CENRAL RAILWAY C.M.D’s OFFICE
< MUMBAI CST

NO.H.244/SD/100/Sub.Std. Drugs Dt Z22-/09/2010

M.D. BY.
CMS : KYN BSL NGP SUR PA

Sub : Non-standard quality of 'l'ab. Pioglitazone Hcl 15 mg.
Batch No0.05901747 Mfg. Dt. 01-09-2009 Exp. Dt. 28-02-2011
By M/s. Glenmark Pharmaceuticals Ltd..

Ref: CMS SUR’s letter No.U/MD/ 100/Druigs Analytical report dt.11-09-2010.
kkkk
As per analytical report from Government Analyst Drug Control Laboratory,
Maharashtra State, Aurangabad vide report No.NPS/NSQ/679/2010/2 dt. 31-8-2010 &
Report No.M/975/2010 dt. 18-8-2010 Tab. Pioglitazone Hcl 15 mg. Batch No.0591747
Mfg. Dt. 1-9-2009 Exp. Dt. 28-02-2011 is NOT OF STANDARD QUALITY.

If the above Batch has been supplied to you the use of the same may please be
discontinued immediately and full quantity of the supply order be got if replaced from the
firm at their cost, payment should not be realized till the whole stock is replaced.

A copy of the replaced stock supplied should also be obtained from the firm and

also sample sent for analysis.
{d@ QQNQ Yok
DA/as above ‘/9?‘g

(M. H. LIKHAR)
-/Chief Medical Director

Copyforwarded for information and necessary action to:
- DG(RHS), Railway Board, New Delhi.

C/- M/s. Glenmark Pharmaceuticals Ltd.,
Village Kishanpura, Baddi-Solan (H.P.)
Dist. Solan (H.P.) 174

Replace the whole order quantity immediately.

C/- Chief Medical Director,

Northern Railway, Baroda House, New Delhi. N.W.Rly. Jaipur

Southern Railway, Park Town, Chennai-3. EC Rly. Hajipur

SE Rly. Garden Reach, Kolkatta-13 W.C.Rly. Jabalpur

E.Rly, 12" floor 14 Stand Road, Kolkatta-01 SE C Rly. Bilaspur
W.Rly. Churchgate, Mumbai — 20 E Coast Rly. Bhubaneswar
S.C.Rly. Raxil Nilayan Secunderabad-31 S.W.Rly. Hubli

N.E. Rly. Gorkhapur (UP) NF Rly. Guhatti (Assam)
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C.RLY [ Office of the ,
E Lol W e Chief medical Superiniendent.
' o selapur.
Mo U/MD/ 104/ L.‘ Ard L R Date: -11/09/2016
T
TO, T

CMD CST MB

Sub: - Non Standard .. A Pioglitazes Hel 1Smg having
Batch No 05901747 Mg tate * o [ digie Feb/2041 ‘ !
Ref: -Your S.Order No CMI1 K11 MED 2037333 Dated 3 11082009,

. :
{ ‘

With Reference to above sithjo ,"In wier, this is to inform thélt local Food &r
Drug administration Mdhdl‘d s“l‘ Cstate S¢ iLAPUR has taken a sample of
medicine Tab Pingitdaron ' Finen O3 above batch Number & found to
be of Non bt.mdard qu.uhi}' oy i li‘ikiiii!.(,ti substance & the drug is
Misbranded vide ruic 96,50 tva. 77h) G the Drug & Cosmetic Act, 1940
and rule there under.
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This is for your inforr:: - 5 & ! ' 2 nececsary action please.
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. (Ilnie%' perintendent
\ ¢+ SGLAPUR ’
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DA 1 Form 17 Dated 26/04/239

2 Your Suppiy {irder No ( m, (/% 501/ 263/333 Dated 21/08/2009.

3 Letter from Local F cod & Liv ;¢ addipinisiration Maharashtra State
SOLAPUR Dated 31/0% *16

4 Analysis Report N M7, 2010 Dated 18/08/2010

S Enclosure of AR/M-¢732080 of {2 Lab (MS) AURANGABAD

CCto ¥
Office of the Assistant Coinir i - Y
Food & Drug administration v "7.... ashitra State SOLAPUR for
information please. e - TR
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Y q/ﬂ/// No. NPS/NSQ:’éf‘;’j 12010/2
o ‘ Office of Assittant Commissioner
: Food & Drug Administration,
«B Central Administrative Building,
‘A" Wing, Solapur.
Date : 31-8-2010

Shri Siddayya Shivrudrayya Mathpati
Pharmacist, Medical Store,

Dr. K.M. Railway Hospital,

Bhayya Chowk, Solapur. (M.S.)

Subject :- Drugs and Cosmetic Act, 1940 and Rules thereunder
Not of standard quality drug : Pepar-15, Mfg. Lic
No. MNB/05/182, B. No.- 05901747, Mfg date-Sep. 09,
Exp. Date- Feb. 11

Ref.: 1) Form-17 Dated 26-4-2010.

- Sir,

This is to inform you that the above sample of drug was drawn by the
undersigned for purpose of test/analysis vide Form-17.

The Government Analyst, Drugs Control Laboratory, M.S., Aurangabad reported
the said drug to be not of standard quality vide report in form 13 No. M/975/2010
dated 18-08-2010. ' ‘

Therefore as per provision of section 25 (2) of the said act, the copy of report in
form 13 No. M/975/2010, dated 18-8-2010 along with its protocol is enclosed herewith.
You are hereby intimated to stop sale/distribution: of said drug & recall the
scld/distributed stock and submit the details thereof within 4 days.

also you are hereby intimated to submit information & certified copies of

- document to the undersinged as required under section 18-B & section 18-A of the said
"act.
1. Name, address & other particulars of the person from whom you had purchased
the said drug.
2. Certified copies of purchase invoice, transport receipt payment made.
3. Purchase & sale/distribution record.
4. Your drug licence and its renewal

Kindly submit the certified copies of above documents and information immediately.

Kindly'acknowledge receipt of this letter.

YS)" . ﬂj\f ' &t&v \"‘-,
e Tne &’%,02 sstemm
Drug Inspector,

72:9 Food & Drugs Administration, M.S..

W / MO > , Solapur.

Enti“Form 13 M-975/2010, dated 18-8-2010 alongwith protoco! & method of analysis.




Drug Contro! Laboratory

’ r‘"’*‘*‘f Msharashtra State, Aurangabad - 431001
C‘} PO "FORM 13
Nt [ See Rule 46 ]

~ S ¥ CERIBICATE OF TEST OR ANALYSIS BY GOVERNMENT ANALYST
X[/ (Under Section 25 (1) of the Drugs and Cosmetics Act, 1940,

N P | of 2
\‘ NE »-’. e .
S Report #: M/975/2010
Name of the Inspector from whom received : SHRI. N. P. SUPE

- FOOD & DRUGS ADMINISTR.ATION MLS)
ADMINISTRATION BLDG.-A, 2 ND FLOOR, DIST.
COLLEC. COMP, SOLAPUR- MAHAR.ASHTRA

Serial number and date of Inspector's memorandum : NPS /3/4/SOLAPUR-DEPUH 0 Dt: 26/04/2010
Vumber of Sample : 10x 10 TAB |

Yate of receipt : 06/05/2010

{ame of drug purporting to be contained in the sample: PEPAR. 15 TABLETS |

‘ol tion of seals on the package : A Intact and Tallies with the specimen impression of the

. _ seal received separatcly
esuls of tests or analysis with protocol of test applied :

latch No. : 05801747 , Mig. Date : 01109/2009

ffg. Lic No. : MNB/XOS5/82 ’ - Exp.Date: 28/02/2011

inamolies :

fervation on labelling :-
ton And Contalner Label : PEPAR- 15 TABLETS

PIOGLITAZONE HYDROCHLORIDE TABLETS
COMPOSITION.-

EACH UNCOATED TABLET CONTAINS
PIOGLITAZONE HYDROCHLORIDE -

STORE IN ACOOLDRY PLACE
RAILWAY HOSPITAL SUPPLY NOT FOR SALE

wifactured by : X GLENMARK PHARMACEUTICALS LTD

VILLAGE KISHANPUR.A,BADDI NALAGARH ROAD, DIST. SOLAN EHP)-174
101.

sription : WHITE CRCULAR FLAT, BEVEL EDGED UNCOATEDTABLETS.



Page: 2 of 2

| - . Report#: M/975/2010
Cested an per £p> B~ |
entification :The sample gives LP. identification tests for the presence of Pioglitazone hydrochloride.
he sample complies with LP. requirements for the following tests :-

UNIFORMITY OF WEIGHT
DISSOLUTION :
1 sample does not comply for the following tests :-
RELATED SUBSTANCES
Assay :
INGREDIENT ~ FOUND . %OFLABELLEDAMT.  LIMIT
PIOGLITAZONE | 15.05MG/ TABLET 10033 90 - 110
ditional Text: . (For details of the test Related substances please refer enclosure with this report.)

the opinion of the undersigned the sample referred to above is of NOT OF STANDARD QUALITY as defined
the Drugs and Cosmetics Act, 1940 and Rules thereunder for the reasons given below ;-

pinion

e sample does not comply with LP. requirenfents for the test Related substances.
\.B.: Ploglitazone tablets are official menograph (drug) in Addendum 2008 of LP.2007. But the

anufacturer does not state LP. on the label of drug, hence the drug is misbranded vide Rule 96, Section
7(b) of the Drugs and Cosmetics Act, 1940 and Rules there under.)

s: 18/08/2010 DaymM '

- GOVERNMENT ANALYST (M.S)



FORM 17 oy
[See Rudes 36 and 1454]
Intimation 10 bersar front whom suample is tuken,

From,

Shri. N.P.Supe

Drugs Inspector,

Food and Drug Administration, M.S.
Solapur, '
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