MCLBIO DIAGNQOSTICS PVT. LTD.

An ISO 5001 & iSO 13485 certified company
CERTIFICATE OF ANALYSIS

Nifg. Lic. No. : 8747L

T

Date: 01/05/2019

PRODUC‘_I‘ _ Trueprep“" AUTO Transport Medium for Swab Specimen Pack

LTrueprep“‘ AUTO Transport

{ Medium for Swab Specimen | 'A.R. No.: B-ATM-005

| Pack

Lot No.: ATM005 Mfg Date: 2019-03 Exp Date: 2021-02

. Pack size :20 TESTS, 5 TESTS

E: STORAGE 2°C to 40°C

| ST

PRECAUTION: The product is offered without warranty for any other specific use than that
specified in the Instructions for Use.

Sr. No. Components in each kit Specification Observation

A Contents in the carton{Trueprep™ AUTO

Transport Medium for Swab Specimen
Pack){Present {(P)/Not Present (NP})
1 Transport Medium Present Present
2 Nylon Floaked Swab Present Present
Performance on Truelab Uno/ Uno Dx
Sr.No. | CONTROLS Specification (Ct Values) Test Lot {Ct Values)
Specificity Tests TEST | iC TEST | 1IC

Negative Control

1 Neg ND iC should be detecied ND 216
Rositive Control j

1 Pos Test and IC should be detected | 2433 22.14
2 Pos Testand IC should bedetected | 255 2217
3 Pos Test and IC should be detected 25.2 ENO$ TN
MANUFACTURiNG RECORDS ARE VERIFIED, CHECKED AND PRODUCT IS MANUF ED

RER THE MASTER FORMULA, SAMPLES TESTED AND LOT IS RELEASED I;_%SA O VERNA - :_%

RN o

QUALITY C
Name: Dr. Praveen Kumar
Designation:QC Head
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