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INTERNATIONAL 
PHARMACEUTICAL 
EXCIPIENTS 
COUNCIL OF INDIA 

30/07/2021  

To,  

Mr. Mansukh Mandaviya, 

Minister of Health & Family welfare, 

Minister of Chemicals & Fertilizers,  

Government of India 

 

Dear Sir, 

 

Subject:  

Ref: PLI Scheme for Pharmaceuticals dated 1/06/21 issued by Ministry of Chemicals and Fertilizers, 

Department of Pharmaceuticals and corrigendum dated July 22, 2021. 

1. Request to re-include the criteria of committed investment for MSME applicants mentioned PLI 2 

Scheme dated 01/06/21; which was then removed vide corrigendum dated July 22, 2021  

2. Request to include criteria of R&D Expenditure and the Number of Regulatory certifications in the 

selection criteria for MSME applicants for PLI 2 

 

This is further to our Letter dated 16 July 2021 addressed to respected Secretary of Department of 

Pharmaceuticals, Government of India (copy enclosed) 

 

IPEC India is the only organization which promotes quality & safety of Pharmaceutical excipients in India. 

Excipients are inactive material which plays a critical role in the manufacture of medicine by helping to 

preserve the efficacy, safety & stability of active pharmaceutical ingredient & helping to ensure that they 

deliver their promised benefits to patients.  

 

First most we would like to thank you for brining PLI scheme for Excipient Manufacturers in India. Kindly 

note 30% of all global world formulations are manufactured in India but around 90% of the excipients are 

imported at very high prices and are used dominantly for export formulations. Excipient making requires 

huge R&D investment and brining PLI scheme will help growing Excipient manufacturers in India & will help 

pharmaceutical industry to generate more profitable business to enable them to re-invest in growing 

further at global scale level.  

 

Please make note that most of the Excipients manufacturers in India are Laghu Udyog (Small scale Industry) 

It would be nice if suitable allocation of PLI 2 scheme is made for this Laghu Udyog (SSI). Therefore, we 

propose to have the allocation of PLI 2 scheme to minimum 10 SSI and for 10 Medium scale ones.  
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LOCAL MANUFACTURING / Investments done by MSME 

1. To promote local manufacturing in the earlier clause of PLI scheme, the focus was given to the 

investment done by MSME which was most appropriate.  

2. Now, this clause is changed to Gross Manufacturing Revenue of FY 19-20 vide corrigendum dated 

July 22, 2021. This is de-motivating to those aspiring MSME applicants having small turnover (FY 

19-20) but in process of re-investing big amount to create global state of the art manufacturing 

facilities.  

3. The revised MSME act mentions all such entities which have turnover up to Rs 250 Crore are 

classified as MSMEs. Hence selecting MSME applicants on the clause of GMR of FY 19-20 is not 

appropriate in our opinion; whereas we strongly believe that Investments done by MSME is more 

suitable.  

 

R&D Investments  

1. There are quite a few MSMEs which are also investing into R&D activities.  

2. Hence to acknowledge their efforts in this area as well as to encourage them further, it is our 

humble request that R&D expenditure in last 5 years is included under the selection criteria (clause 

4 of the guidelines) for MSME category of applicants on the same lines as non MSME category.  

3. This will help in differentiating the MSME applicants with focus on innovation, because along with 

the PLI support they also need strong technological back up to produce high tech products which 

are being imported into our country, in case this strong technical expertise is lacking, there is a 

chance the PLI investment may not give us the desired results.  

 

Regulatory certifications –  

1. The PLI scheme is meant to encourage the progressive companies in various fields of 

pharmaceutical sector. Because these players can produce high quality products matching with the 

materials imported from multinational companies. So, investment in R&D in past 5 years and the 

DMF filed with USFDA, European authorities, Chinese authorities etc. can tell us about the technical 

strength of such companies. So apart from the investment size and number of plants, these 

parameters are also very important.  Further, most of the MSME units will not have many 

different plants and sometimes 2 or 3 small plants can be accommodated in 1 big plant. So, the 

additional criteria of number of certificates must be there. Our aim is to increase exports and for 

exporting to regulatory & semi – regulatory markets this DMF certifications are a must. Many of the 

excipients and pharmaceutical products are imported by the US FDA approved & other high-quality 

manufacturers because they need the product from the plants having such certifications / DMF’s. If 

these certifications are lacking our purpose of supporting exports & reducing imports may not be 

possible even despite PLI support.  

2. Also, for non MSME category of applicants, one of the selection criteria is number of regulatory 

certifications from reputed regulators like USFDA, EDQM, UK MHRA, WHO-GMP etc. However, for 

MSME category of the applicants, the same is number of manufacturing plants owned by the 

applicant. In majority of the cases, MSME units would be having single manufacturing plant but 



having multiple registration from the said regulators for different product categories. Hence rather 

than judging MSMEs on number of manufacturing plants, it would be more appropriate to judge 

them on the number of certifications.  

 

To summarize, we request that MSME applicants under the PLI scheme for Pharmaceutical should be 

selected based on the following criteria: 

 

1. Total Investment Committed by the MSME applicant under the scheme. 

2. Regulatory Certifications - Number of ANDA / NDA / DMF/ CEP of applicant company from either 

USFDA / EDQM/ EMA /BfArM/UK MHRA / PMDA / Health Canada / TGA/ANVISA as on 01.04.21.  

3. R&D expenditure of applicant company in FY 2016-17 to FY 2020-2021. 

These recommendations once implemented will help in selecting the suitable excipient Manufacturers for 

the PLI scheme and can take eligible Excipient MSME to global markets.  

 

Once company has the strong technological base, it has the required certifications / DMF’s it makes good 

investment in plant and machinery and gets the support of PLI scheme they will be able to fulfil our dream 

of Atmanirbhar Bharat & Make in India in the field of Pharmaceutical excipients. Further, this will improve 

the quality standards of excipients available for making different pharmaceutical formulations in the 

country and help in taking the Indian Excipient Industry to the global standards / markets.  

 

We are at your disposal for any further information/clarification needed from us. We would be obliged if 

you would consider our request and oblige.  

 

With warm regards, 

 

 

 

 

 

 

 

Ajit Singh     Kaushik Desai 

Chairman     Secretary General 

IPEC India     IPEC India 

 

Encl : Letter dated 16th July 2021 
 


