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Aar A,

Director (Medical) Delhi / Director (Medical) Noida,
Dean, All ESIC PGIMSR’s, Medical & Dental Colleges
Medical Superintendents — All ESIC Hospitals,
Directors, ESI Scheme, All States

Dated

644

NSQ/04/2025
fRrsyoRleor O “HIFTeh OTaIT T TRl -3 H|
Subject:“Not of Standard Quality” on Testing - reg
qEIa/AEIEAT
It is hereby informed that following Drug/item reported as “Not of Standard

Quality”, procured through Authorized Distributor Channel partner of PMBI, as
detailed below:-

NSQ Name of the | Name of  |Description |Batch No.[]Name of [the[Reason of NSQ
Reported Authorized |the of item / Mfg Laboratory
by Distributor  |Manufacture| Date/Exp.|Report No. &

Partner date Date
ESIC MC M/s M/s Wings |Ondansetron|ONES- |CDL, Kolkata [The sample does not
PGIMSR & Mahaveer |Biotech Oral solution|1004 conform to L.P. with
MH- Drugs 2 mg/5 ml Report  No:jrespect to the test of
Rajajinagar  |Plus Sep-24 |KOL/LS/2025-|"Related
Bangalore- 26/97 dated:|Substances”
10 Aug-26  125.04.2025.

In context to above, it is directed to:

1. Stop use of the reported batch of the above mentioned item immediately
which has been reported as “Not of Standard Quality”(copy enclosed).
2. All DDO’s to take necessary action as per Terms and Conditions of MoU and
maintain a record of the same.

This issues with the approval of Medical Commissioner (Procurement).

TG,

Hefuich: SURIBITAR w .
Digitally signed by

Sanjiv Kochhar
Date: 07-05-2025
16:47:37

99 fRifheaT g (SR A
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Contd. to pre-page:

Copy to:-
. The Drug Controller General of India, CDSCO, CIG Road

1

2.

o

. Chief Executive Officer (CEO),PMBI,B-500, B-Tower, 5th

. Website Content Manager with request for uploading on E
. Guard file.

110002 (dci@nic.in).
State Drug Controller(Karnataka) , Drug Control Departme

New Delhi-

ant, Palace Road,

Bengaluru-560001 (Email: dc.dcd-ka@nic.in) with the request to take
appropriate action on NSQ reported for the above said batch (copy of test

report enclosed) .

M/s Mahaveer Drug Plus-Karnataka (Authorized Distributor Channel partner

of PMBI)(Email Id:mahaveerdrugsplus@ gmail.com)

Nagar, World Trade Center, New Delhi-110029.(Email Id:
ianaushadhi.qov. in.)

Floor, Nauroji
ceo.office@

SIC website.

I/2513049/2025
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Email RCCell

Fwd: Regarding report for NSQ in r/o Ondansetron Oral Solution 2mg/5ml supplied
through PMBJAPY

From : DMC RC <dmc-rc@esic.nic.in> Sat, May 03, 2025 06:19 AM

Subject : Fwd: Regarding report for NSQ in r/o Ondansetron 22 attachments
Oral Solution 2mg/5ml supplied through PMBJAPY

To : RCCell <rc-hgrs@esic.gov.in>

—————————— Forwarded message ---------

From: Girishastri Kashikar <dr.g.kashikar@esic.nic.in>

Date: Fri, 2 May 2025 at 15:59

Subject: Regarding report for NSQ in r/o Ondansetron Oral Solution 2mg/5ml supplied
through PMBJAPY

To: DMC RC <dmc-rc@esic.nic.in>

Cc: Medical Supdt ESIC Hospital Rajaji Nagar Bangalore <ms-rajajinagar.ka@esic.nic.in>,
Dean ESIC Medical College <dean-rajajinagar.ka@esic.nic.in>

With reference to above captioned subject, the following details have been submitted for your kind
information regarding the NSQ on Ondansetron Oral Solution supplied to our hospital throgh

PMBJAPY.
S.No Sample Nan.le of the Batch No | Mfg.Date |[Exp.Date Name of the Name of the st
collected by item manufacturer
CDSCO Ondansetron .
I | Subzone |Oral Solution |ONES-1004| Sep-24 | Aug-26 | M/SWings | M/s.Mahaveer
Biotech Plus
Bengaluru 2mg/5ml

The Certificate of Analysis submitted by CENTRAL DRUGS LABORATORY,KOLKTA is

being enclosed herewith for your kind reference.
The above information has been communicated to you with the approval of the Competent

Authority.

Yours sincerely,
Dr Girishastri Kashikar/zt.fifonfa. swietMS Orthopedics

Chief Medical Officer/gea ferferean gttt
I/C Medical stores/saR. Rrferear 9=n.
ESIC MC PGIMSR & MH /& fAterfa fafsenzgog va fm&am'm‘ AT

File No. U-25/12/NSQ_Drug_Declared_Supplied_By_PMBI/2025-Med.V (Computer No. 1228697)
Generated from eOffice by RAMESH KUMAR SAINI, PHA-MED5-RKS, PHARMACIST, Employees State Insurance Corporation (ESIC) on 06/05/2025 01:49 pm

lo 25-04-2025, 19:51



Emaaik3s3,2025/SEC-MED 5-ESICHQ https://email.gov.in/h/printmessage?id=C:-14526&tz=Asia/Kolkata&xim=1

Rajajinagar Bangalore-10/a=mfaT R dweqe-20

== PURCHASE ORDERS AND INVOCIE COPY OF PMBJAY SUPPLIER.pdf
2 MB

== NSQ ONDANSETRON CDSCO MAY 2025.pdf
2 MB
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M/s Mahaveer Drugs Plus

WP IRLEEAR WS

Fomb:

b 1ST, 2ND,3RD FLOOR, BUILDING NO.3, NANJAMBA AGRAHARA, 5TE
MAIN ROAD, CHAMRAJPET,
BANGALORE - 560018
3456F17Z5, DL No: KA-B21-185949,KA-B21-185950,
‘,-LJ8u2b615635 08026615654, 87924—,'7‘26}.,
26615654 ,Phone MNo2:8792477262 ,Emall Il:
manaveeraragspi 1s@gmail.com
GST Invoice
Store Code|ESICRAJAJI ) Invoice No. |20242516468
Store Name|E Date |30-10-20Z4
Cont.Person|S.Senthilkumar ) Lr No
Address ILr Date
Drug Lic. ; No. Of Cases|1§
€st No.|2SBLRE03541G1DB Transporter|HREN
Pan Nb. Mobile No. g
: Po ¥No. Email Id Leple.an
Remark 3 : i
Sr. |DC Product Name Unit |HSN Batch | Qty. mMnf Exp MRP Rate Amount CGST 3G8T | IGST
Code Code Date Date value | value| value
(%) (%) (%)
1 24 Pentazocine x 300490} p2anl24 | 300 7/24 6/26 15,00 30792 § 321300 102.7| 0.00
Injection IP 30 30 . g (0.C0;
| mg per ml (€.0%
| Mnf : N
: Nand |
r?_' i1¢ Heparin Sodium- i 300190% GS- 1000 1/24 12/25 | 40.001 28.57 [ 28570.00 17142 2714 0.00
0IU and Benzyl 2404 a 20 {0.00)
Micotinate Zmg ' (6.00})} (6.00
Cintment )
Mnf :
Pree
3 666 Pheniramine _ I 300490 pMI- | 2000 T/24 6/26 4.00 2.8€ | 5720.00 343.21 0.00.}
i Maleate Injection DO5% 0 (0.00}
1 TP 22.75 mg L (6.00 ;
Mnf : {
Daff |
4 893 Ondansetron Oral 1 300490| ONES= | 500 9/24 gr2é i 4500 10.7F | 5355.00 2| o.00 1
$olution IP 2 mg 1004 {0.00}]
! per 5ml ;\ .00 i
i Mnf f ' ) }
| Wing i
| 5 |i008 |Phytomenadione T 1300400 pMa223 | 200 | 10723 | 9/25 | 11.00| 7.86 | 1572.00 | 84.32 ¥
Injection . 29 (6.00) (0 SUH
(Vitamin K1) IP |
b img per C.5ml i
© o |Mnf '5
Nand i
6 |i170 acetylcysteine I 300490 DP3328 | 600 11/23 io/25 | 25.00) 17.86 | 10716.00| 642.96( 642.%1 0.00 3
Injection 200 mg {6.00) 6 (0.-C0}
per ml ] (€.00 |
Mnf : ‘ } |
Divi i
7 12:9% Glycopvrrolate 1 340490 | IGLPRZ | 800 i0/23 9/25 7.00 5.00 | 4000.00 |248.00| T18.¢ $.00 |
Injection IP 307R (6.00) 0 (3.00)
0.2ng (€.00
Mnf : }
Sama
8 1203 L 3004%0| IPTRAL | 100 1/24 12/25 | 21.00f 16.00 | 1600.00 | 40.00 40.004 0.00°
402 (2.50) [ €2.50 | (0.00)
)
i
9 |2000 al 300490} BB- 600 11/23 10/25 {121.00] 86.43 |51858.00}3111.4) 3111.| 0.03
99 2323 8 { (0.00)
16.00}
) |
’ 6100 subTotal: 112604.30
3
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46163582202 SRGNAD; 5-ESICHQ i
- - e Discount Amount: 0.00
e ax Type Tax % - ]
el Tax Total Taxable Amount: 112604.G0
112604.00 CESS 0.00 0.00 cest:|  €700.24
1600.00 CGST 2050 40.00 shinid C e
1600.00 sGsT 2..50 40.00 st e
111004.00 CGST 6.00 6660.24 ] il ik
111004.900 3GST €.00 6660 Slar £
sy Bt Round Off: -0.48
b = Net Amount: 126004
HSN Tax (%) Taxable Value SGST CGST IGST CESS
300480 1600.060 40.0¢C 40.00 3.00
. UU
300120 12.000 28570.00 1714.20 1714, 20 00
300490 12.800 30576.00 1834.56 1834.%6 )3
51858.00 3111.48 3133 .43 0
Lakh Twenty Six Thousand Four Cnl ‘;
XI5 BANK LIMITED
MEHAVEER DRUGS PLUS
: 233235‘62:688 48 3
TIBO004878
vV PURAM
ubject to Bangalore Jurisdiction Only. /s Mal
it} lea'—{?er Drugs Plus
. 9
13
) #
"
v .‘
- |
Fec sl f:-“.f:télav i taken o slonkl AC
“HF ﬂ—,, s g U B it R T Ry
on ..., Vide ::’aga No. 738 T8 w250, 5!
:.1‘ f i 4
AT Vol NO. o L A S LD
1
Fharrnavist
4
i
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U-16/72/2024-STORE MEDICAL BRANCH !/181?063/2024
: HHIR] TS0 G187 PR STEY SRUard, SIS, ESIC MC PGIMSR & MODEL HOSPITAL, RAJTAJINAGAR,
TGS 560 010 BENGALURU - 560 010. &
(3rF T8 TSR 9ATaY, YING TWOR) e :
EMPLOYEES' STATE INSURANCECORPORATION ;—um&gmma*m
(Mm:s of Lab & E 1 t, Govt.of India ebsile: www.esic.nic.in
e o BiploymeniCostof i) Ph. No.080-23325130/23320271,Fax:080-23325130
L3

E Comp. No.: 986144 File No.: U-16/72/2024-STORE MEDICAL BRANCH Date:15/10/2024 -

To
My/s. Mahaveer Drugs Plus ,
No:451/B,Nanjamba Agrahara,
5% Main Road,Chamarajapet,
Bengaluru-560018
Respected Sir/Madam,
Sub: ~-Purchase Order for the procurement of drugs for hospital use

As per the MOU signed with our hospital dated 31-08-2024, you are hereby requested

to supply the following drugs as per the quantity ordered below: '; 2

LSET-A(ALLOPATHIC}STORES
siNo | PNEIATY NAME OF THE DRUG -
1 2284 Acamproséte calcium 333mg tab 200
2 1626 Budesonide 200 mcg +Forfnoterol 6mceg inhaler 400
3 1152 Carbamazepine 200mg tab 200
4 1517 Clopidogrel 75mg,Rosuvastat 20mg, Aspirin 75mg tab 600
5 2307 Desverilafaxine tab 100mg 200
o 6 333 Dexamethasone 0.5mg tab 200
7 2418 Ezetimibe 10mg tab 200
8 192 Famotidine 40mg tab 100
9 . 888 Febuxostat 40mg 2400
10 442 Fenofibrate 160 mg tab 700
11 1319 Gabapentin caps 100mg tab 300
12 939 | Levocarnitine 500mg tab | 400
13 1723 Nifedipine 10mg tab 200
14 986 Nitrazepam 10mg tab 100
25 15 1220 Oseltamvir 75mg tab 700
16 1956 Resperidone 0.5mg tab 200
17 ., 2736 Rivastigmine 3mg tab 200
18 1783 Rosuvastatin 20mg fenofibrate 67mg tab 200
19 1868° | Silodosin 8mg,dutasteride 500mcg tab 400
20 1062 Sofosbuvir 400mg Tab 200
21 2135 Spironolactone 50 mg+Torsemide 10 mg tab 100
20 256 Sulbutamol 2mg tab 1200
23 489 Sulphasalazine 1000mg tab 300
24 443 Tab Isosorbide dinitrate 5 mg 200
25 2630 Tab Sildenafil citrate 20mg 100
% 2101 Tab.Dapagliflozin 5mg 2000
7 1696 Tab.Linagliptin 5mg , 2000
28 2495 Telma 80 + Chlorthalidone 12.5 mg tab 300
29 2417 Eltrombopag 50mg tab 200
iF 30 1833 Ursodeoxycholic acid 150mg tab 1200
5

(]
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| 4616353/3075/SECMERSES EBIcAL BrANCH

s > /181706872024
231 4% Ursodeoxycholic acid 300 mg tab . 2000
2 2210, | Verapamil hydrochloride SR 120 tab 00 |
) 1461 Vildagliptin 50mg tab 800
.34 1131 Progesterone 200mg tab 600
85 2416 Eltrombopag 25mg tab 200
) Sl 1213 T.Erlotinib 150mg 200
N g, ILSET-B&C (ALLOPATHIC)STORES
e 7
TTsine | FEIIATY ' NAME OF THE DRUG o
1 1848 Etofylline 84.7mg Theophylline 25.3mg Inj 300
2 364 25% Dextrose 200
3 2170 Acetylcysteine 200mg/ml inj 600
4 2403 Ceftazidime+Avibactam 2.5gm Inj 50
§ 5 276 Enoxaparin 40mg inj 20
6 334 Dexamethasone 4mg inj 800
7 2000 Dinoprostone gel 0.5% 600
8 2355 Ferric carboxy methylcellulose 500 mg inj 800
9 1191 Glycopyrrolate 0.2mg/ml inj 800
10 281 Heparin 5000 LU inj 2000
1 11 419 Heparin oint 1000
12 2555 Inj Ferric carboxy maltose 500mg 600
13 1191 Inj Glycopyrolate 0.2 mg 200
14 213 Inj Pantoprazole 40 mg 2000
15 1091 Inj Vecuronium 4 mg amp 200
16 1008 Inj Vitamin K 200 .
A7 156 Doxorubicin 50mg inj 100
18 2439 Metoclopramide 5mg inj 1000
19 993 Ondansetron 2mg/5ml syrup 500—
20 24 Pentazocine inj 30mg/ml 300
21 4666 Phenaramine malate inj " 2000
22 1024 Promethazine hydrochloride 25mg/ml inj 300
23 1203 Protamine sulfate 10mg inj 100
g o 151 Streptokainase 1500000iu 50
. 25 475 Sucralfate suspension 100mg/ml 200
2% 359 Tetanus toxoid inj 1ml 100
97 2263 Thiamine 100mg inj 500
28 302 Tranexamic acid 500mg inj 2000
29 | 1431 | Valethamate 8mg inj 500
.30 2767 Vasopressin 20iu/ml inj 1000
31 1091 Vecuronium 2mg inj 1500
32 1183 Cyclophosphamide 500mg inj 30
33 2769 Vincristine 1mg inj 100
. 34 851 Dacarbazine 200mg inj 40
-35 152 Bleomycin 15U inj 40
36 1181 Carboplatin 150mg inj 120
37 1182 Carboplatin 450mg inj 120
. 38 1675 L-Ornithine Aspartate infusion =0
-y 6
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: AR ISP . R GOVERNMENT OF INDIA
FATEXY U9 URAN dediurT JHrerd wé% gh Ministry of Health and Family Welfare

T {ar ATy SR Directorate General of Health Services
Foold YT Al [QAF0T Horded 1 L%\, 7/_-v- Central Drugs Standard Control Organizatio
afaed drRiveg- ey Qﬁ: *b A,‘,(‘,."M Zonal Office - Bangalore
i WHd haliedh - AnritMahotsay Second Floor,
a’\{m Jsi?olwi?“gjlzﬂdl h e T, Mo s A O/0 Drugs Controller for the state of Karnataka,
SO __(__ )S((_)_ Palace Road. Bangalore - 560 001,

CANWIST 080 22341017(D). 22341018 —_—

Telephone: 080 22341017(D), 22341018
8Nl szbengaluruia edsco.nic.in

E-mail: szbengalurua cdsco.nic in
bangaloresubzonc @ cdsco . nic.in bangaloresubzone a cdsco.nic.in

DDC/BZ/SI/NSQ-Ondansetron Oral Solution/2025-26/Q4 ¥ Date SO'OH‘Q"’ 9%
Urgent /Most Immediate

To

Dr. Girish Shastri Kashikar, In-charge Medical Stores,
ESIC PGIMSR MC and Model Hospital,

2nd block, Rajajinagar,

Bangalore - 560010, Karnataka.

Subject: Drugs sample drawn by the Drugs Inspector of this office reported to be "Not of Standard
Quality’ by Govt Analyst, CDL., Kolkata in respect ONDANSETRON ORAL Solution 1 P 2myg/Sml,
B No. ONES-1004, D/M: SEP 2024, D/E: AUG 2026, Mfg By M/s Wings Biotech.43 And 44,
HPSIDC, Industrial Area, Baddi-173 205 (1 .P) (Sample no.: LS/SI/BZ./2025/19 dt. 19.04.2024) -
Reg

Sir,
The subject sample was drawn by the undersigned Drugs [nspector from your premises on

-~

20.02:2025 under section 23 of the Drugs & Cosmetics Act, 1940 and Rules 1945 there under and was

sent for test and analysis at Govt. Analyst, CDL., Kolkata and the report has been received in Form 13

and has been found "Not of Standard Quality’ as the sample does not conforms to claim as per [P 1P
with respect to test for *Related Substances™ vide Test Report Number: KOL/1.S/2025-26/97 dated
25.04.2025 (One copy in original of report of Government analyst, CDL, Kolkata enclosed as per

Section 25(2) of Drugs and Cosmetics Act 1940 and Rules thereunder).

In this regard, you are requested to stop the sale of subject drug as per Section 18(a)(i) of Drugs
and Cosmetics Act 1940 and also to intimate the following

I The total quantity of the subject Drug procured and used

o

The source from whom the subject Drug batch was obtained with relevant copies of

documents, purchase invoice, Certificate of analysis etc. (also provide the details of name of

the responsible person/ designation/contact number/official e-mail id of source from whom the
subject Drug was obtained)

3. Details regarding date of receipt of the subject Drug at your premises, storage condition
maintained during storage of subject Drug at your premises along with supporting Documents
itany.

7
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4616353/2025/SEC-MED 5-ESICHQ

Further, you are directed not to use Drug and intimate the same to this office

Kindly, disclose the above required information as per Section 18A along with copy of relevant
documents u/s 18B of the Drugs and Cosmetics Act 1940 and Rules there under at the earliest

You are requested to acknowledge the receipt and the required details in covering letter should be
duly signed and stamped by the Authorized Signatory, indicating name and Designation of the
Authorized Signatory

\
o\

(Sumld lmhl/ % cﬂ oﬁ‘\’ﬂ)
Drugs Inspector/ 3ﬁ1‘!f‘ﬁ foriares
CDSCO, Bangalore/ ¥V 8y vy d) 30 | dforeiy

Enel As above along with One copy in original of test report of Government analyst, CDL, Kolkata
vide report no: KOL/L.S/2025-26/97 dated 25.04.2025

8
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Central Drugs Laboratory, Kolkata 'Ddre Tl -0 :Z_Y’
3, Kyd Street Kolkata (India) - 700016 #00S ;f""\\
Phone No. 033-22299380. L0707 5%N
) Email:cdlkol@cdsco.nic.in, cdlkol@gmail.com ;‘@ ’\
waRry 3o U\;-‘XL GoVt. Ot :;
FORM 13 MR /
(See rule 46) N ik,
CERTIFICATE OF TEST OR ANALYSIS BY GOVERNMENT ANALYST UNDER o
SECTION 25(1) OF THE DRUGS AND COSMETICS ACT, 1940
1. Name of Inspector from whom received : Mrs. Sunita Joshi ,Drugs Inspector

Mrs. Sunita Joshi

SUBZONAL OFFICE (Bangalore), Central Drugs
Standard Control Orgnization Sub zonal office, 2nd
Floor, (O/o Drugs Controller for the State of Karnataka)
Palace Road Bangalore (India) - 560001

2. Serial No. and date of Inspector's memorandum : DDC/BZ/SJI7-3/2024-25/2027 dated 20.02.2025 , 20-
FEB-2025

3. Number of Sample 1 LS/SU/IBZ/2025/19

4. Date of receipt + 25-FEB-2025

Names of drugs purporting to be contained in the sample :ONDANSETRON ORAL Solution I.P. 2mg/5ml

Lab. Sample No.| Report No. Batch No. Date g;g/lfg- & Marketed By Mfg. By
LSD/KOL/2024- | KOL/LS/2025- INGS BIOTECH, 43 And 44,
ONES-1004 HPSIDC, Industrial Area,
25/1702 26/97 Sep.2024 Baddi-173 205 (H.P
Aug.2026 bh Ao (ge)
6. Condition of seals on : Seals were intact & identical to the
! : specimen impression of the seal received
[the packet or on portion of sample or container) from Drugs Inspector
7. Result of test or analysis with protocols or test or analysis applied : Please see below
Date of Testing: From 16-Apr-2025 To 17-Apr-2025
COMPOSITION : Each 5 ml is purported contains: Ondansetron Hydrochloride I.P. Eq. to

Ondansetron 2mg

Sr No. Test Name Result Limits

1 Description Clear, colorless, viscous liquid supplied in amber NA

color plastic bottle sealed with aluminum screw cap.

Each bottle is supplied in paper carton with plastic

dropper.
2 Identification Gives positive test for Ondansetron Hydrochloride NA
3 pH Complies (Found pH: 3.63) 3.3to4 .
4 Ondansetron Impurity D Complies NMT 0.1 %
5 Related Substances Does not comply NA
6 Uniformity of volume Complies NA

9
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4616353/2025/SEC-MED 5-ESICHQ

Assay ‘
Sr.No | Ingredient Name Found Claim % of claim Limits Procedure / Method
1 Ondansetron 1.915 mg/5ml 2 mg/5ml 95.75 95 % to 105 % IP 2022
Hydrochloride eq.to
Ondansetron

In the opinion of the undersigned the sample referred to above is not of standard quality as defined in the Drugs and
Cosmetics Act, 1940, and Rules there under for the reasons given below:-

The sample does not conform to IP with respect to test for "Related Substances"

o=l

Date: 25-APR-2025 GOVERNMENT ANALYST
DR. ANJAN PAL

Sr. Selentific Officer (Microbiology)
Central Drugs Laboratory

Report in the red colored paner indicates the sample is not of standard quality.

: - END OF REPORT <

10
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