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S. No Drug Name Composition Indication 
Date of 

Approval 

1 Lenvatinib 
capsules 
12mg/18mg/24
mg 

Each Hard Gelatin 
Capsule Contains: 
Lenvatinib Mesylate 
equivalent to 
Lenvatinib……….12m
g/18mg/24mg 

Lenvatinib is indicated: 
1. The treatment of patients 
with locally re+current or 
metastatic, progressive, 
radioactive iodine-refractory 
differentiated thyroid cancer 
(DTC). 
2. The first line treatment of 
patients with unresectable 
hepatocellular carcinoma 
(HCC). 
3. In combination with 
everolimus, for the treatment 
of 
patients with advanced renal 
cell carcinoma (RCC) 
following one prior 
antiangiogenic therapy. 
"WARNING: To be sold by 
retail on the prescription of 
an Oncologist only” and it 
shall be in box with red 
back ground. 
 

09-Mar-2023 

2 Gabapentin 
Extended 
Release 
Tablets 300mg 
and 600mg 

Each Film Coated 
Extended Release 
Tablets Contains: 

Gabapentin 
IP…………………. 
300mg/600mg 

Indicated for the management 
of postherpetic neuralgia. 
The protocol for Phase IV 
clinical trial should be 
submitted within 3 months 
of the approval to CDSCO. 
"WARNING: To be sold by 
retail on the prescription of 
a Neurologist only” and it 
shall be in box with red 
back ground. 

 
 
 

23-Mar-2023 

3 Pretomanid 
tablets 200mg 

Each tablets 
contains: 

Pretomanid 
………………………
……200mg 

Indicated as part of a 
combination regimen with 
Bedaquiline and Linezolid, in 
adults for the treatment of 
pulmonary extensively drug 
resistant (XDR), or treatment 
intolerant or nonresponsive 
multidrug-resistant (MDR) 
tuberculosis (TB). 
For use in national TB 
Elimination Programme 
(NETP). The drug to be 
used only as conditional 
access under national TB 
Elimination programme 
(NETP) subject to 
condition that phase IV CT 
should be conducted 
under the programme. 
WARNING: For the use in 
National TB Elimination 
Programme (NTEP) “ 
which shall be in box with 
red background. 

23-Mar-2023 



4 Hydrogen 
Peroxide 
disinfectant 
liquid 4.28% 
w/w  (Klercide 
sporicidal 
Enhanced 
Peroxide) 

Each 100 ml contains: 
Hydrogen Peroxide 
(35%).…………………
..4.28% w/w 
Water for injection 
…………….92.58% 
w/w 

 

For disinfection of floors, walls 
and other hard surface 
against various pathogens 
like bacteria, virus etc 
including corona virus. 
 

17-Apr-2023 

5 Cholecalciferol 
Aqueous 
injection 
6,00,000 
IU/2ml 

Each 2 ml contains: 
Cholecalciferol……
………….  6,00,000 
IU 

Excipients 
……......................q.s 

Indicated for the treatment of 
Vitamin D3 deficiency 

17-Apr-2023 

6 Chlorine-
based 
disinfectant 
liquid 6.850 % 
w/w (Klercide 
sporicidal 
Active 
Chlorine) 

Each 100 ml contains: 
Sodium hypochlorite 
(15%) …………6.85% 
w/w 

Water for injection 
…………….93.15% 
w/w 

For disinfection of floors, walls 
and other hard surface, 
various pathogens like 
bacteria, virus etc including 
corona virus. 

17-Apr-2023 

7 Vardenafil oral 
jelly 20mg/5gm 
sachet 

Each sachet (5g) 
contains: 
Vardenafil 
Hydrochloride 
Trihydrate equivalent 
to 
Vardenafil----------------
--------20mg 
 

For the treatment of erectile 
Dysfunction 
WARNING: To be sold by 
retail on the prescription of 
an 
Urologist/Endocrinologists/
Psychiatrist/Cardiologist 
only” and it shall be in box 
with red back ground. 

17-Apr-2023 

8 Pretomanid 
tablets 200mg 

Each tablets 
contains: 

Pretomanid 
………………………
……200mg 

Pretomanid is indicated, as 
part of a combination 
regimen with bedaquiline 
and linezolid, for treatment 
of MDR-TB or RR-TB in 
patients≥14 years of age 
who have no previous 
exposure (defined as >1 
month) to bedaquiline, 
pretomanide, or linezolid, 
with moxifloxacin in the 
absence of baseline 
resistance to 
fluoroquinolones or without 
moxifloxacin if resistance to 
fluoroquinolones is presents 
(pre-XDR-TB). 
For use in national TB 
Elimination Programme 
(NETP). The drug to be 
used only as conditional 
access under national TB 
Elimination programme 
(NETP) subject to 
condition that phase IV CT 
should be conducted 
under the programme. 
WARNING: For the use in 
National TB Elimination 
Programme (NTEP) “ 
which shall be in box with 
red background 

18-Apr-2023 



9 Delamanid 
Dispersible 
Tablets 25mg 

Each dispersible 
tablet contains: 

Delamanid…………
…………….25mg 

“Delamanid Dispersible 
Tablets 25 mg for the 
indication that “for use as 
part of an appropriate 
combination regimen for 
pulmonary multi-durg 
resistant tuberculosis (MDR-
TB) in adults, adolescents, 
children and infants with a 
body weight of at least 10 kg 
when an effective treatment 
regimen cannot otherwise 
be composed for reasons of 
resistance or tolerability” 

18-Apr-2023 

10 Dolutegravir 
Oral Film 5mg 
and 10mg 

Each Oral Film 
contains: 
Dolutegravir Sodium 
equivalent to 
Dolutegravir…………
……………… 
5mg/10mg 

 

Indicated combination with 
other anti-retroviral 
medicinal products for the 
treatment of Human 
Immunodeficeincey Virus 
(HIV) infected adult, 
adolescents and children of 
at least 4 weeks of age or 
older and weighing at lease 
3kg 
WARNING: To be sold by 
retail on the prescription of 
a Specialist only” and it 
shall be in box with red 
back ground. 
 

21-Apr-2023 

 

 

 

                  Drug Name                  Date of Approval 

     Saccharomyces Boulardii (Bulk)                              18-12-1997 

 


