File No.:3-221/2023/NCVBDC(KA)Specifications

National Center for Vector Borne Diseases Control

Technical specifications of Capsule Miltefosine IP (60mg & 10mg) & its packing

Approved on 01.02.2026 as per discussions held in TSC Meeting -15.12.2025 .

The technical specification of Capsule Miltefosine IP 50 mg & 10 mg and its supply should be in
line with the monograph laid down in Indian Pharmacopoeia 2025 or as amended from time to
time.

Description Miltefosine capsules containing not less than 98% and not more than the

Of product equivalent of 102% of the stated amount of miltefosine with strength of 50mg
& 10mg capsules.

Physical 50mg Capsules: Hard gelatin capsules containing 50 mg miltefosine as

Description white to off-white powder.

standards

10 mg Capsules: Hard gelatin capsules containing 10 mg miltefosine as
white to off — white powder

Shelf Life The shelf life of Capsule miltefosine should be based on stability. Shelf life
should be at least 24 months from the date of manufacture.

Efficacy The medicine must not pass more than 1/6 th of shelf life at the time of
supply/Inspection. The medicine must have a minimum of 5/6th (five-sixths)
of their total shelf life remaining at the time of supply to the programme office/
store/field.

packaging Aluminum/Aluminum blister strip containing 7 capsules per strip and 8 blister
strips per box (Total = 56 capsules).

* 8 Such blister strips would be further packed in Millboard / Grey board
boxes and 10 such boxes will be finally packed in 5 Ply Shipper.

+ Primary / Secondary / Tertiary packing will be as per latest ISO
norms.

» Drug should be packed in ALU - ALU Strips suitable to protect from
moisture and light to maintain its Quality during the shelf life

Each primary
box contains | The leaflet or insert should include dosage, storage, indications,
a leaflet / contraindications and side effect.

product insert
as follows:
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Marking Printing/Marking on Alu/Alu strip and pack should be as per Drugs and
Cosmetics Act 1940 and Rules made thereunder and as amended from time
to time. Each blister strip / Millboard / Grey board box / 5 Ply shipper should
be marked “NVBDCP, Dte. GHS, Govt. of India supply — NOT FOR SALE”". -

Storage Store protected from moisture under nitrogen atmosphere, at a temperature
condition not exceeding 30°.
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