23 August 2026 Certificate due date :02 Sep 2029
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Schedule to Licence No. MD/L- 2026029599

HRE U daelsr wmde Rfes
cdfe da¥ 50/T, Tadg AN FiawT,
YeTmaTE, AgT-AAEA,
AT - 500055, AT

Bharath Healthcare Laboratories Private Limited
Plot No. 50/A, Raghavendra Nagar Colony,
Jeedimetla, Suchitra, Bowenpally,

Hyderabad, Medchal-Malkajgiri,
Telangana - 500055, India

g

SCHEDULE

SOERETITRIT s d9y & oA F Rk 3uwvt & v adE g adsa @ g -
Products/Services/Processes with respect to which the firm has been granted/recertified the licence for the
Medical Devices — Quality Management System requirements and Essential Principles of Safety &
Performance for Medical Devices Systems Certification:

D i Issued to:

Design, development, verification and validation, release, deployment, maintenance,
technical support and post-market surveillance of Software as a Medical Device (SaMD),
including Pinnacle Al GPT-OS", and Developmental Support Software (Non-Diagnostic),

including developmental ability mapping (Ability Score), prognostic engine Prognose®,
Clinical Intervention Every Day Therapy Programme through Therapeutic AI®, Parent,
Family, Caregiver, Therapist, Clinical Tracking and Correction Fusion Module, School
Readiness, Speech Readiness, Motor Readiness, Study IQReadiness, Behavior Readiness,
Self Sufficiency Index, Mainstream Inclusion Index, 7 readiness indexing and associated

digital developmental support modules for the full developmental lifecycle of children.
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