LIST OF DRUGS DECLARED AS MISBRANDED OR HAVING LABELING ERRORS IN JAMMU & KASHMIR STATE 2021-22

Name of the Sample Lifted Batch No.
S.No. Manufacturer P Test Report No. & Date Reasons
Drug By MD/ED
B.No.
MSN Laboratories Pvt. Ltd. Plot E/El %):tislflcv
1 Bosentan Tablets No: 42,Anrich Industrial Estate., | DCO(Kishtwar) Ma%n.:h 20190 ’ CFDL/J/2021-22/10 ,dt: 08.04.21 Sample is found to be misbranded
Bollaram,Medak (A.P.) C7
Expiry Date
Feb,2022
Cavendish Biopharma Pvt. Ltd. At
(IIJ{tltlarI:lSh;ri% Raipur- 247661 LLT-19168 L/DA/2021-22/37 Common name of approved Colour used in Tablets
2 Nazicare-L Mrk. By: Exgen Life Sciences DCO Anantnag M/D: 11 /2019 dt: 03-04-2021 I;;;ggg;}ggged on the label of strip. Hence
Pvt. Ltd S.P.OF-24, Jauri Farm, E/D: 10 /2022 ’
Okhla Phase 2 New Delhi -
110025
. The formulation Pantoprazole (EC) & Domperidone
%Z(}%géli\}/}a{gacgt;lﬁ:gfr(EzhL_td. C-586 L/DA/2020-21/1677 SR capsules not shown official on the label. Also
3 Nutracid-DSR 124507 B & DCO Pahalgam M/D: 03/2020 Dated: 23.03.2021 common name of Approved Colours used in the
E/D: 02/2022 T pellets should be mentioned on the label. Hence
Misbranded.
Aristo Pharmaceuticals Pvt. Ltd.
Plot Nos 2040-46, N.H 10 Baghey SPK201362 The formulation Enteric coated Pantoprazole Sodium
4 | Pantop-DSR Khola P.O majhitar East Sikkim- IS)r ig Zone Il M/D: 10/2020 LD/ " ;3/_ 22032?)'32%126178 & domperidone SR Capsules not shown official on
737136 & E/D: 09/2022 T the label , Hence misbranded.
As per label claim the capsule contains two types of
. coloured pellets (blue & orange) while as there are
gg“; ﬁmésﬁg%tld gg/“l‘t 31)11]:;: three types of pellets (blue, orange and white) in the
Katha Baddi, Dist. Solan (H.P) UD2C-2335C L/DA/2021-22/264 Ezgﬁf ;1:16115' Morcover, ss per Ei‘;léiarinmof;fe“;i d
5 Migpan-DSR Mrk. By: Novalab Healthcare Pvt. | DCO Bijbehara M/D: 10 /2020 dt: 08-06-2021 pty cap ~armo !
Ltd. SCO-831. 2™ Floor & E/D: 09 /2022 Clear transparent but only Lakr carmoisine is ofﬁc_lal.
Bas.emen t Nl’\CMannima'ra : Could not find the colour clear transparent under list
Chandi aril (UT) 160101 Jra, of permitted colours in D&C Act , 1940 and Rules ,
& 1945. Hence the sample is Misbranded.
;1\61 ](d}élll:(t)triatglrllgast}\xglll; g:chSa:IZtn The sample conforms to the above mentioned tests,
(H P) 1732’11 oac DCO Sopore / CT1975A L/DA/2021-22/256 however, common name of approved colour used in
6 Azoflox CF Mr.k By: Macmillon Rafiaba dp M/D: 01 /2020 dt: 08-06-2021 Tablets not mentioned on the label of strip, hence
- 5Y: Y E/D: 12 2021 Misbranded.
Pharmaceuticals 17/2, Kennedy
Avenue, Amritsar — 143001.
The sample is Misbranded for the reasons :-
o .. 1. Cefixime & Lactic Acid Bacillus Dispersible
]Sjglpslzi l;ilajzloPI;:aXI:n;tgcslll];’g ’ Tablets have been shown official as IP but it is not
Industrial A'rea ’ Ba&di Distt ’ SSB-0511 CFDL/J/2021-22/437 official in IP-2018
7 Timecef-200 Soln (HLP)- 173205 St DCO Kishtwar M/D: 09 /2020 dt: 19-07-2021 2. In composition, 60 Million spores has been
Mfe. in 1;1 dia For : Bioworld E/D: 08 /2022 misspelled as 60 Million Spares.
Ph agr. ma ’ 3. The address in “manufacturing for” is not
readable.
Mfg For : BMW Pharmaco India
Pvt. Ltd , Shanti Kunj , 5" Lane,
124, Hindu Colony , Dadar (E) AVN-511 Ofloxacin and ornidazole is official preparation in IP
8 Bofloden-O Mumbai DCO Pulwama M/D: 09 /2020 L/PN2021_22/471 2018 but not mentioned on label. Hence,
(HQ) dt: 18.07.2021

Mfg By: Amree Pharmaceuticals,
Plot No. 1, Street 10, Kaithal
Road, Karnal — 132001

E/D: 08 /2022

Misbranded.
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Aban Pharmaceuticals, Plot No.

2060Z

The sample does not Conform to LP as the

9 Smiflo-Plus 1018, Kerela, G.I.D.C , Bavla DCO Sopore M/D: 06/2020 L/DA/2021-22/559 formulation Ofloxacin & Ornidazole Tablets not
: Dist. Ahmedabad - 382220 Rafiabad ’ Dated: 04.08.2021 shown official on the label, hence Misbranded. Also
E/D: 05/2022 o O
the sample fails in Description of Tablets.
Amree Pharmaceuticals, Plot No.
1, Street 10, Kaithal Road, Karnal
— 132001 . . . .
. . ANJ-264 Omeprazole and Domperidone is official preparation
10 | ACIZOLE™-D Mfg. For : BMW Pharmaco India | DCO Pulwama M/D: 122020 | /DA2021-22/562 in IP 2018 but not mentioned on label of the strip ,
Pvt. Ltd, Shanti Kunj , 5" Lane , (HQ) E/D: 11 /2022 dt: 09.08.2021 Hence. Misbranded
124 Hindu Colony, Dadar (E) : P S :
Mumbai- 400014
Life Vision Healthcare Plot No.
140-141 , EPIP Phase-I Jharmajri
Baddi, Distt. Solan (H.P) 174103 - L
' Mg in India For : Cardimed o LTA-8458 CEDL/J/2021-22/673 The samplehls misbranded for the reason Glimepiride
11 Diberyl M2 Forte DCO Rajouri M/D: 06/2020 . & Metformin HCL (ER) Tablets have not been
Genrater House, SCO No. 6 E/D: 05 /2023 dt: 31.08.2021 labeled officially as per IP-2018
Opposite City Look Hotel Sai ’ yasp
Road Baddi H.P 174103
Apple Formulations Pvt. Ltd Plot
No. 208, Kishanpur, Roorkee - QR-2001 The formulation of Magaldrate and Simethicone oral
247667 (U.K) ; L/DA/2021-22/775 . .
12 ORACID ) . DCO kangan/ Lar M/D: 07/2020 . suspension not shown official on the label of
Mrk. By: Waves Biotech Pvt. Ltd . dt: 25.09.2021 . .
. E/D: 06 /2022 container. Hence Misbranded
, 418, Bhera Enclave Paschim
Vihar , New Delhi 110087
Ambrosia Pharma 91, Indl. Estate AT-933 L/DA/2021-22/704
13 | RINOSTOP oSt e - A ESEIS  peo Mfg (K) M/D: 09/2020 Formulation Not Official in .P. Hence Misbranded
Zainakot , Srinagar ] dt: 18.09.2021
E/D: 08 /2023
Aban Pharmaceuticals, Plot No.
1018, Kerala, GIDC, Bavla, Distt. AL947/20 The formulation of Ofloxacin & Ornidazole not
Ahmedabad — 382220 L/DA/2021-22/929 . . .
14 Oflo-0Z . g Anantnag HQ M/D: 02/2020 . shown official on label of strip. . Hence the sample is
Mrk. By: Alpic Biotech Ltd. 80, E/D: 01 /2022 dt: 28.10.2021 Misbranded
Neelkanth Estate, Sarkhej Bawla ’
Highway, Sarkhej Ahmedabad.
. AT-943 The formulation Ibuprofen & Acetaminophen Tablets
15 Amofen - Forte Agti’;:ls:; f;l;ignz,r‘)l, Indl. Estate DCO (Mfg) K M/D: 04/2021 5‘{1)1?/??2210-22 12 /1049 not shown official on the label of strip. Hence
i g E/D: 03 /2024 T Misbranded.
Taksan Lifesciences , E-47,
Industrial Area, Focal Point ,
. Derabassi, District Mohali. TLT-1765 The Sample is Misbranded as Ofloxacin and
16 ?ngll“t’ﬂox'oz Mrk. By: Enthio Labs, SCF-289, | DCO Reasi M/D: 08/2020 dcf 11);/1J{22002211- 22877 Ornidazole Tablets is not shown official in the label ,
able First Floor & Basement , Motor E/D: 07 /2022 T whereas it is Official in Indian Pharmacopoeia , 2018
Market Manimajra , Chandigarh
(UT).
Lanarx Laboratories , Gondpur 420-487
17 VOXI-OZ Paonta Sahib 173025 DCO Tral / M/D: 06/2020 L/DA/2021-22/1321 The formulation Ofloxacin and Ornidazole is not
Mrk. By: We in Drugs a division Awantipora ' dt: 17.12.2021 shown official on the label of strip hence Misbranded.
. E/D: 05 /2022
of Zee Laboratories
GBK Healthcare Khasra No. 410,
V%H' Karon@ Roorkee ~ 247667 , GBT-19003001 Name of the approved colour/s used in tablets should
District Haridwar (U.K) . L/DA/2021-22/1322 . .
18 Trynor-PG Tablets P . Budgam (HQ) M/D: 03/2020 . have been mentioned on the label of strip. Hence
Mrk. By: Stair Well Formulations . dt: 17.12.2021 .
. . E/D: 02 /2022 Misbranded. .
Stairwell Enclave Mayur Vihar ,
TrilokpurPhase 1, New Delhi-91
Macmillon Pharmaceuticals Ltd . .
. MP-2101 The formulation Methylprednisolone Tablet not
19 Pedicot-8 62-63 Vijay Nagar Batala Road Ganderbal M/D: 05/2021 L/DA/2021-22/1326 shown official on the label of strip. Hence

Amritsar - 143001
Mrk. By: Macmillon

E/D: 04 /2023

dt: 17.12.2021

Misbranded. .

Page 2 of 4




LIST OF DRUGS DECLARED AS MISBRANDED OR HAVING LABELING ERRORS IN JAMMU & KASHMIR STATE 2021-22

Pharmaceuticals Ltd 17/2,
Kennedy Avenue , Amritsar -
143001

Biomax Biotechnics (P) Ltd. 261
HSIIDC, Industrial Estate ,

BBT21105D

L/DA/2021-22/1429

Name of the approved colour/s used in the tablets

20 Precold Tablets Allipur, Barwala — 134118 Bandipora M/D: 01/2021 dt 29 122021 should have been mentioned on the label of strip.
(Haryana) E/D: 12 /2022 T Hemnce Misbranded.
Cosmas Pharmacls Ltd.
Buranwala Road, Village Kotla
P.0 Barotiwala, Solan (H.P) - CT20475 The sample conforms to above mentioned tests.
174103 . L/DA/2021-22/1416 . -
21 Telfine-A . . . Zone I Srinagar M/D: 06/2021 . However, Telmisartan and Amlodipine Besylate
Mrk. By: MemaSis kabee vakil dt: 27.12.2021 . .
E/D: 05 /2023 Tablets are not shown official. Hence Misbranded.
sahb havel, near Ansal Mall old
Stadium Road Jodhpur India -
342001
Chemtex Speciality Limited 38593
22 | ALSTASAN Sﬁg”;‘f; ;fadgﬁaf ""rll;ishnupur, Zone VI Srinagar gg:oozzggi ; Et/:Dz‘;{ %322102212/ 1431 Sample not labeled properly. Hence Misbranded. .
24 Parganas (N) , West Bengal )
Cosmas Pharmacls Ltd.
Buranwala Road, Village Kotla
11)'72 l%g“mwala’ Solan (H.P) - CT20005 LDA2021.22/1362 The formulation of Telmisartan and _
23 Telcom H s L Pattan / Tangmarg M/D: 04/2021 . Hydrochlorthiazide Tablets not shown official on the
Mrk. By: Weitz Biosciences Pvt. E/D: 03 /2023 dt: 23.12.2021 label of strip. Hence Misbranded
Ltd C4-Chand Park , Near Green : p. .
Park, Tandalja Road, Vadodara
(Gujarat).
Albendazole ANG Lifesciences India Ltd. BTAB-103
24 Tablets IP 400 mg Village Malkumajra , Nalagarh Kulgam M/D: 06/2021 L/DA/2021-22/1450 Common name of colour used is not mentioned on
(JKMSCL Road, Baddi, Distt. Solan (H.P) & R dt: 31.12.2021 the label of the strip. Hence it is Misbranded.
. - E/D: 05 /2023
Hospital Supply) India
Fenbendazole AVG-501 The sample is Misbranded as per D&C Act , 1940 for
25 Suspension Ambrosia Pharma 91, Indl. Estate, Zone IV T ammu M/D: 06/2021 CFDL/J/2021-22/1125 the reason that Fenbendazole and the Formulation
(Fenbensia-10 Zainakot , Srinagar , J&K E /D'.OS 12023 dt: 28.12.2021 Fenbendazole Suspension is not shown official in
Suspension Vet) ) label , whereas it is Official in IP 2018.
Eris Lifesciences Limited ,
Amingaon, North Guawahti ,
Distt. Kamrup — 781031 (Assam) . .
. Mrk. By: Arica Healthcare Pyt o GAPG 21001 CFDL/J/2021-22/1126 The sample is found Misbranded for the reason
26 Apriglim-MF2 Rajouri M/D: 02/2021 . Glimepride & Metformin Hydrochloride (SR) Tablets
Ltd A/4 Fourth Floor Safal E/D: 01 /2024 dt: 28.12.2021 is not labeled as per IP 2018
Profitaire Corporate Road Prahlad ’ ’
Nagar Satellite Ahmedabad —
380015
ANG Llfesciences India Ltd.
Village Malkumajra , Nalagarh
Road, Baddi, Distt. Solan 173205
.. (H.P) T181002 Name of approved colour/s used in the Tablets should
27 Ij:;gtcs eg’lzslr;rel Mfg. For : Bureau of Pharma Budgam M/D: 07/2021 5{23/5?221()_2222 /1471 have been mentioned on the label of strip. Hence ,
& Public Sector Undertakings of E/D: 06 /2023 U Misbranded.
India (BPPI), 8" Floor , Videocon
Tower, Block E-1, Jhandewalan
Extension , New Delhi — 110055
Cosmas Pharmacls Ltd. i K
. The sample passes in the above mentioned
Buranwala Road, Village Kotla CT20116 . .
28 FLOXOLE OZ P.O Barotiwala, Solan (H.P) — Magany/ Beerwa M/D: 04/2021 L/DA/2021-22/1549 parameters, however the formulation Ofloxacin &

174103

E/D: 03 /2023

dt: 17.01.2022

Ornidazole Tablets not shown official on the label of
strip. Hence, Misbranded.
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Sterlife Pharma Pvt. Ltd Plot No.
90 R.S No. 3/P Vardhman
Industrial Park NH-27 Bhojpara —
360311, Rajkot , Guj India

SLP-21009

L/DA/2021-22/1551

The formulation of Ondansteron Orally

29 ONSPOT-MD Mrk. By: Raduis Healthcatre Pvt. Handwara M/D: 04/2021 dt 18.01.2022 Disintegrating tablets is not mentioned official on the
Ltd 13, Sahjanand Estate , B/h E/D: 03 /2023 U label of strip. Hence, Misbranded.
Lala Ji Imulfi Transport Sarkhet,
Ahmedabad 382210
Zenon Lifesciences Pvt. Ltd.
SSurvey No. 343/P,Bavla-Sanand ZC21016Ds L/DA/2021-22/1538 The formulation of Pantaprazole Sodium &
30 Panitra DSR Highway, Modasar, Ahmedabad — | Baramulla HQ M/D: 06/2021 dt 14.01.2022 Domperidone Capsules not shown official on the
382220, Gujarat , India E/D: 05 /2023 o label of strip, Hence, Misbranded.
Banson Pharmaceuticals Pvt. Ltd
C9 & 10 Focal Point Nabha (Pb) —
147201 BPT-8023 L/DA/2021-22/1675 Name of approved colour/s used in the tablets should
31 NDCILLIN -625 Mrk. By: NDC Healthcare 11/25, Budgam HQ M/D: 02/2021 dt: 31.01.2022 have been mentioned on the label of strip. Hence
F-3, Sector-3, Rajendra Nagar, E/D: 01 /2023 T Misbranded.
Ghaziabad, 210005 U.P
Cosmas Pharmacls Ltd. . . .
Buranwala Road, Village Kotla CCIOL16-E L/DA/2021-22/1722 ghlgi(r)nmelﬁzgﬁg fﬁ&ﬂﬁeﬁ?iiggsiilzoprf e Sotdlum
32 PANTOMAS-DSR | P.O Barotiwala, Solan (H.P) — Magam / Beerwah | M/D: 11/2020 ; peric © capsuics 1S no
174103 E/D: 10 /2022 dt: 12.02.2022 shgwn official on the label of strip , Hence
Misbranded
Torque Pharma Pvt. Ltd. 13B-14, B20521007 CFEDL/J/2021-22/1471 The sample is found Misbranded for the reason
33 PANTOMAC-DSR | EPIP, Jharmajri HP-173205 Udhampur M/D: 08/2021 Pantoprazole and Domperidone sustained release

E/D: 07 /2023

dt: 19.02.2022

capsules has not been labelled as per IP 2018.
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