National Center for Vector Borne Diseases Contral

L 3 Jechnical Specifications of Capsule Miltefosine 56 mo & 16 mg {Meeting date $6.65.2024)
14.06.2024
Currently. Capsule Mitefosine monograph 15 not available m any Pharmacoposia. Till the time, it s made available in any Pharmacopeeis. the folowing
raramsters should be applicatle
TESi bfi L Test Parficulars Techma_:a—]—Specxf cations of Cap Miltefosine - 50 mg & 10 mg
1 identify i o =R Bl v e e R T ol I Y
T Miltefosine HPILG - ) Rt TR T T D A
i1 {High Perfermance Thin Layer Positive by HPTLC methads
o Chicmategra ?m L Y.l i T W
2 Properties S T P T T S S A
21 Filling of the individua! capsule Net content per capsule deviation not more than +-5%
22 Average weight of filled capsule t +/- § % of average filing weight declared by the manufacturer
__ 23 Dsmegiontme . notmorethan3Omndtes AT
3 Assay (HPTLE) }
31  Aitefosine content as per fabelied claimed ; 95% —105%
32  Contentuniformity test | B5%-115%
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4 Unknown individual impurity Limit not mare than G 5%
- %2 Sumcfwputes  Limtoolmoretan2% AT
&5 tmpurty 1-Hex—a'.'-h_e£:-."m..3' Limit not more than o 2‘5'2. ¥
5  Dissolution ofthe Active *"9’“'“"“ More than 75.00% of the declared content
(Miltefosime after 30 mnutes}
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Mational Center for Vector Borne Discases Control

Test ; ] T
§2 Test Particutars - Technical Spocifications of Cap Miltefosine - 50 mg & 10 mg
‘ 3 _ir_nlnt anhic HMicrobsal Count {not more than 1000 CFUigm
P 2 Totni Yeast and Mould count {not more than 100 CF Wigm)
G Microbiailimit . 3 Test for following pathogens should be absent a) Eschenchia coli b) Salmonella ¢ Staphylococcus

| i ' awnus . ;
i Shelt We <should be ot feast 74 monsths from the date of manufactute Available shelf be at the time of
7  Shelllile supply should be o momum of 8767 of the shelf Ble (at least 20 months of sesiduai shelf ife lo be
i cavailable lor une}

= The drug i intially packed i 2 sinp contaming 87 capsules
3

| .- Inthvirdial capstins duly senhfiod shauld be packed in an Alu / Alu bhister strip

i i o 8 such blister slups would be further packed in Millboard/Grey board boxes and 10 such boxes will be |
fmally packed n & Ply Stuppers
i
» e Imial Packing  The alummum stip should bie of tuckress of oot less than 0.03mm The packing y
matenal should have compatibdity with the capsule The suppber will submit a self certificale with each
¢ consugnment speolying thickness of Aluminum Fod Blster £ Alurmnum stap pack of not more than 150,
3 capsides should be packed m thick carboard bax <5 that contaner should prowde adequate profection
] to the drugs
8 Packaging & ;
labeling ' » Final Paclang Final packing shatl be done n corrugated fiber board boses conlirming to 152771 (part-
1) 1950 sutable cushioned fined and strong ennugh to bear railfroad transport haszards  The supplier |
shaould furnish a self-ceruficate with each consignment to the effect (hat packing matenal < conlirming
10 IS 277 V{part-1) 1880

« Each blister step / Millboard #Grey board box / 5 Ply shipper should be marked "NVBDCP, Dte. GHS,

Govt. of India supply —~ NOT FOR SALE"
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National Center for Vector Borne Diseases Control
__ Yechaical Specifications of Capsule Miltefosine 50 mg & 10 mg {Meeting date 06.05.2024)

» Marking Priating / marking / labelling on biister / Millboard/ Greyboard box and 5 Ply- shnp

per will be as per

Drugs & Cosmetics 1840 Act and Rules made thereunder and as amended from time 1o ime All stares shall be
securely packed in normal trade packing of corrugated boxes to avoid loss of damage duning the {ransit by ranl /

road
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"Above Technical Specification of Miltefosine Capsuie 50 mg and 10 mg. under NCVBDCP has been approved by Technic:
Committee in the meeting held on 06.05.2024.
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