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SOLUBILITY TFST KIT TO SCREEN SICKLE CELL DISEASE
TECHNICAL SPECIFICATION

TEST KIT COMPONENTS

Reagent systam

A)
Reab’e“‘.s‘f%“’f”ﬁ O B Proportionate quantity for 50 tests of phosphate
buffer. White Saponin and Sodium Dithionite. Chemicals should be of analytical
e AR} g 2. C i

Reagent (AR} grade. Chemicals shouid be packed in individual, good quality,
clearly labeled, airtight containers.

B) 50 Test Tubes with 2m! mark. Glass test whes will be preferred.

o) 50 Leak-proof test tube Caps.

D) Autopipette tips 20-200 microlitre (50 nos) 1000 microlitre (10 nos)

E) Dropger 2 i {1 nos), 20 microlitre pinette (1 nas)

Fl Salid, stable, good quality, plastic, four test-tube stand for interpretation of
results.

G; Product inserts should have clear instructions about test procedure. cuald

control and storage in English as well as regional lanzuage.
Time reguired for fest completicn:-

Test to be compieted within Fifteen (15 minutes.
7 sals of reagents for 25 tests are essential)

750 (

Package Size:-MMultiples ©

Procedure: Salicnt Features

e 100% sensitivity and high spociticity.

2. Test shoule nav
/ ” ""1';"'1‘\ ‘.
b. Kit can be stored at roem Lemp (should be stahie » 507 C)
C. Test can be carried out at 1ooM temparatuie.
: T mtead by finger prick.
a. Test should be suitable for capillary whole blood by fingerF |
| help of el Lically uperated equipments |

€. Test can be perforined wiithov

‘CGl'lUifU;j(: pMaching.
: - rieatad instidiments.
f Test should not require sophlsticatel .
giea | | el t
P P 3 A )r,,‘(lm( to o
E- It should not require much tachnical 241

cell and normal individuals.

ntiate between sickle

e BRI 7%

T .
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~ve chelf life of one (1) year.
shelf life: - The reagents in the solubility kit should have shelf life of one (1) Y

‘ ade [ mentation of
Certificates should be provided for analytical grade chemicals. Docu
stability studies is desirable
standard clinical samples. The individual

The kits will be technically evaluated using

ingredients need not be evaluated,
sis report from Govt. laboratory.

The supplier should provide the chemical analy
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Dr. Roshan Colah Or. Abhay Chowdhary - Dr. Leela Abh.|chand§n|
Sr. Scientist, NIiH, prof. & HOD Microbiology, prof. Dept. of Biochemistry
Mumbai GMC Mumbai GMC Mumbai
l:?
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Dr. Sucheta Dandekar
Prof. Dept of Biochemistry
SGSMC & KEM Haospital,
Mumbai

/
Dr. Girigh Chaudhari

Dr. Sadhana Tayade
Asst. Dire;:or, DHS, Mumbai

jt. Director (T2}, DHS,
NRHM, Mumbai
/

N/
N
A
Wir. A nay Dixit

Q. C. Officer (SCOCP), NRMM, Mumbai
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