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1.

5.

Application in the format as per schedule 2 of Health Technological Product directive
2074

Detailed feasibility study report,

Citizenship certificate of the applicant/National Identity Card,
Land ownership certificate/ or notarized copy of Land Lease Contract for at least 10
years and above,

Location Map,
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1. Certificate of registration of firm as per schedule 9 of Health Technological
Product directive 2074,

2. Notarised copy of Quality Management System certificate or Full Quality
Assurance certificate or Production Quality Assurance certificate issued by the
competent authority, in respect of the manufacturing site.

3. Letter of Authorization to the importer issued by the responsible person of the

company,

Site/Plant Master File,

Manufacturing license

List of products intended to be registered in Nepal

Letter of Warranty

Application by the company on its own letter head
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