Indus Medicare Private Limited
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Declaration of Conformity
7th July 2022

Indus Medicare Private Limited,
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‘Natural Latex Male Condoms’ ~ “Anytime”

“Has to be assigned into risk class IIb according to annex I
excluding section 4 of Medical Device Directive 93/42/EEC".

to which this declaration relates is in conformity with the
technical requirements of the following:

> Quality management systems ISO 9001:2015,
NF EN ISO 13485:2016 & ISO 13485:2016

» According to Annex II excluding section 4 of MDD
93/42/EEC (CE 0459)

» International standards EN ISO 4074:2015 & ISO

4074:2015

GMZ=D 1503001:2015, NF EN ISO 13485:2016, ISO 13485:2016 . &= ISO 14001:2015

INTECRATED QUALITY
LHE GROUP CLRTIFICATION PVT LTD

“Suryodaya’, 1-10-60/3, Begumpet, Hyderabad-500 016. Telangana, India. Phone: +91 40 27762603, Fax: 91 40 27761418
e-mail: indusmedicare.hyd@gmail.com / indusmedicare2@gmail.com website: www.indusmedicare.com

Factory: Ramaipally (V), Medak Dist.-502 336 Telangana, India. Phone: +91 7893197129, e-mail: indusrmp@gmail.com
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