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INTRODUCTION
 Personal Protective Equipment (PPEs) currently in focus –

both quality and quality

 Ministry of Health issued Guidelines for Rational Use of 
PPEs in Mar, 2020

 Contain specifications for PPEs vide Annexure A

 Cover Gloves, Coveralls, Goggles, N95 Masks, Shoe Covers, 
Face Shields, Triple Layer Medical Masks, Body Bags –
prescribe ANSI/ASTM/EN/ISO standards/EC regulations 
except Medical Mask – BIS stds or equivalent

 Prescribes certificate of analysis from national/ 
international organizations/labs indicating conformity to 
standards 



PROBLEM
 Implied that ISO/USFDA/CE certificates acceptable

 Led to spurt of certificates in the market – not only in India 
but world over

 PPEs currently not regulated in India – said to be covered 
in definition of medical devices notified effective 1 Apr 
2020 – 18 months time given for voluntary registration 
before compliance to Medical Devices Rules, 2017 is 
compulsory

 How to assure quality – producing a certificate for 
compliance to ISO/EN/ASTM standards or CE certificate 
the easiest option – since freely available in the market



VOLUNTARY CERTIFICATION
 For a variety of reasons – competition, desire to 

demonstrate higher quality etc – many voluntary 
standards and certifications in the market

 Some initiated by govt or govt institutions – ICMED 
scheme for medical devices of QCI-AIMED, ISI mark 
by BIS

 Several certifications granted by private certification 
bodies - ISO 9001, ISO 13485, WHO GMP, CE Mark 
(although a regulatory mark in Europe)

 Are these authentic??? Let us see









ISSUES WITH CERTIFICATES
 Do we know who the certification body is – is it 

authentic – ECM in Italy, QCS in USA, IMC no 
location mentioned

 Two of them QCS and IMC claim accreditation –
GACB and GAAFS – who are they – where are they –
no mention

 Two of the certificates have CE mark

 How do we know these are authentic certificates

 All certificates are unauthentic – means you can not 
authenticate them through an independent 3rd party



WHY UNAUTHENTIC
 Any one can set up a certification body – no legal bar

 How do you judge it is authentic

 If Govt, you can have trust

 If private, how to trust

 By brand name

 Or word of mouth – your friend recommended it

 Internationally recognized way – it should be 
accredited – then it is under oversight – is impartial, 
competent, has a process to certify against a 
recognized standard – and part of an international 
system



INTERNATIONAL SYSTEM
 International Accreditation Forum (IAF) – apex body –

global association of accreditation bodies – oversight -MLA

 Regional bodies – broadly each continent – Asia Pacific 
Accreditation Cooperation (APAC), European 
Accreditation Cooperation (EA), Inter American 
Accreditation Cooperation (IAAC), African Accreditation 
Cooperation (AFRAC), Arab Accreditation Cooperation 
(ARAC) – oversight over individual ABs – MRA/MLA

 Individual ABs members of regional bodies also – many 
ABs governmental, many private – national ABs

 Voluntary, non governmental system – increasingly 
referred to in regulations and free trade agreements

 India - National Acc Board for Certification Bodies/NABCB



EQUIVALENCE FRAMEWORK
IAF / ILAC

European Accreditation 
Cooperation 

(EA)

Inter American Accreditation 
Cooperation  (IAAC)

Asia Pacific Accreditation 
Cooperation (APAC)

ACCREDITATION BODY

CB/IB/LAB

ORGANIZATION / ITEM 
UNDER INSPECTION / 

CERTIFICATION / TESTING

ISO 17011

ISO 17020

ISO 17025

ISO 17021

ISO 17065

ISO 17024

Standards against

which certified –

ISO/IEC Standards

ISO 9001 / ISO14001 



CONTENTS
 1. Name and address of the organization certified 

 2. Scope of certification describing its activities under 
certification – e.g. production, packing and sale of personal 
protective equipment like coveralls, shoe covers …….(broad 
list of products) 

 3. Standard (or sometimes scheme or regulation) against 
which certification is granted e.g. ISO 9001 or ISO 13485 
(standard) or ICMED 13485 (scheme) – in general guidance 
standards are not amenable to certification – these have to 
be formal, requirement standards or specifications for 
products or process

 4. Date of issue and expiry of certificate 



CONTENTS (contd)
 5. Unique identification number of the certificate 

 6. Name and address of the CB 

 7. Logo of the CB

 8. Accreditation symbol indicating the name of the AB 
which has accredited the CB (in most countries, in the 
absence of any law requiring certification bodies to register, 
accreditation is the only way of recognizing a competent, 
authentic certification body) 

 9. IAF Mark (optional) – indicating that the certificate is 
covered under the Multilateral Mutual Recognition 
Arrangement (MLA) of IAF and hence is internationally 
equivalent and acceptable in the market 





CORRECT NABCB ACCREDITED ISO 9001 CERTIFICATE



CE MARK
 European Regulatory Mark – across product sectors –

medical devices, PPEs, electronic goods – various EC 
regulations/directives

 Many of these products under self declaration of 
conformity (SDOC) – only higher risk products under 3rd

party audits – Notified Bodies – CBs when notified by a 
regulator

 List of notified bodies on EC website for both MDs and 
PPEs – separate regulations – maybe in one not in other –
to check if certificate from NB – national authorities

 Only in Europe – G-2-G agreement needed –
USA/Australia - none in India – branches or associates



WHO SHOULD YOU TRUST
 If the manufacturer/service provider is covered under 

regulations (e.g. medical devices), it must have regulatory 
approval for the product category from regulators such as 
CDSCO

 Organizations having BIS license for use of ISI Mark on 
their products – voluntary 

 Any other certification by a govt agency – e.g. QCI scheme 
like ICMED certification

 ISO 9001/ISO 13485 certification from an accredited CB 
under IAF system – preferably accredited by NABCB and 
carrying NABCB logo

 CDSCO designating NBs – better to go to NBs



WHO SHOULD YOU TRUST (contd)
 If the manufacturer claims any other certification like GMP, 

it should be from a CB accredited by NABCB and carrying 
NABCB logo or CB under IAF system

 Accreditation means certification against a recognized 
standard, process is robust and CB has competence

 IAF creating database of certificates for management systems

 If pre-despatch inspection of goods/products or inspection 
on receipt needed, to use NABCB accredited Inspection 
Bodies and the inspection report carries NABCB logo – 4 IBs 
for Textiles Sector right now – competent

 In case of any doubt about certificate, refer to NABCB at 
nabcb@qcin.org – the best place to go today  for ISO 
certificates

mailto:nabcb@qcin.org


THANK YOU 
FOR YOUR ATTENTION!

Any Questions ?


