As on 31.03.2021

List of approved Form-IV Intimation regarding discontinuation of scheduled formulations of Financial Year 2020-2021

S.No | Company Name Date of Brand Name Composition Reason for Discontinuation Date of direction| To continue production / import Public Notice
Application given to and sale upto Issuance date
1 M/s Mankind 16.05.2019 Mefkind -P Mefenamic Acid 100mg per Low Sale 23.03.2020 24.06.2020 24.01.2020
Suspension 5ml
2 M/s Mankind 16.05.2019 Atekind 50 tablets |Atenolol 50mg Low Sale 06.05.2020 15.06.2020 24.01.2020
3 M/s Mankind 16.05.2019 Clindatime 300 Clindamycin 300mg Low Sale 06.05.2020 31.06.2020 24.01.2020
capsules
4 M/s Panacea 29.07.2019 Paclitrust 30 Paclitaxel 30mg/5ml Negligible sale 16.07.2020 04.01.2021 04.07.2020
Biotech Paclitrust 100 Paclitaxel 100mg/16.7ml
Zoletrust Zoledronic Acid 4mg
5 M/s Bayer Zydus |08.08.2019 Resochin Chloroquine Phosphate Tavlets incurring loss in sale 23.03.2020 20.08.2020 20.08.2019
Pharma IP 250mg
6 M/s Mankind 01.10.2019 Sucraday Sucralfate 1gm per 10 ml Low Sale 06.05.2020 01.10.2020 24.01.2020
Suspension
7 M/s 3M 13.11.2019 Glutarex 2% Glutaral Disinfactant Solution Economic unviability and decreasing 01.05.2020 13.05.2021 Not Submitted
market share.
8 M/s Menarini 14.11.2019 Cetrilak Solution Cetrimide 20% Portfolio Rationalization 01.05.2020 I.R.O Cetrilak, Phenzee and English Newspaper on
100ml Scabper upto 15.05.2021 and 27.05.2020 and in
Phenzee Syrup Promethazine Sucramal Suspension upto Hindi Newspaper on
- - 15.11.2020 05.06.2020
Scabper Lotion Permethrin
Sucramal Sucralfate
9 M/s Oaknet 02.01.2020 |Cosklot T Tablets [Tranexamic Acid Tablets IP Market Share Insignificant 18.07.2020 09.01.2021 09.07.2020
Bilactum 200 Cefixime Dispersible Tablets
MTLAC XT Lactulose Solution USP
Adco-D3 Drops Vitamin D3 (Cholecalciferol)
Drops
Adcopara Tablets [Paracetamol Tablets 650mg
Cosklot T Injection | Tranexamic Acid Injection IP
10 M/s Johnsons & |20.02.2020 Eprex 2000 IU Erythropoietin Injection Negligible Sale Volumes 13.03.2020 28.02.2021 Not Submitted
Johnsons 0.5ML Syringe
1 GlaxoSmithKline [22.05.2020 Zinetac Ranitidine 150mg GSK has been conducting investigations 30.06.2020 Intimation has been taken on 03.07.2020

Pharmaceuticals
Limited

into the potential source of the NDMA and
has made a decision to discontinue the
manufacture and supply of this brand.

record




12 M/s Pharmed 01.06.2020 Ultramed Injection |Tramadol Hydrochloride Reduced demand for the product 05.06.2020 01.06.2021 03.07.2020
Limited 2ml Inejction
13 M/s Roche 16.07.2020 Cymevene Ganciclovir Sodium 500mg Roche has globally divested the rights of|]  20.07.2020 16.07.2021 Not Submitted
Products (India) Cymevene® to the company
Pvt Ltd CHEPLAPHARM, Germany. Further to this
divestment, M/s Roche would stop
importing and marketing the above said
medicine and transfer the product to
CHEPLAPHARM on 30" September 2020.
Post this date, CHEPLAPHARM will be
responsible for ensuring availability of the
medicine in the country through its local
distributors.
14 M/s GSK 06.08.2020 Otrivin Adult Xylometazoline Hydrochloride [Availability of better efficacy molecules in 26.08.2020 13.10.2021 13.10.2020
(21.08.2017) NASAL Solution IP 0.1%w/v market for this indication making it
economically unviable to market the
product.
15 M/s Unison 27.08.2020 PMSON-500 Tablet |Paracetamol 500mg Not able to face competition in the market 08.09.2020 29.02.2021 English newspaper on
Pharmaceuticals 27.08.2020 &
PMSON-650 Tablet [Paracetamol 650mg 17.09.2020
OZSON-20 Omeprazole 20mg
16 |M/s Indoco 27.02.2020 AXL-CV Tablet 6's  [Amoxycillin (500mg) + Decreasing sales and low value 15.09.2020 01.03.2021 05.03.2020
Remedies (19.08.2020) Clavulanic Acid (125mg)
Lignox F. Gel — Lignocaine Hydrochloride 2 %
30gm w/w
17 |M/s Fresenius 29.06.2020 (i) Bypro Tablet (i) Bicalutamide 50mg No demand foreseen 28.09.2020 01.03.2021 01.10.2020
Kabi (28.08.2020) |- —
(i) Trozet Tablet (ii) Letrozole 2.5mg
18 [M/s Magnet Labs [30.09.2020 Norep-0.25 MD Clonazepam 0.25mg Tab Low Sale 14.10.2020 30.03.2021 10.03.2021
Private Limited (A
Mankind Group) Norep-0.5 MD Clonazepam 0.5mg Tab
Napilex Syrup Sodium Valporate 200mg/ 5ml Six months from the date of issue
Syrup of public notice
19 |M/s Lifestar 30.09.2020 Match Plus 4X Artemether 80mg & Low Sale 26.10.2020 Six months from the date of issue 10.03.2021
Pharma Pvt Ltd Tablets Lumefantrine 480mg of public notice
20 |M/s Mankind 30.09.2020 Ranitidine Injection |Ranitidine 25mg/ml Low Sale 16.10.2020 Intimation has been taken on 10.03.2021
Pharma Limited record
Cope Tablet Cetrizine HCI 10mg Six months from the date of issue
Ranidom-ON Ondansetron 2mg / 2ml of public notice
Injection
21 |GlaxoSmithKline [19.11.2020 Fortum 1G Ceftazidime for Injection IP 1G Site ownership transfer leading to 07.12.2020 Nine months from the date of Not Submitted

Pharmaceuticals
Limited

difficulties in procuring and supplying as
well as low market share in India

issue of public notice




22 |M/s LG Chem Life [13.02.2020 Phenolate Tablet Mycophenolate Mofetil 500mg [ M/s LG Chem Life Science India Pvt Ltd 13.03.2020 06.02.2021 06.08.2020
Sciences India Pvt Tablet has entered into a mutual agreement
Ltd withCIPLA Ltd. so our management has
decided that we will market only products
manufactured in LG Chem Ltd., Korea and
will discontinue marketing & distribution of
above said product purchased from M/s
Panacea Biotech Ltd., Malpur, Baddi, Distt.,
Solan (H.P.)
23 |M/s Alkem 22.12.2020 |P-Carzine 50mg Procarbazine Hydrochloride this drug has more side-effects 08.01.2021 04.12.2021 04.12.2020
Laboratories Capsule
Limited Broadicillin 500mg  [Ampicillin Low demand’
Injection
Phenykem Injection [Phenytoin
50mg/ml
Saftoin Tablet Nitrofurantoin 100mg 04.06.2021
Phenykem 300mg |Phenytoin
Tablet
24 M/s Alkem 28.12.2020 |Profigran- 5 mg Flunarizine Low Sale & Negligible Market Share 11.01.2021 28.06.2021 01.12.2020
Laboratories Tablet
Limited Profigran- 10 mg Flunarizine
Tablet
N Fabova Tablet Letrozole 2.5mg
Furakem MR /IR |Nitrofurantion 100mg
Tablet
Dacarex 500mg Dacarbazine
Injection
Biprosta 50 mg Bicalutamide
Tablet
Zefotib Tablet Gefitinib 250mg
Phenykem 100mg |Filgrastim
Tablet
Fastograf 300 Phenytoin 01.06.2021
Injection
25 |M/s Alkem 04.01.2021 Valpex Injection Valproate Acid 100mg/ml Low Sale & Negligible Market Share 27.01.2021 06.06.2021 02.12.2020
Laboratories
Limited
26 |M/s Alkem 06.01.2021 |Shubhoprine Tablet |Azathioprine 50mg Low sale & Negligible Market Share’ 03.02.2021 04.06.2021 02.12.2020
Laboratories
Limited
27 | M/s USV Limited | 04.01.2021 |Human- Fastact Insulin, Human Ph. Eur. 40 IU Loss of market to newer therapies from 10.02.2021 04.06.2021 04.01.2021
10ml competitors
Human Mixact 10ml |Insulin, Human Ph. Eur. 40 IU)
vial (30% as Soluble Insulin
Injection and 70% as Isophane
Insulin Injection
28 |M/s Alkem 06.01.2021 |Shubhoprine Tablet |Azathioprine 50mg Low sale & Negligible Market Share’ 03.02.2021 04.06.2021 02.12.2020
Laboratories
Limited
29 |M/s Alkem 04.02.2021 |Fytop 100 Injection |Etoposide Low Sale & Negligible Market Share 15.02.2021 04.08.2021 01.12.2020




Dacarex 200mg
Injection

Dacarbazine

30 |M/s Neon 03.02.2021 |Enoxion 40mg Enoxaparin Injection IP Market Share Insignificant 09.03.2021 Six months from the date of issue 25.03.2021
Laboratories received on 40MG/0.4ML of public notice
09.02.2021 Enoxion 60mg Enoxaparin Injection IP
60MG/0.6ML
Neolore Each ML Contain: Lorazem IP Low Sale
2mg, Benzyl Alchol I.P 2% v/v,
Water for Injection I.P. g.s.
Neosunate Artesunate Injection 60mg I.P
Neosunate 120 Artesunate Injection 120mg I.P
Phosmid 50 Tablets | Cyclophosphamide Tablets IP Market Share Insignificant
50MG
Phosmid 500 Cyclophosphamide Injection IP
Injection 500MG
31 [M/s Alkem 10.02.2021 |Hondrea 500mg Hydroxyurea Low Sale & Negligible Market Share 04.03.2021 10.08.2021 01.12.2020
Laboratories Capsule
Limited Lyphidox 10 Doxorubicin Hydrochloride
Injection
Lyphidox 50 Doxorubicin Hydrochloride
Injection
32 |M/s Abbott India 11.02.2021 |Letrolife 2.5mg 5s |Letrozole I.P. 2.5 mg Tablet Unviable product 04.03.2021 03.09.2021 03.03.2021
Limited
33 [M/s Alkem 12.02.2021 [Platikem Nova 50 [Cisplatin 1mg /ml Low Sale & Negligible Market Share 23.03.2021 12.08.2021 01.12.2020
Laboratories Injection
Limited Remtrex 2.5mg Methotrexate IP 2.5mg
Tablet
Remtrex 50 Methotrexate IP 50 mg
Injection
34 |M/s Abbott 12.02.2021 [Tenormin 100mg  [Atenolol 100mg Low offtake / demand from market 12.03.2021 twelve months from the date of Not Submitted
Healthcare Tablets issue of public notice
Malidens Acetaminophen 125mg/5ml six months from the date of issue
Suspension 60ml of public notice
Mannitol IV 100ml  [Mannitol 20gm
35 M/s Alkem 19.02.2021 |Arsikem 10mg Arsenic Trioxide Low Sale & Negligible Market Share 12.03.2021 19.08.2021 01.12.2020
Laboratories Injection
Limited Tomifen 20 Tablet |Tamoxifen
36 M/s Blue Cross |26.02.2021 Eterna Syrup Ondansetron Hydrochloride Very Low Sale & Declining Sale Volume 18.03.2021 six months from the date of issue Not Submitted

Laboratories

2mg

of public notice




