GOVERNMENT OF INDIA
MINISTRY OF RAILWAYS
RAILWAY BOARD

No. 24/RS(G)/779/13 New Delhi, dated: 04.06.2018

The Gueral Manager,

A Indian Railways/PUs, NF(C), CORE

The DURDSO/Lucknow & NAIR/Vadodara

CAOs, DMW/Patiala, WPO/Patna, COFMOW/NDLS,

Sib: Drug Procurement Policy - clarification regarding supply of sub-standard drugs.
Ref: Board’s letter of even No. dated 14.05.2015.

The Drug Procurement Policy 2014 envisage supply of a salt (indigenously manufactured} by a
manufaturing unit (MU) directly as a supplier or by a marketing unit +a manufacturing unit (MMU)
whereil a marketing unit supplies the salt manufactured by another manufacturing unit,
Subsequently, a detailed procedure was issued to deal with cases of supply of sub-standard quality of
products vide Board’s letter cited under reference. - However, based on the field experience and the
difficulty arising in implementation of the policy as also other issues thereafter, Health Directorate
has desired certain amendments in the policy.

Inview of above, the whole issue has been re-examined in consultation with Health & Finance
Directorite of Ministry of Railways and it has been decided thus:

For all supplies made by MU/MMU, the process as indicated below will be followed in case
sub-standard salts are discovered during usage in a railway hospital:-

i The supply of a salt by a MU/MMU, if found sub-standard during usage, will be stopped
forthwith in all Zonal Railways/PUs. The firm would be asked to replace the sub-standard batch by
another batch. While replacing the batch, the firm will also submit a test report of a third party lab
declaring the new batch as standard one alongwith the firm’s own test report. Sample of this batch
would also be sent to a Government Lab/Govt. approved NABL Lab for test by Zone/PU. However,
supply of other salt(s) from that MU/MMU will continue. Further, if the registered firm has more
than one MU duly inspected by a team of Railway officers on behalf of that firm, the salt (found sub-
standard) would continue to be accepied if manufactured at the MU other than the one from which
the sub-standard salt was manufactured.

ii. Information about the same will be sent by the ZR/PU to all ZRs/PUs, DG/RHS and also to
the State Drug Controller in whose jurisdiction the manufacturing unit of the firm (where salt was
manufactured) falls so that the salt manufactured at the unit from which the sub-standard batch was
supplied, is not purchased by any other Railway Zone.

iii. ft will thereafior be the responsibility of the MU/MMU to take clearance from State Drug
Controller.  Once, the clearance of State Drug Control Department is received, the MU/MMU will
inform the PCMD/CMO of the concerned ZR/PU. Only on receipt of a satisfactory report of the
Drug Control Department of the State Government, the supply of the salt (which was found sub-
standard during usage) manufactured at that MU can re-commence. Ciearance of the MU will -be
intimated by PCMD/CMO of the ZR/PU to all ZRs/PUs and DG/RHS.
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iv. Two such instances of rejection of a particular salt {on all India basis) during usage will be
permitted in one registration period. '

V. If there are more than two such instances of a particular salt (on all India basis) from a
MU/MMU being found sub-standard during one registration period and it is established that MU had
manufactured sub-standard salt due to technical failure or failure to follow the laid down procedure,
Railways will not accept any salt manufactured in that MU. However, the-products of other MU, if
inspected by a team of Railway ofticers on behalfof that fiem, will continue to be accepted. Further
order of any salt, manufactured at that MU, will fiot be placed on MU/MMU by any railway unit(s)

till the expiry of 3 years period of its approval by DG/RHS or a period of one year whichever is later.

vi. Also, if there are more than two such instances of a particular salt {on all India basis) from a
MU/MMU being found sub-standard during usage and it is established by Drug Control Department -
that the MU had manufactured sub-standard salt due to technical failure or failure to follow the laid
down procedure, no P.O will be issued for purchase of any product manutactured at that premise till
the expiry of 3 years period of its approval by DG/RHS or a period of one year, whichever is later.
However, for products of other manufacturing units of the firm, if inspected on behalf of the firm,
order will continue to be placed.

Example — If the MU/MMU was approved by DG/RHS in June 2010 and the third instance (on all
India basis) of being found sub-standard during usage was reported in October 2012, then no order
would be placed by any railway hospital for any salt manufactured at that MU after Oct., 2012 to
Oct., 2013. '

After October 2013, the firm will have to apply for a fresh inspection of the manufacturing unit in
line with the procedure as suggested in Part L(A) of Drug Procurement Policy 2014 for all saki(s) as
the manufacturing unit has essentially lost its approval status,

vii.  Outstanding orders already placed on the MU/MMU for supply of any product manufactured
at the premise of firm (after the 3" instance of sub-standard salt during usage and it being established
by Drug Control Department that the MU manufactured the sub-standard salt due to technical
failure/failure to follow the laid down procedure), will be required to be cancelled,

viil.  If more than two manufacturing units of a registered firm are defaulted by following above
provisions, the registration of the firm would be suspended for a period of one year. Similarly, if the
firm has only one manufacturing unit and a salt manufactured at that manufacturing unit is found sub-
standard on more than two occasions, the firm would be suspended for a period of one year.
Thereafter, the firm can be considered for resumption of registration only if all the clearances from
State Drug Control Authority is submitted for satisfaction of DG(RHS) that the firm has all the legal
papers to manufacture the salts, which were earfier found to be substandard.

This issues in consultation with Health Directorate and concurrence of Finance Directoratg of
Ministry of Railways.

M {Anshu Malik)
ﬁ* Joint Director/RS(G)

Railway Board
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I. PFAs, All Indian Railways & PUs

2. PCEs, All Indian Railways & PUs, WPO/Patna, COFMOW, DMW, RWP/Bela
3.
4
5

CMEs, CEEs, CSTEs, CMDs, All Indian Railways & PUs

. The ADAI(Railways), New Delhi
. The Director of Audit, All Indian Railways.

for Financial Coﬁlssmnermallways

No. 2014/RS(G)/779/13 New Delhi, dated:0%.06.2018

1.

2.

g o B

The PCMMs, PCEs, CMEs, CEEs, All Indian Railways & PUs, RCF/RBL/NDLS,
COFMOW, CORE, WPO and RWP/Bela

The Directors:-

Indian Railway Institute of Sig. Engg. & Telecom, Secunderabad

Indian Railway Institute of Mech. & Elect. Engg., Jamalpur

Indian Railway Institute of Elect. Engg., Nasik

Indian Railway [nstitute of Civil Engg., Pune

Indian Railway Institute of Traffic Management, Lucknow

Sr. Professor (Materials Management), NAIR, Vadodara .

me e o

MD, CRIS, Chanakya Puri, New Delhi
MD, RITES, RITES Bhawan, Sector — 29, Gurugram

Director, Iron & Steel, 3, Koila Ghat Street, Kolkata ' .
Executive Director (Stores), RDSO, Manak Nagar, Lucknow

Chief Commissioner of Railway Safety, Lucknow _M “@
Zonal Railway Training Institute, Sukadia Circle, Udaipur -

(Anshu Malik)
Joint Director/ RS(G)

Railway Board
No. 2014/RS(G)/779/13 New Delhi, dated: 04.06.2018
Copy to:-
I. The Genl. Secy, AIRF, Room No. 248, Rail Bhawan
2. The Genl. Secy, NFIR, Room No. 256-C, Rail Bhawan
3. The Secy Genl., IRPOF, Room No. 268, Rail Bhawan
4. The Secy Genl.,, FROA, Room No. 256-A, Rail Bhawan N
5. The Secy Genl., All India RPF Association, Room No. 256-D, Rail Bhawan @
S
(Anshu Malik)
Joint Director/RS(G)

Railway Board

Copy to:- PSO/Sr.PPS/PPS/PS to

1.
2.

3.

MR, MoS(S), MoS(G), ED/Co-ordination/MoS(G)

CRB, FC, ME, MTR, MRS, MS, MT, Secretary, DG(RS), DG(S&T), DG(Personnel),
DG(RHS), DG(RPF)

All AMs and PEDs & All Executive Directors of Railway Board

™,



