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No. U-25/12/NSQ/2023-Med V (E-178406)

Her &,

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

AEICT/ABIE,
It is hereby informed that the Drug as detailed below has been reported as “Not of Standard Quality”,
you are directed to stop use of the batch of the following item immediately which has been
reported as “Not of Standard Quality”: (copy enclosed)

NSQ/2023
fuwg:  gdiefor X gar “Not of Standard Quality” 6T €lwoT & TIY9 H

fedis: 18.07.2023

NSQ Name of the Firm  [ltem Name/ RC No/|Batch No./ [Name of the[Reason of NSQ
Reported Brand Name Iltem No/ |DOM/ Laboratory/
by Page No |DOE Report No. & Date/
MS, ESIC[M/s CMG Biotech|Acenocoumarol (150 CT22231818 |Central Drug Testing[The sample is
Hospital, |Pvt Ltd Tab/cap- Each Laboratory, Kolkatta [declared Not of
Rajaji tab/cap to Standard Quality
Nagar, 58, Industrial Area, |contain: for the reason
Acenocoumarol [72a 03/2023 stated under
Bengaluru [Plot No 28/1/17,/1mg No: 32-13/2023-|“Related
Industrial Area, SS/DCA (B)-59/882  [Substances”
Site IV, Sahibabad, |Cgtrom-1
Ghaziabad, (UP))- 77 02/2025 Dated:14.06.2023.
201010
Category ‘B’
(Manufactured at :
58, Industrial Area,
Phase 1,
Sansarpur Terrace,
Dist. Kangra, HP

It is also directed that action may be taken as per clause for ‘Testing of Drugs-Quality Control” of
Terms & Conditions of respective DG-ESIC RC. Replacement of supplies or cost of the material is to
be recovered along with testing charges, if any, from the firm.

Action taken is to be maintained as record in respective user units.
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Copy for information to: -

1. The Drug Controller General of India, CDSCO, CIG Road, New Delhi 110002.

2. Office of the Director Health Services, Health and Family Welfare Directorate, SDA Complex, Kasumpti, Shimla-9
(HP) with the request to take appropriate action on NSQ reported for the above said batch under information to
this office.

3. Office of the Assistant Commissioner (Drug) Food Safety & Administration, Govt of Uttar Pradesh with the
request to take appropriate action on NSQ reported for the above said batch under information to this office

4. M/s Bajaj Healthcare Limited 602-606, 6th Floor, Bhoomi Velocity Infotech Park, Plot No: B-39, Road No. 23,
Above ICICI Bank, Wagle Industrial Estate, Thane(W)-400604

5. Website Content Manager with request for uploading on ESIC website

6. Guard file

TS fAdus (X dider #eaT)
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File No.:e-U-25/12/NSQ/2022-MedV (E-

To,

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

NSQ/09/2025

12328)/ 29/ Dated:

I/2r86879, 2025

Web - Uploa

D5 R HEADQUARTERS
OIS HAE, WS 2 5 e 140 o0
Panchdeep Bhawun,C1G, Marg, New Dath] 10002

M esicso in !{}‘JLBW:‘TB‘ZEm;—w@gxm; in

Subject: Declaration of Drug “Not of Standard Quality” on| Testing - reg

Sir/fMadam

It is hereby informed that the Drug/item has been reported as “Not of Standard

Quality” as detailed below:

Sample taken Name [ltem Name/ RC |Batch No./ Name of/the [Reason of NGQ
Premises ofthe |Brand Name |No/ |(DOM/DOE Laboratary/
Firm ltem Report No. &
(M/s) No/ Date
Page
No
M/s Centra] Medical [CMG Betahistine 150  [CT24250284A|Government The sample does
Store, E.S.I. Biotech|hydrochloride/  |1539a DOM:05-24  |Analyst, hot conform to IP
Scheme, D6 Pvt.  |Dihydrochloride |68 DOE:04-26  |(Central Drug |standards
Dispensary Ltd. Tab/Cap- Testing |with respect to
Compound, Behind Each Tab/Cap Laboratory, |"Assay for
Pritampura Schoal, to contain: Indore MIP.- |Ingredient
Girdharmagar, Betahistine 452001 Betahistine
Ahmedabad- hydrochlcride/ Report No,  |Dihydrochloride”
Gujarat-380016 Dihydrochloride IND/LS/2025-|(copy enclosed)
8mg 26/92 dated |,
Cghest-8 23-May-2025 sl

In context to above, it is directed to:

1. Stop use of the batch of the ab

reported as “Not of Standard Quality” (copy enclosed).

2. Replacement of supplies or cost of t

testing charges (if any) from the firm.

3. Initiate action as per clause for
Conditions of respective DG-ES|
4. Maintained record of action

ove-mentioned item immediate

he materials is to be reco

ly which has been

vered along with

‘Testing of Drugs-Quality Control” of Terms &
C Tender Enquiry/RC.
taken at in respective user units.
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This issues with the approval of Medical Commissioner (Procurement).

Enclosures: As above

Yours Faithfully,

Digitally signed by
Sanjiv Kochhar

Date: 18-07-

2025

Dy. %&%Q%ornmissioner

(Rate Contract)

Copy for information to:

1. The Drug Controller General of India, CDSCO, CIG
110002 (dci@nic.in).
2. Central Drug Standard Control Organization, North Zon

e, C.G.O. Building-I,

Kamla Nehru Nagar, Hapur Chungi, Ghaziabad, U.P.-2010024 (Email:-

zghaziabad@cdsco.nic.in)
reported for the above said batch under information to thi
3. Office of Assistant Commissioner, Food & Drug Contro
Food & Drug Laboratory, near Polytechnic , Vadodra-390
4. Office of Deputy Drugs Controller (1
Organization, 2nd Floor, Air Cargo Complex, Old Airpo

with request to take appropriate action on NSQ

s office.
Adminstration, C/o
002.

. Central Drugs Standard Control

t Building, Bhargav

Road, Near Rameshwar Char Rasta, Meghaninagar, Ahmedabad - 3800186,

Gujarat (Email: ahmedabad@cdsco.nic.in,
hzr.seaport@cdsco.nic.in

ahd.airport@cdsco.nic.in,

5. M/s CMG BIOTECH PVT. LTD., Plot No. 28/1/17, Induistrial Area,Site-1V,
ahibabad, Ghaziabad, (UP)-20101 0.(Email; info@cmgbiptech.in)
- Website Content Manager with request for uploading on ESIC website.

7. Guard file.

Road, New Delhi-

lr27B6879,2025



Centrai Drugs Testing Laboratory, Indore
CDSCO Bhawan GPO Square, Residency Area A. B Road Indore(MP)-452001
Phone No.0731-2991314
Email:cdtlindore@cdsco.nic.in

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

1. Name of inspector from whom received : Mrs. Neha Sharma ,Drugs Inspector

Mrs. Neha Sharma

Ahmedabad Zone Central Drugs Standard Control
Organization, 2nd Floor, Air Cargo Complex, Old Airport
Building, Bhargav Road, Near Rameshwar Char Rasta,
Meghaninagar, Ahmedabad - 380018, Gujarat (India) -
0

2. Serial Ne. and date of inspector's memorandum : CDSCO/AHD/ SS/2025/NSH/15/934 . 20-MAR-2025
3. Number of Sampie : CDSCO/AHD/ SS/2025/NSH/15
4. Date of receipt 1 24-MAR-2025

5. Names of drugs purporting to be contained in the sample :Betahistine Dihydrochloride Tablets IP (CGHEST-8)

Lab. Sampie No. Report No. Batch No. Rate E;;qu' - Marketed By Mfg. By
/l 4 /12025- ' CMG BIOTECH PVT. LTD,,
gl NDASI2025- | cTaazs0284A ey (Unit-l) Plot No. 58, Phase
| 0312036 Not mentioned | Ill, industrial Area, Sansarpur
3 Terrace HP- 176501
ot
8. Condition of seals on 4 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 15-May-2025 To 23-May-2025
COWNPGSITION : Each uncoated tablet contains

Betahistine Dihydrochloride IP 8 mg

Protocol Applied : Betahistine Tablets (IP 2022)

Sr No. [ Test Name f Result f Limits
Mo Description i Off white, round, biconvex, uncoated tablets, having | NA
| brown and light brown spots on both surfaces
J (mottled appearance), supplied in aluminium foil
e TR X blister pack.
2 | ldentification Gives positive test for Betahistine Hydrochloride NA
3 | Dissolumon Complies with I.P. Average drug release- 96.60% of | NLT 80 % of
‘ claim claim
EEARN e DT oy ! s oSl ]
4 | Related substances | Test not done due to non-availability of impurities. NA
t
| 5 Uniformity of content Complies with [.P. ' TR NA

Page 1 of 2




Assay

Sr.No | Ingredient Name Found Claim % of claim Limits Procedure | Method
1 Betahistine 7.69 mg/ tablet 8 mg/ 96.125 95 % to 105 % I.P 2022
Dihydrochloride tablet

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 is not of standard quality for the reasons stated under description.

Date: 23-MAY-2025

e ad i !?ﬁ}a‘“”
o ane W]
Tur)d

GOVERNMENT ANALYST

“’Gézfg_ 1%/ Turjya Ray
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e-U-25/12/NSQ/2022-MedV
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File No.:e-U-25/12/NSQ/2022-Med\V/(E-12328) lum 2 Dated:

To,

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

N

10/2025

Subject: Declaration of Drug “Not of Standard Quality” on Testing - reg

Sir/Madam

It is hereby informed that the Drug/item has been reported as “Not of Standard
Quality” as detailed below:

Sample  Name of the ltem Name/ BrandRC No/ Batch No./ Name of the |Reason of
taken Firm (M/s) Name Item No/ [DOM/ DOE [Laboratory/ INSQ
Premises | Page No Report No. &
f Date
Medical Glenmark [Clotrimazole + 149 Batch No.-Government |The sample
college andPharmaceuticals|Lignocaine Ear 551 11231684 Analyst, has been
Hospital & [Limited Drop- 42 DOM:09-23 [Karnataka |declared as
PGIMSR, Each Bottle to DOE:08-26 MR No. Not of
Kalaburagi, contain: 1577-BLR- |Standard
Karnataka- Clotrimazole 1%, 25-26/PS-  |Quality as it
585106 Lignocaine 7459 does not
Hydrochloride 2% conform to the
Candid Dated 19-07-|jabel claim with
2025 respect to
“Assay for

Clotrimazole”

Category-"B"

(copy
enclosed)

In context to above, it is directed to:

1. Stop use of the batch of the above-mentioned item immediately which

has been reported as “Not of Standard Quality” (copy enclosed).

2. Replacement of supplies or cost-of the materials is to be recovered along

with testing charges (if any) from the firm.

3. Initiate action as per clause for ‘Testing of Drugs-Quality Control” of

Terms & Conditions of respective DG-ESIC Tender Enquiry/RC.

1/2824269/2025



a-U-25/12/NSQ/2022-MedV |/2824269/2025

Contd. to pre page: _
4. Maintained record of action taken at in respective user units.

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

Enclosures: As above

Yours Faithfully,

Digitally signed by
Sanjiv Kochhar
Date: 26-07-2025
Dy. Mleod%af%aommissioner
(Rate Contract)

Copy to:

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

2. State Drug Controller (Karnataka), Drug Control Department, Palace Road,
Bengaluru-560001 (Email-dc.dcd-ka@nic.in).

3. The State Drug Controller, Food & Drug Administration, Survey No. 341, 2
Floor, Bandra Kurla Complex, Opposite RBI, Kala Nagar, Bandra East
Mumbai-400051 (whogmp.mahafda@gmail.com)

4. State Drug Controller, Controlling cum Licensing Authority, Baddi, himachal
Pradesh-173205 (Email-sdc4hp@gmail.com) with request to take appropriate
action on NSQ reported for the above said batch (copy of test report

enclosed).
5. M/s Glenmark Pharmaceuticals Limited,Glenmark House, B.D.Sawant
Marg, Chakala, Andheri East, Mumbai - 400099 (Emall:

govt.tenders@glenmarkpharma.com).

6. M/s Glenmark Pharmaceuticals Limited(Unit-lll, Village- nattanwara, P.O.-
Rajpura, Nalagarh, Distt. Solan (H.P.)-174101
(Email- complianceofficer@glenmarkpharma.com)

7. Website Content Manager with request for uploading on ESIC website.

8. Guard file.
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File No.:U-25/12/NSQ/2021-MedV(E-111 9)/_ Dated:

To

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

SQ/11/2025
Subject: Declaration of Drug “Not of Standard Quality” on Testing - reg
Sir/Madam

It is hereby informed that the Drug/item has been reported as “Not of Standard Quality”
as detailed below:

RC
No/ |Batch
NSQ Name of Name of the
Reported {the Firm gemcl}lamef EFT g%{w Laboratory/ Report|Reason of NSQ
by (M/s) Rl Rate No. & Date
Page |DOE
No
ESIC iSwiss Sodium 152 [240T15A|Government The sample
Medical |Parenterals|Bicarbonate [1326 [DOM:01-|Analyst,Karnataka |has been
College, |Limited Inj- 36 |24 MR No.2830-BLR- |declared as Not
Gulbarga, Each Amp to DOE:12- [25-26/PH -5967  |of Standard
Karnataka contain: 25 dated 25.08.2025 |Quality as it
Sodium does not
Bicarbonate conform to IP
7.5%,10ml Standards
Amp with respect to
Test for
Sterility

In context to above, it is directed to:

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

2. Replacement of supplies or cost of the materials is to be recovered along with
testing charges (if any) from the firm.

3. Initiate action as per relevant clause of Terms & Conditions of respective DG-
ESIC Tender Enquiry/RC 152.



L-25/12/NE0Qs2021-MedV (a-file}

Contd. to pre page: _ . )
4. Maintained record of action taken at in respective user units.

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

Enclosures: As above

Copy

1.
2

3.

5

6.

A

8.

Yours Faithfully,

Digitally signed by
Sanjiv Kochhar
Date: 03-09-2025
18:54:58
Dy. Medical Commissioner
(Rate Contract)

for information to:

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

Office of Assistant Commissioner, Food & Drug Control Administration , C/c Food
& Drug Laboratory , near Polytechnic , Vadodra-390002.

Office of Deputy Drug Controller (1), Central Drug Standard Control Organization ,
ghd floor, Air Cargo Complex, Old Airport Building , Bhargav Road, Near

Rameshwar Char Rasta , Meghaninagar, Ahmeddabad-380016, Gujarat.(Email-
ahmedabad@cdsco.nic.in,ahd.airport@cdsco.nic.in, hzr.seaport@cdsco.nic.in)

. State Drug Controller {Karnataka), Drug Control Department, 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 under information to this office
(copy of test report enclosed).

M/s SWISS PARENTERALS LTD ,808,809 & 810, Kerala Industrial Estate,
GIDC, Nr. Bavla, Dist: Ahmedabad -382220, Gujarat, INDIA.

M/s SWISS PARENTERALS LTD , 62, 6th Floor, Corperate Road, Prahalad Nagar,
Ahmedabad-380 015, Gujarat.(Email-bd2@swiss.in)

Website Content Manager with request for uploading on ESIC website.

Guard file.

/2978452 /72025



5354612/2025/SEC-MED 5-ESICHQ

Email RCCell

Fwd: Not of standard quality report of Inj Sodium bicarbonate

From : DMC RC <dmc-rc@esic.nic.in> Thu, Aug 28, 2025 11:01 AM
Subject : Fwd: Not of standard quality report of Inj Sodium bicarbonate #1 attachment
To : RCCell <rc-hgrs@esic.gov.in>
Cc : PS KUMAR <ps.kumar@esic.nic.in>
Reply To : DMC RC <dmc-rc@esic.nic.in>

qgleg/dgied,
SR favaiaid 3T Aex Fa1d U9 S1awad HRAls ed Savd Uivd g1

Please find herein attachment for your kind information & necessary action.

Y=dla,

37 i s (3R 9 9 Uil mar w )
& X & A gy

VOIP No. 10011026

From: "ESIC Medical College Gulbarga Karnataka" <deanmc-gb.kar@esic.nic.in>
To: "ms esic-list" <ms.esic-list@lsmgr.nic.in>, "dean esic-list" <dean.esic-list@Ismgr.nic.in>, ms-esic@esic.nic.in, rc-
hgrs@esic.nic.in, "DMC RC" <dmc-rc@esic.gov.in>, "DMC RC" <dmc-rc@esic.nic.in>, "Medical CommissionerSouth Zone"
<mc-southzone@esic.gov.in>
Cc: "Thanneru Sujathamma" <thanneru.sujathamma@esic.nic.in>, "MSOBranch" <msomch-gb.kar@esic.gov.in>
Sent: Thursday, August 28, 2025 9:36:44 AM
Subject: Not of standard quality report of Inj Sodium bicarbonate
1

File No. U-25/12/NSQ/2021-MedV(e-file) (Computer No. 1119)
Generated from eOffice by RAMESH KUMAR SAINI, PHA-MED5-RKS, PHARMACIST, Employees State Insurance Corporation (ESIC) on 14/10/2025 03:13 pm



5354612/2025/SEC-MED 5-ESICHQ
Sir/Madam,
Please find the attachment.

da¥  With Regards,
S[. TH df &RYMR, Dr. S V Kshirsagar
S, Dean
Grﬂ§ ﬁjﬂif, ESI Corporation
HIcTol 3R SRTATH 3R TI3MSUATTSIR, Medical college and Hospital & PGIMSR
Eb_c@'ﬁ, Genireey 585106, Kalaburagi, Karnataka, 585106
I gRHIY: 08472 265546

== signedpdfnew (6).pdf
145 KB

File No. U-25/12/NSQ/2021-MedV(e-file) (Computer No. 1119)
Generated from eOffice by RAMESH KUMAR SAINI, PHA-MED5-RKS, PHARMACIST, Employees State Insurance Corporation (ESIC) on 14/10/2025 03:13 pm



5354612/2025/SEC-MED 5-ESICHQ

F -13
Form-13 MO

(See Rule-46)

MR No0.2830-BLR-25-26/PH -5967
Certificate of test or analysis by Government Analyst Under Section 25(1) of the
Drugs and Cosmetics Act,1940

1. Name of Inspector from whom received: Karunadevi,Assistant Drugs Controller
OFFICE OF THE ASST DRUGS CONTROLLER,CA:4/1 SyNo:17,Ground Floor,MSK Compound,
Kalaburgi Circle-ADC2,Kalaburgi-585103

2. Serial No of Inspectors Memorandum : GL2/REG/CMS/110201/KA-B01 and Date 19-05-2025

3. Number of Sample : 110201

4. Date of Receipt : 07-07-2025

5. Name of drugs purporting to be contained in the sample: Sodium Bicarbonate Injection IP 7.5%w/v
Batch No: 240115A Date Of Mfg.:01/2024 Date of Exp: 12/2025
Quantity:  1x10x10ml ampoules. Mfg Lic.No. G/28/1078

Mfg. by: SWISS PARENTERALS LTD ,808,809 & 810, Kerala Industrial Estate, GIDC, Nr. Bavla, Dist: Ahmedabad -
382220, Guijarat, INDIA.

6. Condition of seals on the package: Intact & Tally with Specimen Seal

7. Result of test or analysis with protocols of test or analysis applied:IP 2022.
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 thereunder for the reasons given below

RESULTS

DESCRIPTION: Clear, colorless solution in sealed, transparent glass ampoules, in an ampoule tray, packed in a
sealed polythene cover.

IDENTIFICATION:  Answers to the test for Sodium salts and Bicarbonates.

pH: PASSES THE TEST Found 8.45 IP Limits 7.0 to 8.5
EXTRACTABLE VOLUME: PASSES THE TEST
BACTERIAL ENDOTOXIN TEST: PASSES THE TEST
STERILITY: DOES NOT PASS THE
TEST
Assay For Found IP Limits
Sodium Bicarbonate 7.64%w/v 7.05%w/v to 7.95%w/v

Reason for declaring Sample as Not of Standard Quality:

The sample has been declared as Not of Standard Quality as it does not conform to IP Standards with respect to Test
for Sterility.

(Manjula G.)
Dated:25/08/2025

Government Analyst, Karnataka

Note:'Manufacturer's Address on the sample label is stated as "SWISS PARENTERALS LTD., 808,809 & 810, Kerala Industrial Estate, GIDC, Nr.
Bavla, Dist: Ahmedabad - 382220, Gujarat, INDIA." whereas, the same is stated as "SWISS PHARMACEUTICALS LTD., 808, 809 & 810,
KERALA INDUSTRIAL ESTATE, GDC NR BAVTA. DIST AHMEDABAD - 382220" in the Form-18 sent by the ADC."'

File No. U-25/12/NSQ/2021-MedV(e-file) (Computer No. 1119)
Generated from eOffice by RAMESH KUMAR SAINI, PHA-MED5-RKS, PHARMACIST, Employees State Insurance Corporation (ESIC) on 14/10/2025 03:13 pm
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Form-13 L
(See Rule-46)

Certificate of test or analvsis bv Government Analvst Under Section 25(1) of the
Drugs and Cosmetics Act,1940

1. Name of Inspector from whom received: Karunadevi,Assistant Drugs Controller
OFFICE OF THE ASST DRUGS CONTROLLER,CA:4/1 SyNo:17,Ground Floor,MSK Compound,
Kalaburgi Circle-ADC2,Kalaburgi-585103

2. Serial No of Inspectors Memorandum : GL2/REG/CMS/110201/KA-B01 and Date 19-05-2025
3. Number of Sample : 110201

4. Date of Receipt: 07-07-2025

5. Name of drugs purporting to be contained in the sample:  Sodium Bicarbonate Injection IP 7.5%w/v
Batch No: 240115A Date Of Mfg.:01/2024 Date of Exp: 12/2025
Quantity:  1x10x10ml ampoules. Mfg Lic.No. G/28/1078

Mfg. by: SWISS PARENTERALS LTD ,808,809 & 810, Kerala Industrial Estate, GIDC, Nr. Bavla, Dist: Ahmedabad -
382220, Gujarat, INDIA.

6. Condition of seals on the package: Intact & Tally with Specimen Seal

7. Result of test or analysis with protocols of test or analysis applied:IP 2022.

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 thereunder for the reasons given below

RESULTS
DESCRIPTION: Clear, colorless solution in sealed, transparent glass ampoules, in an ampoule tray, packed in a sealed
polythene cover.

IDENTIFICATION :  Answers to the test for Sodium salts and Bicarbonates.

pH: PASSES THE TEST Found 845 IP Limits 7.0t0 8.5
EXTRACTABLE VOLUME: PASSES THE TEST

BACTERIAL ENDOTOXIN TEST: PASSES THE TEST

STERILITY: DOES NOT PASS THE TEST

Assay For Found IP Limits

Sodium Bicarbonate 7.64%w/v 7.05%w/v to 7.95%w/v

Reason for declaring Sample as Not of Standard Quality:

The sample has been declared as Not of Standard Quality as it does not conform to IP Standards with respect to Test
for Sterility.

(Manjula G.)
Dated:25/08/2025 CC: DC Karnataka

Government Analyst, Karnataka

Note:'Manufacturer's Address on the sample label is stated as "SWISS PARENTERALS LTD., 808,809 & 810, Kerala Industrial Estate, GIDC, Nr.
Bavla, Dist: Ahmedabad - 382220, Gujarat, INDIA." whereas, the same is stated as "SWISS PHARMACEUTICALS LTD., 808, 809 & 810,
KERALA INDUSTRIAL ESTATE, GDC NR BAVTA. DIST AHMEDABAD - 382220" in the Form-18 sent by the ADC.'

File No. U-25/12/NSQ/2021-MedV(e-file) (Computer No. 1119)
Generated from eOffice by RAMESH KUMAR SAINI, PHA-MED5-RKS, PHARMACIST, Employees State Insurance Corporation (ESIC) on 14/10/2025 03:13 pm
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File No.;U-25/12/NSQ/2021-MedV(E-1119) }qgag Dated:

TO,

Director (Medical) Delhi / Director (Medical) Noida,
Dean, All ESIC PGIMSR’s, Medical & Dental Colleges
Medical Superintendents - All ESIC Hospitals,

Directors, ESI Scheme, All States

NSQ/12/2025

Subject: Declaration of Drug “Not of Standard Quality” on Testing -

reg

Sir/Madam

It is hereby informed that the Drug/item has been reported as “Not of
Standard Quality” as detailed below:

Sample  taken|Name of the|ltem Name/|[RC [Batch Name of the|Reason of NSQ
Premises Firm (M/s) |Brand Name |No/ [Na./ Laboratory/ Report
ltem [DOM/ [No. & Date
No/ |DOE
Page
No
Medical Morepen Rabeprazole[149 |Batch |Senior  Scientific|The sample does not
Superintendent |Laboratories|Tab/Cap/ |567b |No.- Assistant & Govt.|conform to 1.P. 2022
MH-ESIS Ltd. Gastro 62 |F4L0950|Analyst, Centraljwith respect to test
Society Hospital, Resistant Drugs Testing|f o r"Dissolution
Thane-400604 Tab/Cap - DOM:12-|Laboratory —|(copy enclosed).
Each 24 Mumbai
Tab/Cap / DOE:11-
Gastro 26 MUM/LS/2025-
Resistant 26/454 dated
Tab/Cap to 14.08.2025
contain:
Rabeprazole
20 mg
Rabidoc 20

In context to above, it is directed to:

1.

Stop use of the batch of the above-mentioned item immediately which

has been reported as “Not of Standard Quality” (copy enclosed).

2
3y
4

DG-ESIC Tender Enquiry/RC 149.

. Replacement of supplies or cost of the materials is to be recovered
along with testing charges (if any) from the firm.
Stop placement of purchase order for said NSQ item no. 567b in RC 149.
. Initiate action as per relevant clause of Terms & Conditions of respective



Contd. to pre page:
5.. Maintained record of action taken at in respective user units.

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

Enclosures: As above

Yours Sincerely,

Digitally signed by
Sanjiv Kochhar
Date: 16-09-2025
16:44:35

Dy. Medical Commissioner
(Rate Contract)

Copy for information to:

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

2. Central Drugs Standard Control organization, West Zone , DGHS, Ministry of Health
& Family Welfare, 4" Floor, Zonal FDA Bhawan, GMSD Compound , Bellasis Rd.,
Mumbai-400008 (Email-wzmumbai@cdsco.nic.in)

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

4. Morepen Laboratories Limited, 2nd Floor, Tower - C, DLF Cyber Park, Udyog Vihar -
lll, Sector - 20, Gurugram (Email- yadvinder.singh@morepen,com, institution@
morepen.com).

5. M/s Morepen Laboratories Itd, Unit V, Plot 12C, Sector-2, Parwanoo, Distt-Solan,
H.P.-173220 (Email- plants@morepen.com)

6. Website Content Manager with request for uploading on ESIC website.

Guard file.

~




Maharashtra Employees State Insurance Society Hospital,
Thane
(An Autonomous Body of Govt. of Maharashtra registered under Reg. No.
GBBSD 488/2019 & F-75443 (M) and Approved by Govt. of India vide letter dt.
25-10-2019)
Office of the Medical Superintendent

Gove rnment Of  Road No. 33, Wagale Estate, Thane 400604

Maharashira Phone No. 022 20810612/ 20810622
Email: thane.esis@gmail.com

| No. TGH/MH-ESIS/Med.Store/ Tab. Rabeprazole Not standard quality/ 6;6 - 63 /2025/Date.

To,
The Director General,

Employees’ State Insurance Corporation (ESIC),
New Delhi.

Subject: Intimation Regarding “Not of Standard Quality” Drug Sample
— Rabeprazole 20 mg (Rabidoc-20 Tablet) - Batch No. F4L0950

Respected Sir,

This 1s to bring to your kind notice that the Drug Inspector, CDSCO (West Zone), Mumbai
has drawn a sample of Tab. Rabeprazole Gastro-resistant Tablet IP 20 mg (Rabidoc-20 Tablet)
manufactured by Morepen Laboratories Ltd., Batch No. F4L0930, Expiry Date: November 2026
from MH-ESI Society Hospital, Thane.

As per the laboratory test report received from CDSCO, the said sample has been declared
“Not of Standard Quality (NSQ)”.

In this regard, we are enclosing herewith a copy of the test report and related documents
for your kind perusal and necessary action at your level.

Enclosures:

1. Copy of CDSCO Test Report
2. Copy of Covering Letter from CDSCO

We request you to kindly take note of the same and issue further directions as deemed
appropriate.

With regards,

7
Dr.VKﬁIﬁ

Medical Superintendent
MH-ESI Society Hospital, Thane

Copy to:

1. Commissioner, MH-ESI Society, Mumbaij
2. M/s Morepen Laboratories Ltd



HRA WAXHR

I iy AT = oA
uf¥=y wre
TReT WA amfiEerag
WA UG afiqe wedrs Ty
@el FA FEA Um Y A
TE Fod, TEE-400008
1SO 9001:2015 Certified

GOVERNMENT OF INDIA
CENTRAL DRUGS STANDARD CONTROL ORGANIZATION
WEST ZONE
Directorate General of Health Services
Ministry of Health and Family Welfare
4* Floor, Zonal FDA Bhawan, GMSD Compound
Bellasis Rd, Mumbai Central, Mumbai-430 008
Tel: (+91-22} 2300 2215. 2300 2279
Fax . {+91-22) 2300 2271

Email: wzmumbai@cdsco.nic.in

By Regd./Speed Post
F. No.: 4-1/\WZ-2025/MG/981 Date: 22.08.2025

To

\/m B. (Pharmacist)

Maharashtra Employees State Insurance Society Hosp.
Road No. 33, Wagle estate, Thane (W)- 400604,
Maharashtra

Ph No: 9890593464

Email 1d: rahul1pharma@gmail.com

Subject: Drug reported as Not of Standard Quality Drug: Rabeprazole Gastro-resistant Tablets IP 20
mg (Rabidoc-20 Tablets), B. No. F4L.0950, D/M; DEC-2024, D/E: NOV-2026, Mfg by M/s Morepen
Laboratories Ltd.,Unit V, Plot 12CSector -2, Parwarnoo |, Dist.- Scaln HP - 173220- regarding.

Sir,

The subject drug sample was drawn by undersigned Drugs Inspector of this office from your premises
i.e. M/s Maharashtra Employees State Insurance Society Hosp., Road No. 33, Wagle estate, Thane
(W)- 400604, Maharashtra on 26.06.2025 under section 23 of the Drugs & Cosmetics Act, 1940 and
Rules made thereunder and was sent for test and analysis at Central Drugs Testing Laboratories
(CDTL), Mumbai.

The subject drug has been declared as “Not of Standard Quality” by Government Analyst, Central
Drugs Testing Laboratory, Mumbai vide test report No. MUM/LS/2025-26/454 dated 14.08.2025 in
Form 13 as the sample does not conform to i.P. 2022 with respect to test for “Dissolution”. A
criginal copy of test report enclosed herewith.

As per Section 18 a(i) of the Drugs & Cosmetics Act, 1940, no person shail himself or by any other
perscn on his behalf manufacture for sale (or for distribution), or sell or stock or exhibit (or offer) for
sale, or distribute any drug which is not of standard quaility.

You are required to disclose the name/address and other particulars of the person/firm from whom
subject drug was obtained as required under Section 18-A of the Drugs and Cosmetics Act 1940 and
furnish the relevant documents as required under Section 18-B of the Drugs and Cosmetics Act 1940.
Further, you are requested not to use subject batch of the Drug and recall the same in the greater public
interest.

You are also required to submit the following information along with certified copies of the requisite
documents as required under section 22(1){cca) of the Drugs & Cosmetics Act,1940.

Page 1of 2



1. The quantity of the subject drug procured and used.
2. The source from whom subject Drug was obtained with relevant copies of documents, purchase

invoice etc.
3. Further, directed not to use subject batch of the Drug and recall the same in the public interest and

intimate the hold/recall the stock (if any) to this office.

A copy of original report of Government analyst, Central Drugs Testing Laboratories (CDTL), Mumbai
in Form 13 is enclosed herewith as required under section 25(2) of the Drugs & Cosmetics Act, 1940. -

You are required to furnish the aforesaid information within 7 days for taking further action in this régard,

You are requested to acknowledge the receipt.

Thank You,
MANO) Digitally signed by

MANO] NILKANT

NILKANT GAMBHIRE

Date. 2025.08.22

GAMBHIRE 171318 +0530'

(Dr. Manoj Nilkant Gambhire)
Brugs Inspector
CDSCO, West Zone, Mumbai

Enclosure: Copy of Government Analyst report No. MUM/LS/2025-26/454 dated 14.08.2025
in Form 13

Copy:

1) The Medical superintendent, Maharashtra Employees State Insurance Society Hosp. Road No. 33,
Wagle estate, Thane (W)- 400804, Maharashtra - For giving necessary directions to stop further
use of subject NSQ batch of the Drugs & its recall

2) M/s Morepen Laborateries Ltd., Unit V, Piot 12CSector -2, Parwarnoo , Bist.- Scaln HP - 173220

3) Deputy Drugs Controller (1), CDSCO (WZ), Mumbai

Page 2 of 2



Centrai Dmgs Testing Laboratory Mumbai '
CDSCO, DGHS, Ministry of Health & Family Welfare, Govt. Of india, Zonal FBA Bhawan,
: Belasis Road, GMSD Compound Mumbai Central (indis) - 400008
Fax : 022-239902‘9 Phone No.022-23002309, 022-23002138

Emﬂ‘edﬂmnﬁai@cﬁcorﬁcin

1. Name of Inspector from whom received

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

FORM 13
(Ses rule 46)
CERTIFICATE OF TEST mm‘r&s BY GOVERNMENT ANALYST UNDER
SECTION 26(1) OF THE DRUGS AND COSMETICS ACT, 1840

: M. Manoj Nilkant Gambhire ,Drugs inspector

West Zone -1 Mumbai CDSCO (West Zone-1) 4th Fioor
Zonal FDA Bhawan, GMSD Compound, Beliasis Road,
Mumbai Centrai, Mumhfai-400003 (India)

: 3-MGICDTL-Mum/WZ/2025/596 , 26-JUN-2025

3. Number of Sample : LSWZ/MGI2025/21
4. Date of recelpt : 27-dUN-2025
5. Names of drugs purporﬁng to be contained in the sample :Rabeprazoie Gastro—resustant Tablets P 20 mg
. 20 T
g‘». WO AR C@%ﬂdoc abiets)
N e’ - _
liab. sampie No. _Report No. hiNo, [DHOOIM.E | i ey Mig. By
: 7
LSD/MUM/2025- | MUM/LS/2025- £/ S I hd, g2 Laboratories Ltd.,
26/0180 26/454 S D Unit V, Plot 12CSector -2,
A NA  *3|Parwamoo, Dist. - Soaln HP =
-~ = 173220. :
6. Conditionofsealson (. Seals were intact:} identical to the
specimen impression of the seal received

[the packet or

7. Result of test
~ Date of Testing :

COMPOSITION

on portion of s“ﬁfﬂ@@ ;

From 25-J To 12-Aug-JEH8 Sy’ ok Q)
AN ” .". - :g"
7= entenc fuins:

1 Peach coloured, circular, biconvex, entenc coated NA
e Jﬂhbt..,nackad mﬂuﬂuﬂuﬁ:smp sum@mm
5 Identfcalion ' lees postive 1t for Rabeprazoie Sodium NA
3 Dissolution Acid stage : Complies
‘ Bufter stage : Does not comply
51 Release of each individuai unit obtained is as follows; { Each unit is not
Unit 1.1 66.76 %, Unit 2 : 62.88 %, Unit 3 : 66.09 %, lessthan Q + 5
Unit 4 : 63.93 %, Unit 5 : 65.97 %, Unit6 ; 87.21 % (.. 75%) Qs
All units less than; 70 % of label claim : - Limit 75% | 70 %
of labet claim

Page 1 of 2



Release of sach mdwidual unit obtained is as follows:

S2 _ Average of 12
Unit 1 : 65.95 %, Unit 2 : 66.10 %, Unit 3 : 64.80 %, units {51 + 82) i
nit4: 62.28 %, Unit5:66.75 %, Unit6:62.70 % equat or greater
Average Drug release of 12 units (51 + S2) is than 70 % (Q)
65.13 % of labe} claim :- Limit NLT 70 % of labei and no unitis
claion iess than 55 % of
S claim (Q — 15 %)
83 T'Retease of sach individuitl unit obtained is as follows: | Average of 24
Unit 1:70.89 %, Unit 2 : 73.46 %, Unit 3 : 63.80 %, units (S1 + 52 +
Unit 4 : 67.83 %, Unit:5 : 65.56 %, Unit 6 : 69.21 %, S3)=NLT70%
Unit7 ; 63.29:%, Unit 8. 54,26 %, Unit 9: 61.62 %, L
Unit 10 : 57.43 %, Unit 11 : 57.83 %, Unit 12 : 56.33
% of label claim
Average of 24 units : 63.46 % -
4  Uniformity of content Compii NA
5 Average weight 151.08 mg NA
Assay
Sr.No | Ingredient Name Found Claim % of claim Limits Procedure / Method
1 Rabeprazob 18.98 - 20.0 84.9 90.0 tc 110.0 % 1P, 2022
1 Sodium mg/ tab mg/ tab of iabel claim

in the opinion of the undersigned themplomhmd 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 o l.P; 2022 with respect to test for “Dissolution”.

Mﬂ"’

Y. W, A / S. A. NAVARATNE
s AT Ve W Wk fawiTs

i

| BEROR SCIENTIFICASSISTANT & GOVIANALYST - =

1

sftfer qhegor wiemET. |

CENTRAL DRUGS TESTING LABORATORY

el / MUMBAI
Date: 14-AUG-2025

GOVERNMENT ANALYST

Roport in the red coioréd_paper indicates the sample is not of mndand quality.
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File No.: U-25/12/NSQ/2021-MedV (E-1119) /

To,

FHOW oI AT F7R
(MF g NFHT FAST ST ERE)
EMPLOYEES' STATE INSURANCE CORPORATION

{Ministry of Labour & Employment, Govt. of india)

T/ HEADQUARTERS
FUAIT sTaH, BTSN ®, A% e -110 002
FanchdespBhawan, C1G Marg New Delhil 10002

www esic gov in, ®011.23608773 I dmercBesic nicin
Web -Upload
Seo

Director (Medical) Delhi / Director (Medical) Noida,

Dean, All ESIC PGIMSR’s, Medical & Dental Colleges
Medical Superintendents — All ESIC Hospitals,
Directors, ESI Scheme, All States

NSQ/14/2025

Subject: Declaration of Drug “Not of Standard Quality” on Testing - reg

Sir/Madam

It is hereby informed that the Drug/item has been reported as “Not of Standard
Quality”. The details of the drug reported NSQ is given below:

Sample Name [ltem Name/ BrandlRC [Batch [Name of the|Reason of NSQ
taken of the|Name No/  [No./ Laboratory/ Report
Premises |Firm ltem |DOM/ [No. & Date
(M/s) No/ |DOE
Page
No
Maharashtra [Med Serratiopeptidase 149 [Batch  |Junior ScientificThe sample does not|
ESIS Manor [Tab/Cap- 1107 [No.- ISP|Assistant & Govt.|conform to 1.P. 2022 with
Hospital, Organics|Each Tab/Cap 122 Analyst, Centrallrespect to Assay of
Nasik- Pvt Ltd, |Contain: Drugs Testing |"Serratiopeptidase”.(copy
Mumbai- Serratiopeptidase 5 DOM:05-|Laboratory —lenclosed ).
422002 mg { 10,000 Units Of 25 Mumbai
Serratiopeptidase) DOE:04-
27 MUM/LS/2025-
26/508 dated
19.09.2025

In context to above, it is directed to:

1. Stop use of the batch of the above-mentioned item immediately which has been
reported as “Not of Standard Quality” (copy enclosed).
2. Replacement of supplies or cost of the materials is to be recovered along with

testing charges (if any) from the firm.

3. Stop placement of purchase order for said NSQ item no. 1107 in RC 149 (which is
under extension till 30.09.2025).
4. Initiate action as per relevant clause of Terms & Conditions of respective DG-ESIC
Tender Enquiry/RC 149.

1/3061455/2025




U-25/12/NsQ/2021-Medv(e-file)

Contd. to pre page:
5. Maintained record of action taken at in respective user units.

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

Enclosures: As above

Yours Sincerely,

Digitally signed by
Sanjiv Kochhar
Date: 25-09-2025
15:02:17

Dy. Medical Commissioner
(Rate Contract)

Copy to:
1. The Drug Controller General of India, CDSCO, CIG Road, New Delhi- 110002
(dci@nic.in).
2. CDSCO, Zonal office, Hyderabad , CDSCO BHAVAN, Beside T.B. &
Demonstration Centre, S.R. Nagar, Hyderabad-500038,TG

(ddchyderabad@gmail.com , cdscohyd@gmail.com.

. Assistant Drugs Controller (I), CDSCO, Sub Zonal Office, The Survey of India,

Survey Chowk Campus, Plot No. 68, 17 EC Road, Dehradun - 248001,
Uttarakhand (Email-cdscorishikesh@gmail.com).

. Med Manor Organics Pvt. Ltd.,16-11-477/45, Sri, Krishna Nilyam, Dilsukh Nagar,

Hyderabad - 500036 (Email:yogendra.mishra@medmanor.in,
ganesh.jayraman@medmanor.in).

. Med Manor Organics Pvt Ltd, Unit-ll, KH,143/7, Village Raipur Pargana-

Bhagvanpur, Tehsil-Roorkee, Distt.-Haridwar (Email-info@medmanor.in).

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

1/3061455/2025




Central Drugs Testing Laboratory - Mumbai
CDSCO, DGHS, Ministry of Health & Family Welfare, Govt. Of India, Zonal FDA Bhawan,
Belasis Road, GMSD Compound Mumbai Central (India) - 400008
Fax : 022-23099240 Phone No.022-23002309, 022-23002138
Email:cdtimumbai@cdsco.nic.in

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

1. Name of Inspector from whom received : Mr. Swapnil Ramesh Patil ,Drugs Inspector
West Zone -1 Mumbai CDSCO (West Zone-1) 4th Floor
Zonal FDA Bhawan, GMSD Compound, Bellasis Road,
Mumbai Central, Mumbai-400008 (India)

2. Serial No. and date of Inspector's memorandum : 3-2/WZ-2025/SP/624 |, 30-JUN-2025
3. Number of Sample : LS/IWZ/SP/2025/140
Date of receipt : 03-JUL-2025

Names of drugs purporting to be contained in the sample :Serratiopeptidase Tablets IP 5 mg (SPADE Tablets)

Lab. Sample No.[ Report No. Batch No. DateEc:(LMfg. & Marketed By Mfg. By
LSD/MUM/2025- | MUM/LS/2025- Med Manor Organics Pvt. Ltd.
ISP 122 Unit-1l, Kh. No.143M/7
26/0201 26/508 MAY.2025 . e '
: NA Village- Raipur Pagwana
APR.2027 Bhagwanpur,
Tehsil- Roorkee,
Dist. Haridwar, Uttarakhand-
247 661.
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 14-Jul-2025 To 15-Sep-2025
COMPOSITION - Each enteric coated tablet is purported to contain Serratiopeptidase |.P. 5 mg.
(Equivalent to 10000 Units of Activity)
Protocol Applied : |.P. 2022
Sr No. Test Name Result Limits
1 Description White, circular, biconvex , enteric coated tablet in NA
blister strip and supplied in paper carton.
2 Identification Gives positive test for Serratiopeptidase activity NA
& Disintegration (Acid stage) Complies No tablet shows
signs of cracks fill
2 hours
4 Disintegration (Buffer stage) Complies (31 mins 30 secs) NMT 60 mins
5 Average weight 104.52 mg NA
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Assay

Sr.No | Ingredient Name Found Claim % of claim Limits Procedure /
Method
1 Serratiopeptidase 1.208 5.0 2416 Not less than 90 % I.P. 2022
mg/ tablet mg/ tablet of claim
(2416.33 (10,000
units/ tablet) units/ tablet)

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 received does not conform to the |.P. 2022 with respect to Assay of “Serratiopeptidase”.

T2/ 8. K. SINGH

ﬁ B\09 A%S

4 vear fawiss

OVT. ANALYST

&G

[iNG LABORATORY

Date: 16-SEP-2025 GOVERNMENT ANALYST

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