Indian Pharmacopoeia Commission, Ghaziabad mwPC

ACCREDITATION/CERTIFICATION AT IPC

Accreditations and Certifications

Accreditation is a formal recognition that an organization is competent to carry out specific
activities. Accreditation is conducted through on-site audits, as well as use of standardized

sources, samples and phantoms for comparison.

Quality Assurance maintain the accreditation and certification and to ensure compliance.

e Indian Pharmacopoeia Commission Ghaziabad has maintained the accreditation
and, certification to ensure compliance in accordance with ISO/IEC 17025:2017,
RMP as per ISO/IEC 17034:2016 and PT as per ISO/IEC 17043:2010.

e NABL Accreditation: Indian Pharmacopoeia Laboratory is accredited for
Chemical and Biological Testing as per 1SO: 17025:2017 by National
Accreditation Board for Testing & Calibration Laboratory (NABL) from 2011
onwards.

e |IPC has been successfully qualified as WHO Prequalification Quality Control
Laboratory (QCL) and is included in the list of Prequalified Quality Control
Laboratories.

e Indian Pharmacopoeia Commission Ghaziabad is also certified with Integrated

Management System (IMS):-

» Quality Management System (QMS) ISO 9001:2008
» Environment Management System (EMS) ISO 14001: 2004

» Occupational Health and Safety Management System BS OHSAS 18001:2007
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In reply please refer to:  India-IPL/RK/ADV Indian Pharmacopoiea Commission - Indian
Pharmacopoeial Laboratory
) Sector 23
Your reference: \
Rajnagar
Ghaziabad 201002
Uttar Pradesh
Inde
15 May 2015

Dear Dr Singh,

WHO Prequalification Team — Prequalification of Quality Control Laboratories
Indian Pharmacopoiea Commission - Indian Pharmacopoeial Laboratory

This is in reference to the letter received on 8 August 2013 expressing interest of the Indian
Pharmacopoiea Commission - Indian Pharmacopoeial Laboratory, to participate in the Procedure Jor
assessing the acceptability, in principle, of quality control laboratories for use by United Nations
agencies.

Thank you for submitting the data and information requested during the procedure and for the
cooperation within the inspections.

We are pleased to inform you that the Indian Pharmacopoiea Commission - Indian
Pharmacopoeial Laboratory is considered to be operating at an acceptable level of compliance with WHO
Good Practices for Pharmaceutical Quality Control Laboratories (GPCL) and will be included in the list
of prequalified quality control laboratories together with the areas of expertise inspected and considered
prequalified (see Annex 1).

* You can access the information on the prequalification procedure, as well as the list of
prequalified quality control laboratories, on the website www,who.int/prequal.

According to the procedure, each prequalified Quality Control Laboratory should be after its
prequalification re-evaluated on routine, as well as non-routine basis. Therefore, all laboratories listed are
requested to submit a brief annual report on its activities related to quality control of medicines within a
calendar year by the end of March of the following year at the following address (your first report should
be submitted by the end of March 2016):

ENCL (2)
1. Area of expertise inspected and considered prequalified
2. Outline of the content of an annual report on activities of a prequalified laboratory
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Indian Pharmacopoeia Commission, Ghaziabad 1P
National Accreditation Board for
Testing and Calibration Laboratories

(A Constituent Board of Quality Council of India) Q

NaBL QC

CERTIFICATE OF ACCREDITATION

INDIAN PHARMACOPOEIA COMMISSION
(INDIAN PHARMACOPOEIA LABORATORY)

has been assessed and accredited in accordance with the standard
[SO/TEC 17025:2005

'General Requirements for the Competence of Testing & Calibration Laboratories'

for its facilities at

Sector-23, Raj Nagar, Ghaziabad, Uttar Pradesh

in the field of
TESTING

Certificate Number  1c.6074 (in lieu of T-2062 & T-2063)
Issue Date 29/09/2017 Valid Until 28/09/2019

This certificate remains valid for the Scope of Accreditation as specified in the annexure subject to
continued satisfactory compliance to the above standard & the relevant requirements of NABL.

(To see the scope of accreditation of this laboratory, you may also visit NABL website www.nabl-india.org)

Signed for and on behalf of NABL
Porta i

Anil Relia
Chief Executive Officer

/g/d_/\-av@-/'

N. Venkateswaran
Program Director

\ )/
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National Accreditation Board for
Testing and Calibration Laboratories

(A Constituent Board of Quality Council of India)

CERTIFICATE OF ACCREDITATION

INDIAN PHARMACOPOEIA COMMISSION-
PT DIVISION

has been assessed and accredited in accordance with the standard

[SO/EC 17043:2010
“Conformity Assessment - General Requirements for Proficiency Testing'

for its facilities at
Sector-23, Rajnagar, Ghaziabad, Uttar Pradesh

in the field of
Proficiency Testing Provider “

Certificate Number PC-1012
Issue Date 18/08/2019 Valid Until 17/08/2021

This certificate remains valid for the Scope of Accreditation as specified in the annexure subject to
continued satisfactory compliance to the above standard & the relevant requirements of NABL.
(To see the scope of accreditation of this Proficiency Testing Provider, you may also visit NABL website www.nabl-india.org)

Signed for and on behalf of NABL

,QN.AW

N. Venkateswaran

Chief Executive Officer J)
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CERTIFICATE OF ACCREDITATION

INDIAN PHARMACOPOEIA COMMISSION,
INDIAN PHARMACOPOEIA LABORATORY

has been assessed and accredited in accordance with the standard
[SO17034:2016

“General Requirements for the Competence of Reference Material Producers"

for its facilities at
Sector-23, Raj Nagar, Ghaziabad, Uttar Pradesh

in the field of
Reference Material Producer

Certificate Number Rc-1011
Issue Date 18/05/2018 Valid Until  17/05/2020

This certificate remains valid for the Scope of Accreditation as specified in the annexure subject to
continued satisfactory compliance to the above standard & the relevant requirements of NABL.

(To see the scope of accreditation of this Reference Material Producer, you may also visit NABL website www.nabl-india.org)

Signed for and on behalf of NABL

Ehawas Anil Relia
\k 89076970500090000010 Chief Executive Officer J/
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