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1. Procedure for Integrated Assessment of Testing Laboratories to obtain Recognition/Approval
from Regulatory Body (ies)

1.1. This document describes specific requirements of assessment that a testing laboratory, seeking recognition /
approval from Export Inspection council (EIC), Agricultural and Processed Food Products Export
Development Authority (APEDA), Food Safety and Standards Authority of India (FSSAI), Shellac & Forest
Products Export Promotion Council (SHEFEXIL), Indian Oilseeds and Produce Export Promotion
Council (IOPEPC), Spices Board and Other commodity Board(s) has to meet, in parallel to the
accreditation in accordance with of ISO/IEC 17025 by NABL.

1.2. The application for integrated Accreditation/Recognition/ Approval scheme for the specific scope shall be
taken into consideration only on the scrutiny by NABL and evaluation of competence and compliance through
integrated assessment approach by NABL /EIC / APEDA /FSSAI, grant of accreditation by NABL and parallel
recognition from concerned regulatory Body (ies) based on the decision of NABL. Relevant information may
be downloaded from NABL website (www.nabl-india.org)

1.3. Application fee and Assessment charges will be paid to NABL only. All other charges including the Annual
Accreditation fee/ Membership fee/ Approval fee as applicable shall be payable to the respective regulatory
body (ies).

1.4. Laboratory seeking approval from regulatory Body with NABL accreditation through integrated assessment
approach, shall apply to NABL Office in the prescribed application form (NABL 154) for all the parameters
under applied commodity/ product group as specified by the respective Regulatory Body (ies), along with a
copy of its Quality manual/ Management System document, enclosures, and application fee, as prescribed
from time to time or through Online National Laboratory Portal. Application with partial scope for product/
matrix shall not be accepted and Approval/ Recognition shall not be granted for the partial scope to the
laboratories. Further, any lab seeking accreditation for testing of food and allied items for any other regulatory
body or board shall by default apply for FSSAI-NABL Integrated Assessment.

1.5. On receipt of the application, laboratory quality manual/ Management System document along with the fee
details and other requisite enclosures, NABL shall scrutinize the same for its completeness as well as
adequacy of facilities with regard to list of equipment and details of personnel to meet the basic requirements,
with the applied scope of interest to NABL, EIC, FSSAI and APEDA for accreditation/ approval.

1.6. The application shall be signed by the proprietor, partner or the Chief Executive Officer (CEO) of the
Laboratory or any person duly authorized for this purpose. The authorization shall be supported with the

Board resolution or a letter, as applicable under Companies Act /Rules. The name and designation of the
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person signing the application must be recorded legibly in a space apart for the purpose in the application
form.

1.7. NABL shall process the application for Pre-assessment (which is optional) only after adjudging the suitability
of management system by adequacy audit. Lead assessor shall be deputed to ascertain compliance to the
documented Management System, equipment facilities/ infrastructure, concerned Regulatory Body’s
requirements and importing countries requirements as per international norms.

1.8. The assessment team shall be nominated by NABL for on-site witness audit of the laboratory pertaining to
verification for the methods of sampling and analysis. The team so nominated shall conduct assessment;
follow up assessments, if needed as well as surveillance of the laboratory.

1.9. The composition of assessment team would be selected from NABL empanelled assessors/ experts, one or
more representative depending upon the scope from concerned regulatory body for testing laboratories; the
team shall be independent and impartial conforming to requirements of Accreditation/Recognition/ Approval.

1.10. The constitution of assessment team may be shared with the regulatory body (ies) before approval to avoid
potential conflict of interest, if required.

1.11. The duration of assessment shall be normally of 5 days depending upon the scope applied.

1.12. The assessment team will be based on the scope applied. The assessment team will cover compliance to
ISO/IEC 17025, importing countries’ requirements, sampling and relevant additional requirement of
concerned Regulatory Body (ies).

1.13.The integrated assessment conducted shall cover areas of the relevance to the scope of Accreditation
IRecognition/ Approval of the laboratory. Assessment shall include verification of test facilities,
accommodation and environment, examination of documents and records, in house internationally accepted
method validation documents in place, that shall be matrix specific for the scope applied for Accreditation
IRecognition/ Approval, competence of laboratory personnel in conducting laboratory analysis/ testing,
performance in witness tests, documentary evidence of participation in International Proficiency testing
programs for relevant analytes and matrices and compliance to its Annual Plan for participation in such
programs.

1.14.The assessment team shall recommend for Accreditation /Recognition/ Approval of the laboratory for the
specific scope in case there is no major or minor NC. The Lead assessor and the corresponding technical
assessor shall duly sign on the recommended scope with appropriate recommendation.

1.15.In case of any NC, the assessment team may recommend for Accreditation /Recognition/ Approval of the

laboratory subject to closure of those said NCs. No NC shall be closed at the time of assessment.
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1.16. The Laboratory shall take necessary Corrective actions within the stipulated time period of not more than 30
days for the closure of NCs, brought out on record by the assessment team. The minor NC closure may not
require on-site verification; however, closure of major NC may require on-site verification.

1.17.The follow up visit, for full or partial assessment, may be carried out on request. Laboratory shall bear the
applicable assessment charges and make arrangements of accommodation and travel for the assessment
team. During the verification assessment, if the implementation of the corrective action is not found
satisfactory, then the laboratory shall not be recommended for Accreditation/ Recognition/Approval and the
laboratory shall have to apply afresh after taking satisfactory corrective action.

1.18.In case of Non-closure of the non-conformities within stipulated time period, action shall be taken as per
NABL 216.

1.19.On receipt of corrective action report, NABL shall review the actions taken along with the objective evidence
that the actions taken are sufficient and effective and obtain comments of the team members regarding the
closure of non-Conformities. If the actions taken by the laboratory are insufficient, further information shall be
sought.

1.20. A representative from the concerned regulatory body(ies) will be the part of the accreditation committee or the
assessment report will be shared for comments with the concerned regulatory body (ies) prior to decision
making, if required.

1.21. After approval from the CEO, NABL, Accreditation certificate with the scope of accreditation shall be issued
by NABL. The scope of recognition/Approval (Annexure B) shall be issued by NABL with name & logo of
concerned Regulatory Body (ies)

1.22.The Accreditation /Recognition/ Approval granted shall be valid for a period two year from the date of
approval and it shall be renewable after two years at a time. Validity of the laboratory Accreditation
IRecognition/ Approval shall be specified on the recognition/ Accreditation certificate.

1.23.During the validity of approval/ recognition, if the laboratory is found violating the terms and conditions of
Approval/ recognition, its approval/ recognition is liable to be suspended and may call for verification visits, for
which the laboratory is liable to pay visit charges. If complaint is received from importing country (e.g. RASFF-
Rapid Alert System on Food and Feed) against a consignment, of any hazards either microbiological or other
contaminants like heavy metals, pesticide or antibiotic residues, the laboratory in which the sample has been
tested and or drawn prior to export, or by any other means (regulatory body or any other sources) shall be
subjected to audit trail (verification audit-informed in advance/ uninformed depending upon the nature of

complaint) by a joint assessment team comprising of officer/ assessors from the concerned regulatory body
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(ies) or commodity boards and NABL immediately. The expenditure incurring for the verification assessment
shall be borne by the laboratory. Such verification assessment shall also be conducted in case of any other
complaints in sampling, testing and test reports or any other reasons as deemed fit.

1.24.The accredited/ approved/ recognized laboratory shall be subject to on-site surveillance once in a year by
NABL to verify the continued compliance, competency and the implementation of quality system established
by the laboratory. The on-site surveillance assessment will be less comprehensive than reassessment.

1.25.Annual on-site surveillance shall be carried out by the assessment team nominated by NABL including
representative of Concerned Body (ies) and shall be carried out in same manner as in initial assessment.

1.26.Any Accredited/Approved laboratory automatically expires at the end of the period of its Accreditation
IRecognition/ Approval. The Lab shall apply to NABL at least six months before the date of expiry of its
Accreditation /Recognition/ Approval.

1.27.The approved laboratory can request NABL for extension of its scope of approval to cover additional
product/matrix and parameter/ personnel responsible for authorizing the results/ sampler. The Laboratory
shall apply in the prescribed format by filling in the relevant information applicable for the extension of the
scope along with supporting documents and application.

1.28. For qualification & experience requirements for personnel responsible for authorizing the results, please refer
Appendix A of this document.

1.29.If recognition by a regulatory body/ commodity board is denied for a particular commodity/ product group, the
laboratory shall apply afresh for the complete set of parameters under that particular commodity by submitting
the applicable fee as defined in NABL 100A.

Note: This clause can be superseded by Regulatory body (ies) / Commodity board requirements which may state
otherwise.

1.30. Laboratory seeking recognition through integrated assessment shall have unidirectional structured testing
facility for microbiological analysis as per the regulatory body’s requirement.

1.31.All the test reports issued by the laboratory for the scope under Integrated Assessment shall bear NABL
symbol in line with NABL 133 ‘Policy for Use of NABL Symbol and / or Claim of Accreditation by Accredited
Conformity Assessment Bodies (CAB) & NABL Accredited CAB Combined ILAC MRA Mark'.

Note 1: NABL will maintain the validity of the accreditation cycle for the laboratory as per its own defined procedure. The concerned
regulatory body (ies) will align the validity of its recognition/ approval with NABL Accreditation cycle. In the event that the Recognition/
Approval of the Regulatory Body (ies) is getting expired before that of NABL, then the Laboratory will approach the concerned Regulatory
Body (ies) for extension of validity.

Note 2: In addition to the above-mentioned procedure & requirements, other NABL requirements as defined in relevant NABL documents
such as  NABL 131, 132, 133, 134, 142 & 216to  deal  with,shall also be  applicable.
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2. Additional Requirements of Export Inspection Council (EIC)

2.1.  This document describes specific requirements of Export Inspection council (EIC), which, a testing laboratory
has to comply in conjunction with the requirements of ISO/IEC 17025.

2.2. The laboratories seeking approval shall have implemented and maintained laboratory management system in
accordance with ISO/IEC 17025;General requirements for competence of testing and Calibration
Laboratories’ and adequate capability and competence for testing of Food safety and quality parameters as
per the requirements of EIC and importing countries. The approval for the scope of interest to EIC is granted,
provided, it is adjudged for its capabilities and competency as per the international requirements and
notifications issued for various commodities from time to time. For the purpose of certification of products for
export to European Union, the testing of the products shall be as per the European Commission regulations
guidelines.

2.3.  The application for approval shall be considered based on the testing requirement, which EIC is looking for.
NABL/ EIC concerned reserves the right to reject an application for one or more of the following reasons:

2.3.1. The Laboratory is seeking approval for the scope, which is not the need of EIC at that time.

2.3.2. The Laboratory does not have adequate facilities for the scope for approval and adequate audit
fee, as applicable has not been submitted.

2.3.3. The laboratory is subcontracting any test under the scope for approval.

2.3.4. Any other reason as deemed fit by NABL/ EIC, without giving any reason.

2.3.5. The scope covered shall not include any test by sub-contracting. Sub-contracting is permitted with
prior permission of EIC, to another EIC approved laboratory with valid scope of approval only in
case of failure of instrument. Subcontracting is not permitted from the laboratory, which is not
approved by Regulatory Body.

2.3.6. The approved laboratory shall participate in all the Proficiency Testing Programmes conducted by
accredited Export Inspection Laboratories as per ISO/IEC 17043.

2.3.7. Evaluation of samplers for authorization for sampling to assess the technical competence in a
specific area shall also be conducted during the assessment. The sampler shall have the minimum
qualification of graduation.

24. The testing under the scope for approval shall be in compliance to the methods of validation as per the

requirements of the importing countries. E.g. for the purpose of export to European Union, testing shall be in
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compliance with the requirements as per the relevant Regulations, Directives and Decisions of European
Commission.

2.5.  The approved laboratory can request NABL for approval of additional personnel responsible for authorizing
the results/ samplers. In such cases an onsite assessment shall be conducted for the additional authorized
samplers/signatories as per the procedure.

2.6. Based on the finding of the verification assessment, NABL along with EIC shall take appropriate action
including suspension / withdrawal of approval of the laboratory as per NABL 216 document.

2.7.  The approved laboratory shall not make any change in the Quality Management System, which forms the
basis for the grant of the approval and which prevents its compliance to the Scheme without prior approval of
EIC.

2.8.  Any change in key personnel in relation to quality assurance, key technical functions (including personnel
responsible for authorizing the results and samplers) or senior management shall be duly intimated to
EIC/NABL within a period of 15 days.

29. The approved laboratory shall inform NABL/EIC, immediately about the major changes/breakdown of
equipment with reasons thereof etc. effecting testing of the relevant products/compliance to this laboratory
scheme. The laboratory shall not carry out sampling or accept any sample for testing, when there is
breakdown of the equipment to be required for performing the test(s). The laboratory shall not carry out
sampling or accept any sample for testing, without prior approval of EIC, when there is major change in the
Management System, which may affect performance of the testing.

2.10. The following instructions shall be followed by the approved laboratory for testing the samples sent by
EIC/EIAs or processor/ exporter for the purpose of monitoring/ certification:

2.10.1. Sample shall always be accompanied by a test request specifying the parameter, specification
and purpose. Samples shall be not be accepted by them if they are not accompanied by such
test requests.

2.10.2.  Whenever required, the approved laboratory shall draw samples only by its own trained,
authorized and approved samplers. The Approved samplers shall have the minimum
qualification of graduation with minimum sampling experience.

2.10.3. The samplers shall strictly adhere to the sampling procedure of the lab based on Executive
Instructions issued by EIC for various food products from time to time/ EC regulations/ Importing
country requirements, and provide sampling details as per EIC requirements. The sample shall

be drawn only from the complete Assortment/ Batch/ Shipment/ Consignment/ Lot as the case
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may be having uniform characteristic in the form of source/ production conditions/ processing
conditions.

2.10.4. The samplers shall also ensure drawl of true representative sample of complete Assortment/
Batch/ Shipment/ Consignment/ Lot/ Source wise/ Pond wise (if applicable) as the case may be.

2.10.5. The laboratory shall ensure the integrity and chain of custody of sample during transportation.
Further, laboratory shall ensure that the seal is intact with the details of the sealing indicated in
the test request while accepting the samples/ sample containers sealed by EIA officers /
authorized representative of laboratory / processor / exporter. A statement / report to this effect
shall be made on receipt of sample and in the test report by the concerned laboratory.

2.11. The laboratory is liable to maintain confidentiality of samples and information thereof.

2.12. The laboratory shall carry out the tests as per the conditions stipulated in the relevant standard method
approved by EIC, which has been satisfactorily validated “as fit for the purpose”, with duly calibrated
equipment and use of only valid certified reference materials and /or internal standards.

2.13. The laboratory shall keep the remnants of the sample after testing for a minimum period of three months and
reference sample for a period of six months in stipulated storage conditions before they are disposed off or
returned to the customer. In case of samples tested for Biological parameters the sample shall be retained
for reasonable period as per lab’s policy based on EIC/ Importing country’s requirement. The mode of
disposal of sample after test shall be recorded and indicated in the test request as well.

2.14. The laboratory shall maintain the record of observations, a copy of the test report and purchase documents
for a minimum period of three years. In case of chemicals/media etc, the laboratory shall maintain purchase
documents till the validity of chemical/ media etc. Original data/records to establish audit trail/data integrity
shall be maintained in the lab pertaining to each activity which affects the quality of test results.

2.15. The laboratory shall issue the test reports immediately after completion of the tests and not later than a
maximum period of 7 days, excluding the time period for testing by the relevant specification.

2.16. The laboratory shall only utilize the service of authorized signatory (ies) and authorized sampler(s) complying
with the requirements of NABL/ EIC.

2.17. In case of withdrawal/ cancellation of approval, the laboratory shall give an undertaking to make available the
records of EIC/EIA related testing of three years.

2.18. The approved laboratories generating Pre-export test reports with digital signatures shall issue test reports
directly to concerned EIA /S. O which will issue the Health Certificate and shall not provide any copy of above
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test report directly to the exporter / processor. Such laboratories shall submit an undertaking in  100/- Non-
Judicial stamp signed by the CEO of the laboratory with respect to above.

2.19. The approved laboratory shall participate in Proficiency Testing / Inter-Laboratory Test Comparison
programmes organized by national and international bodies of repute for demonstrating technical
competence of the laboratory personnel, at its own cost. The Annual proposed plan for participation in
Proficiency testing programs pertaining to approved scope for the forthcoming year shall be submitted to
EIC/NABL before 31st December of each year as per Appendix 4. The laboratory shall cover all the critical
parameters in the relevant matrix within a period of 4 years. In case of, unsatisfactory result (Quantitative
score Z >+ 2) is scored, the same shall be informed to EIC immediately with appropriate root cause analysis.

2.20. The approved laboratory shall permit access to EIC/EIA officer (s) / team (s) deputed for the purpose of any
assessment, surveillance or investigation. It shall give access to all relevant records, documents and
equipment etc. for the purpose of verifying any details.

2.21. An approved testing laboratory shall not use its approval in such a manner as to bring EIC/ Government of
India into disrepute/ dispute and shall not make any statement relevant to its approval, which EIC may
consider to be misleading.

2.22. A laboratory may relinquish approval by giving three months notice in writing to both NABL and EIC. It shall
however complete testing of all samples pending with it or return the samples pending along with the test
requests.

2.23. NABL/EIC may, at its discretion, cancel or suspend approval, reduce its scope or direct re assessment due to
change in personnel/ equipment, breakdown of equipment, and/ or if a complaint or any other information is
received which indicates that the technical competence and integrity / confidentiality of the laboratory is not
satisfactory.

2.24. An approved testing laboratory may make a public claim regarding its approval. However, such claim shall be
strictly based on the scope of its approval. It shall discontinue claiming EIC approval and withdraw all
promotional and advertising materials upon expiry / suspension or cancellation of its approval. Further, the
approved laboratory shall not issue any export worthy certificate / Health certificate for the commodities
under the purview of EIC.

2.25. The approved laboratory shall submit periodic statements to EIC containing the particulars, as per the

schedule given below in prescribed format (Appendix 1).
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Appendix 1

Number of samples declared failing/non- | Monthly for the entire month by first working day of

compliant the next month

(ii) Number of samples pending testing -do -

i) Delay in issuance of test reports, if any & the ’
ii -do-
reason thereof

once in six months for the period between 1st April
(iv) Number of samples received for testing to 30th September and 1st October to 31st March of

every financial year

(v) Number of samples tested -do -

(vi) Number of samples declared pass/compliant -do-

i Number of samples failed specifying the ’
vii -do -
parameter/test and other details

2.26. Whenever there is failure of sample showing test result not conforming to the specification, a report with
complete details as per Appendix-3 along with test report shall be sent to EIC with a copy to regional EIAs
and the customer immediately. The periodic statements of the testing shall be submitted as per Appendix 2.
2.27. The approved laboratory shall not handle any sample of the client for laboratory testing when the laboratory
fails to demonstrate satisfactorily to EIC that its direct/indirect trade association has no consequence/ bearing
on its test result
2.28. The approval of laboratories may also be suspended / cancelled any time during the approval period for any
kind and or the reasons given below:
2.28.1. If EIC feels that no useful purpose is being served by the continuation of the approval of the
laboratory.
2.28.2. Ifthe laboratory is found violating the terms and conditions of the approval; and
2.28.3. If the laboratory is unable to maintain the criteria for approval.
2.29. The Laboratory may apply a fresh not earlier than six months from the date of cancellation / withdrawal / non-
renewal of approval.
2.30. The laboratory shall return the pending sample (s) in appropriate conditions to the customer for onward
transmission to another laboratory and undertake to retain records as per requirements stated above on
cancellation/ withdrawal / non-renewal/ expiry of approval.
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2.31. The approved laboratory shall issue the test report in format given in Appendix 5.

2.32. Approval under the Scheme shall be accorded to a laboratory for single premise only where actual testing is
carried out. If the laboratory carries out testing activities in more than one premise, separate approval for
each premise will have to be obtained with a clear demarcation of scope of approval. However, if the
laboratory establishes field / satellite laboratories for preliminary / screening tests near / at the place of the
primary production of the food and feed of animal or plant origin, the facilities can be considered as part of
the central / main laboratory of the establishment, with additional scope, where conformity tests can be
carried out for the presence of the particular substance(s), provided such arrangements are addressed in the
Quality Manual/Management system document of the Laboratory.

2.33. The testing charges for the products and parameters shall be applicable as fixed by EIC from time to time.
However, in case the testing charges are not fixed by EIC, then mutually agreed charges shall be applied. No
testing charges shall be applicable for the samples submitted by EIC/EIAs for the purpose of ILC (Inter
laboratory comparison), proficiency testing, reference sample testing / verification due to complaints, if any,
etc.

2.34. For qualification & experience requirements for personnel responsible for authorizing the results, please refer

Appendix A of this document.
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Appendix 2

FORMAT FOR SUBMITTING PERIODIC STATEMENTS DETAILS OF SAMPLES TESTED AND RESULTS

(Name of the laboratory, address & contact details)
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Appendix 3

FORMAT FOR COMMUNICATION OF FAILURES OBSERVED DURING TESTING

g Hub

(10joB} AI9A0D8I/I0}08) UOID8II00 JO BAISN|OUl
By /A ul suonesusouod) synsay papodey

pajsa) siajeweled

LJHodxe aid uey) Jayjo Ji sisAjeue 10} suosesy

902 UoIONPOI

L(Bunsa) Lodxa aid Japun paJanog
g|dwes JI) "ON Jopio 8seydind/ ‘ON 89I0AU|

'ON 9jeala) Jsa

1onpoud jo adA]|

Anunoo Burodw Jo sweN

Jaquinu |eaosdde pue Jajodxa sy} Jo sweN

159 JO UoNa|dwiod Jo 81eQ

1digoal Jo 8jeQq

‘0N 9|dweg/ apo?) s|dwes

1S

* wherever applicable

Procedure for Integrated Assessment & Additional; Requirements of Regulatory Body (i€5) iu' Tefling Laberatorgsari

n

V|3 0} pPajealunwwiod s)nsay .m
siskjeuy Jo poujely mw 5
O €S
[plog ui papodal aq 0} saun|iey] O |82
Q38

| Amend Date: 22-Jan-2024

| Amend. No.: 01

Issue Date: 06-Jan-2023

National Accreditation Board for Testing and Calibration Laboratories

Doc. No.: NABL 127

Issue No.: 02

Full document details: NABL 127 2023


http://www.avadocuments.com/doc/nabl-127-2023
http://www.avadocuments.com/doc/nabl-127-2023

