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GOVERNMENT OF KARNATAKA

No. HFW/4
-UOIFPMQM Y.arnatakn Government Secretariat,

Vikasa Soudha,
From: Bengaluru. Dated: 62413, Q_m_?,
:{:;;‘p:lngmm‘?w o Government,
B ViSRS d‘“mly Welfare Department,
1‘:":- & ou hal Bengaluru.
: The Drugs Copyy, i
T ontroller General (Indiz)
‘ g;rlgmz General of Health Services,
. havan, X otla Road,
S New Delhi-1 10002,
Dear Sir,

Sub; Drugs and Cosmetics Act, 1940 & Rules thercunder - Supply

of “Compound Sodium Laciate Injection L.P, (Ringer’s Lactate
I.P)", Mfd By; M/s Paschim Banga Pharmaccuticals (A Unit of
Farista Vanijya Pvt Ltd), NH-31, TINMILEHAT, Sonapur HAT,
. PS  Chopra Dist. Untar Di Dinajpur -733214
(W.B) supplied to Kamataka State Mcdical Supplies Corporation
Limited (KSMSCL-Govt Supply) declared as “Not of
Standard Quality"- reg.
Ref: 1. Manufacturing license in Form 28D bearing No. DL-
: 1/SLA/CLAA/WB  gronted toM/s, Paschim Banga
Pharmaccuticals, (A Unit of Farista Vanijya Pvt Ltd), NH-
31, TINMILEHAT, Sonspur HAT, PS ChopraDist. Uttar Di
Dinajpur-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 Phammaceuticals,
(W.B) in Form-13 isrued by Govt. Analyst. Drugs Testing
laboratory, Kamataka.
: » ; FHERARNS
|. With respect to the subjest 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 1o the Kamataka State
‘Medical Supplics Corporation Limited (KSMSCL- Gowvt Supply) for
consumption in Government Hospitals through District Drug Warehouses.

2, Between 9-11™ of November 2024, four (04) maternal deaths have been reported
- in District ﬂpspitnl,'Bcligw. w!pfeln :thaf been noticed that the RL batches




s

. jad just been used. The matter is under
i pufncture

supplied by the said ma

investigation. . carlier
cch
3. The batches had i 10

frozen for Use during March 2023 by KSMSCL

. po NSQ by the Government Analyst, Drugs
based on two batches takn. Thereafter, o1 °h"'I°"8¢ of some of these NSQ
testing Inboratory, Kori® on belng referred to the CDL Kolkata by the

reports by the munulégi““;zo'}:nm had found these 1o be S,
batches of the said drug were drawn for

competent court, the nt
CL, differe f
KSMS Control Officery across Karnataka from the

4. Based on letter of KS g5
t of which 22 batches have failed in various

Test and Analysis l;iy the D::,
istri uses, \
gﬂ‘r"’zieg“:fdmﬁ:eg ?TOSW for Sterllity &/ or chsl for Bacterial Endotoxins /
.w of these NSQ reported samples have also been found

Particulate Matter etc. Few 0
to be SQ by GDL Kkolksta later. _
25500y he earlier frozen batches which had not been yet

S. Since Augt 24, some of t
tested :yutghn::;?rgc:msofnmgs Controller Dept., or-which had been found to be
SQ by the Government Analyst. had been released b)‘r 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 cvei though some of these batches were found to
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 fo 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 & initiate
necessary action against the manufacturer and other concerned on priority basis under
information to this officc and further you may also direct the Drugs Controller of West
Bengal State £ your subordinate zonal officers to extend coo i uring
investigation at manufacturing unit by the officers of this State. . o 3

: Yours_giﬁ'ccrely.

{HARSH F‘t’:ﬁ PTA)

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

: ,'--",'-'::;Thc:.(?lﬁcfSﬂ‘:rcmry Govemnment of Kami | udhs

LT o e weereiary, Govemment of Kamataka, Vidhana Soudhs, Bengaluru
| :,f %‘gcmm, Health & Family Welfare, Government of India, New Delhi.

il ¢ Director General of Health Services, Government of India, New Delhi.



Sigury Reglonal Divislon Office
OFf Drugs Control
'ml'ﬂnorate of Drugs control

~ Govt. O west Bengal

D1.-10.12.2024

24 & 06.12.2024, reviéw of the documents and
nvestigating team s of the opinion that the firm Isnot
anufacturing of Large Volume Parenteral. Therefore, you are

g actlvity of the firm as per Rule & ) of The Drugs & Cosmetics
public  of the deficlencles mentloned In enclosed

port along with supportive
EZ Kolkata and Deputy Director of
ivision dfﬂ_t_:‘e and same will be verified jointly
| Reglonal Division Office,

ety Siecti/of Srugs contral
| DivislofOffice of Drugs Control
llsurl;oaijgenng
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