GOVERNMENT OF INDIA/SRE S{HN
. MINISTRY OF RAILWAYSA® RI&a
(RAILWAY BOARDA®E &)

No. 2018/H/M4/1/DP/Policy ; . New Dell, Dated 13.11.2018
. '0

Principal Chief Medical Directors, o

All Indian Railways

&

Chief Medical Officers
Afl Production Units including RDSO.

Sub:- Guidelines for implernenting the provisions of Public Procurement
{Preference to Make in India) Order (PPO), 2017, related to nrocursmant of
Goods & Services in Medical Devices - regarding,.

Ref:- Ministiy of Chemicals & Fertilizers’ Office Memorandum No. 31026/36/2316-
I dated 16.10.2018.

4
Froose find enciosed herewith a copy of an Office Memoranduna received oo Misinoy
of Chemoizis & Fervlizers on the above cited subject for vour information and »ooessary o0,

Joint Prector, Heak?r:ﬁdi'-‘??; ﬁ?mﬁ. .
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Janpath Bhawan, New Delhi

Chairman, Railway Boarg] _
Dated, the £ October, 2018
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OFFICE MEMORANDUM

Subject: Guidelines for implementing the provisions of Public Procurement
(Preference to Make in India) Order (PPO), 2017, related to
procurement of Goods & Services in Medical Devices —reg.

-~

This issue of mandatory requirement of USFDA/CE certification in
public procurement has been raised from time to time by Medical Device
Industry representatives. This Department has considered the issue and hereby
amends the guidelines dated 18.5.2018 issued by this* Department for ]
implementation of PPO 2017 dated 15.06.2017 issued by Department of
Industrial Policy & Promotion, by inserting Para 4.1 as under: .
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2. “4.1. Every procurement agency should follow the sténdards laid down
by Bureau of Indian Standards, for the medical device concerned, for 5
procurement purposes. Where such standards exist, USFDA/CE certifications

etc. shall not be mandated.”

18.05.2018 remain unchanged.

: 3. Other contents of the guidelines dated :
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(Parveen’é ar)

Under Secretary to the Government of India
Email: parveen.19@gov.in

W Tel: 23352298

To
As per list attached.
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Copy to: DG, Bureau of Indian Standards | :



76.  Shri Upendra P. Singh
Secretary
Ministry of Water Resources River Development and Ganga Rejuvenation
Shram Shakti Bhawan, New Delhi = 110001.

77.  Shri Rakesh Srivastava
Secretary
Ministry of Women and Child Develop ent
Shastri Bhawan, A-Wing, New Delhi —110001.

78.  Shri Rahul P. Bhatnagar
Secretary
Department of Sports
Ministry of Youth Affairs & Sports -
C-Wing, Shastri Bhawan, New Delhi — 110001.

79.  Dr. Amarendra Kumar Dubey
Secretary
Departiment of Youth Affairs -
Ministry of Youth Affairs & Sports -
~ C-Wing, Shastri Bhawan, New Delh| - 110001.

80. Rakesh Kumar Vats ' : .
Chairman '
National Pharmaceuticals Pricing Abthorlty
3 c/5th Fioor, YMCA Cultural Centre Bundmg
Jai Singh Road, New Delhi, Indla - 110001.

\/8«1/ Shri Ashwani Lohani -
Chairman, Railway Board
Ministry of Railways
Rail Bhawan, Rafi Marg
New Dethi — 110001.




