GOVERNMENT OF INDIA
MINISTRY OF RAILWAYS
RAILWAY BOARD

No. 2015/H/4/1/Drug Procurement (Policy)/Bal Pharma  New Delhi, dated: 06.06:_2018

Principal Chief Medical Directors o
All Indian Railways, i
O R ,
Chief Medical Officers o °
meludmo PUs &RDSO - ~ = o
& . :
- Prof. (Health), Nm, Vadodara. .
Sub DruG Procurement Pohcy - clarlfieatlon reoardmo supply of sub-standard

“drugs.
Ref: "Board’s letter No: 2014/RS(G)/779/13 dated 04 06 2018
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A copy of Board’s letter cnted under reference is forwarded here
‘henceforth all cases of sub- standard Drucrs/Pharmaceutlcal products should be dealt with

accordingly.
. (R S Shulda)
J omt Dlrector (Health)
Rallway Board
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© CAOs, DMW/Patiala, “{PO/Patna, comtowm’us.
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, snndard) would contmue to be accepted lf' manufactured at th
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' GOVERNMENT OF INDIA
MINISTRY OF RAILWAYS
‘RAILWAY BOARD.
No. 2014/RS(G)/779/13
The General Manaﬂer, 7
i

All Indian Railways/PUs, NF(C), CORE
The DG/RDSO/Lucknow & NAIR/Vadodara

Q

Sub Drug Procuremeut Policy - clarification regarding supply, ofsub—standard drucs |
Ref: Board’s Ietter of even No. dated 14 0:> 2013 - - P

The Drug Procurement Policy 201-l emlsacre supply ofa salt ([ndrorenously manufactured) by a
manufacturing unit (MU) directly as a suppller or by a'marketing unit +a manufacturing unit (MMU)
wherein _a marketing unit supplres the salt. manuf'actured by another manuf'acturmo unit.
Subsequently, a ‘detailed procedure was 1ssued to' deal with ¢ cases of supply of' sub-standard qualrty of
products vide Board's letter cited under réference. However, based on the'fi eld ¢xperience and the
difficulty arising in 1mplementatton of the polrcy as also other lssues thereafter Health Dlrectorate

has desrred cert:nn amendments in the pohcy T e

it

In view ofabove the whole issue has been re-e'(amrned in consultatlon wrth Health & Fmance
Dlrectorate ofMlmstry of Rallwa}s and rt has béen decided this:- A A :
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For all supplies made b_\, MU/\II\IIU the process as mdtcated below W1ll be followed m case
sub standard sa[ts are discovered during usage in a rallway hospltal . e e

The suppl» of a salt by a MU/MMU lf found sub-standard during usage, \\r[ll be stOpped
forthwith in all Zonal Railways/PUs. The firm would be asked to replace the sub-standard batch by

* andther B batch \Vhtle replaemv the batch, the firm will also submit a test report of a third party lab

déi;' ir‘lxncrﬂthe new batch as st:mdard one alonawuh the firm’s own test report. Sample of this batch

supply of' other salt(s) From that MU/\,I\[U wrll contmue Further it the rerrlstered t:rrn has more

than one MU duly mspected by a team of Rulwa» oﬁ:cers on behalt ot that t'rml the salt (found sub-
the MU other than the one fr0m whleh
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D [nl'"ormatlon about the same wrll be sent by the ZR/PU to all ZRS/PUS, DG/RHS and also to
the State;‘Drucr Controller in whose Jurlsdrctron the manul‘aeturmU unlt ofthe firm (where salt was

manu factured) f'a[ls 50 that the salt manufactured at the unlt from whlch the sub standard batch was
supp[red s not purchased by any other Rallway Zone D e e 4{ L
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it w:ll thereaﬁer be the responsrbrhty ol‘ the MU/MMU to take cle:rance from géatIe Drug

Controller Once “the cleararce of Stafe Drutr Coritrsl Department is’ recelved the MU/MWU will

inform the PCMD/CMO of‘ the concerned ZR/PU, On[} on rece[pt ofa sattsf'actory report of the

Drug Control Department oF the Siate” Govemment. ‘the supply ot' the' salt’ (Wl‘IICh Was i‘founc[ sub-

standard durmfr usace) manufactured at that MU can re-commence. Clearance of the MU. wrll ‘be
intimated by PCMD/CMO of the ZR/PU to all ZRs/PUs and DG/RHS.
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ian of a particular salt (on all India basis) during Usag2 will be

i Two such insances o raject
permitted in one registraion periad,
v, If there aré more than nwo such instances of a paricular salp (on all India kasis) from a

MUMMU being found sud-standard during ene ragistration period and it s established that MU had

manufictured sub-standard salt duz to tachnizal failurecor Failure o follow the laid down procedura,
Railwayvs will not accept ey salt manutacturad in that MU. However, the products of other MY, if
inspectad by a team of Railway officers on behalf of that firm, will continuz to be écéepte_d. Further
order of any salt, manufacturad at that MU, wit] not be placed on MUAMU by any railway uni(s)
till ehe expiry of 3 years period of its approval by DG/RHS ora périod of one year, ﬁ'hir:ht»‘f_t is later,

instances of a-pasticular salt (on alidndia basis) from a
sag¢ and It is established by Drug Control Department
or failurz to follow the laid

vi. Also, if there are mors than two such
MUNMU keing found sub-standard during u
that the MU had manufastured sub-standard salt due to teChnical faifure
tor purchase of any product ménufacmreq at that premise til!
by DG/RHS or a period of oae year, whichever is larer.
s of the firm, - if inspected on behalf of the firm,

down precedurs, no P.O will be issued
the expiry of 3 vears period of its approval

I .
r products of othar manufactiring units

Howaever, fo
order will continua to be placed, .. = St e R
N ' 3

Exam;ﬁle = If the MUMMU was approved by DG/RHS in fune 2010 and the third instance {on all
India basis) of being found sub-standard during usags was raported in October 2012, then ro order

would be plaged by any railway hospital for any salt manufactured at that MU afier Oct., 2012 ta

Oct! 2013,
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Afeer October 2013, the firm will have t0 apply for a fresh inspection of the manufalt ring unit 1n
line with the procedure as suggastad in Part I(A) of Drug Procurement Policy 2014 for all sal () as
ntially lost its approval status. : Tt

the manufacturing unit has esse
- D e A ' ,i Lt . 7‘_‘;’ L
aced on the MUMMU for supply of any product manufacturad
1b-standard salt during ysage'and it being established
by Drug Control Departmeant that the MU -manufactured‘the_syb-_s_tanda‘rd salt due to techoical
tailure/failure to follow the lajd down procedure), will be required td be cancetled.” - -

vii.  Qutstanding ordars alrzady pl

at the premise of firm (afier the 3 instance of sub-sta

viil. _Ifu}qre than two manufacturing units of 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
fiem has only ore hanu facturing 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 alf the Cledrarices frdm”
State Drug Controf Authority is'submitted. fof satisfactio o DG(RHS) fﬁﬁft‘iﬁ}%’:ﬁfﬁ"ﬁ'ﬁfé?‘i‘f‘he‘lqgal

papers to manufacture the salts, which'were earlier foutid-to be substardard, v+ &+

This issues in consultation wi
Ministry of Railways. _ _ o ;

) % T - © - (Anshl Malik)
ﬁ- . - Joint Director/RS(G)

Railway Board



No. 2014/RS(G)/779/13 : New Delhi, dated: 84.082018 \

PFAs, All Indian Raitways & PUs | ~
'PCEs, All Indian Railways & PUs, WPO/Patna, COFMOW, DMW, RWP/Bela S Ty

CMEs, CEEs, CSTEs, C\IDS All Indian Railways & PUs .

. The ADAI(Railways), New Delhi w
5. The Director of Audit, All Indian Railways. %
4
for Financial Coﬁ
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-
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issioner/Railways

No. 2014/RS(G)/779/13 i © New Delhi, dated:04.06.2018

[. The PC\«i\Ia, PCEs, CMEs, CEEs, 4A“ ﬁldian Railways &APUls, RCF/RBL/NDLS,
COFMOW, CORE, WPO and RWPfBela , - : :

2. The Directors:-
Indian Railway [natttute of SIU Eneg & Te!ecom Secundcrabad

a.
_b. Indian Railway Institute of Mech. & Elect. Engg., Jamalpur
. ¢. Indian Railway Institute of Elect. Engg., Nasik
. -d. . Indian Railway Institute of Civil Engg,Pune T
. .e. . Indian Rallway Institute of Traffic Management, Lucknow
_f. lSr Profes;pr_ _(\/[atenals Manacement), NA[R Vadodara
3. MD CR[S Chanakya Pun New Delhx o , .
4. MD, RITES, RITES Bhawar, Sector - 29, Gurucram R o
5. Director, Iron & Steél,3, Koila Ghat Street, Kolkata Le
6. Executive Director (Stores), RDSQ, Manak Nagar, Lucknow ] Q
7. Chief Commissioner of Railway Safety, Lucknow - - _)& JJJ
8. :‘Zonal Railway Trammoln:tltute, Sukadia Clrcle Udanpur e _ , -~
\ s L " (Anshu Malik)
Joint Director/ RS(G)
Rax[w 2y Board
No. 2014/RS(G)/779[13 T .. New Delhl, dated olf 06 2013
Ve el el e v o O L B SO . —'l\i"-,",:‘_‘n""
Cop} to- R H S A T S S
R _The Gcnl Secy, AIRF Room No 248 Ran[ Bhawan o
2. The Genl, Secy, NFIR, Room \Io 236 ¢, Rail Bhawan ;
"3, The’ Secy Genl; IRPOF ‘Room'No. 268, Rail Bhawan™
4. The Secy Genl, FROA, Room No. 236-A, RallBhawan T " T
5. The Secy Gen[ AllIndla RPF Assoc:atlon Room No 236 D, Rail Bhawan ’ LQ
B r,l L r o T (Anshu Mahk)
P T e ‘ Jomt Dlrector/RS(G) ,
Tran e S R 7 Ra:!way Board
Copy to PSO/Sr.PPS/PPS/PS to ' L :
o *‘MR MoS(S); 'MoS(G), ‘ED/C’O-ordmat:on/MoS(G)
'3 CRB, FC, ME, MTR, MRS, MS; MT Secretary,'DG(RS) DG(S&'I) DG(Personnel)
-~DG(RHS), DG(RPF) . v ‘ .

3. All AMs and PEDs & Al Exec'unve Dlrectors ofRaxlway Board
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