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Har ¥,

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

NSQ/06/2025

T Drugs declared “Not of Standard Quality” on Testing -Reg.
TeIed/HeleT

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 [ Name of the Description [Batch No.JName of ihe Reason of NSQ
Reported the Manufacture fof item / Mfg Laboratory/
by Authorized Date/Exp.{Report No. &
Distributor date Date
Partner
ESIC Super [M/s M/s Zee Tranexamic|Z24-185 |CDL, Kolkata The sample does not
Speciality Mahaveer |Laboratories |Acid conform to IP with
Hospital, Drugs Ltd, Behind |Injection IP JFeb.- Report  No:respect to the test
Sanathnagar-|Plus 47, Industrial [500 mg/5mif2024 KOL/LS/2025-ffor
Hyderabad Area, Paonta 26/282 dated:
Sahib-H.P.- Jan-2026 [28.05.2025. | “Related
173025 Substances" and
“Assay of
N Tranexamic Acid”

In context to above, it is directed 1o:

- Stop use of the reported batch of the above mentioned item immediately
which has been reported as “Not of Standard Quality”(copy enclosed).

« Replacement of supplies or cost of the material is to be recovered from the
Authorized Distribution Channel partner as per MoU.

- Maintained record of action taken at in respective user units.

This issues with the approval of Medical Commissioner (Procurement).
e,
FeTiep: HIER Digitally signed by

Sanjiv Kochhar
Date: 23-06-2025

w%ﬁ:ﬁ%‘éﬁ@? Hferm)
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Contd. to pre-page:

Copy to:-

L

2.

The Drug Controller General of India, CDSCO, CIG Road, New
Delhi- 110002 (dci@nic.in).

CDSCO Bhavan, Beside T.B. & Demonstration Centre, S.R. Nagar,
Hyderabad - 500038, Telangana,with the request to take appropriate action
on NSQ reported for the above said batch (copy of test report enclosed)
(Email:ddchyderabad@gmail.com,cdscohyd@gmail.com,
hyderabad@cdsco.nic.in).

State Drug Controller, Controlling cum Licensing Authority, Baddi, Himachal
Pradesh-173205 (Email:sdc4hp@gmail.com).

M/s Zee Laboratories,Behind 47, Industrial Area , Paonta Sahib -173025,
H.P. (INDIA),Email:zeeltd@zeelab.co.in.

M/s Mahaveer Drug Plus-Karnataka (Authorized Distributor Channel
partner of PMBI) (Email Id:mahaveerdrugsplus@gmail.com).

Chief Executive Officer (CEO),PMBI,B-500, B-Tower, 5th Floor, Nauroji
Nagar, World Trade Center, + New Delhi-110029.(Email Id:
ceo.office@ janaushadhi.qov. in.).

Website Content Manager with request for uploading on ESIC website.
Guard file.

1/2690266/2025



6/17/25, 1:42 AM Email

& X1 (T g
VOIP No. 10011026

From: "Medical Supdt, ESIC Sanath Nagar, Telangana" <ms-sanathnagar.ts@esic.nic.in>
To: "Medical CommissionerSouth Zone" <mc-southzone@esic.nic.in>, "Medical
CommissionerProcurement" <mc-procurement@esic.nic.in>, "DMC RC" <dmc-
rc@esic.nic.in>, "ms esic-list" <ms.esic-list@lsmgr.gov.in>, "dean esic-list" <dean.esic-
list@lsmgr.gov.in>, dimstsgovt@gmail.com, superesi63@gmail.com

Cc: "Padmavathi Bandi" <dr.padmavathi.bandi@esic.nic.in>

Sent: Saturday, June 14, 2025 12:11:10 PM

Subject: Inj Tranexemic acid, 500mg , Batch no Z24-185 - NSQ

THeleaMgedl

Sir/Madam,

Geerd T=/GdTdel 39 Od & 91 ¥ &/ e Ifeaiad ¢ad Ad e A1eR a1 1
IS HRATE 8 AN foar o W\ B

Please find herewith the attachment/trail mail for your kind information & necessary action.

Hlq¥/Regards,

fafdrcn srefter® HeMs Cell,
3ifa faRyyar SRgdTa/SSH,
HHARI I SAT FATH/ESIC,

SeRIEIS/HYDERABAD.

Respected sir,
Please find the attachment of the CDSCO report stating Inj TRANEXAMIC ACID 500 mg / 5
ml procured , Batch No : Z24-185 , Exp date : 01/26 , through PMJAY , has reported as NOT OF

STANDARD QUALITY.
as per E-file approval we have called back all the stock from all departments of ESIC SSH .

Yours faithfully,
Dr. Padmavathi Bandi

CMO , Medical stores I/c
ESIC Super Speciality Hospital
Santhnagar,Hyderabad

https://email.gov.in/h/printmessage?id=C:17150&tz=Asia/Kolkata&xim=1 8/9
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2 MB
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L3

FORM 17
(See rules 56)
INTIMATION TO PERSON FROM WHOM SAMPLE IS TAKEN

To
- Dr. Afun Merry Theresa,Incharge Medical Store
ESI Superspeciality Hospital
Sanath Nagar, Telangana
Ph No: 9885795105
Email id: NA

I have this day taken from the premises of ESI Superspeciality Hospital situated at Sanath Nagar, Telangana
samples of the drugs specified below for the purpose of test or analysis,

wfdet um T / SATINDER PAL ©
® iy BeE / Diugs Inspect -
Hftom A il F@ie { COSCO 7 n o
Wi T FaiRdEn | Sieclorate Genaral of bus™ —w o id

e e T ST PHPSirigh: <9
h.ALA, PEE-40eo S LUGR, lﬁﬁgw&@m 5t 5% 038,

Date : 27-MAR-2025

S. | Sample No. “*?“ ' Quantity & Unit
1 [LS/SPS/HZI20N %"L JE ECTION IP 500 mg/5 m f;‘% 40 10X5ML
2510 'Caglposmon Each ml is purporte, 1§06 contain:Tranexamic Acid P 100 mg 3 ¥ Ampoules

E

5‘& e
&

My'z%

o

rand Name :NA
ey Batch No :Z24-185
:’;g}w fg. Date :02/2024

2
B

Area,Paonta sahib-

e!h:—‘!10055
2 : ension 1P, a _ ”'?g
25/14 ceta f’st i ]
»%z.»s;ﬁ o
=By. : _ 3l Township Bhatoli Kalig,h )
add;,?g,?szos dist. Solan (!,-Fk!;a,;ﬁ&@e:?;% it i
mported By. :NA R o “}{J
f@ ‘%. S
3 |LS/SPS/HZI20Name Of*«Pi;oduct :Disodium Hydrogen Gitrate Syrup {1 539m))2 S 8 100ml botile

25/13 omposition Eachfﬁ mI contams Disodium Hydrogen Clt@t%ﬁ ‘P1.53gm
rand Name :NA" £ ,
atch No DG1LE002
fg. Date :08/2024
xp. Date :08/2026
fg. By :Mfs. Unicure India [id.,Plot No, 46(B},/498, Vill. Raipur, Bhagwanpur,
corkee, Distt, Haridwar, Uttarakhand
fg. Lic. No.:30/UA/2006
kt, By. :Pharmaceutical & Medical Device Bureau of India (PBML), 8th Floor,
ideocon tower, E-1, Jhandewalan Extension, New Dethi-110055
mported By. :NA
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o

4 |. ./SPS/NZ/20 Name Of Product :Midodrine Hydrochloride Tablets USP 2.5mg 200 10 tablets/strip)
25/12 D omposatlon :Each uncoated tablet contains midodrine hydrochloride USP 2.5mg

_____ a ;ch_'No PWOFG(H
; #fg. Date :07/2024
I Exp. Date :06/2026
ﬁ__fg By :M/s. Pure and Cure Healthcare Pvt. Ltd.. ..,Plot No. 26A, 27-30, Sector-
8A, I.I.E., SIDCUL, Ranipur, Haridwar-249 403, (Uttarakhand})
Vifg. Llc. No.:31/UAS2013
Akt. By. :Pharmaceutical & Medical Device Bureau of India (PBM!),B-500, Tower-
, Sth floor, World Trade Centre, Naurojl Nagar, New Deihi-11002¢8

mported By. :NA

5 [[S/SPS/HZ/20Name OFf Product :Metociopramide Hydrochioride Injection 1.P 5mg/mi 40 5X2ML

2511 somposition ;each mi contains metoclopramide hydrochloride I.P eq. to Ampoules
anhydrous meteclopramide hydrochioride 5.00mg '

Brand Name :NA

Batch No :0MCI-001

Ifg, By :Laborate; Phgrrpaceutical
Sahib (H.P,) Lo, % °
Afg. Lic,ﬁNo.:;,S <MB/10/66 &

Mkt. B: %Jférmaceutical & Medical Device Bureau of India- (PBMI), gth gﬂoor,
e’;ogo fower, £-1, Jhandewalan Extenﬁgpn%New Delhi-110055

Imported By. :NA i Z"“‘*»e
k% g
i e f
Mr. Sstgndar Pal Singh

wier W fim / SETINDER PAL SiN~H
simi FiE LBugs Inspecto:
tﬁ 2.421.301.3 i FFid | CDSCO Zonay e
N qﬂr;ggm { Direclorate General ol Hear “vvns
S ‘?Eﬂ%ﬁ s;% '{ZIF’ A Minisity of Health & 1 . 2 targ
| é g:mu 250 3¢/3R. Nagar, Hyderahaa )

A “&v ’Nm Pz :ss«:m

Validity
unknown

Slgnad by Mr. Satindsr Pal Singh
m%mspsdanhu Mar 27
1 3:16:17 IST 2025
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Central Drugs Laboratory, Kolkata
3, Kyd Street Kolkata (India) - 700016
Phone No. 033-22299380.
Email:cdlkol@cdsco.nic.in, cdlkol@gmail.com

FORM 13
(See rule 46)
CERTIFICATE OF TEST OR ANALYSIS BY GOVERNMENT ANALYST UNDER
SECTION 25(1) OF THE DRUGS AND COSMETICS ACT, 1940

: Mr. Satinder Pal Singh ,Drugs Inspector
Mr. Satinder Pal Singh
Hyderabad Zone CDSCO, Zcnal office, Hyderabad ,
CDSCO BHAVAN, Beside T.B. & Demonstration
Centre, S.R. Nagar, Hyderabad - 500038, AP (India) -

:6-2(1)/HZ/2024-25/2154 , 27-MAR-2025

1. Name of Inspector from whom received

2. Serial No. and date of Inspector's memorandum

3. Number of Sample : LS/SPS/HZ/2025/10

4. Date of receipt : 01-APR-2025
Names of drugs purporting to be contained in the sample : TRANEXAMIC ACID INJECTION IP 500 mg/5 ml

ar

[Date of Mfg. &

Lab. Sample No.| Report No. Batch No. Marketed By Mfg. By

Exp
LSD/KOL/2025- | KOL/LS/2025- 794185 Pharnjaceuticgl & M/s Zee Laboratoujies Ltd.,
el 26/282 02/2024 Medical Dewqe Behind 47,Inqustrlal Area,
01/2026 Bureau of India Paonta sahib-173025.

(PBMI), 8th Floor,
Videocon tower, E-
1, Jhandewalan
Extension, New
Delhi-110055

Seals were intact & identical to the
specimen impression of the seal received
from Drugs Inspector

6. Condition of seals on

[the packet or on portion of sample or container]

7. Result of test or analysis with protocols or test or analysis applied
Date of Testing : From 14-May-2025 To 27-May-2025

Please see below

COMPOSITION Each ml is purported to contain Tranexamic Acid IP 100 mg
Protocol Applied : IP 2022
Sr No. Test Name Result Limits
1 Description Clear, colorless liquid supplied in sealed transparent | NA
glass ampoule.
2 Identification Gives positive test for Tranexamic Acid. NA
@ pH Found: 6.80 6.5t0 8.
4 Related Substances Does not comply. NA
5 Bacterial endotoxins Complies. NA
6 Sterility Complies. NA
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7 Particulate matter Complies NA

8 Extractable volume Complies. NA
|
Assay
Sr.No | Ingredient Name Found Claim % of claim Limits Procedure / Method
1 Tranexamic Acid 85.6 mg/ml 100 mg/ml 85.6 90 % to 110 % IP 2022

In the epinion of the undersighed the sample referred to abeve 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 the test for "Related Substances” and "Assay of Tranexamic
Acid"

m_*f_'__fdf/p

L — L T
Date: 28-MAY-2025 3 GOVERNMENT ANALYST b
Dr . Harel
«Jr Bcienu! ¢ < - & Govt. Analyst,
| Ceniral T .45 Laboratory
Guo . of India

Fole18
Report in the red colored paper indicates the sample is not of standard quality.

END OF REPORT
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THTHRIT /Telenhone: 040-23811481
% /Fax: 040-23811483
$H /email: hyderabad@cdsco.nic.in

T HLHIT/ Govemment of India
e oy 7T fHE=T 9754 / Central Drugs Standard Control Organization
Fr=fors swrater, &Y, €1, ue, . &, waHq. 824aTE / Zonal Office, CDSCO BHAV AN, Hyderabad,
ST U THAETE FHed T §ATad / Ministry of Health & Family Welfare,
TETEST AT HETHS9Tad / Directorate General of Health Services,

AT, AL, B8ETE - 4 0 o o 3 £/S.R. Nagar, Hyderabad - 500038.
Certified for IMS (ISO-9001:2015, 1SO-14001:2013, 1SO 45001:2018)

No. 6-2(1)/SPS/NSQ-01/HZ/2025-26/ 32 b Dated: 13 «Jtem - 225

To

Dr. Padmavathi Bandi,Incharge medical Store
ESIC Superspeciality Hospital

Sanath Nagar, Hyderabad, Telangana

Ph.No: 9246226849

Subject: Drugs and Cosmetics Act, 1940 and Rules made there under-Sample of drug drawn for test/ analysis:
- Fom-13 forwarding for Sample No. LS/SPS/HZ/2025/10—named as “Tranexamic Acid Injection IP 500
mg/5ml bearing B. No: Z24-185, Mfg. Date: 02/2024 ,Exp. Date : 01/2026 manufactured by M/s Zee
Laboratories Ltd, Behind 47, Industrial Area, Paonta Sahib-173025, marketed by M/s Pharmaceutical &
medical Device Bureau of India (PMBI), gt floor, Videocon tower, E-1, Jhandewalan Extension, New
Delhi-110055 is declared as “Not of Standard Quality” by Govt. Analyst, Central Drugs Laboratory, Kolkata —
Regarding.

Ref: 1) Form 17 dated 27.03.2025 for Sample No. LS/SPS/HZ/2025/10 named as “Tranexamic Acid
Injection IP 500 mg/5 ml bearing B. No: Z24-185, Mfg. Date: 02/2024 ,Exp. Date : 01/2026
manufactured by M/s Zee Laboratories Ltd, Behind 47, Industrial Area, Paonta Sahib-173025, marketed
by M/s Pharmaceutical & medical Device Bureau of India (PMBI), g floor, Videocon tower, E-1,
Jhandewalan Extension, New Delhi-110055 drawn from the premises of M/s. ESIC Superspeciality Hospital,
Sanath Nagar, Hyderabad, Telangana, India

2) Test report in Form- 13 issued by Govt. Analyst, CDL, Kolkata vide report No. KOL/LS/2025-26/282 dated
02-JUN-2025.

.« Madam/Sir,

With reference to the subject cited above, it is to state that the Drug Sample “Tranexamic Acid
Injection IP 500 mg/5ml bearing B. No: Z24-185, Mfg. Date: 02/2024 ,Exp. Date : 01/2026 manufactured
by M/s Zee Laboratories Ltd, Behind 47, Industrial Area, Paonta Sahib-173025, marketed by M/s
Pharmaceutical & medical Device Bureau of India (PMBI), 8™ floor, Videocon tower, E-1, Jhandewalan
Extension, New Delhi-110055 was drawn under Section 23 of the Drugs & Cosmetics Act, 1940 on 27-03-
2025 from your premises M/s. ESIC Superspeciality Hospital, Sanath Nagar, Hyderabad, Telangana and sent to
the Government Analyst, Central Drugs Laboratory, Kolkata for test/analysis under Form- IS vide Serial No. of
Memorandum: 6-2(1)/HZ/2024-25/2154 dated 27.03.2025. s

The sample was declared as Not of Standard Quality by the Government Analyst at Central Drugs Laboratory,
Kolkata vide test report No. KOL/LS/2025-26/282 dated 02-JUN-2025 for the reasons that the sample does not
conform to IP specification with respect to test for “Related Substances, Assay of Tranexamic Acid”

As required under Section 25(2) of Drugs & Cosmetics Act 1940, please find enclosed one set of above
mentioned Test Report in Original.
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In this regard, you are asked to stop the sale / distribution of subject drug as per Section 18(a)(i) of Drugs and
Cosmetics Act 1940 and also to disclose the following required information under Section 18A along with
relevant documents as per Section 18B of the Drugs and Cosmetics Act, 1940 and Rules:

1. The total quantity of the subject Drug procured, distributed, used and stocks available with you.

"2, Name, address and other particulars like contact number/official e-mail id of the firm/person from
whom the said drug was obtained/ procured along with the relevant documents (Copy of Indent or/and
Purchase invoice(s) duly attested, Copy of certificate of Analysis and etc.).

3. The circumstances under which you have obtained the said drug.
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 the relevant documents, if any.

Further, you are required not to use subject cited Not of Standard Quality drug and intimate the same to this
office.

You are requested to acknowledge the receipt of this letter and to forward the required details in covering
letter duly signed and stamped by the Authorized person, indicating name and Designation of the
Authorized Signatory at the earliest.

This is to be treated as most urgent.

Yours thhfu]ly,

L

Drugs Inspector,
CDSCO, Hyderabad Zonal Office, Telangana.

. YT ﬁ'm Tﬂ-‘ / Dr. BHUKYA VIJAY NAYAK
¥ iRE / Drugs Inspector

3l A1.3) AefaE FEEeE 'CDSCO Zonal Office

@ T aeiAarE | Directorate General of Health Services

W 3R SR & HErgEMinistry of Health & Family Welfare

LA, FER-4 000 ¢fS.R. Nagar, Hyderabad - 500038.

Encl: Copy of Form 17 & one original test report in Form 13 from CDL, Kolk %]t
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