DRSO, RAWH MO Bpchony FHUNE) I0F i, i),
o ve,e Nasid oicPd

A;%!OZ_{ RSB0 11 Oow wvad tow, ONAULE, meULORS KRy
mqhm SHowo* 9, 10 ), 11 Yot men, O mvapah ksoohy
a‘;i.z&&a, YRURONS), St Yx,n 84, Wodd th merhivd donfaditel goth
SORCIING, Or 3 DIV, wHedred M .!.;uconb.o‘ caufUtadiarive), 07 ahdcrarieh
SROTWINGINERY. HoYdouty dsowdod &) tard ea0mly e
WORRCO 7 YTV, § w0t maeNEONGD,, YL 2 L1ra0lond
SR B0 DEEatRN Ty,

JvaD Q. Muow dotd AXDOHR LTS
,',,,‘,"rﬁoru.“s e viFs, detd DAnT
: a;__"ﬁmum. datniiv et d, AAtbohn* ¥x 84,

mma,dmonv aﬂ._(lnddmal Finding):

me baich of auuumlcwg- r.uminwd fur wll putlents,
ntra venous ;!luld Nnam;Lsctatg (ML) was chongad from 9/11/2024. The




» g b S b {
B s st L g tdye

" .‘.. J ? ]

g 2R, DHES » ;v,;;}r‘

s TR “ gy %""""i LSy e

o RN
s ReIa, ﬂﬂa‘Jd’oﬂ e q?é&iﬁo:b a’ﬁ‘dm)q' Ringer L.‘ la‘:‘&iﬂ;":{

. 2vad oot Asdd I3 WBD morle Fduoauy Pl h A .;Z;;“
Infusion 1) g€, eRMmIAN0B (0, W, AT
Sxorvas, (eewo® D e i

Aod 30.11.2024 TO Sty EOREDOM D Ber, GR Iohe),

“3‘:333?5 = trre0dad iy WO ToBtome XFobab, DTN,
: AR —d 3
: .%Ei 3008, dreralAEo3 2ugor FEbnvah, Frev,end.

1SR shomgahodridh Rodm, Débowndn 5 of =Idzed DeFTW,
PAAATTO.

- 490er 03 Drugs Controller General of India  Ts30H &3 LUCHERNGL,

© M/S.Paschim Banga 0= sH3) RowoAGEHS Joha, V8 IBA AT
g Brewasod 2etCeRnti3n. (ehwog -2)

_DONOY eRELT TEn SRUED TOFOHE), DOFE3 J0ha By

SaisoFTTRE T.vEie’ BxidRy, BERRH AL PR,
SRRy AeKFIY0 KSMSCL) B0 s mepme Jesededrt showcause

% wirss HORRAE (HR) v Demiab O Tobe 3
BolpoA Howpkle, KA seobr riaabas.

Sodetrosatd, drews SEeE/EEIiy o,
ALY (Prof. & HOD) Microbiology, BMCRI TsId

veche HndchAddd.
e ﬂr,;’;‘“”‘fd"a g, gdobhd), CRAhE Rdd3oh Sede Aoy
5 w”gﬂ:ﬁ@”m% B0¥:07.12.2024 TOTH BIRD ReR,
8 AB 99, Iunts PLNed HODH FOMIANIRI S
' Toe R oSl
e <), &Ndass QDodsd
 KSMSCL eoBmabrie amdy sb3 mma:)«sw:;‘
eS| mataprival, OnE SeckE WO T
Aoboems OMab@e, Sdeo  FEAS

o3

S Bib8 w0, ISMDY, LR ORL SRy




Otz
O, ¥
a 't YRR

O8toms Yotz TP PR, Arics, doriviets BT KBS,
8. RGUNs I OB esckdaternes,

VRN ey ﬁ:“"rbaou, VRN dWFHED), DadLoh esdetd,
NOWdAG B Raddobs afrlsd, stelrcid), Cozs a7 Aiede),

I R, Ty sy .
) NWFGQ B'ﬂ{bhm;:;_‘w wil, Jv, WORDL (Death Audit) SEd

b Bwpa
i ok :&:’ 19 RL W v, KUt BREBONG. 19 tonivd),
BT TVRY am::“’ N 10 wwgaries geddoremnah, BMCRS 89, 5
bRy sy o BN 4 easrivh codsh ol Bagnvoms whdy,
- SRRE T, COAEGE BuigsEonh (NSQ) sXetaReRNG.  NASL
VS 3 Mss. Vimta lab, Hyderabad <), 9 wopsrie/aly, BET =OEA
Nbaue'.s‘gwm‘“'“‘b ou3ah rorahild Bagrvor ahdl 6 LReyriv:
WBH 19 Degison FetaRcanG. By doboIe awedcbon
NI oo SETIVRD, BET WotgH 2 vabich, emnvd) 17 womri
: g ;ﬁ:t:sﬂ#om DY, 2 wozsTiYd BEd roresbilSes
e " - =
/oD =y . :ﬂmm" ARPE WL TIVR, IOER v

Ctate IV Fluid nvRd, oo, oR Lo KSMSCL 279,
WaAolow veohr rIoAMN, SweeX T PET HY
TWOEMN  BMCRI H gehdorenn, =[oCE,  waahF

g2 Pharmaceutical Ltd XoRobn Howoezn = Ringer
AL mm FRHSLA (Black lis) ROX eckBTehdhd.
NAPLIRN,S TWT KSMSCL N empenelied Tcs atroeohay evdsh roceshéd o
B 205 wrbeedtdorns B, Beig dabods wemschs sday
OEsbi SR Bag oo SERdEdAhIn. B vednhod KsMscL
B0, Sl hmehll, TERATORE Fodeteooknn e o
TOROX [OBD Aden. BaHg Jobods woesdobah, Tetdenhd. b
CeOTo Ohod epeod e moletreocbry ey
Fabh@dAenrdgdmy.

=odtomw. SUBaD

HIRDH HWebd NREUD. M/S Paschim Banga
) Hotsoee SeBdysl Dextrose with Sodium Chloride

$ev " BeRmcion bl Setwn son
TS eRgerivs NSQ womdh =B mobtod R
odium Chiorde'BRicsEiits, WRARIELN ReOX HOW
.-qt{rfr-ﬂ-e"a &

ST LIn)A,chons e Ao, FYedAE BIY

Eabe e

b




Baigivah, ovdadethicod BROY 307117054 0 T, TN
SdbBabennddd abaocbaddd: M/S  Paschim Banga Pharmaceutical Ltd
Aox,cdn Aoz sendd Dextrose with Sodium Chloride BRI,
TR WL AAOA espedReRNZd.

- Bigd dob g_;m_ﬁﬂdmp.ﬂm%gﬁs

B0 06-12-2024 Do FAT A Hopiiy Redehe), Bt dohodes
- mengobab, 3 vzl NUED  Wengopyy, Segieds 1A

LV Ringer Lactate BEDOD
SR 22 wRITIVE, T, RGN cpL ehmelt evdahd

DRSS BRGSO RARRE. 5 259,25 neb COL &otwa, IoBH
(oD, - 4 wRFTh e P BoITN. P endah
: 53 9 LT I0VE, BoidE PEFE BoId=0r IdBabaty,
AT, BB HoR,ob Hoiw, Brwos: 4/12/2024 Bowd 6/12/2024
' om Frieomdd 7/12/2024 ¥, T BAARD. & =od

S0 55T0e MO SRTha NBORNG, 00 9 WFCesrive).
A2 q:fdﬁ KeR. 9 FFOrerive) Sevasdriga, IMFC

S H 0D DHHL Aowom e RogIFme),
IOEITOTD) (DER, WILFNVYRY,  In-house Laboratory coors a3oes
rie National Accreditation Board for Testing and Calibration Laboratories (NABL)
- SRl Folsmeocdon @b 2 WID HeedEE BRE oo
| TERETOAT BUB ") RPNGI, EOEDEOE), F.OA.00.0%*2.0er* =
ABL _a&ﬁi&té:d}tnppﬁeligglrpboratory & M/s Devansh Testing and research
raf o3 s BOES vEBAE oor, waeEried cogsh
. SeUORo M. Sodd oddet  mor

dbow  ededgd Hog,ohe),
o wdEh roreTHEE Bgisod

0w LV Ringer Lactate Bgs 81
@, esadnve) 59 mmdrw PREESY
22 e 5 rOrSHETOR B S0 o
o BuE oo dEFdds B

SV AL rpey, g eodsh roossbils
o5 S

B




5. Dwow 3y
1
LRRF iy V2024 mogy B Jobodm meRs S Hord JORAE

eanvc’fa; Baohmay, 102 dewdrv, SotERN RoryoReNGIZH.
16 S SO BET sibtdpbd), ovds ot BBrIvRC,
ot BET Wordong, oudsh s SaR  BEprvandIs.
: TV Sde dodebdoidr. sy Stedlity SOEA

. SUB 300 H03Y AT, HEHEALVRITE.

Fluid o), 3.0 R0am e’ B Rowoe oo
A ROy R, AFD FoBIR) & Toz,T Beld
B W) DCGI GFY 20kl Ao, LB HIT. B
06.12.2024 J3ant Consd BRG DoH0Iee BB LHTON:

gs Standard Control Organization (CDSCO) BTN ?:;ﬁ
Ve VOO, woll 398 Iy wOHTIB G
‘a,-ml:-ﬁ--- 3 O% B[aig mpawmﬁ:‘mos oI EEon Retedta KR
o S TR, DO ATIS. (e™n0g-3)

; "'m i

o bah ;Sdea ﬁ@aﬁaﬁx A BRUPE QCOIT  FEHrivEy,

1 3o, S0HE; Zoch D2 TS TPre HTOHRTLIT.




o o630 Ringer Lactate Infusion FFS
rummﬁmwm,@

e e0d: 09.11.2024 DOT 13.11,2024 UsION NABW LHFAY,

%gmcﬂ NoA. eU,N00E3 Ringer Lactate Infusion FFS (500mi)

o0 @owIERN SRV FYonthdd, & Sr,Sabe),

pOwod  DRE QODIHON Iy, FYForo3

Joo RoRohadohod Ringer Lactate Infusion FFS (500ml)
Fensh: B,z wort KR, 5.8.8.8 dohalmabzed Eodo’ HeoT
2023/ Bor 29,90,395 AT, VOB BF ABePNDIB.  ©w00I
{ Ro? Ringer Lactate Infusion FFS (500ml) Bpiaai, DT
R evmeerion A0w0NE ERE BHoPAT,, AT
! FR, AoWoRE BRRKZE. IE0 BaEgiay NRYERT; WA
R0 eI L AVEdS romahél, FHOtGATIE wead e
Tt 83 Foletrmochdorw  evdshribvesbéSord ©,pE0AS

P, ReR.BEG corRerdn Kowoeen wRnchIzd.
8T 307 Yabmosd; TR 39,25 Fowo* AhI.

) mmﬁ. LIOEDORSIY
b, duethrien ausdo&nmﬁ?

y

3 Tm‘m



&
Qt‘;!WO&mhmw Q0L WA, wOBDhEY, eddod
BORy gy & DGR, A0 wvmt i, Ao RaAGH
o Q‘:’"’“L Ay I oomiSar Bacson Ftarhad. o
N Ay Nowoy 3

=y, ERUL) 0.0 A, YRthyF, rbodyiés ad),

BagSor, el Baigy
et q'" ]

A Wtoon addse WV eodaEhrbrehil e
g ;,Mm‘“‘m' SBUATEONE), Patdcing BWxon Bod:
o8 m“&?;mﬂ DOY, 192

Sdua,

WO VR, }-BAPD, sSwouznd
Do, W ey, BAG eormyerivs @orn adetrt,
WYY SREE0d St StEendods,
=&U3.2024
- m_m"r%ﬁ! Horor dansinsivon wstesdod AWo Yook
TR Ry, @S Baigislonh Pataioing 23,808, Xu0
o SWBRBNDIY, e eackBaiaty, TWBA ROWTRTRCD
S, RO, 2dwain, DBOR, BROOT: 04042024 Gocks
00 Sdoime, windhsed,

g
a.{!’“%ﬁl-‘umna ool Ro0STA. BAt'F eker sxdn
e O, Yateg, B, IV wVBAAE, 2025 FowWO" 03BF2255

"OTeh DRROY: 24052024 =3y, 31.05.2024 rivord eodah
tEodn s

Zig TG QOVOFTFON WO WIS DY LIDZF TR,
A dos B3I wCabennhdhdas.

~90F: 108.07.2024) sy vmon: 1107204 o BBEG  JomyoIEE),
SN, B= WREFTIVRDY, BeUHTWAR, WoHod wog,
5 PFADN S0mdSer | oI eEdNRYE Mfs, Standard
aba --.-,....,‘?I?&:--m. orLe M/sVorick Analytical Research PytLtd., Bawana
: ngga,ggmw Delhl BN WM 137 593y, 46 0,3 vy,
ﬁm;&mm B.ol(e "WS&QM;W#MM,@

o, SR aﬁ% e

oY

:
g
30
g
g
g
g




B HbIPobhe), BO0E HNIAH
R dtmf wo a 4
A zerinvor REd BRG REDOSDBONL,  ogsh Moo

ort
d5wuASod 9"“"‘" maidaﬂi nodhd, Ba'iqiaiab,\ V0B HABA DIDOT:
A s SRhdsr endhd.

m BRODW), BRHNVE), P DRROTIVY, 22
aaasom ooz BEE dohodes mermdoln ZetAANIE,
v S Rod* BN pzdetcedld eodsh msEhéd s

_ __oﬁ,rw Vel Drnare YRR, 'aab,\m 2
3;@590' W3  rorshé AR aaqsasom

SR, a'bam,ahoajw oggdad
&gb; b WAL won zoXohn




GOVERNMENT OF KARNATAKA
No. HFW/.
400/ FPR024 Karnataka Govermment Secretariat,

Vikasa Soudha,
From: Bengaluru, Dated 4212, 2.0n ?,
Principal Secretg
Ty to Government,
sf;:g; “snd Family Welfare Department,
To: 3 Soudha, Bengalur,
"l';'i\.? Drugs Controlier General (india)
FDA Br, te General of Health Services,
—navan, Kotla Road,
New Delhi-1 10002,
Dear Sir,
Sub: :

Drugs and Cosmetics Act, 1940 & Rules thercunder - Supply
of “Compound Sodium Lactate Injection LP. (Ringer’s Lactate
LP)", Mfd By: M/s Paschim Bangs Pharmaccuticals (A Unit of
Farista Vanijya Pvt Ltd). NH-31,TINMILEHAT, Sonapur HAT,

. PS_ Chopra Dist. Untar Di Dinajpur -733214
(W.B) supplied 1o Kamataka State Mcdical Supplies Corporation
Limited (KSMSCL-Govt Supply) declared as “Not of
Standard Quality"- reg.

Ref: I. Manufacturing license in Form 28D bearing No. DL-
. 1/SLA/CLAA/WB  granted toM/s. Paschim Banga
Pharmaccuticals, (A Unit of Farista Vanijya Pvt Ltd), NH-
31, TINMILEHAT, Sonspur HAT, PS ChopraDist. Uttar Di

- Dinajpui-733214 (W.B) approved by your office.
2. Test Reports of 18 batches of LVP product “Ringer Lactate
Solution”, Mfd by: M/s.Paschim Banga Pharmaceuticals,
(W.B) in Form-13 iscued by Govt. Analyst. Drugs Testing

- laboratory, Karnataka.
= : AHERRIN

1. With respect to'the subject mentioned above and as discussed with you over
phone on 1* Dec 2024, your attention is dfawn towards the supply of sevéral
batches of “Compound Sodium Lactate Injection 1.P (Ringer's Lactate 1.P)" by

M/s. Paschim Banga Pharmaceuticals, West Bengal to the Kamataka State
Medical Supplies Corporation Limited (KSMSCL- Govt Supply) for
consumption in Government Hospitals through District Drug Warehouses.

2. Between 9-11" of November 2024, four (04) maternal deaths have been reported
i District Hospital, Bellary, wherein it has been noticed that the RL batches

e
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e 136:‘:-_ . - : .;1‘.‘ ar 5 SR R !




3. The batches had

4. Based on letter of

5. Since August 2024, some 0

&

nufacturer jad just been used. The matter is under
n

investigation. . prozen for uso during March 2023 by KSMSCL
i 7'“:1,::; lr:)Obo NSQ by the Governmen Amﬂyst, Drugs
based on two batches Utnkn- Thereafter, o challenge of gome of these NSQ
testing laboratory, Kf;l:::mr and on belng referred to the CDL Kolkata by the
reports by the m:;m oDL Kolkata had found theso 10 be Q.
GROPEEIC e IKOSMSCL’ different batches of the said drug were drawn for
Test and Analysis by the Drugs Control Officers acrogs Karnataka from the
et out of which 22 batches have failed in various
r Sterility &/ or Test for Bacterial Endotoxins /

District Diug anhglysﬂt:, s
i i s
pammelcts includiig fthese NSQ reported samples have also been found

Particulatc Matter cte. F:\‘;' 0

to be SQ by CDL Kkolksta later.

e f'the earlier frozen batches which had not been yet
troller Dept., or-which had been found to be

tested by the officers of Drugs Con ,
SQ by the Government Analyst. had been relezsed by KSMSCL after those were
certified to be SQ by NABL empaneled laboratories, KSMSCL has sfill not
released any of such batches found to be NSQ by the Govt Analyst, Drugs
Testing laboratory, Kamataka cven though some of these batches were found to

supplied by the said m

be SQ by CDL later.
6. Now again, all such batches have been frozen by the state after recent maternal

deaths in Ballari, based on a strong suspicion on the quality of such batches as
these batches had come to use in the said hospital just before reporting of the

said deaths.
7. The firm has been permitted to manufacture the said drug under license in Form

28D by the Drugs Controller / Licensing Authority of West Bengal State

approved by your office. Further, the CDL Kolkata comes under-the purview of

your office.

You are therefore requested to get the matter investigated at ‘your end & initiste

necessary action against the manufacturer and other concerned on priority basis under
information to this office and further you may also direct the Drugs Controller of West
Bongal .State £ your.subordinate zonal officers to extend ; .

investigation at manufacturing unit by the officers of this State. FOOpemnon nentg

F I

C

 1..The Chicf Secretary,
2. The Secretary, Health & Family Welfare, Govemment of India, New Delhi.

T ’TTbcDircctor"Gmem of Health Services, Government of India, New Delhi.

to

701!1‘3 sincerely,

: ':\ 'f-f
(HARSH GUPTA)

~Principal Secretary to Government,
- Health and Family Welfare Department

o

Govemment of Kamataka, Vidhana Soudhs, Bengaluru



Shigyry Reglonal Divisien Office
OF Drugs Control
mftttom_a'of Drugs control
- Govt. Of West Bengal

Dt.-10.12.2024

& 06.12.2024, reviéw of the documents and
gating team Is of the opinion that the firm Is not
Large Volume Parenteral. The refore, you are
A1)

firm as per Rule 85 2} of The Drugs & Cosmetics
of the deficlencles mentloned In enclosad

: 99 liance report along with supportive

Cosco, EZ. Kolkata and Deputy Director of
ofri:e and same will be verified Jointly

Dlvlslo Office of Drugs Control
tigurl, Da

rjeeling

NP




