e / F. No. 19(78)/2014/Div. II/NPPA

HRT AP

Government of India

e IR & dEre

Ministry of Chemicals & Fertilizers
afteer Ry
Department of Pharmaceuticals
sy aftwe Heg Fafor mewor
National Pharmaceutical Pricing Authority

St/ wiad e 5T / 3™ Floor,
AR, i d= fRfesT
YMCA Cultural Center Building,

1, oa Ris Vs, 7§ Reel-110001

1, Jai Singh Road, N. Delhi —110001.
: feiw : 07.02.2017

OFFICE MEMORANDUM

Subject: Revised format of Form-I for applications of new drug under Para 2(u) of
DPCO, 2013 (effective from 23.01.2017).

The undersigned is directed to refer to this office OM of even no. dated 03.3.2016 and

OM F. No. 20(1)/2014/Div. III/NPPA dated 01.02.2017 and to request all the manufacturers/
marketing companies to comply with the following formalities and submit the information/
documents as mentioned below, alongwith the Form-I application for retail price fixation of

new drug.

1. Information as per Schedule-II, Form I of the DPCQ, 2013.

a) Name of the formulation
b) Name and address of the manufacturer/importer _

c) Name of the Marketing Company, if any
d) Composition as per label claimed and approved by Drug Control Authorities

e) Drugs Control Authority Permission Number and Date (copy to be enclosed)

Date of commencement of production /import
Type of formulation (Tablcts/CapsuIes/Syrup/Injcclion/Ointment/Powder etc.)

h) Size of packs (10°s/100°s/1 ml/2 ml/10 ml/5 gms/10 gms etc.)

i) Therapeutic category/use of the formulation
The Retail Price claimed for approval (with/without VAT/local taxes, if any)

k) Reason for submission of application for price fixation /revision
Any other information relevant to product and its process of manufacturing/

packaging/ distribution.

2 Other information/documents to be provided under Paras (9), (20), (21) and (29) etc.

o;”DPCO, 2013-
a) Status of drug whether banned by the MoH&FW or not.
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