.-."lr _‘-1! F """Il'.-‘;.
2/
COVERNMENT OF INDIA :
w- MINISTRY OF RAILWAYS
RAILWAY BOARD

. No. 20 15/H/4/1/Drug Procurement (Policy)/Bal Pharma

Fincipal Chief Medical Directors
g“"ﬂll Indian Railways,

Chief Medical Officers
including PUs & RDSO

&
Prof. (Health), NAIR, Vadodara.

Sub: Drug Procurement Polic

drugs.
Ref: Board’s letter No. 2014/RS(G)/T79/13 dated

Ty

Dﬁ"-*‘g Mlave

New Delhi, dated: 06.06. 2018
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GEMERAL MANAGER'S (XFFICE

|3 JUN 2018

Zidroy forer/Southern Railway
et/ Chennai-E00 00

v — clarification regarding supply of sub-standard

04.06.2018.

A copy of Board's letter cited under reference is forwarded herewith. It is desired that

henceforth all cases of sub-standard Drugs/Pharmaceuts
accordingly.

cal products should be dealt with

(R.S. Shukla)
Joint Director (Health)
Railway Board

4

| € ! i\yg"!l.r'!ﬂ

e/ 4



GOVERNMENT OF INDIA
MINISTRY OF RAILWAYS
BEAILWAY BOARD

No. 2014 RS(GYTTH1Y New Delhi, dated: 04082018

The General Manager,

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

The DG/RDSO/Lucknow & NAIR/Vadodara

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

Sub: 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
manufacturing urit (ML) directly as a supplier or by a marketing unit +a manufacturing unit {MML)
wherein a marketing unit supplies the salt manufactured by another man ufacturing unit.
Subsequently, a detailed procedure was issued to deal with cases of su pply 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.

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

For all supplies made by MU/MMU, the process as indicated below will be fallowed 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 Raifways/PUs. The firm would be asked to replace the sub-standard batch b
another barch, While replacing the bateh, 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
wauld alsa be sent to a Government Lab/Govt, approved NABL Lab for test by Zone/PU. However,
supply of other salt(s) from that MUMMU will continue, Further, if the registered firm has more
than ene MU duly inspected by a team of Railway officers on behalf of that firm, the salt (found sub-
standard) would continue to be accepted if manufactured at the MU other than the one from which
the sub-standard salt was manufactured.

i, Information about the same will be sent by the ZR/PU to all ZRs/PUs, DG/RHS and alsa to
the State Drug Controller in whose jurisdiction the manufacturing unit of the firm (where salt was
mﬂ"lurﬂﬂﬂl.l'ﬁdj falls sor that the salt manufactured at the unit from which the sub-standard batch was
supplied, is not purchased by any other Railway Zone. :

ii. It will thereafter be the responsibility of the MUMMU to take clearance from State Dirug
Controller. Once, the cleargnce of State Drug Control Department is received, the MUMMU 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 ré-commence. Clearance of the MU will be
intimated by PCMD/CMO of the ZR/PU to all ZRs/PLis and DG/RHS.
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Two such tnstances of riediion af§ parteular 2% (00 all India boasizpduning usagz will be
permitted in one registration period.
% If thers are more than twa such instances of a parizular salt (on all India basisy from a

LML Being found sub-standard during dre registration period and it is establishad that MU had
manufactured subsstandard salt due to technical Bailure or failure 12 follow the lald down peocedurs,
Railways will not aceept amy salt manufactur=d in that MU, However, the praducts of other MU, iF
inspected by a team of Railway officers on hehal fuf that fiem, will continua to be accepted. Further
arder of any salt, manufactured at that MU, will sot be placed on MUMNMU by any reilway unil(s)

till the expiry of 3 vears period of its approval by DG/RHS ora period of one year whichever is later.

v, Also, if there are more than two such instances of 2 particular salt (on all India basis) from a
MUMMU being found sub-standard during usage and(it is established by Drug Control Department
that the MU had manufacturad sub-standard salt due to technical failure or faiture ta follow the laid
down procedurs/na P.O will be issued for purchase of any prochuct manufactured at that premisz till
the expiry of 3 years pericd of its approval by DG/RHS or a perind of one yaar, whickever is later,
However, for products of other manufacturing wnits of the fimm, if inspected on behalf of the firm,

arder will continug to be placed.

Example — If the MUMMU was approved by DG/RHS in June 2010 and the thiad insance (on all
[ndia 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 manyfactered at that MU afier Oct., 2012 to

Ot 2003,

After October 2013, the firm will have 1 apply for a fresh inspection of the manufaciuring wnit in
line with the procedure as suggestad in Part 1{A) of Drug Procurement Policy 2014 for all salus) as

the manufactering urit has essentidlly lost its approval status.

vii.  Outstanding orders already placed on the MU/MMU for supply of any product manufactured
at the premise of firm (afier the 1 instance of sub-standard salt dusing usage and it being established
by Drug Control Department that the MU manufactured the. sub-standard salt due to technical
Eailura/Filure to foliow the laid down procedure), will be required to be cancefled.

it If more than two manufocturing units of & registered firm are defaulted by following above
provisions, the registration of the firm would be suspended for & period of one year, Similarly, if the
Firm has only one manufacturing unit and & salt manufactured at that manu facturing unit is found sub-
standard on more than two oceasicns, the firm would be suspended for 2 perind of one year.
Thereafter, the firm can be considered for resumption of registration only if all the clearances fram
State Drug Control Autharity is submitted for satisfaction of DGIRHS) that the fiem has all the degal
papers to manifacture the salts, which were earlier found to be substandard.

This issues in consulation with Health Directoratz and concurrence af Finance Drirectoraty I'g’r'

Ministry of Railways. |
istry 0 Wy h-,_ju
s

% (Anshi Malik)
,ﬁ. Joint DirectorRS(G)

Railway Board



