LIST OF SAMPLES DECLARED NOT OF STANDARD QUALITY DURING THE YEAR 2019- 2020 (Up to October 2019)

S. No. Nargergg the Manufacturer Samp:éayLlfted Batch No. Test Report No. & Date Reasons
Daffohills Laboratories Pvt.
Ltd. F-109-110, UPSIDC,
Industrial area Selqui
Dehradurglgdli;)— 248011 DI Kokernag DLT-3553 L/DA/2019-20/02 The sample does not conform to I.P
1. CHLORANTON M . . M/D: 08/2018 . requirement w.r.t Disintegration of
rk. By : Remedies Anantnag . Dated: 02.04.2019
; E/D: 07/2020 tablets. .
Pharmaceuticals Pvt. Ltd.
107A & B, Aradhana
Bhawan , Azadpur Comm
complex — Delhi - 110033
Adwin Pharma Vill. Rampur
Jattan Trilokpur Road , kala-
Amb Tehsil Nahan , distt. ADT-07-0619 : ;
2. M KAST™.L Sirmour H.P — 173030 DI Zone Il Srinagar | MD: 07/2018 D'-/ ?’3{ 200218;12%% fThtehsamp'e s ot (j’f Stg”dgrd q‘.Jat'.'ty
Mrk. By: AHB Biosciences ED: 06/2020 ated: Le.0a. or the reason stated under description.
182/76 Ind. Area Phase —I|
Chandigarh — 160 002
. The sample fails in the Assay of
. i Arora Pharmaceuticals PVt CTS-11 CFDL/3/2019-20/17 Cetrimide which is found to be 3 % wiv
atrimax Super Ltd, C-35/13, Lawrence DI Udhampur MD: 10/2018 Dated: 20.04.2019 as compared to label claim of 15 %
Road, New Delhi - 110035 ED: 09/2020 P P iy
Jackson Laboratories Pvt. T-17313 The sample does not conforms to claim
4 B-Complex Tablets Ltd 22-24 Majitha Road, Bye DI Rajouri MD: 07/2018 LSD/RDTL/1702/18-19 as per Patent & Proprietary in respect to
' NFI Pass , Amritsar — 143001 ED'. 06/2020 Dated: 26.04.2019 the Identification B and the Assay of
(India) ) Calcium Pantothenate.
Jackson Laboratories Pvt. T-17377 The sample does not conforms to claim
5 B-Complex Tablets Ltd 22-24 Majitha Road, Bye DI Rajouri MD: 07/2018 LSD/RDTL/1703/18-19 as per Patent & Proprietary in respect to
' NFI Pass , Amritsar — 143001 ; Dated: 26.04.2019 the Identification B and the Assay of
: ED: 06/2020 .
(India) Calcium Pantothenate.
Metoclopramide . The contents of Metoclopramide
Hydrochloride Syrup LJackson Lab_c_)ratorles PVt Sy-14950 Hydrochloride equivalent to anhydrous
6 1P 1d 22-24 szultha Road, Bye DI Anantna MD: 09/2017 L/DA/2019-20/126 Metoclopramide Hydrochloride in the
. Pass , Amritsar — 143001 g Dated: 30.04.2019 P Y -
(Hospital Supply Not ' (India) ED: 08/2019 sample are found less than the claim
for Sale) made.
L Jackson Laboratories Pvt. Ltd. 1-16336 The sample does not conforms to claim as
7 gluelgzt;?emllr:}?ec'\t/ilg;h?lll 22-24, Majitha Road , Bye _Pass , DI Baramulla HQ MD: 03/2018 Eiggsg;gglgggm-lg per IP 2014 in respect tc_J _the Particulate
Amritsar — 143001 (India) ED: 02/2020 T matter , Sterility.
Dr. Edwin Lab , Plot No. 517,
Indl. Area, Phase IX, SAS Nagar
— 160059 (Pb). EHX-021 The contents of Chlorhexidine Gluconate in
8 Hexwin Mouth wash Mrk. By S(urezivin Healthcare A- DI Anantnag (HQ) M/D: 03/2018 52?31/2;71%31%11%15 the sample are found less than the claim
221, Someshwar Complex E/D: 02/2020 T made.
Satellite Road, Ahmedabad -
380015
Dr. Edwin Lab. Plot No. 517,
Indl. Area Phase IX , SAS
Nagar- 160059 (PD). DET-01723 The drug sample does not comply to
9 Zinac-MR Tablets Mrk. By: Orbit Healthcare DI Sopore / Rafiabad | M/D: 09/2018 UDA/,2019_20/421 I.P requirements w.r.t Uniformity of
(P) Ltd. Malad Rahul Co-Op E/D: 08/2020 Dated: 26.06.2019 Weight
Housing Society Marve ’ '
Road Malad West Mumbai -
064
Gnosis Pharmaceuticals Pvt.
Ltd. Nahan Road Village GT81103
10 Drosis®-ME Moginand Kala Amb Distt. DI Sopore / Rafiabad | M/D: 09/2018 L/DA/2019-20/384 The drug sample fails in Description of

Sirmour (H.P) -173030
Mrk. By: Curosis Healthcare
Pvt. Ltd. C-6/01, Sec-15

E/D: 08/2020

Dated: 18.06.2019

tablets




Airoli Navi Mumbai 400748

Park Pharmaceuticals 272,
Ind. Area Phase Il Panchkula
—134113

SL4144

L/DAJ2019-20/423

The sample does not conform to the I.P

11 Thiodol-8 Mrk. By : Sapients Labs, DI Zone | Srinagar M/D: 05/2018 Dated: 26.06.2019 requirement with respect to the
206, Shivali Dongre Indl. E/D: 04/2020 e Uniformity of Weight
Estate , Saki Naka, Andheri
(E) Mumbai -
Twilight Litaka Pharma Ltd.
Dhana Bagbanla, Nalagarh ,
Solan (H.P) SLT 027 The sample does not conform to the I.P
12 Dolase Mfg. For : Sapients Labs, DI Zone | Srinagar M/D: 10/2018 gggzzog %62%15290 requirements with respect to the Tests
206, Shivali Dongre Indl. E/D: 09/2020 e for 1. Disintegration and 2. Assay
Estate , Saki Naka, Andheri
(E) Mumbai - 400072
Signature  Phytochemical
Industries 122, Mi, Selaqui
Industrial Area , Dehradun
248011
Mrk. By: Zydus Healthcare ZS10001
13 | Aceclodus-T Ltd, PlotNo. 1 &2, First | DI Zone I Srinagar | M/D: 01/2019 ga?g Zzoggg%%z tTer Jﬁi"f“g’r';ﬂ;’/ejf':fv’zgmform to the
Floor , Sarkhej, Bavla E/D: 12/2020 e
Highway No. 8A, Sari ,
Patiya , Mathoda , Sanand ,
Ahmedabad — 382220
Apex Absorbent R
14 Guaze Non Sterile as épex Medivision |r_1dustry . GA2_45N L/DA/2019-20/377 The sample does not comply to the tests
aushala Road Safidon — DI Zone Il Srinagar M/D: 03/2019 . S 2
per Sch. FlI 126112 Haryana (India) E/D: 02/2024 Dated: 15.06.2019 Absorbancy and weight in g/m
(SKIMS Supply) )
Primaquine Phosphate
tablets IP 2.5 mg The sample does not conforms to claim
. . as per IP 2018 in respect to the
15 &Hospltal Supply - Jackson_l_aboratorles PVL T'17,648 LSD/RDTL/1722/18-19 (Primaquine Phosphate calculated as
ot for Sale Ltd, Majitha Road, Bye Pass, | DI Anantnag (HQ) M/D: 08/2018 . - -
JKMSCL Amritsar — 143001 (India) E/D: 07/2020 Dated: 16.05.2019 Primaquine) and the Assay of
) Primaquine Phosphate calculated as
Procurement). Primaquine
Confirmed from DI
concerned
Lesanto Laboratories , Plot
No. 9,10,11 & 20, Survey
Ni'ﬂﬁf’ ’gj,lgfeagé:?_li?y L.204006 L/DA/2019-20/227 The sample does not comply to I.P
16 ADIFLAM-PLUS - DI Anantnag MD: 11/2017 . requirements w.r.t “Disintegration
sciences Pvt. Ltd. Regd. ED: 10/2020 Dated: 20.05.2019 Test”
Office Plot No. C-20/1 & C- ’ ’
21 —Phase —111, M.I1.D.C,
Akola — 444104 (M.S) India
United Surgical Industries
Rolled Bandages_ Bye Pass Batala Road, Near 011 L/DAJ2019-20/375 The sample does not comply to the tests
1 (JKMSCL. Hospital Vgrka Chowk, Amritsar - DI Khag / Narbal M/D_' 12/2016 Dated: 15.06.2019 a) Threacrj)s/dm b) Weight Fi)nyg/mz.
Supply) 143001 E/D: 11/2019
The Drug sample fails in Description of
Finecure ~ Pharmaceuticals Tablets
Ltd Shimla Pistaur, Kicha
Telmisartan & Udhamsing Nagar 263148 Batch No.:
Amlodipine Besilate | M1d for_Bureau of Pharma | poq TATB9004 LIDA/2019-20/562
18 Tablets IP Public Sector undertakings /Awantipora Mfg Date: 02- Dated: 17-07-2019
of India (BPPI) Videocon 2019 '

(Jan Ashudi Supply)

Tower, 8" Floor E-1,
Jhandewalan  Extension
New Delhi 110055

Exp Date: 01/2021




Shri Sai Balaji Pharmatech
Pvt Ltd 20, Ext HPSIDC

- SSB-1516 The contents of Cefpodoxime in the
Indl. Area, Baddi Mrkt by: . . L/DAJ2019-20/5463 X
19 SAPOF 200 Sapiens Labs904-A, First DCO Zone | Srinagar M/D_. 10/2018 Dated: 17/07/2019 sample are found less than the claim
E/D: 09-2020 made
Floor , Indl Area Phase II,
Chandigarh 160002
Amoxycillin Bharat Parentrals Ltd Vill. PC9005 L/DA/2019-20/564 The contents of Amoxycillin in the
20 Capsules IP 250mg Haripur, Salvi Distt Vododra | DCO Anantnag M/D 03-2019 Dated 18-07-2019 sample are found less than the claim
JKMSCL Supply 391520 Gujrat ED: 02-2021 made
21 Astofen-SP Ultra Drugs Pvt Ltd Manpura | DCO Zone Il1 &?I;r-ﬁ(l)észis CFDL/J/2019-20/330 The sample fails in assay of
Nalagarh Distt Solan HP Jammu N Dated: 15/07/2019 Aceclofenac
E/D: 10-2020
Supermax Laboratories 40
Pharma City Selaqui ~Indl. The contents of the Dicyclomine HCI in
Area Dehradun 248011 ZSP18-08 the sample are found less than the claim
22 Mrkt by: Kee Pharma Ltd . L/DA/2019-20/591 P
Zee- Spas - DCO Anantnag M/D:09-2018 . made. Also the sample does not comply
Unit 531, 5 Floor Para Trade : Dated: 20-07-2019 . - - -
- E/D: 08-2021 to Dissolution test wrt Dicyclomine
Center, Gwal Pahari, Hvdrochloride
Gurgoan Faridabad Highway Y
Gurgoan 122003
SP 55102
Ceftriaxone & 8238;?
Tazabactum for inj. M/s Sarevear DCO ( Zone Il SAMPLE FAILS IN
23 Vet Phramaceuticals ind estate Jammu CFDL/J/2019-20/498 26-08-2019 PARTICULATE MATTER ,
Dehradun CLARITY AND IS MISBRANDED
Maxtar Biogenetics, KNo METRJI803
24 Acucet M Tablets 705, Nalagarh Road Malku | DCO Reasi 11-2018 CFDL/J/2019-20/712 27.09.2019 Fails in Assay and is misbranded
Mjara Baddi 173205 10/2020
Fails in Assay and Dissolution
e . SSB 2276
25 | Waloxim 500 Shri Sai Balaji Pharmatech | 105 paman 01-2019 CFDL/J/2019-20/586 06.06.2019
Pvt Ltd Baddi
12-2020
g:ﬂazhirrmiar Vlzall_(fld.gilsfts/ly T415 L/DA/2019-20/810 The sample fails in the test Description
26 PANTRIT-D pur, 1al. xealol, ’ DCO Kupwara (HQ) | M/D: 12/2018 . of Tablets
Gandhinagar , Gujarat . Dated: 30.09.2019
: E/D: 11/2020
(India)
Athens Life Sciences Mauza,
Rampur , Jattan , Nahan “All the contents in the sample are
Road, Kala Amb Dist. found less than the claim made”.
Sirmour HP 173030 FT18-405
27 (’\:IIECL)(_)RANTON Mfd. For: Remedies DCO Pulwama HQ M/D: 06/2018 ggngoliozgﬁlg? Viz Paracetamol , Phenylephrine Hcl,
Pharmaceuticals (India) Pvt. E/D: 05/2020 T Caffeine & Diphenhydramide Hcl as 33
Ltd 107, A & B Aradhana % ,77 %, 45% & 44 % respectively.
Bhawan , Azadpur, comm.
Complex Delhi 110033
Rolled Bandage Pearsons Chemicals 693 ")r:;rs:é?‘ar)r!se fails in below mentioned
- Corporation , S-A, Murari . M/D: 08/2018 L/DA/2019-20/906
28 g;o;gll(tea)l Supply Not Puram , Behind Amarpali DCO Bandipora E/D: 3 years from Dated: 22.10.2019 g Ivr;rieari]ctis ;/);rzdm (warp)
Cinema , Meerit-2 Mfg. date ghtg
Ultramed Life Sciences The sample does not conforms to claim
Sucrazed-O Khasra No. 26, Shiv Ga_nga ULL__1855 LSD/RDTL/0407/19-20 as per Patent & Proprietary in respect to
29 Suspension Ind. Estate , Lakeshwari DCO Kupwara (HQ) | M/D: 09/2018 Dated: 30.09.2019 the Assay of Sucralfate
P Bhagwanpur, Roorkee — E/D: 08/20 I y '
247667 , U.K (India)
Sri Ram Healthcare PVt'. I.‘td The drug sample does not comply with
81-C/2, EPIP-1, Jharmajri, AHT-9027 L/DA/2019-20/988 1P requirements w.r.t uniformity of
30 Aldigesic-P Baddi-Distt. Solan , H.P — DCO Budgam (HQ) | M/D: 01/2019 -+ red o Y

173205
Mrk. By: Alkem

E/D: 12/2020

Dated: 21.11.2019

weight




Laboratories Ltd. Alkem
House Senapati Bapat Marg,
Lower Parel, Mumbai-
400013

Gag Pharmaceuticals Vill. GT-3192 The sample does not comply to I.P
31 | BARUPEN-40 Mubarakpur- Shaiken- 1444 | DO Sopore/ MID: 12/2018 L/DAJ2019-20/930 requirement w.r.t Dissolution Test.
afiabad . Dated: 18.11.2019
025 E/D: 11/20
Super Formulations Pvt. Ltd,
16-B & 15-F, Industrial Area
, Maxi Road, Ujjain - 456010 CTO005
32 Citled Plus Mrk. By: Lederle Pharma g;icz)ibsa%pore/ M/D: 09/2018 gggzggifg&%oz The sample fails in Description
Ltd. 130-F, Ist Floor, Gulabi E/D: 08/2020 T
Bagh, Industrial Area , Delhi
- 110007
SVR Healthcare Village
cusivals P S A
Dist. Sirmour (H.P) -173205 SNT-180390 . .
33 | Emtop-40 Mfg. For : MITS Healthcare | DCO Pattan M/D: 08/2018 ga'?g‘j’_ 2{);&;-22%11%97 Dissolution Test.
Pvt. Ltd, Level-15, Dev E/D: 07/2020 T
Coprpora, Eastern Express
Highway , Mumbai —400601
Kwality Pharmaceuticals
. Ltd. Nag kalan, Majitha
Pamog rTazt?lI eteTg mg | Road Amritsar, India T-7227 Th le does not comply to I.P
coated Tablets 40mg . y i - e sample does not comply to I.
34 l’;"sfg For : Bureau of Pharma | iy ieeler shopian | M/D: 11/2018 L/DAJ2019-20/1104 requirements with respect to
. s of India Videocon : Dated: 18.12.2019 h .
(Jan Aushadhi Tower 8" Floor. E-1 E/D: 10/2020 Dissolution Test.
Sample) Jhandewalan xtension New
Delhi - 110055
Pure & Cure Healthcare Pvt.
AFB9145 The sample does not comply to I.P
Ltd Plot No. 20A-30, Sector- | DCO Tral ) L/DAJ2019-20/1105 : :
35 PANTOSEC 8A, I.LE, Sidcul, Haridwar — | Awantipora E/}g) 8:2’)558;? Dated: 18.12.2019 giqsggﬁj rzg?]tssT\é\gtth respect to
249403 , Uttarakhand. ) ’
Ramson Remedies 186-187,
Industrial Focal Point 8028
36 RINADINE-150 Amritsar. g&(llfgbsa%pore / M/D: 08/2019 Elsg_zfg 222%111906 The sample fails in Description.
A.O: 2,G Floor, Baktawar, E/D: 07/2021 T
Malabar Hill Mimbai-6
Rivpra Formulations Pvt.
Ltd, Plot No. 08, Sector-6A, 1. The sample does not conform with
I.1.E, Sidcul, Haridwar- RV19005 the Assay of Paracetamol which is
37 STARMOL (60 ml) 249403 (U.K) DCO Udhampur M/D: 07/2019 CFDL/J/2019-20/1164 found to be 63.81 mg i.e 51.05% of the
Mrk. By: Cadila E/D'.06/2021 Dated: 23.01.2020 claim made for the sample portion
Pharmaceuticals Ltd, 1389, ’ received.
Dholka — 382225, Dist.
Ahmedabad
Horizon Bioceuticals Pvt. TE-19176 The sample does not comply to I.P
Mimox LB 250 DT Ltd. Plot No. 3A, Indl. Area, ) L/DA/2019-20/1336 requirements w.r.t uniformity of
38 Trilokpur Road, Kala Amp | DCO Budgam (HQ) E’}g o%%ggig Dated: 23.01.2020 dispersion
Distt. Sirmour (H.P) )
Maiden Pharmaceuticals
Limited, 81, H.S.I.D.C, 1. The contents of cyproheptidine
Industrial Area, Kundli- hydrochloride in the sample are found
. 131028 Distt. Sonepat less than the claim made & also the
Cyproheptadine - L o
- (Haryana)- India. ML18-073 sample fails in description.
39 II—IIDydrochIorlde Syrup Mfg. For: Bureau of Pharma SDn'?rg Za(;ne g M/D: 12/2018 E/;Q/,Zf; 5(3)12%122082 2. Name of the approved colour used is
PSUs of India, 8" Floor, g E/D: 11/2020 T not mentioned on the label.
Videocon Tower, Block E-1, 3. Storage conditions are not mentioned
Jhandewalan Extension, New on the label of the container.
Delhi — 110055 Drug Code :
611
GP Glister Pharmaceuticals , 106 1.The contents of Hydrogen Peroxide
40 Hydrogin B-17 AKVN Ind. Ara, DCO Kangan / Lar M/D: 01/2019 L/DA/2019-20/1213 in the sample are found less than the

Rangwasa Rau, Indore-

E/D: 12/2020

Dated: 04.01.2020

claim made.




453331 (MP)

2. Also, the sample is Misbranded as
the strength given in IP does not match
the label claim.




