D.Dis.No: 2083/IW3/NSQ-263/2013-14 Dated: 25.08.2015

Sub: Drugs — Drugs and Cosmetic Act 1940 and rules thereunder — Sample
of Metoclopramide Injection IP, B.No. MP-2207B, M/D. 1212012,
E/D.05/2014, Manufactured by M/s. Sara Pharmaceuticals, No.4&15,
Industrial Estate, Nagercoil - Declared as Not of Standard Quality -
Suspension Order issued — Reg.

Ref: This Office show cause memo even No, Dated: 10.06.2015.

FhRRELEE

M/s. Sara Pharmaceuticals, No.4&15, Industrial Estate, Nagercoil are holding
valid drug manufacturing licence in Form 28, Bearing No.98, Dated: 01.12.1984
Valid to 31.12.2016 to manufacture drugs as endorsed in their licence.

M/s. Sara Pharmaceuticals, No.4&15, Industrial Estate, Nagercoil have

manufactured Metoclopramide Injection IP, B.No. MP-2207B, under licence in Form
28.

The Drugs Inspector, Thiru. \/ Balamarie, Ramanathapuram Range, office of
the Assistant Director of Drugs Control, Virudhunagar Zone, drew sample of
Metoclopramide Injection IP, B.No. MP-2207B, manufactured by the said firm on
19.08.2013 from Govermnment Hospital, Kattu Paramakudi (T.K) for analysis.

The Government Analyst, Drugs Testing Laboratory, King Institute, Guindy,
Chennai - 32 in her report No. 328 Lab No.151/13-14, dated. 03.02.2014 has
declared the sample as Not of Standard Quality for the reason that the sample does
not Pass Test for Description.

M/s. Sara Pharmaceuticals, No.4&15, Industrial Estate, Nagercoil have
contravened the section 18 (a) () of the Drug Cosmetic Act 1940 by having
manufactured for sale and sold the subject Drug/Cosmetic which is declared as Not
of Standard Quality. ;

In this office show cause memo dated. 10.06.2015 referred to above M/s.
Sara Pharmaceuticals, No.4&15, Industrial Estate, Nagercoil were directed to show
cause as to why their manufacturing licence in Form 28, bearing No.98, dated.
01.12.1984 should not be suspended for a period of Two Weeks in respect of the
product i.e., Metoclopramide Injection 1P.

vl



F‘(;ﬁm, To,
‘. .- Y.ParthibanM.Pharm., The Director of Drugs Control,
- < Assistant Director of Drugs Control, Tami! Nadu
- Virudhunagar Zone,\/c., Chennai-6
Virudhunagar-1.
Ref No: 55 1/E3/VNR/2015 Dated:2502.2015
Sir,

Sub: Drugs-Drugs & Cosmetics Act 1940 & Rules made there under — Sample of
Diclofenac ‘Sodium Tablets 1.P. 50 mg, B.No. D-30904, M/D. 09/2013, E/D.
08/2015, Manufactured By. M/s. Sudarshan Pharmaceuticals Pvt Ltd, No.17-B,
18-A, Sector F, Industrial Area, Sanwar road, indore — 452 015 ~ Declared as Not

e . of Standard Quality- Interim Report submitted- regarding. ' :

B E Ref: 1 Form 13 report No. 05385-D/2014-15 dated 9.02.2035 of the

Government Analyst(Drugs), Chennai-6. '
2. 483/DI/RMD/2015 Dated: 23.02.2015 of the Drugs Inspector,

Ramanathapuram Range, Virudhunagar Zone.
A e ok ok ok kK

With references to the above, | submit that a sample of Diclofenac Sodium Tablets
1.P. 50 mg, B.No. D-30904, M/D. 09/2013, E/D. 08/2015, Manufactured By. M/s. Sudarshan
Pharmaceuticals Pvt Ltd, No.17-B, 18-A, Sector F, Industrial Area, Sanwar road, Indore — 452
015, drawn for analysis by Tmt.V.Balamarie, Drugs Inspector, Ramanathapuram Range,
Virudhunagar Zone from M/s. Primary Health Centre, Pamban, has been reported as ‘Not of
Standard Quality’ by the Government Analyst, {Drugs Special) Chennai-6. The reason stated that
the sample does not conform to 1.P. specification for Enteric coated tablets with respect to
Disintegration n Acid Medium.

| am herewith forwarding the Interim Report submitted by the Drugs Inspector,
Ramanathapuram Range, Virudhunagr Zone. _
| will submit the final report, after receiving the same from the Drugs Inspector,
Ramanathapuram Range, Virudhunagr Zone.
This is for your kind information and parusal.

Yours faithfully,

Assistant D
Virudh

rugslontrol,

i9gar Zone, |/c.,

grudhunagar
S
By




AN
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slamarie, ' / [ dcthant Director of Drugs Contro},

Jgs Inspector, > i

amanathapuram Range,
/irudhunagar zone.

Ref.No. 483/ DI/RMD/2015 dated: 23.2.15
Sir, 3

Sub: Drugs- Drugs and Cosmetics Act1940 and Rules there under- Sample of Diclofenac
sodium  tablets  LP.50mg, Batch.No:D-30904, Mfg.date:09/2013,  Exp
date:08/2015, Manufactured in India by SUDARSHAN Pharmaceuticals Pvt.Ltd, 17-
B,18-A,Sector-F,lndustrial area, sanwer road,lhdore-452015 Drawn for analysis —
Reported as ‘not of standard quality’ — interim report submitted- regarding.

Ref: 1. Form 13 report No.05385-D/2014-15 dated 9.2.2015 of the Govt. Analyst,
Drugs Testing Laboratory, Chennai-06

With reference to the above, | submit that a sample of the drug, Diclofenac
sodium tablets 1.P.50mg, Batch.No:D-30804, Mfg.date:09/2013, Exp date:08/2015,
Manufactured in India by SUDARSHAN Pharmaceuticals Pvt.Ltd, 17-B,18-A,Sector-F,lndustriai
area, sanwer road,Indore-452015 drawn for analysis from the Primary Health Centre, pPamban
has been reported as ‘not of standard quality’ by the Govt. Analyst,Drugs Testing Laboratory,
Chennai-06. | am herewith <ubmitting the interim report for the same. | shall submit the final
report after completion of further investigation.

Enck: Copy of the form 13 report.
Yours faithfully,
V- Balbsmerit

Drugs Inspectoer,
Ramanathapuram Range.
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ATERIM REPORT

v.Balamarie

2. Range, Zone Ramanathapuram range,
Virudhunagar zone

Diclofenac Sodium tablets 50mg,
M/D:09/2013, E/D:08/2015

D-30904,

3. Name of drug,
Exp. Date '

M/s Sudarshan pharmaceuticals pvt.Lid
No: 17—B,18-A,SECTOR-F,lndustria|
area,sanwer road,indore-452015

4, Name'of the manufacturer
5. Address of the manufacturer

6. Place of sampling primary Health Centre, Pambanh

7. Eorm 17 No. and date 077317, D1:10.10.14

8. Sample No. & date VB/66/RMD/14 dated:10.10.14

9, Form 18 memorandum No. & date 66/VB/RMD/14 dated:10.10.14

0. Eorm 13 report No. and date 05385-D/2014-15 dated 9.2.2015

of the report by the Drugs

11. Date of receipt
Inspector

12. Source of supply District Drug Warehouse, TNMSC Ltd,
ramanathapuram

Does not confirm to 1.P specification for
enteric coated tablets with respect 10

disintegration in Acid medium

13. Reason for failure

14. Action taken

a. letter dated 19.2.15 handed over to the Pharmacist PHC, Pamban to disclose under
section 18-A of the Drugs and Cosmetics Act1940. \
b. Reply received from the Pharmacist on 19.2.15, where in it was <tated that they had \
1,100 tablets of the above said batch No which was isolated and further returned to
TNMSC, Ramanathapuram.
Letter handed over to the Warehouse in-charge, TNMSC Ltd, Virudhunagar on 19,2.15
d. Reply received from the Warehouse in-charge on 19.2.15, wherein it was stated that the
stock of above batch of drug was not available.
e. Show cause notice sent to the manufacturer on 23.2.15, along with the form 13 report,
as per section 25 (2) of the said act and the third portion of the sample, as per section
23 (4) {iii) of the said act, to explain for the contravention.

o
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To,
awrisankar Vennila., M.Pharm., The Director of Drugs control,
irector of Drugs Control , Tamil Nadu
aunagar Zone, Chennai-600 C06.
dhunagar-1
Ref No: 551/E3/VNR/2015 7 Dated: 31.03.2015

Sub:  Drugs- Drugs and Cosmetics Act 1940 and Rules there under- Drugs- Drugs and
Cosmetics Act 1940 and Rules there under- Sample of Diclofenac sodium tablets
1.P.50mg, Batch.No:D-30904, Mfg.date:09/2013, Exp date:08/2015, Manufactured
in India by SUDARSHAN Pharmaceuticals Pvt.Ltd, 17-B,18-A,Sector-F,industrial area,
sanwer road,indore-452015- — Drawn for analysis — reported as ‘not of standard
quality’ —Final report submitted- forwarding - regarding.

Ref: 1. 2168/IW-3/NSQ-331/2014/15 Dated: 23.02.2015 of the Director of Drugs

Control, Chennai-6.

2. 483/DI/RMD/2015  Dated:30.3.2015 of the Drugs inspector,

Ramanathapuram Range.

* o 3 ¥ e & K

With reference to the above, | submit that a sample of the drug, Diclofenac Sodium tablets
1.P.50mg, Batch.No:D-30904, Mfg.date:09/2013, Exp date:08/2015, Manufactured in India by
SUDARSHAN Pharmaceuticals Pvt.Ltd, 17-B,18-A Sector-F,Industrial area, sanwer road, Indore-452015-
was drawn for analysis by the Drugs Inspector, Ramanathapuram Range from the Primary Health Centre,
Pamban, on 10.10.14 and one portion of sample drawn was sent for analysis to the Government Analyst,

Drugs Testing Laboratory, Chennai-06 under form 18 memorandum.

On 16.2.14, the report of analysis in Form 13 report No.05385-D/2014-15 dated 09.02.15 was
received from the Govt. Analyst, Chennai-06, wherein it has been reported that the subject drug is of
‘not of standard quality’ for the reason that the sample does not conform to L.P specification for enteric

coated tablets with respect to disintegration in Acid medium.

On 19.2.15, the Drugs Inspector has inspected the Primary Health Centre, Pamban. Thiru
A.Chitrarasu , Pharmacist, PHC,Pamban was present during the inspection. A letter dated 19.2.15, was

handed over to the Chief Pharmacist, requesting to disclose under section 18-A of the Drugs and

L bkt



» toy ser I.P 2010 it states that If the tablet has a soluble external coating, immerse the basket in
& room temperature for Sminutes. Then suspend the assembly in the beaker containing 0.1M

ST T A
%y, | % fhloric acid.

1)
=
. /jbn verification of Batch Manufacturing Record and the test of analysis for raw materials furnished

’f‘them the coating materials like lake color (Red iron oxide) and color coat yellow are insoluble in

- I /
) Jater.
% 65%’

Q . & ;

{9,@ ¢ However the protocol of testing by the Government Analyst, it is done for enteric coated tablets
(=4

with soluble external coating. Further in the batch manufacturing record the process of testing of

coating materials are not clearly mentioned. Their reply was not found to be satisfactory.

The Drugs Inspector stated that the manufacturer is situated at Indore and the drug is of short
expiry 08/2015, it is of the opinion that the entire file may be referred to concerned State Drug Control

Authorities for further investigation and necessary action or as decided by the licencing Authority.

On the basis of the above said report along with its enclosures, | also concur the report of Drugs
Inspector the entire file may be referred to concerned State Drug Control Authorities for further

investigation and necessary action or as decided by the licencing Authority.

I am herewith enclosing the report submitted by the Drugs Inspector, Ramanathapuram

Range, Virudhunagar Zone for your kind perusal and further orders.

Yours faithfully,

A. M\‘g. 1Y

Assistant Director of Drugs Control,
Virudhunagar Zone,
Virudhunagar-1.
fb“'c’ (@é;
A o~
(r‘.\‘n\_ )
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(,&narie, The Director of Drugs Control,
lés Inspector, Tamilnadu,
/‘;anathapuram Range, Chennai-6
‘,f’udhunagar Zone, Through The Assistant Director

,ﬁirudhunagar-l

Sir,

Sub:

Ref:

Of Drugs Control,
Virudhunagar zone,

Virudhunagar-01

Ref.N0.483/DI/RMD/2015 dated.30.3.2015

Drugs- Drugs and Cosmetics Act 1940 and Rules there under- Drugs- Drugs
and Cosmetics Act 1940 and Rules there under- Sample of Diclofenac sodium
tablets 1.P.50mg, Batch.No:D-30904, Mfg.date:09/2013, Exp date:08/2015,
Manufactured in India by SUDARSHAN Pharmaceuticals Pvt.Ltd, 17-B,18-
A,Sector-F,Industrial area, sanwer road,Indore-452015- — Drawn for analysis
— reported as ‘not of standard quality’ —Final report submitted- regarding.

1. Form 17 bearing No. 077317 dated 10.10.14 addressed to the Pharmacist,
Primary Health Centre, Pamban.

5 Form 18 memorandum No. 66/VB/RMD/14 dated 10.10.14 addressed to
the Government Analyst, Drugs Testing Laboratory, Chennai-06.

3. Form 13 report No.05385-D/2014-15dated 09.02.15 of the Govt. Analyst,
Drugs testing laboratory,Chennai-06.

4. Letter dated 19.2.15 handed over to the Pharmacist, primary health
centre, Pamban.

5. Reply dated 19.2.150f the Pharmacist, Primary health centre, Pamban.

6. Letter dated 19.2.15 handed over to the Warehouse in-charge, TNMSC
Ltd. Ramanathapuram,

7. Reply dated 19.2.15 of the Warehouse in-charge, Dist. Drug Warehouse,
TNMSC Ltd, Ramanathapuram.

8. Show cause notice dated 23.2.15 sent by RPAD to M/s Sudarshan




“

smaceuticals,Pvt.Ltd, Indore-452015
~Reply dated 13.3.15 from the M/s.Sudarshan Pharmaceuticals,
Pvt.Ltd,Indore-452015 received on 23.3.15.

dhedeokokokck ok

With reference to the above, | submit that a sample of the drug,Diclofenac sodium

Aets 1.P.50mg, Batch.No:D-30904, Mfg.date:09/2013, Exp date:08/2015, Manufactured in
india by SUDARSHAN Pharmaceuticals Pvt.Ltd, 17-B,18-A,Sector-F,Industrial area, sanwer
road,Indore-452015- was drawn for analysis from the Primary Health Centre, Pamban vide,
reference 1 cited above, on 10.10.14 and one portion of sample drawn was sent for analysis to

the Government Analyst, Drugs Testing Laboratory, Chennai-06 under form 18 memorandum,

vide reference 2 cited above.

On 16.2.14, the report of analysis in Form 13 report No.05385-D/2014-15 dated
09.02.15 was received from the Govt. Analyst, Chennai-06, vide reference 3 cited above,
wherein it has been reported that the subject drug is of ‘not of standard quality’ for the reason
that the sample does not conform to I.P specification for enteric coated tablets with respect

to disintegration in Acid medium.

On 19.2.15 1| inspected the Primary Health Centre, Pamban. Thiru A.Chitrarasu
Pharmacist, PHC,Pamban was present during the inspection. A letter dated 19.2.15, vide
reference 4 cited above, was handed over to the Chief Pharmacist, requesting to disclose under
section 18-A of the Drugs and Cosmetics Act 1940, the name, address and other particulars of ..
the person from whom the subject drug was acquired. One copy of the report in form 13 was

also handed over to him as per section 25 (2) of the Drugs and Cosmetics Act 1940.

On 19.2.15, Thiru.A.Chitrarasu, the Pharmacist gave a letter, vide reference 5 cited .
above, wherein it was disclosed that the subject drug was acquired from the District Drug
Warehouse,M/s TNMSC Ltd, Ramanathapuram under OGR No0.12096 dated 17.1.14 (5000
tablets) and at present they had 1100 tablets which were isolated and later returned to TN IVISC,_

Ramanathapuram.

On the same day, ! inspected the District Drug Warehouse, M/s TNMSC Ltd,
Ramanathapuram and handed over-a letter dated 19.2.15 vide reference 6 cited above,

requesting to disclose under section 18-A of the Drugs and Cosmetics Act 1940, the name,



R

:and other particulars of the person from whom the subject drug was acquired. One

Spy of the report in form 13 was also handed over for information.

, On 19.2.15 itself, Thiru. C.K.Selvakumar, the Warehouse in-charge gave a reply, vide
};‘erence 7 cited above, disclosing that the subject drug was acquired from the manufacturer,
,,./M/s Sudarshan Pharmaceuticals Pvt Ltd,17-B,18-A,Sector-F, Industrial area, sanwer road,
" indore-452015 under invoice No. 216 dated 24.10.13(date of receipt) (Qty:470000} . it was alsé

stated that at present they do not have any stock of the subject drug.

On 23.2.15, a show cause notice dated 23.2.15, vide reference 8 cited above, was sent
by RPAD to the manufacturer, M/s Sudarshan Pharmaceuticals Pvt Ltd,17-B,18-A,Sector-F,
Industrial area, sanwer road, Indore-452015 requesting to explain for the contravention of
section 18 (a) {i} of the Drugs and Cosmetics Act 1940 for having manufactured for sale and sold
a ‘not of standard quality’ subject drug and to furnish particulars and information under section
18-B of the Drugs and Cosmetics Act 1940. Cne copy of the form 13 report was also sent as per
section 25 (2) of the Drugs and Cosmetics ‘Act 1940, The third portion of the sealed sample of
the subject drug, marked as VB/66/RMD/14 dated 10.10.14, was also sent along with the show

cause notice, as per section 23 (4) (iii) of the said Act.

Reply dated:13.3.15 was received on 23.3.15,vide reference 9 cited above, from the
M/s.Sudarshan Pharmaceuticals Pvt Ltd,Indore-452015. In their reply they had stated their
tablets donot have soluble external coating and there is no requirement of immersing the
tablets in water for 5 minutes as in the analysis report. Due to immersing the tablets in water

the enteric coating of tablets get weak due to neutral P and the tablet gets disintegrated.

As Per 1.P 2010 it states that If the tablet has a soluble external coating Jimmerse the
basket in water at room temperature for Sminutes. Then suspend the assembly in the beaker

containing 0.1M Hydrochloric acid.

On verification of Batch Manufacturing Record and the test of analysis for raw materials
furnished by them the coating materials like lake color{Red iron oxide} and colour coat yellow

are insoluble in water,

However the protocol of testing by the Government Analyst, it is done for enteric coated

tablets with soluble external coating.Further in the batch manufacturing record the process of




j‘ coating materials are not clearly mentioned. Their reply was not found to be
ffory.

j’the manufacturer is situated at Indore and the drug is of short exb"iry 08/2015, it is of the
/hion that the entire file may be referred to concerned State Drug Control Authorities for

/ﬁrther investigation and necessary action or as decided by the licencing Authority,
This is humbly submitted for your kind perusal and further orders.

%

Encl: As above.

Yours faithfully,

\Balonsasse,

Drugs Inspector,

Ramanathapuram Range
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Thiru. S. Abdul Khader, B.Pharm., The Drugs Controller,

Director of Drugs Control,(i/c) Food and Drugs Administration,
359, Anna Salai, Idgah Hill, Indore

Chennai - 600 006, Bhopal — 462 001

Tamil Nadu. . Madhya Pradesh.

K.DisNo.2168/IW3/NSQ-331/2014-15, Dated: 7) .05.2015

Sir,
Sub: Drugs — Drugs and Cosmetics Act 1940 and the Rules made there under —
Sample of Diclofenac Sodium Tablets IP 50mg, B.No. D-30904, M/D.
09/2013, E/D. 08/2015, Manufactured by M/s. Sudarshan Phamaceuticals
Pvt. Ltd. Sanwer Road, Indore - 452 015 (M.P) - Declared as Not of
Standard Quality - Reg.

Ref: 1. Test Report No. 05385-D/2014-15, dated: 09.02.2015, of the
Government Analyst, Drug Testing Laboratory, Chennai - 6.

2. This Office Ref.N0.2168/IW-3/NSQ-331/2014-15, Dated: 23.02.2015.

*hhkkikithk

With reference to the letters cited, | am to inform that the subject sample has been
declared as Not of Standard Quality by the Government Analyst, Drugs Testing
Laboratory, Chennai — 6, for the reason that the sampile does not conform to IP
specification for Enteric Coated Tablets with respect to Disintegration in Acid Medium and
requested action at your end vide this office reference 2™ cited.

As per the investigation, it is revealed that the subject drug has been manufactured
and sold by M/s. Sudarshan Pharmaceuticals Pvt. Ltd. Sanwer Road, Indore - 452 015
(M.P) which is situated in your State.

Hence, | request that necessary action may be taken against the manufacturer at
your end and the action taken may kindly be informed to this office.

Yours faithfully,

R

K
\,‘-:‘53‘""; . ﬁ LY {:f;"j‘ *A.{ f \U ” "i Loy L\A! e
DIRECTOR OF DRUGS CONTROL {i/)”

%\m %

Copy/fo: The Assistant Director of Drugs Controli -Vlrud%gggar Zone -for information.
o 1] 3 o~ ‘...,DM ‘\‘S \‘g
Spare copy-1 Copy Communicated for

necescry action

'N—A £ C\ \’L'S"/(
%Mg ADD.c
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Trom To

5. A.Govindakumar,B.Pharm, The Director of Drugs control,
Asst. Director of Drugs Control , Tamil Nadu
Virudhunagar Zone. Chennai-600 006.

Virudhunagar-1.
Ref No. B\ /E3/2014 dt: 19.2.14

Sir,

Sub: Drugs-Drugs & Cosmetics Act 1940 & Rules made there under —

Sample of METOCLOPRAMIDE INJECTION, Batch No: MP22078,
Mfg.date:12/2012, Expdate:05/2014, Manufactured by  Sara
Pharmaceuticals , No: 4 & 15, industrial estate, Nagercoil- TN-Declared as
Not of Standard Quality- Interim report cubmission—Regarding.

Ref: 1 Form 13 report No.328 dated 3. 5 14 of the Govt. Analyst, King Institute
of Preventive Medicine, Guindy, Chennai-32.
2. Ref No. 570 /DI/RMD/20140t: 19.2. 140f the Drugs inspector,
Ramanathapuram range

FEEE LS LS

With reference to the above, 1 submit that theDrugs Inspector,
Ramanathapuram Range has submitted an interim report for the not of standard quatity
MM‘L—# S
| 1. | Name and details of the Drug l METOCLOPRAMIDE  INJECTION, Batch  No. \

] MP22078: Mfg. date- 12/2012: Exp. Date-
| 05/2014: Manufactured by Sara Pharmaceuticals, \
- - No:4 & 15, Industrial Estate, Nagercail- TN
2. | Place of sampling with Form | Government \
‘1 ‘: 17 No. and Date \ Hosp\tai KattuParamakudi,Paramakudi(T.K),
| . No:071360, DT:19.8.13 \

R R |

_.l e e 3
3. | To whom the sample was | GovtAnalyst (Drugs special},
) |sent with Form 18 No. and l King Institute of Preventive Medicine and

!
:
i |
1

R 5\ ‘
. ‘a,ﬁ}\,ifj | Date. | Research, Guindy, Chennai-32, Sample No: \
;@{t—“’j’" | \ | VB/8/RMD 13, DT:19.8.13
et 5 ’/[—

|4 Report No, Date Dated Form 13 No.3 328, Dated: 3.2.14

28, Dateat 5.2,
5. | Reason for or Failure l The sample o does not pass the test for Description.

L e s e o
N \ Source of Suppiy Manufaaurer NM/s. Sara pharmaceuticals, No:4 & |
; i 15 industrial Estate, Nagercoil- TN ‘

| i . |

T I I S sz

‘l 7. Tthsical stock position Nll stock on 18.2.14 -
IS

) 8 Mhether memo issued ! Yes and S further action initiated '



I will submit the final report as soon as the report received from the Drugs Inspector.
This is for your kind perusal and favour of information.

Encl: As above Yours faithfully,

N e

Asst. Director of Drugs Contro|
Virudhunagar Zone.
\ Virudhunagar-1

N
& &
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- v¥.Balamarie, The Assistant Birector of Drugs Control,

Drugs inspector, Virudhunagar zone,
Ramanathapuram Range, Virudhunagar-1.
Virudhunagar zone.

Ref.No. 570/ DI/RMD/2014 dated:19.2.2014

t

LS Drugs and Cosmetics Act1940 and Rules there under- Sample
= SHRAETOCLOPRAMIDE INJECTION, Batch No.MP22078: Mfg. date- 12/2012: Exp.
# Date-05/2014: Manufactured in india by Sara pharmaceuticals, No: 4 &

A s ‘ 15,Industrial Estate,Nagercoil-TN-Drawn for analysis — Reported as 'not of

3 v standard quality’ — INTERIM REPORT- submitted- regarding. :

B h ' Ref: 1.Form 13 report No. 328 dated:3/2/2014 of the Govi. Analyst, King Institute of
o af‘%}i Preventive Medicine and Research, Guindy, Chennai-32

With reference to the above, | submit that a sample of the drug, METOCLOPRAMIDE INJECTION,
Batch No.MP2207B: Mfg. date- 12/2012: EXp. Date-05/2014: Manufactured in India by Sara
Pharmaceuticals, No: 4 & 15,1ndustrialEstate,NagercoiI—TN—drawn for analysis from the Medical
Stores of the Govt. hospital,KattuParamakudi,Paramakudi(T.K)has been reported as ‘not of
standard quality’ by the Govt. Analyst, Guindy, Chennai-32. | am herewith submitting the
interim report for the same. | shall submit the final report after completion of further
investigation.

Encl: Copy of the form 13 report.
“Yours faithfully,
L
\ﬁ. @ﬂi’%ih'

Drugs Inspector,

Ramanathapuram Range.



INTERIM REPORT

1. Name of the Drugs inspector

V.Balamarie

2. Range, Zone

t

Ramanathapuram range,
Virudhynagar zone

3. Name of drug, Batch No. Mfg. date and
Exp. Date

METOCLOPROPAMIDE INJECTION ,Batch No.
MP2207B: M/D: 12/2012: £/D: 05/2014.

j

[

4, Name of the manufacturer

M/s Sara Pharmaceuticals.

5. Address of the manufacturer

No:4 & 15, Industrial Estate, Nagercoil- TN

6. Place of sampling

Medical Stores, Govt.Hospital,
KattuParamakudi, Paramakudi{T.K}.

7.Form 17 No. and date

071360 dated 15.8.2013

8. Sample No. & date

VB/8/RMD/13 dated:19.8.2013

9. Form 18 memorandum No. & date

8/VB/RMD/13 dated:19.8.2013

10. Form 13 report No. and date

328 dated 3.2.14

11. Date of receipt of the report by the Drugs
inspector

17.2.14

12. Source of supply

District Drug Warehouse, TNMSC Ltd,
Ramanathapuram

13. Reason for failure

Does not pass the test for Description.

14. Action taken

a. Letter dated 18.2.14 handed over to the Chief Pharmacist, GH,Kattuparamakudi to
disclose under section 18-A of the Drugs and Cosmetics Act1940.

oo

Reply received from the Chief Pharmacist on 18.2.14
Letter handed over to the Warehouse in-charge, TNMSC Ltd, Virudhunagar on 18.2.14
d. Reply received from the Warehouse in-charge on 18.2.14, wherein it was stated that the

stock of above batch of drug was not available.

e. Show cause notice sent to the manufacturer on 19.2.2014, along with the form 13
report, as per section 25 (2) of the said act and the third portion of the sample, as per
section 23 (4) (iit} of the said act, to explain for the contravention.




From To

5.AiGovindakumar, B.Pharm, The Director of Drugs Control,
Asst.Director of Drugs Control, Tamil Nadu

Virudhunagar zone, Chennai-600 006

Virudhunagar-1

. RefNo: 811 /E1/VNR/2014 dt:16.4.14

Sir,

Sub: Drugs—Drugs & Cosmetics Act 1940 & Rules made there unde_r;“‘SampIe of
METOCLOPRAMIDEIINJECTION [.P,B.No: MP2207B, Nifg.date: 12/2012,
Exp.date: 05/2014, Manufactured by Sara Pharmaceuticals, No: 4 & 15,
Industrial estate,Nagercoif, TN - Declared as Not of Standard Quality ~
* Final report Submission — Regarding.
Ref:r 1. Form 13 Report No:328 dt:3.2.14 of the Govt.Analyst, Chennai-32.
2. Ref.No: 570 /DI/RMD/14 dt: 16.4.14 of the Drugs Inspector, Ramanathapuram

Range

K Kk ok ok o

With reference to the above cited, | submit that 3 sample of
Metoclopramide injection I.P , B.No: MP2207B, Mfg.date:12/2012, Exp. Date: 05/2014,
Manufactured by M/s. Sara Pharmaceuticals, No: 4&15, Industrial estate, Nagercoil,
TamilNadu, was drawn for analysis from the Govt Hospital, Paramakudi on 19.8.13, by
V.Balamarie, Drugs Inspector, Ramanathapuram Range. On 19.8.13 one sealed portion

of sample drawn was sent for analysis to the Govternment Anaiyst, king Institute,

Guindy, Chennai-32, under form 18 memorandum.

On 17.2.14, the report of analysis in form 13 report No:328 dt:3.2.14,was received from

the Govt.Analyst, Chennai-32, wherein it has been reported that the subject drug is of
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‘_ne:-_br,ugs and Cosmetics Act 1940. One copy of form 13 report was also sent as per
se.ctio':n 25(2) of the Drugs and Cosmetics Act 1940. The third portion of sealed sample
of the subject drug, marked as VB/8/RMD/13 dated:19.8.13, was sent, as per secticn
23(4)(ii)of the said Act.

Aletter dated:27.2.14 was received on 3.3.14, from M/s.Sara Pharmaceuticals,
Nagercoil requesting to granf 20 days time for the submission of their reply with
documents since their Proprietor was out of station.

Areply datéd: 7.3.14 was received on 17.3.14 from the Proprietor of M/s. Sara
Pharmaceuticals, Nagercoil, TN along with the enclosures. In the reply they had stated
that “Description does not constitute standards. It is only a guideline according to the
general notice of Indian Pharmacopéia 2010. Further in the report of the Government
Analyst does_not sawat respect the product fails in description”.

F&rther on reférring Indian Pharmacopeia 2010- General notice, page 14, it is
stated that, “the statement under the heading Description are not to be interpreted in a
strict sense and are not be regarded as official requirements”.
~Based on the above, the Drugs Inspector has submitted that the sample, Metoclopramide
injection 1.P , B.No: MP22078, passes the test for sterility and fails only in Description,
hénce the endorsement of the Product may be suspended for a period of 2 months or as
d‘écided by the Licensing Authority.

I_._c;oncur with the opinion of the Drugs inspector. Further the.r failure in description does
'n.c.)t come under the Guidelines for Prosecution.
1 am herewith enclosing the report of Drugs Inspector, Ramanathapurm range along

Wifch its enclosures. This is for your kind perusal and favour of information sir.

Your’s faithfully,

Akt

}:1-.'! ' Q‘ - K P

Asst. Director of Drugs Control.

Virudhunagar zone
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slamarie, B.Pharm, TRE Director of Drugs Control,
48 Inspector, Tamil Nadu,
tamanathapuram Range. k Chennai-600 006.
Through,
The Assistant Director of DrugS‘-

Control,

VirudhuNagar Zone. - ﬁ
VirudhuNagar-1. \kq
Ref.No. 570 /DI/RMD/14, dt: 16.4.14 /

Sub: DrugsDrugs & Cosmetics Act 1940 & Rules made there under -
Sample of Metoclopramide Injection I.P, B.No: MP22078,
Mfg.Date:1.2/2012, Exp.date: 05/2014, Manufactured in India by
Sara Pharmaceuticals, N0:4&15, Industrialestate,Nagercoil,
TamilNadu - Declared as Not of Standard Quallty— Final report
submissmn Regarding.

Sir,

Ref: 1. Form 17 bearing No: 071360 dated: 19.8.13 addressed to the
chief Pharmacist, Govt.Hospital, Paramakudi.
2. Form 18 memorandum No 8/VB/RMD/13 dated:19.8.13

f*‘ﬁ::%udressed to the Government Analyst, King Institute, Quindy,

o T?i““fénnar 32,

i /Ferm 13 report No: 328 dated: 3.2.14 of the Govt.Analyst King

TJSf!tute of Preventive Medicine and Research ,Guindy,Chennai-32

“Letter dated: 18.2.14 handed over to the chief Pharmamst

Govt.Hospital, Paramakudi.

5. Reply dated: 18.2.14 of the Chjef Pharmacist, Govt.Hospital,
Paramakudi.

6. Letter dated: 18.2.14 handed over to the Warehouse in charge,
TNMSC, Ramanathapuram.

7. Reply dated: 18.2.14 of the Warehouse incharge, Dist. Drug
Warehouse, TNMSC, Ramanathapuram.

8. Show cause notice dated: 19.2.14 sent by Registered Post Wlth
A/D to M/s. Sara Pharmaceuticals, Nagerco:l Tamil Nadu.

9. A letter dated: 27.02.14 from M/s. Sara. Pharmaceuticals,
Nagercoil, h
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*On the same day, | inspected Distict Drug warehouse, TNMSC,
. inathapuram and handed over a letter dt: 18.2.14, vide reference 6 cited

- ve, requesting to disclose under section 18-A of the Drugs and Cosmetics Act

. 940, the name, address, and particulars of the person from whom the subject

" drug was acquired. One true copy of the report in form 13 was also handed over

for information.

On 18.2.14 itself, Thiru.C.K Selvakumar, warehouse incharge, gave a
reply, vide reference 7 cited above, disclosing that the subject drug was acquired
from the manufacturer,M/s. Sara Pharmaceuticals, No: 4 & 15, industrial estate,
N,_agercoil, TN, under invoice No:T802 dt:17.1.13(quantity 12000 ampoules) and
at present they had no stock of subject drug . |

| On 19.2.14, a show cause notice dated: 19.2.14, vide reference 8 cited
above, was sent by Registered post with A/D to the manufacturer, M/s. S_ara
Pharmaceuticals, No:4 & 15, industrial estate, Nagercoil, TN, requesting to explain
for the contravention of Section 18(a)(i) of the Drugs and Cosmetics Act 1940 for
héving manufaét’ured for sale and sold a * not of standard quality’ drug and to
fpjrnish particulars and information under Section 18-B of the Drugs and
Cosmetlcs Act 1940. On copy of form 1.3 report was also sent as per section 25(2)
o.f‘:‘.the Drugs and Cosmetics Act 1940. The third portion of sealed sample of the
shuk;j‘ect drug, marked as V3/8/RMD/13 dated:19.8.13, was sent, as per sécti-on

23(4)(iii}of the said Act.

_ A letter dated:27.2.14 was received on 3.3.14, vide reference 9 cited
abo;}e, from M/s.Sara Pharmaceuticals, Nagercoil requesting to grant 20 days
tir_ﬁé for the submission of their reply with documents since their Proprietor was
outof station. |
' Areply dated: 7.3.14 was received on 17.3.14, vide reference 10 cited
abo&_/é, from the Proprietor of M/s. Sara Pharmaceuticals, Nagercoil, TN alohg With
tHé:'é_nclosures. In the reply they had stated that “Description does not constitute
é‘tlar%d‘ards. It is only a guideline according to the general notice of Indian
Pharmacopeia 2010. Further in the report of the Govt Analyst does not say what

respect the product fails in description”.
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