NEW POLICY FOR PROCUREMENT OF DRUGS  FOR RAILWAY HOSPITALS, HEALTH UNITS ETC.

1. Registration:
Efforts to be made to raise the benchmarking for the firms to be registered and the same criteria should also be applicable for renewal of registration.

1.1) The following conditions should be considered mandatory for registration.
a) Registration fee to be charged Rs. 5000/- for 3 years.
b) The firms should have at least 5 years of standing in the manufacturing and marketing except for new molecule or newly imported medicines.

c) In reference to the letter dated 01.03.2004 of Drugs Controller General (India), New Delhi GMP certification should be continued as it was practiced either.  WHO-GMP should be preferable for the product.

d) The average annual turnover of the firm for the previous three years should be Rs. 50 crores and above.  However, it can be Rs. 20 crore if the vendors are 2 (two) or less for each type of medicine category.  The information should be supported by the audited statement of the firm.  The Annual turnover should be from its own products domestic (manufactured and/ or marketed) market.

e) The firm which applied for registration/renewal should submit a declaration that there was no major punitive action taken/contemplated against the firm by any zonal railways/central government/state government, and if the information provided is found wrong the firm can be de-listed for 3 years all over Indian Railways.

1.2) The following conditions should be considered as desirable for registration:
a) ISO 9000 certification.
b) As a supporting documents, market share of the item as per the latest ORG-MARG NIELSEN analysis or National/Central Health Ministry repot can be taken into consideration by the individual railways for registration of the firms.  In case such information is not available, specially in case of expensive drugs, the firms can be asked to submit details of their supply orders for the previous 3 years, so that their share in market can be assessed by the CMDs.  And also supply orders should normally not be to single institution only.
c) Cases of high value orders covering yearly requirement for the Railway/Unit.

d) Performance report issued by other government organization may be submitted by the firm, when applying for registration/renewal.

1.3)
For inspection of the firms for registration, CMDs of Zonal Railways or CMS of Pus can constitute as three-member committee of medical officers headed by a SAG medical officer.

1.3.1
For the firms asking for registration and having products manufactured by them – inspection to be done of manufacturing unit also.

1.3.2
In case there are more than one manufacturing unit, all should be inspected and passed.
1.3.3
In case the firm is marketing a product manufactured by some other company then the manufacturing company and manufacturing unit should also be inspected and passed as per criteria laid down by Indian Railways.

1.3.4
Products should be listed strength wise.

1.3.5
Inspection of the manufacturing unit is to be carried by the zonal railways in whose jurisdiction the manufacturing unit is located and report to be notified to all other zonal railways.

1.4)
Products wise registration as applied for by the firms may be considered

as follows for firms having following turnovers:

a) 50 cr. up to 150 cr.
-
maximum up to 25 products.

b) 151 cr. up to 500 cr.
-
maximum up to 50 products.

c) 501 cr. up to 1000 cr. -
maximum up to 75 products.

d) More than 1000 cr.
-
all products.

1.4.1
Products being applied by firms for registration should also be available in open market for retail sale of same brand name, in that region.

1.5)
Registration should be continuous process preferably on website & registration status should be available on Railways website.

1.6)
The renewal of registration should be done every 3 years after original registration.  The performance of the company to be taken in to account.  To be inspected if, there are any some adverse report.  Proforma for registration attached.
1.7)
For mat for calling for request for registration, should be standardized and to be circulated/put on net by each Railway on its website.

1.7.1
Time schedule for receipt of forms & evaluation & selection of firms to be placed on registered list, should be pre-specified.

1.7.2
There should be a Committee for evaluation, for registration.

1.7.3
CMD should be the authority for accepting registration, however for first time registration DG/RHS approval will be required.

1.8)
Products, which have paper packing, for example, tablets, syringes, etc. should be avoided, as they are prone to damage.  Exceptions can be made only by the CMD personally, in case other durable packing not available.

2.
Mandatory – Requirement for Registration for imported raw/finished product.

In cases, where the drugs are manufactured abroad and supplied by local firms or manufacture in India with imported raw material following procedures should be ascertained as mandatory requirement.

Following information must be made as mandatory requirement for Registration.

a) The source of manufactured raw/finished products and quality report.
b) Relation of Indian agent with the foreign company in past 3 years.

c) Ensure that same product is being sold in USA, Europe and other developed countries equivalent to European countries.

d) Authorization letter by OEMN/abroad for local agent.
