List of Drugs reported to be Not of Standard Quality by
Drugs Control Laboratory Maharashtra For the period

The sample does not comply with IS : 12655
ISO 8536-4 :-1998

From : 01 January 2010 TO :28 February 2010
Sr. No Name of the Drug Manufacturer Govt Analyst®s Opinion
and B No,M/d,E/d
AMARAVATI
STERLINE INFUSION SET VIDARBHA GROUP INDUSTRIES
BNo. A-394 J25,Ph 11,MIDC,Shivar Akola (part- 4 ):2003,

M/D. 01/11/2008 E/D 31/10/2011
AR No : M/3888/2009 Dt. 25/01/2010
Prod ID : AR-5763

Specification for " Infusion equipment for
medical use "with respect to test for
closure - Piercing Device (Diameter ) as
given in the protocol.

ANDHRA PRADESH

SANCID-MPS SUSPENSION SKOLAR PHARMA 1)The sample contains colourless floatting
BNo. SG/110 Prashanthi masses.
M/D. 01/02/2009 E/D 31/01/2011 Nag, I .E_Kukatpally, 2) The content of Simethicone in the sample
AR No : M/2879/2009 Dt. 21/01/2010 is less than the permissible limits (i.e.
Prod ID : AR-5751 52.62 % of the labelled amount.)

CHAND IGARH
PANTA-D TABLETS ORISON PHARMACEUTICALS 1) The content of Pantoprazole in the
BNo. T-123 IND Estate Ambala,Cantt sample is less than permissible limits
M/D. 01/07/2008 E/D 30/06/2010 133006 (i.e. 41.36 % of the labelled amount )
AR No : M/2439/2009 Dt. 20/01/2010 2) The sample does not comply with IP
Prod 1D : AR-5747 requirments for "Disintegration " of

Enteric Coated Tablets for Buffer stage.

ZOLISTREP CAPSULES UNI-SULE PRIVATE LTD The Content of Oxyphenonium Bromide in the
BNo. 52260324 M-15, IND.Area, Sonepat sample is less than permissible limit (i.e.
M/D. 01/05/2008 E/D 30/04/2010 Hariyana 14.05 % of the labelled amount)
AR No : M/579/2009 Dt. 20/01/2010
Prod ID : AR-5746

GUJARAT
ELVIT -L SYRUP ALICON PHARMACETICAL Content of Thiamine Hcl in the sample is

BNo. AL 933

M/D. 01/10/2009 E/D 30/09/2010

AR No : M/4505/2009 Dt. 10/02/2010
Prod ID : AR-5779

PRIVATE LIMITED
1919,GIDC, Sarigam,valsad
,Guja

less than the permissible limit (i.e. 79.6
% of the labelled amount).
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From : 01 January 2010 TO :28 February 2010

Govt Analyst®s Opinion

Sr. No Name of the Drug Manufacturer
and B No,M/d,E/d
GUJARAT
2 APOLO SUPER INFUSION SET APOLO SURGICAL
BNo. 202 Apolo House ,Ahmedabad
M/D. 01/04/2009 E/D 31/03/2012 380024

AR No : M/4342/2009 Dt. 10/02/2010
Prod ID : AR-5778

The sample does not comply with 1S:12655
(Part-4) :2003,1S0O 8536 :1998 Specification
for " Infusion equipment for medical use
"with respect to Labelling as given in the
protocol.

3  PINMOX-CV DRY SYRUP / AMOXYCILLIN ASCENT REMEDIES PVT LTD.
AND POTASSIUM CL 3701/A,Phase
BNo. AR0158 1V,GIDC,VAtva,Ahm
M/D. 01/07/2009 E/D 30/11/2010
AR No : M/4064/2009 Dt. 11/02/2010
Prod ID : AR-5788

1) Content of Amoxycillin in the sample
(when freshly prepared )is less (78.78 % of
the labelled amount ) than IP 2007 limits
as given in the protocol .

2) Content of Amoxycillin in the sample
(When stored ) is less (74.00 5 of the
labellled amount ) than IP 2007 limits as
given in the protocol.

3) Content of Clavulanic Acid in the sample
(when freshly prepared ) 1is less (1.32 %
of the labelled amount ) than 1P 2007
limits as given in the protocol.

4) Content of Clavulanic Acid in the sample
(when stored ) is less (1.32 % of the
labelled amount ) than IP 2007 limits as
given in the protocol.

5) The sample does not comply with IP 2007
requirements for 'pH ' test .

4  MISOPROSTOL TABLETS 200 MCG BHARAT PARENTERALS LTD
BNo. T9159 Vill,Haripura,TA,Savil,Vado
M/D. 01/05/2009 E/D 30/04/2011 dar

AR No : M/3466/2009 Dt. 24/02/2010
Prod ID : AR-5809

The content of Misoprostol in the sample is
less than the permissible limit (2.5 % of
thelabelled amount )

5 CHLORHEXIDINE GUAZE DRESSING BIPSON SURGICAL PVT.LTD
B.P./BIPSON"S CHLORHE Plot No.14Ind area
BNo. 119009 sec-30,Gand

M/D. 01/01/2009 E/D 31/12/2012

Content of Chlorhexidine Acetate in the
smple is less than the permissible limit of
BP 88

The sample contains 0.09% W/W of
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From : 01 January 2010 TO :28 February 2010
Sr. No Name of the Drug Manufacturer Govt Analyst®s Opinion
and B No,M/d,E/d
GUJARAT
AR No : M/2548/2009 Dt. 08/01/2010 Chlohexidine Acetate (BP limiit 0.4 to 0.6
Prod ID : AR-5730 % W/W )

6 GAUZE SWAB BP./BIPSON®"S GAUZE SWAB BIPSON SURGICAL PVT.LTD. THE SAMPLE DOES NOT COMPLY WITH BP 88
STERILE BP. IND AREA SECTOR-3 REQUIREMENT FOR "GAUZE SWAB STERILE®" WITH
BNo. 101001 GANDH INAGAR RESPECT TO THE TEST FOR "WARP'.

M/D. 01/09/2008 E/D 31/08/2012
AR No : M/2547/2009 Dt. 07/01/2010
Prod ID : AR-5718

7 COLKOFF SOFTGEL CAPSULES BRIYOSIS SOFT CAPS PVT LTD The content of Phenylpropanoamine
BNo. 9004 Jarod,Rasulabad hydrochloride in the sample is less (64.64
M/D. 01/06/2009 E/D 30/11/2010 Road,VadodRA,G % of the labelled amount ) than the
AR No : M/1204/2009 Dt. 30/01/2010 permissible limits.

Prod ID : AR-5770

8 ZOTASPIL CAPSULES DEVI HEALTHCARE PVT _LTD Content of vitamin A in the sample is less
BNo. 042 64 ,CALICO NAGAR than the permissible limit ( i.e. 54.89 %
M/D. 01/06/2009 E/D 31/05/2010 ,NAROL , AHMEDAB of the labelled amount )

AR No : M/2608/2009 Dt. 11/01/2010
Prod ID : AR-5720

9 SOLUDEX 0.5 SOLUBLE TABLETS MODI ANTIBIOTICS The sample does not give ldentification
BNo. 90320 G-1.D.C. ODHAV aHMEDABAD test for the presence of Dexamethasone
M/D. 01/03/2009 E/D 29/02/2012 38241 Sodium Phosphate.

AR No : M /2549/2009 Dt. 21/01/2010
Prod ID : AR-5737

10 OMENIL -20 / OMEPRAZOLE CAPSULES MODI ANTIBIOTICS The sample does not comply with IP
1.P. 28, GIDC,0Odhav,Ahmedabad requirements for 'Dissolution " (At Buffer
BNo. 90866 38241 stage)

M/D. 01/08/2009 E/D 31/07/2012
AR No : M/4773/2009 Dt. 24/02/2010
Prod ID : AR-5811
11 OMNARED SYRUP PENAM PHARMACEUTICALS PVT Content of Vitamin A and Folic Acid in the

BNo. SY -168
M/D. 01/01/2009 E/D 31/12/2010

LTD

Shatiratho Panchwati Cross

sample are less than the permissible limits
(i.e. 66.64 % and 11.04 % of the labelled
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From : 01 January 2010 TO :28 February 2010
Sr. No Name of the Drug Manufacturer Govt Analyst®s Opinion
and B No,M/d,E/d
GUJARAT
AR No : M/2926/2009 Dt. 22/01/2010 Rd, amount respectively ).
Prod ID : AR-5758
12 INFUSION SET STERILE S.K.Trading Co.Guj. THE SAMPLE DOES NOT COMPLY WITH

BNo. TTL/S/-012

M/D. 01/05/2009 E/D 30/04/2009

AR No : M/3244/2009 Dt. 04/01/2010
Prod ID : AR-5711

19,Ratnamani
Complex,Ahalted,A

1S:12655(PART-4) 2003, 1SO 8536-4 : 1998
SPECIFICATION FOR "INFUSION EQUIPMENT FOR
MEDICAL USE"™ WITH RESPECT TO LABELLING AS
GIVEN THE PROTOCOL.

13 DEXMETASONE SODIUM PHOSPHATE S_R.PHARMACEUT ICAL The sample does not comply with I.P. 2007
INJECTION IP INDUSTRIES requirments for Dexamethasone Sodium
BNo. 118 INDPlant 241-242 GIDC Phosphate injection with respect to test
M/D. 01/03/2009 E/D 31/12/2010 Ankleshw for assay as given in the protocol
AR No : M/3572/2009 Dt. 12/01/2010
Prod ID : AR-5729

14 MAGAW INFUSION SET Shailesh Surgical, The Sample Does Not Comply With

BNo. M 102

M/D. 01/06/2009 E/D 31/05/2012

AR No : M/3845/2009 Dt. 25/01/2010
Prod ID : AR-5766

Narol ,Naroda
Highway, Isanpur,A

1S:12655(Part-4) :2003,1S0 8536-4 :1998
Specification For "Infusion Equipment For
Medical Use"™ With Respect To Test For
Closure- Piercing Device (Diameter) As
Given In The Protocol.

HIMACHAL PRADES

1 OMKARA-20 CAPSULES AFFY PHARMA PVT.LTD The content of Omeprzole in the sample is
BNo. C-432 Vill Thana ,P.o.Dharampur less than IP limits (16.233 mg/capsule i1.e.
M/D. 01/06/2008 E/D 31/05/2010 ,Bad 81.17 % of the labelled amount.)

AR No : M/4785/2009 Dt. 11/02/2010
Prod ID : AR-5783

2 GERAGEN EYE /EAR DROPS B.M_PHARMCEUTICALS The sample does not comply with I.P. 2007
BNo. ED -9028 56-E.P.1_1. Phase 1, requirments for test for Sterility as given
M/D. 01/04/2009 E/D 31/03/2011 Jharmajri in the protocol.

AR No : M/3686/2009 Dt. 25/01/2010
Prod ID : AR-5764

3 PASS -D CAPSULES BIOMAARKS DRUGS INDIA PVT The Content of Domperidone in the sample is
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From : 01 January 2010 TO :28 February 2010

Sr. No Name of the Drug Manufacturer
and B No,M/d,E/d

Govt Analyst®s Opinion

HIMACHAL PRADES

BNo. PAD-9001 LTD

M/D. 01/03/2009 E/D 28/02/2011 W._N.1INH-22,Deon Ghat,Solan
AR No : M/2742/2009 Dt. 25/01/2010 173

Prod ID : AR-5756

less than permissible limit ( 6.27 % of the
labelled amount )

4  AMOXYCILLINE AND POT.CLA._TABLETS BROOKS LABORATORIES LTD
/FORTICLAV 375 MG Vill Kishanpura ,Nalagarh
BNo. FRT 9041 Road

M/D. 01/04/2009 E/D 30/09/2010°
AR No : M/3785/2009 Dt. 16/01/2010
Prod ID : AR-5733

Coating of all the tablets received for
Analysis is found peeled off.

5 SLOW DICLOFENAC TABLETS BP CIPLA LTD
BNo. DE7123 82/12,82/12
M/D. 01/10/2007 E/D 30/09/2010 A,HPSIDC,BADDI,H.P

AR No : M/858/2009 Dt. 30/01/2010
Prod ID : AR-5769

The Content of Diclofenac Sodium in the
sample is less (21.83 % of the stated
amount ) than the B.P. limits

6 ZORAB TABLETS COSMOS PHARMACLS
BNo. CT/9/418 Vill. Kotla ,Barotiwala ,
M/D. 01/05/2009 E/D 30/04/2011 Sola

AR No :© M/2902/2009 Dt. 24/02/2010
Prod ID : AR-5813

The content of Rabeprazole Sodium in the
sample is less than IP limits (i.e. 27 % of
the labelled amount )

The sample does not comply with IP
requirments for Related Substances.

NB - The above formulation is official in
IP . The drug is misbranded vide Rule 96
and Section 17 (b) of D & C Act and Rules
there under .

7 OMEPRAZOLE CAPSULES 1.P./ELAZOLE INNOVA CAPTAB
CAPSULES EPIP,Phasel ,Jharmajri(Baddi
BNo. 4019002 ),S

M/D. 01/04/2009 E/D 31/03/2011
AR No : M/4326/2009 Dt. 11/02/2010
Prod ID : AR-5782

The sample does not comply with IP
requirements for ' Dissolution'. at buffer
stage.

8 ACE-02 CAPSULE J.M_REMEDIES
BNo. 3-2449 Mamoore Complex

Content of Calcium Pantothenate in the
sample is less than the permissble limit

10 March 2010 Total No of Reports 26 Page
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From : 01 January 2010 TO :28 February 2010
Sr. No Name of the Drug Manufacturer Govt Analyst®s Opinion
and B No,M/d,E/d
HIMACHAL PRADES
M/D. 01/03/2009 E/D 31/08/2010 ,Saproon,Solan (i.e. 67.93 5 of the labelled amount )
AR No : M/3277/2009 Dt. 19/01/2010
Prod ID : AR-5739
9 D.C.PAN TABLETS J_M_REMEDIES The sample does not comply with 1._.P.
BNo. 940 Mamoore Complex requirements for Disintegration test .
M/D. 01/09/2007 E/D 31/08/2010 ,Saproon,Sola
AR No : M/109/2010 Dt. 31/01/2010
Prod ID : AR-5771
10 FEJET -OD TABLETS MDC Pharmaceutical (P) Ltd Content of Calcium Pantothenate in the
BNo. 2269 - sample is less than the permissible limit
M/D. 01/07/2009 E/D 31/12/2010 Sai Road ,Baddi 173 205 (i.e. 78 % of the labelled amount ).
AR No : M/2970/2009 Dt. 19/01/2010
Prod ID : AR-5742
11 OFLOXACIN TABLETS 1.P./ZUFLO TABLETS MOREPEN LABORATORIES The sample does not comply with IP
BNo. P 8674 LIMITED requirements for ' Dissolution " test.
M/D. 01/10/2008 E/D 30/09/2011 P N.12B ,sec 2 Parwanoo
AR No : M/4793/2009 Dt. 22/01/2010 ,Solan
Prod ID : AR-5759
12 ZEDEX-P NAXPAR PHARMA PVT LTD The content of Bromhexine Hydrochloride in
BNo. WPV8034 Gurumajra ,Nalagarh,Solan the sample is less than the permissible
M/D. 01/11/2008 E/D 31/10/2010 limits (i.e. 36.50 % of the labelled amount
AR No : M/3565/2009 Dt. 21/01/2010 )}
Prod ID : AR-5752
13 ZEDEX-P NAXPAR PHARMA PVT LTD. The content of Bromhexine Hydrochloride in
BNo. WPV9022 Gurumajra,Kishanpura,Baddi, the sample is less than the permissible
M/D. 01/06/2009 E/D 31/05/2011 Sol limits. (i.e. 68.75 5 of the labelled
AR No : M/2959/2009 Dt. 21/01/2010 amount.)
Prod ID : AR-5754
14 ZEDEX-P SYRUP NAXPAR PHARMA PVT.LTD The content of Bromhexine Hydrochloride in

BNo. WPV9026
M/D. 01/07/2009 E/D 30/06/2011
AR No : M/4373/2009 Dt. 21/01/2010

Gurumajra Nalaghar,Baddi
,Sola

the sample is less than the permissible
limimts (i.e. 41.75 % of the labelled
amount )
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From :© 01 January 2010 TO

Sr. No Name of the Drug Manufacturer

and B No,M/d,E/d

128 February 2010

Govt Analyst®s Opinion

HIMACHAL PRADES

Prod ID : AR-5753

15

ONDANSETRON ORAL SOLUTION USP/NELDAN NOEL PHARMA
SURUP -Karuna,Nalagrh Tehsil
BNo. NPI1-008 ,Solan,

M/D. 01/07/2009 E/D 30/06/2011
AR No : M/4675/2009 Dt. 11/02/2010
Prod ID : AR-5787

The sample does not comply with requirments
of Ondansetron Oral Solution ™ as given in
the protocol for PH of the sample.(PH :4.48
(usp limit of PH :-3.3 to 4.0 ))

16

RABCAP-D CAPSULES PDC HEALTHCARE
BNo. RCD-2002 KUNJA PONTA
M/D. 01/03/2009 E/D 28/02/2011 SAHIB,SIRMOUR(H.P.

AR No : M/2479/2009 Dt. 20/01/2010
Prod ID : AR-5749

The content of Rabeprazole in the sample is
less than permissible limits.(i.e. 34.79 %
of the labelled amount .)

17

AUREX DRY SYRUP POLO PHARMACEUTICALS (P)
BNo. PSB00211 LTD
M/D. 01/12/2008 E/D 31/05/2010 200,HPSIDC, IND.AREA,BADDI

AR No : M./3284/2009 Dt. 08/02/2010 1732
Prod ID : AR-5776

Content of Clavlanic Acid iIn the sample
when stored is less( 36.32% of the
labelled amound ) than IP 2007 limits as
given in the protocol
NB The the drug is official in IP 2007 *
under the moniograph "AMOXYCILLIN AND
POTTACIUM CLAVULANATE ORAL SUSPENSION *'
However manufacturer does not claim the
sdample as IP Hence the sample is
Misbranded vide rule 96 and section 17(b)

18

LEVOFLOXACIN TABLETS 1.P./LEVOZ-500 PREET REMEDIES (P) LTD
TABLETS HPSIDC IND.AREA,BADDI
BNo. PZLZ-9003

M/D. 01/05/2009 E/D 30/04/2011

AR No : M/4012/2009 Dt. 10/02/2010

Prod ID : AR-5781

The sample does not comply with 1P 2007
requirements for "Dissolution™ test.

19

ZAMYCLOX -LB CAPSULES PREET REMEDIES (P) LTD
BNo. PZLB-9005 HPSIDC Ind,Area , Baddi
M/D. 01/05/2009 E/D 30/04/2011 173205

AR No : M/4447/2009 Dt. 25/02/2010

Content of Dicloxacillin in the sample is
less (61.4 % of the labelled amount ) than
the permissible limits as given in the
protocol.
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Sr.

No Name of the Drug

and B No,M/d,E/d

From

: 01 January 2010 TO
Manufacturer

128 February 2010

Govt Analyst®s Opinion

HIMACHAL PRADES

Prod ID : AR-5814

20 UTIZYME SYRUP QUIXOTIC HEALTHCARE Contents of Pepsin and Fungal Diastase in
BNo. MUE-022 88 A,EPIP,Phase I1,Baddi the sample are less than the permissible
M/D. 01/03/2009 E/D 31/08/2010 ,Sola limit (i.e. 11.11 % and 7.69 % of the
AR No : M/4568/2009 Dt. 27/01/2010 labelled amount respectively ).

Prod ID : AR-5765

21 DIGESTIVE ENZYME INZYME SYRUP QUIXOTIC HEALTHCARE Content of Diastase and Pepsin in the
BNo. ZIE-8008 88 A, EPIP, Thane Baddi, sample are less than the permissible limits
M/D. 01/10/2008 E/D 31/03/2010 Solan (i.e. 10.68 % and 9.87 % of the labelled
AR No : M/547/2010 Dt. 22/02/2010 amount respectively)

Prod ID : AR-5804

22 VITAVEL SYRUP RADICO REMEDIES Content of Vitamin A and Folic Acid in the
BNo. 8023 FL Mandhala, sample are less than the permissible limits
M/D. 01/03/2009 E/D 31/08/2010 Barotiwala,Solan,H._P (i.e. 61.1/8 % and 13.05 % of the labelled
AR No : M/3271/2009 Dt. 22/01/2010 amount respectively).

Prod ID : AR-5760

23 RABIVEL -20 / RABEPRAZOLE YTABLETS RADOCO REMEDIES The sample does not comply with IP
1.P. 123, Mandhala , Barotiwala requirments for ' Dissolotion ."

BNo. 8735 T ,S0
M/D. 01/01/2009 E/D 31/12/2010
AR No : M/3740/2009 Dt. 24/02/2010
Prod ID : AR-5810

24 STADZYME DIGESTIVE ENZYMES RAHUL PHARMACEUTICALS The Conent of Fungal Diastase in the
BNo. BEP-9002 Epip Jharmajri,Baddi,Solan sample is less ( 25 % of the stated amount
M/D. 01/09/2009 E/D 28/02/2011 173 )than the permissible limit
AR No : M/1428/2009 Dt. 12/01/2010
Prod ID : AR-5734

25 PARADOL SUSPENSION SAAR BIOTECH The sample does not comply with USP
BNo. 901 vWillage Bhud ,Baddi,Solan requirements of * Acetaminophen Oral

M/D. 01/03/2009 E/D 28/02/2011
AR No : M/4461/2009 Dt. 23/02/2010
Prod ID : AR-5805

SH.

Suspension as given in the
assay of Acetaminophen .
The content of Acetaminophen in the sample

protocol for
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Sr.

No

Name of the Drug

From :© 01 January 2010 TO

Manufacturer

and B No,M/d,E/d

128 February 2010

Govt Analyst®s Opinion

HIMACHAL PRADES

is less than the USP limits.( 1.e. 76.55 %
of the labelled amount .)

(N.B. The above formulation is Official in
USP as " Acetaminaphen Oral Suspension .
The Drug is Misbranded vide rule 96 and
section 17 (b) of D & C Act and Rules there

under.)

26 ACELOFENAC TABLETS 1P /DOLOKIND SIRMOUR REMEDIES (P) The sample does not comply with IP
TABLETS LIMITED requirments for the rest of related
BNo. 8DKTO009 Village Kayarda ,Sirmour substances
M/D. 01/09/2008 E/D 31/08/2010 SH_P.
AR No : M/2067/2009 Dt. 01/02/2010
Prod ID : AR-5767
27 PROTOSOL LIQUID SRISHTI BIOTEC Content of Folic Acid in the sample is less
BNo. SL -259 Shamsherpur,Sirmour,PaontaS than permissible limit (i.e. 11.87 % of the
M/D. 01/09/2008 E/D 28/02/2010 ahi labelled amount)
AR No : M/3800/2009 Dt. 19/01/2010
Prod ID : AR-5743
28 TOMEX -V SYRUP SRISHTI BIOTEC Contents of Vitamin A (as Palmitate )
BNo. SL-599 Shamsherpur ,Paonta Sahib ,Vitamin E and Vitamin C in the sample are
M/D. 01/05/2009 E/D 31/10/2010 ,SIr less than the permissible limits (i.e.
AR No : M/3874/2009 Dt. 10/02/2010 55.15 % , 56.19 % and 10.96 % of the
Prod ID : AR-5780 labelled amount respectivly.).
29 LEVOTIZED TABLETS T & G MEDICARE The sample does not comply with 1_.P.
BNo. TGT0904104 Vill Kunjahal ,P.0O.,Baddi requirments for test for Dissolution of
M/D. 01/04/2009 E/D 31/03/2012 ,Sol tablet.
AR No : M/3417/2009 Dt. 25/01/2010
Prod ID : AR-5762
10 March 2010 Total No of Reports 47 Page 9



From : 01 January 2010 TO :28 February 2010
Sr. No Name of the Drug Manufacturer Govt Analyst®s Opinion
and B No,M/d,E/d
KARNATAKA
FLEXEZE PREMIUM TABLETS BELOORBAYIR bIOTECH LTD

BNo. GC-01

M/D. 01/08/2008 E/D 31/07/2011

AR No : M/4374/2009 Dt. 19/01/2010
Prod ID : AR-5744

Satyamangala Ind Area
,Kasaba

The sample does not comply with 1P 2007
requirment for "Uniformity of Weight of
Tablets " as given in the protocol.

MADHYA PRADESH

ENALAPRIL MALEATE TABLETS 1.P. ENDOLABS LIMITED The content of Enalapril maleate in the

BNo. 0308 A_M_rOAD ,Pigdamber 453 446 sample is less (64.94 % of the stated

M/D. 01/10/2008 E/D 30/09/2010 amount O than 1.P. limits .

AR No : M/1652/2009 Dt. 20/02/2010

Prod ID : AR-5825

LERRY SUSPENSION / CHLOROQUINE ENDOLABS LTD The sample does not comply with IP

PHOSPHATE SUSPENSIO A_B. Road , Pigdamber 453 requirements of “"Chloroquine Phosphate

BNo. 0109 446 Suspension " as given in the protocol for

M/D. 01/10/2009 E/D 30/09/2011 assay of Chloroquine .

AR No : M/4596/2009 Dt. 23/02/2010 The content of Chloroquine in the sample is

Prod 1D : AR-5807 less than the IP limits (i.e. 74.46 % of
the labelled amount.)

TIVIRAN SUSPENSION / TRIMETHOPRIM ENDOLABS LTD. The sample does not comply with IP

AND SULPHAMETHOX A_B. Road.Pigdamber 453 446 requirments of " Trimethoprim and

BNo. 0308 Sulphamethoxazole suspension *

M/D. 01/10/2008 E/D 30/09/2010 The content of Trimethoprim in the sample

AR No : M/3909/2009 Dt. 10/02/2010 is less than the IP limits (i.e. 114.125 %

Prod ID : AR-5791 of the labelled amount).

VITAMIN B COMPLEX TABLETS N.F.I. RAJASTHAN DRUGS & Content of Vitamin Bl in the sample is less

BNo. 0408 PHARMACEUTICALS LTD than the permissible limit (i.e. 39.7 % of

M/D. 01/03/2009 E/D 31/08/2010 A_B.Rd, Pigdamber ,lIndore the labelled amount ).

AR No : M/4937/2009 Dt. 18/02/2010 ,M.P

Prod ID : AR-5795

IODINE TINCTURE NFI S.G. LABORATORIES 1) Content of lodine (1) in the sample is

BNo. TI-05 203, pALDA, INDORE (M. .P) less (0.420 % W/V ) than the U.S.P. limits
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Sr. No Name of the Drug
and B No,M/d,E/d

From :© 01 January 2010 TO

Manufacturer

128 February 2010

Govt Analyst®s Opinion

MADHYA PRADESH

M/D. 01/08/2008 E/D 31/07/2010
AR No : M/1532/2009 Dt. 10/02/2010
Prod ID : AR-5800

(U.S.P. limits :- Not less than 1.8 Gms &
Not more than 2.2 Gms of lodine (1) per 100
ml

2) Content of Alcohol in the sample is less
(1.17 % V/V ) than the labelled amount .(
Labelled amount - 45 to 48 % V/V of
Ethanol )

3) The sample gives ldentification test
for the presence of Methanol .

4) Content of Methanol found in the sample
is 26.16 % V/V

5) The sample is Spurious Drug vide rule 96
& Section 17- B ,(d) as given under D & C
Act 1940 & rules therunder .

6 DP-S TABLETS
BNo. 08-159
M/D. 01/09/2008 E/D 31/08/2011
AR No : M/4443/2009 Dt. 19/01/2010
Prod ID : AR-5741

Vishal Pharmaceutical
laboratories
Sec.F,Sanwer Road Ind
Estate 1

Content of Serratiopeptidase in the sample
is less than the permissible limit (i.e.
22.1 % of the labelled amount).

Few tablets are showing brown coloured
spots on all over the surface of tablets.

MAHARASHTRA

1 TETRACYCLINE HYDROCHLORIDE CAPSULES
1.P.
BNo. 436
M/D. 01/11/2009 E/D 31/10/2011
AR No : M/4754/2009 Dt. 21/01/2010
Prod ID : AR-5738

Pravin Pharma
Govind Udyog
Bhavan,Model ,Mullu

The sample does not comply with 1P2007
requirements for ' Dissolution™ test .

10 March 2010 Total No of Reports 55

Page

11



From : 01 January 2010 TO :28 February 2010

Sr. No Name of the Drug Manufacturer Govt Analyst®s Opinion
and B No,M/d,E/d
NOT ABOVE
VITAMIN B12 BP 2005 /7 CYANOCOBALAMIN HEBEI YUXING

BP
BNo. CO90709A

BIO-ENGINEERING CO. LTD ,
CHINA

M/D. 01/07/2009 E/D 31/07/2012

Content of Cyanocobalamin in the sample is
less than the BP limit (i.e. 92.63 % of the
labelled amount ).

N.B. Cyanocobalamin BP 2005 written on hand

AR No : M/4943/2009 Dt. 18/02/2010 written container label is not correct .
Prod ID : AR-5799 Cyanocobalamin raw material is offical in
BP 2008.
PANJAB
1 SINAC-P TABLETS ORISON PHARMACEUTICALS The sample does not comply with 1_.P.
BNo. MT-185 51, IND.Estate.Ambala Cantt requirments for Disintegration test.
M/D. 01/06/2009 E/D 31/05/2011 13

AR No : M/51/2010 Dt. 31/01/2010

Prod ID : AR-5772

RAJASTHAN
VANDANA ABSORBENT COTTAN WOOL Vandanasurgical Cotton The sample does not comply with IP
IP/ABSORBENT COTTAN Industries requirment for absorbent cottan with
BNo. 1038 24RI11co Indu.Bijainagar respect to the test forthe fluoroscence and
M/D. 01/09/2009 E/D 31/08/2011 sulphated ash.
AR No : M/4542/2009 Dt. 18/01/2010
Prod ID : AR-5740
TAMILNADU
ABSORBENT GAUZE SCH.F(II) ARUN PRODUCTS The sample does not comply with
BNo. 116 CHATRAPATI 626 102,T.N. requirements of Schedule F (11) of Drug &
M/D. 01/07/2009 E/D 30/06/2012 Cosmetic Act 1940 & rules thereunder for
AR No : M/301/2010 Dt. 10/02/2010 the standards for Surgicals Dressing as
Prod ID : AR-5826 given under Absorbent Gauze for the tests
for Weight in gram /Sq.meter, Length Width
and Foreign Matter.
SUPER FINE ABSORBENT GUAZE SCH OM SURGICALS The sample does not comply with FII

F(11)STANDARD

Sankapandiapuram

requirments for Absorbent Guaze for the
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From : 01 January 2010 TO :28 February 2010
No Name of the Drug Manufacturer Govt Analyst®s Opinion
and B No,M/d,E/d
TAMILNADU
BNo. 18 Rd,Chatrapatt tests of Warp ,Weight in gm/m2.Length
M/D. 01/11/2008 E/D 31/10/2011 ,Width ,Absorbency Fluorescence and Foreign
AR No : M/1692/2009 Dt. 30/01/2010 Matter.
Prod ID : AR-5774
PEPCIFLAM TABLETS SA1 MIRRA INNOPHARMA PVT Content of Serratiopeptidase in the sample
BNo. PEF8007 -LTD is less than the permissible limit (i.e.

M/D. 01/11/2008 E/D 31/10/2010
AR No : M/4117/2009 Dt. 19/01/2010
Prod ID : AR-5735

288 ,SIDCO,Chennail ,TN

45.83 % of the labelled amount )

THANE

LOPERAMIDE HYDROCHLORIDE TABLETS USP
BNo. AT-37

M/D. 01/06/2009 E/D 31/05/2012

AR No : M/3812/2009 Dt. 24/02/2010
Prod ID : AR-5808

ACICHEM LABORATORIES
Prabhat nagar , Jogeshwari

)

The content of Loperamide Hydrochloride in
the sample is less than USP limits (77 % of
labelled amount )

The sample does not comply with USP
requirments for Dissoloution .

KIDOGYL SUSPENSION
BNo. KDS024
M/D. 01/01/2009 E/D 31/12/2010

ASTRUM HEALTHCARE PVT.LTD.
PI1_.No0.9,10,11 & 20 Palgarh
,Th

The contents of Metronidazole (i.e. 54.67 %
of the labelled amount ) and Ofloxacin
(i.e. 65.46 % of the labelled amount ) in

AR No : M/2143/2009 Dt. 11/02/2010 the sample are less than the permissible
Prod ID : AR-5786 limits

TRYPSIN -CHYMOTRYPSIN TABLETS CIRCON DRUGS & Content of Enzymetic Activity of Trypsin
BNo. 01124 PHARMACEUTICALS (P) LTD and Chymotrypsin in the sample are less

M/D. 01/09/2009 E/D 31/08/2011

35, Dewan ?Udyog Nagar,

than the permissible limits (i.e. 66.44 %

AR No : M/3895/2009 Dt. 18/02/2010 Palgha of the labelled amount).

Prod ID : AR-5792

PARACETAMOL TABLETS Glumax Pharmaceuticals 1) All the tablets received for analysis
BNo. GT-107 MFG.PVT_LTD have Black Coloured patches on both

M/D. 01/08/2009 E/D 31/07/2011
AR No : M/4360/2009 Dt. 20/01/2010
Prod ID : AR-5748

Godawari,Sativali,Vasai(E)T
han

surfaces

2) The content of Paracetamol in the sample
is less than IP limits (i.e. 88.65 % of the
labelled amount.)
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From : 01 January 2010 TO :28 February 2010

Sr. No Name of the Drug Manufacturer Govt Analyst®s Opinion
and B No,M/d,E/d

THANE
3) The sample does not comply with IP
requirements for "Dissolution.”
5 NEW ROSHAN JYOT GULABI TOOTH POWDER HARI OM COSMETICS The sample does not comply with 1.S> :
BNo. 45 Neral, Karjat ,Raigad 5383-2006 Specifications Powder for the
M/D. 01/11/2009 E/D Not stated tests for Fineness.

AR No : M/87/2010 Dt. 29/01/2010
Prod ID : AR-5775

6 K-ORS Karnataka Antibiotics & The sample does not complies with the test
BNo. K041 Pharmaceuticals Limited for description.
M/D. 01/03/2008 E/D 28/02/2010 Genesisind Kolgaon,Palghar

AR No : M/1603/2009 Dt. 13/01/2010
Prod ID : AR-5736

7 CARBOLIN DUST POWDER M_B. INDUSTRIES The sample does not give identification
BNo. 59 Sai Drshan Oswal test for the presence of Carbolic Acid .
M/D. 01/05/2009 E/D 30/04/2010 comp-Bhivandi (Note :- Till date method of analysis is
AR No : M/4752/2009 Dt. 11/02/2010 not received from the Manufacturer.

Prod ID : AR-5789 Identification of Carbolic Acid is carried

out as per IP 2007 ,page No. 1545 as given
under Phenol ( Carbolic Acid ) and also by
extracting separately about 5 g of sample
with Methylene Chloride and Chloroform
respectively _After evaporating organic
solvent residue is dissoved in 0.1 N HCL is
used for Spectroscopic scan from 200 to
400 nm & IP Ildentification tests for
Carbolic Acid .

8 MACOX-300 /7 RIFAMPICIN CAPSULES I.P. MACLEODS PHARMACEUTICALS The sample does not comply with IP 2007
BNo. M3-905 LTD. requirments for" related substances " test
M/D. 01/05/2009 E/D 30/04/2011 PI1_N. 1&2,Mahim Rd, Palghar
AR No : M/3925/2009 Dt. 18/02/2010 (w
Prod ID : AR-5794

9 SARBUPAR TABLETS MVA PHARMA PRIVATE LIMITED The sample does not comply with I.P.
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Sr.

No Name of the Drug

and B No,M/d,E/d

From

: 01 January 2010 TO
Manufacturer

128 February 2010

Govt Analyst®s Opinion

THANE

BNo. MVA-902
M/D. 01/03/2009 E/D 29/02/2012

26,PIDCO,Vill Mahim,
Palghar,

requirements for Disintegration test .

AR No : M/299/2010 Dt. 18/02/2010
Prod ID : AR-5822

10 PHENTYBUTAZONE TABLETS USP NOT STATED The sample does not comply with U.S.P.
BNo. 01 Renumed Pharmaceuticals 15 requirements for Dissolution test.

M/D. 01/05/2009 E/D 30/04/2012 Pal
AR No : M/1238/2009 Dt. 20/02/2010
Prod ID : AR-5824

11 BIOCLOPEN-S CAPSULES P & B PHARMACEUTICALS Content of Serratiopeptidase in the sample
BNo. PG -901 LIMITED is less (63.50 % of the labelled amount )
M/D. 01/01/2009 E/D 30/06/2010 Goda.Tungesh. Ind than the permissible limit as given i1 the
AR No : M/3705/2009 Dt. 14/01/2010 Comp,Sativali protocol.

Prod ID : AR-5731

12 MULTIPLEX TABLETS RENUMED PHARMACEUTICALS The sample does not comply with IP 2007
BNo. 102 LABS requirement for "Disintegration "as given
M/D. 01/07/2009 E/D 30/09/2010 15,Dewan & Sons,Palghar in the protocol
AR No : M/4282/2009 Dt. 30/01/2010 (W),Th
Prod ID : AR-5768

13 SANROFLOX INJECTION SANJIVANI PARENERAL LTD All 3 Vials received for analysis contain
BNo. SEV803 R-40, Rabale,Thane-Belapur pale yellow coloured liquid with white
M/D. 01/12/2008 E/D 30/11/2010 Roa suspended matter visible to unaided eye in
AR No : M/176/2010 Dt. 16/02/2010 normal daylight . Therefore , the sample
Prod 1D : AR-5803 does not comply with IP M 2007 requirments

for ' Particulate matter '"test .

14 SANROFLOX INJECTION SANJIVANI PARENTERAL LTD All 5 Vials Received for analysis content
BNo. SSV903 R-40, Rabale ,Thane- pale yellow coloured liquid with floating
M/D. 01/02/2009 E/D 31/01/2011 Belapur R shiny particles visible to unaided eye in
AR No : M/177/2010 Dt. 16/02/2010 normal daylight . Therefore , the sample
Prod 1D : AR-5801 does not comply with IP 2007 requirments

for " Particulate Matter ' test .
15 SANROFLOX INJECTION SANJIVANI PARENTERAL LTD Out of two vials received for analysis ,
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From : 01 January 2010 TO :28 February 2010

Govt Analyst®s Opinion

Sr. No Name of the Drug Manufacturer
and B No,M/d,E/d
THANE
BNo. SEV902 R-40,Rabale ,Thane-Belapur
M/D. 01/01/2009 E/D 31/12/2010 Roa

AR No : M/175/2010 Dt. 16/02/2010
Prod ID : AR-5802

one vial contains pale yellow coloured
liquid with white suspended matter visible
to unaided eye in normal daylight and other
vial contains pale yellow coloured liquid
with floating shiny particles visible to
unaided eye in normal daylight . Therefore
, the sample does not comply with 1P 2007
requirments for "Particulate Matter ™ test

16

I1BUPAR FORTE UNIBIOS LABORATORIES LTD
BNo. 1P-901 Dewan &Sons
M/D. 01/04/2009 E/D 31/03/2012 Est,Veoor,Palghar

AR No : M/4416/2009 Dt. 20/01/2010
Prod ID : AR-5750

The sample does not comply with IP
requirments for "Disintegration ™
Uncoated Tablets.

for

UTTAR PRADESH

RABICOR -D TABLETS AKUMS DRUGS &
BNo. HUDI 01 PHARMACEUTICALS LTD
M/D. 01/06/2008 E/D 31/05/2010 Sec.6 A,i.1._E.Sidcul

AR No : M/2469/2009 Dt. 20/01/2010 Ranipur ,
Prod ID : AR-5745

The Content of Rabeprazole Sodium in the
sample is less than permissible limits
(i.e. 51.27 % of the labelled amunt.)

OXYTOCIN INJECTION (VET) ELECTROSOL PHARMA

BNo. D7 A_N.ROAD 823001 B.O. KANPUR
M/D. 01/03/2008 E/D 28/02/2010

AR No : M/3355/2009 Dt. 25/01/2010

Prod ID : AR-5757

Content of Oxytocin (i.e. 50.3 % of the
labelled amount) in the sample is not
within the permissible limit as given in
the protocol.

KLIN-COLD TABLETS FRANCIS BIOTECH INDIA PVT
BNo. 12064 LTD
M/D. 01/09/2009 E/D 31/08/2012 ROSHANPUR 250105

AR No : M/3681/2009 Dt. 11/02/2010
Prod ID : AR-5784

All the tablets received for analysis have
brown coloured spots on all over the
surface of tablets.

RADENT -KC CREAM Percos India Pvt. Ltd

Content of Kojic Acid in the sample is less
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From : 01 January 2010 TO :28 February 2010

Sr. No Name of the Drug Manufacturer
and B No,M/d,E/d

Govt Analyst®s Opinion

UTTAR PRADESH

BNo. k-09 P1

M/D. 01/10/2008 E/D 31/03/2010 N23,sect.68,sidcul ,Haridwar
AR No : M/2175/2009 Dt. 11/01/2010

Prod ID : AR-5721

than the permissible limit (i.e. 64.27 % of
the labelled amount )

5 COTTON CREPE BANDAGE B.P. VEDCO (SURGICALS )
BNo. 7719 Vedco Surgicals339 Khandak
M/D. 01/10/2008 E/D 30/09/2013 Str

AR No : M/1687/2009 Dt. 30/01/2010
Prod ID : AR-5773

The sample does not complly with B_P.
requirements for Cotton Crepe Bandage for
tests of Warp and Ether soluble substances
& Water soluble substances.

6 ERY THROMYCIN ESTOLATE ORAL TRANCIS BIOTECH INDI PVT
SUSPENSION USP/ALTOCIN LTD
BNo. A-26048 rOSHANPUR ,DAURALI 250105

M/D. 01/11/2008 E/D 31/10/2010
AR No : M/3707/2009 Dt. 08/02/2010
Prod ID : AR-5777

Content of erythromycin in the sample is
less (9.38 % of the labelled amount ) than
USP 31 limits as given in the protocol .
NB - The colour of the suspension is pink
however ,on container label,manufacturer
states the name of the colour added in the
sample as "Sunset yellow FCF "_.The sample
gives TLC and Spectrophotometric
identification tests for the presence of
colour " ERYTHROSINE *_Hence the sample is
misbranded vide rule 127 (2) and section
17(b).

UTTARANCHAL
1 CEFIXIME FOR ORAL SUSPENSION U.S.P. ACACIA BIOTECH LTD
BNo. 9004 Pt No.20,Pantnagar
M/D. 01/07/2009 E/D 31/12/2010 (Sidcul)utt

AR No : M/1559/2009 Dt. 11/01/2010
Prod ID : AR-5815

1)The sample does not complies with U.S.P.
requirements for Assay test for Cefixime .
2) The content of Cefixime (Anhydrous )in
the sample is less (51.62 % of the stated
amount )

2 RABITAC TABLETS ENDOLABS HEALTHCARE PVT LTD
BNo. 0109 Bhagavanpur , Roorkee 247
M/D. 01/08/2009 E/D 31/01/2012 661

AR No : M/4904/2009 Dt. 24/02/2010

The content of Rabeprazole Sodium in the
sample is less than IP limits (i.e. 27.7 %
of labelled amount ) The sample does not
comply with IP requirements for Related
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From : 01 January 2010 TO :28 February 2010
Sr. No Name of the Drug Manufacturer Govt Analyst®s Opinion
and B No,M/d,E/d
UTTARANCHAL

Prod ID : AR-5812 Substances . The above formulation is
official in IP . The Drug is misbranse vide
Rule 96 and Section 17 (b) of drugs and
Cosmetic Act & Rule there under .

LACTULOSE SOLUTION USP/BIOLAC SYRUP  GSK PHARMACEUTICALS The sample does not comply with USP

BNo. 9BA172

Dev Bhoomi Ind.Est,Roorkee

requirmentsof Lactuose Solution as given in

M/D. 01/07/2009 E/D 30/06/2011 utt the protocol for assay of Lactulose.

AR No : M/3367/2009 Dt. 11/02/2010 The content of Lactulose in the sample in

Prod ID : AR-5785 the less than the USP limits 9i.e. 59.86 %
of the labelled amount.)

METRONIDAZOLE TABLETS 1.P 200 1.G.PHARMA ITD. The sample does not comply with 1_P.

MG./METRONIDAZOLE TA 12.4 K_M_Meerut requirments for test for Uniformity of

BNo. MTL-876 Rd,Libberhen,R Weight of Tablets.

M/D. 01/05/2009 E/D 30/04/2011

AR No : M/4748/2009 Dt. 25/01/2010

Prod ID : AR-5761

BETASONE TABLETS /BETAMETHASONE LYCON HEALTHCARE PVT LTD The content of Betamethasone in the sample

SODIUM PHOSPHATE T Khasra37 ,Makhanpur ,Roorkee, 1is less than IP limits (i.e. 67.4 % of

BNo. 1111 Har labelled amount)

M/D. 01/05/2009 E/D 30/04/2011

AR No : M/3395/2009 Dt. 15/02/2010

Prod ID : AR-5796

BETASONE TABLETS /BETAMETHASONE LYCON HEALTHCARE PVT LTD The content of Betamethasone in the sample

SODIUM PHOSPHATE T Khasra,Khanpur ,Roorkee is less than IP limits (i.e. 66.8 % of

BNo. 1111 Haridwa labelled amount)

M/D. 01/05/2009 E/D 30/04/2011

AR No : M/2899/2009 Dt. 15/02/2010

Prod ID : AR-5798

SALDIN OINTMENT / POVIDONE-IODINE OM BIOMEDIC PVT LTD The sample does not comply with USP

OINTMENT USP
BNo. 004
M/D. 01/05/2009 E/D 30/04/2011

68,Sec.6A, ,11E SIDCUL
,Haridwa

requirements of " Povidone- lodine
Ointments " as given in the protocol for
assay of available lodine.
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Sr. No

Name of the Drug
and B No,M/d,E/d

From

: 01 January 2010 TO
Manufacturer

128 February 2010

Govt Analyst®s Opinion

UTTARANCHAL

AR No : M/4420/2009 Dt.
Prod ID : AR-5790

11/02/2010

The content of available lodine in the
sample is less than the USP limits (i.e.
70.0 % of the labelled amount)

AMOXYPEN DRY SYRUP /AMOXYCILLIN FOR
ORAL SUSPENSIO

BNo. BDOM-026

M/D. 01/06/2009 E/D 30/11/2010

AR No : M/106/2010 Dt. 18/02/2010
Prod ID : AR-5793

OM BIOMEDIC PVT LTD
68,SEC.6A,
Har

1.1.E., Sidkul,

1) Content of Amoxycillin in the sample
(when freshly prepared )is less (53.34 % of
the labelled amount) than IP 2007 limits as
given in the protocol.

2) Content of Amoxycillin in the sample
(when stored ) is less (46.47 % of the
labelled amount ) than IP 2007 limits as
given in the protocol.

BETARAN TABLETS /BETAMETHASONE
SODIUM PHOSPHATE TA

BNo. TK 8306

M/D. 01/07/2008 E/D 30/06/2010

AR No : M/3415/2009 Dt. 15/02/2010
Prod ID : AR-5797

PRO LABORATORIES (P) LTD.
140-141, MAKKANPUR ,
ROORKEE , H

The content of Betamethasone in the sample
is less than IP limits (i.e. 64.87 % of
labelled amount)

10

ZINCORT SKIN CREAM

BNo. ZR-902

M/D. 01/01/2009 E/D 31/12/2010

AR No : M/2836/2009 Dt. 23/02/2010
Prod ID : AR-5806

RUSI PHARMA PVT LTD
P.0. Bhagwanpur, Roorkee,
2476

The sample does not give identification
tests for the presence of Clobetasole
Propionate .
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