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No. HFw/400/F.PIU!0U

From:- tffiiffi,$.frH8l"it*,,

ffi,$,Si*t*'**t

Karnatrko Oovcmmcnl Sccrrtrdnt,
Viksss Soudhr,

Bcngrluru. Dnedt.lAS+l h, 9ta+

DGar Slrr

Sub:

Ref:

DruSr and cosmcrics Acr- 1940 & Rulcs thcrcund$ - Supply
of'Cotnpound Sodium Laiurc tnjection t.P, (Rlngcr't Lactste
l;P)"r Mid By; Ws Pascbim Brngr Pharmoceuticols (A Unit of
Farigra Vgnijyi Pvr Lrd). NH-3lJINMILEHAT, Sonrpur HAT,
PS Oropri' 'bist. uru, ot Dinaipur -733214
(W.B) supplicd to Krrrlli.t! Ststc Mcdical Supplies Corporation
Li'mild (KSMSCL€ou SupDly) dcclarrd as "Not ol
Standad Qurliry'L r!g.
L Mlnufacturing liccnsc in Form 28D bcaring No. DL-

I/SLA/CLAA/WB grsrtcd to W$. Paschim Banga
Pharmgccuticrlr (A Unit of Fnrisu Vanijyr Pvt lrd), NH-
31, TINMILEIIAT, Soorpur HAT, PS ChopraDisr. Utrar Di
DinsjPut-?33214 (r,V.B) sPProvcd by your office.

2. Test Rcports of 18 brtchss of LVP producr "Ringer Lacurc
Solution", Mfd by: M/c.Peschlm Bangr Pharmaceuricals,
(\rr-E) l^ r1ofr-13 i.luGd by 6ovt. An.lyBr- Dmgs Tcsring
laboratory.lftmilSkr" 

r*lrrrr
l. Wittl rBpcct to dtc subjctt nqptiorcd abovc and as diseulsed witb you over

phonc on I d Dec 2024. your ottcution is drarvn towands thc suppty of scvcral
babhes of"Compound Sodium Lsctatc hjcction l.P (Ringcr's tjctstc l.P)" by
M/s. Paschim Bange fhermaccudcelt, West Bengol to lhe Krrnata1! Strtc
Mcdicsl Supplica Corpomdon Limited (KSMSCL- Govt Srrypty) for
consunrption in Govcmrncll Hospitals lhrough Dlstrict Drug Waiehouses.

2. Bchrccn 9J ttt ofNovcmbet 2024. four (04) m*crosl deaths havc bcco rcponcd

in D'urict HospibL Bcllrry' wlrcrcin ittsE becr sotieed thar th! RL barchrr

I

: . E I lE $ I q l..!!.F.,FllE!turrtr*+
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,::i,"*:ffii.H:iir*:iliXlffi?;ld}:lill';:';;t",,:lhlffi:

..ul

to bc So bv GDL kolrisE ,stfi'
s. sio. a'ireir riiziiiilrrc of lhc or.lict fiozcn botches whicD had not bccn vct

tcst< Uyifri omcus of Dnrgs Confollcr DrPt" or which had bcq found o bc
SQ byttre Covcrnmont Anrlys. had bccn-rcleased by KSMSCL aftcr thorc wcte

".et6"O 
to U" sq"ii-ilABl empaneled laboratonts. KSMSCL has sdll not

relcased any of sirch b.tchcs found to be NSQ by the Oovr Analya, Drugs
Tcstint taboratory, Kamaaka cveu though sornc ofthcsc.batchcs wcrc fouod to
bc SQ by CDL Joter.

6, Now again, all sucb barches hsvc bccn frozen by the state afrcr reeent matcmal
{carhs in Ba_tlari, bas6d on a stroirg suspicion on the guality ofsuch batchcs as
rtcsc; bari[es hnd comc ao use i, thc caid hospitot just befora reporring of t]ic
said dcatts.

7. Thc fum has bed, pernircd to manufaqturethc said drug under ticcnsc io Form
28D by dre Dnrls Controllcr I Liccrtsing Authqriry of Wcsr Bengal SAe
gpprpvd by your officr. Furthcr. the CDL Kolkata comes underthe pr:nricw of
yowofficg-

You arc thaefore requestcd fo gel lhe maner invcstigated at yoUr end & initiate
n?/clsuty adion lFinit thc manuFrcturor and ot',er conccmcd on priority basis undprialwtiot to thb ofifice aN fr.rthcr you may lrso dr'rcchhe Drugr cont orl"i or wiI

.W;i:^,*,iiV";i*Ti',Hifrffy.'r?ffi?*,1!r'fi l:loi*p..tiooao,iig

Yours siricorcly,

(IIARSH PTA)

'Qopv to :.

Principal Sccrclary to OgygrrrmQat,
Hpatth snd Family Wolfuo Dopartmont

.,

. r..
-.:a,.

,i

I If fl:{t* r:lar*.clu-arirncnr of Karnarako, Vtdhanq Soudha, Bongaturu
'' t Dc Decrctary, ucallh & F amlly Welfars. Oovornmont of tndio, Ncw Dolhi.3.TheDb*torGenerutorNcaro'serv'icra.'oYr"Jr#fi 

iilil.rrndta,NowDelhi.



sltlSurl 
Regonal otvlslon office
0[ Drug Controlqrectorrto 

of orugr conuol
.. soltL 0lWcrt Bcnralultt{g!"lttlscdlulrdls

I
Memo No.-

Io,

On the

DL-70,122024

il.]I;rffr,'..p.iltHT.;*o*,,,

.,Hli.l[I:,it *","
r,.n-733214

M lv
I bash of slte vlsft on o4.12.2024, 

OS

lnrF6cUon, th€

.. Act

n6ted durin8 ,1,2.3924 & 05,12.2024, revliw of the document! and
saUsfEct Jolnt hicrdtatlot team L of the oplnton that thr 6rm ls notory cond tor maoufrdu rlng otLi VolumE PaI€nteral. ThrrEfotr , you.rehesE.bv ordertd to man astlvlty ofthc ltrm as per Rule 851U1of 'r..lle Dru$ & ce?,edcland ltutes 1945lni ntetcat ot rubllc ,cctJfic"tbn of th. d.fid.ncles hentlon€d ln cnctos€d

DnBt

!nspection Report.

e flrm b hereby orderEd to 5ubrnl! the 6ecr53ary complhnc. rEport a,ong wlth supportivedooimd nts with respect to observation5 men oned in the COSCO, EZ Kolkata and Depu ty Dlrectorofcontroland Uccnslng Authority, Silituri Reglonal Divlrton ofrlce and same Wtll be verirl!droindyby cDsco, EZ and Olflce eSlonal Dfublon Offlcc

Drputy lrcct tinqr conrrol
I ReglonalDlvlslo mcr of Drulr Contrcl

Slll6url, gar,ccltlS

T

I I

I

I

qFr
Y

Enc!r:ed;

a ,olnt inrpcctt6n Rcport


