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CALIBRATION CERTIFICATE

Customer Name & Address:-

Date:- 02.00.2021

Likbiathws Dizapoostics and Sprecinlity Lale,
{ A Umic of Pragnashree Health Care "rivate Limited)

Instrument Name:- Urine analyzer

FOIL, Hyderabad, Telangana State. Fin -STHHGZ

T ™er 1-8-0574  North kama banagar, Above Andhra Hank,

Model:-

ODX Uriyzer

Serial Wo:-

NI300100LIT1725E

Power Supply Check List

Renoired Voltase Ohserved Voltage

Poiatl +5Y | 5V |
Point2 -12¥ | 12V |
Point 3 +12V | +12V |

Main Board Check List

Rennired Yoliare Ohserved Vallare
Pin JP 3 +5Y -12¥% +12V | 15V | -12v | +12V
Pin TP 10 | +12V | +12V
Pin JP 8 +5V | +5 Y
Pin JIF G +12¥ all Py | + 12V

A.D Board Check List

Required Yoliage Ohserved Vollage
JP 1 +5¥ {KFirst I'in) 3V

Calibration Successful Not Suceessfol

7
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Installation Qualification of the QDX Urine Analyser

CERTIFICATION

Installation Qualification of the below mentioned Instrument

Instrumeant Name : Urine Analyzar
Model : DX URILYZER
Serial No . N1300700H11723E

Manufacturer: DIRUTINDUSTRIAL CO. LTD.

Lustamer. |ikhitha's Diagnostics and Speciality Lab, { A unit of Pragnashres
Healthcare Pyt Ltd ), H. No. 1-8-65/4 | North Kamalanagar,
Above Andhra Bank, ECIL, Hyderabad -500062

has been performed as per the manufacturer’s protocols and was found to meet the requirements necessary
for the instrument to be installed in the custaomer's laboratory.

This installation gualification is valid from 02.09.2021

Your drusted Partrner in Diagriostics
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Operation Qualification of the QDX Urine Analyser

CERTIFICATION
Operational Qualification of the below mentionad Instrumsant

Instrument Mame : Urine Analyzer
Madel : QDX URILYZER
Serial No: N1300100H11725E

Manufacturer: DIRUI INDUSTRIAL CO. LTD.

Customer: Likhitha's Diagnostics and Speciality Lab, { A unit of
Fragnashree Healthcare Pvt Lid ). H. No. 1-8-85/A | North
Kamalanagar, Above Andhra Bank, ECIL, Hyderabad -
500062

has been performed as per the manufacturer’s protocols and was found to meet the requirements necessary
for the instrument to be used in the customer's laboratory

This Gperational Qualification is performed on 02.09.2021

For RAPHA DIAGNOSTICS PVT. LTD . o" 0304,

Authorized Signatory W e f,{-"'

Your drusted Partrner in Diagriostics
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Performance Qualification of the QDX Urine Analyser

CERTIFICATION
Parfarmance Cualification of the below manticned Instrument

Instrument Mame : Urine Analyzer
Madel : QDX URILYZER
Serial No: N1300100H11725E
Manufacturer; DIRUI INDUSTRIAL CO. LTD,

Customer: Likhitha's Diagnostics and Speciality Lab, ( A unit of
Pragnashree Healthcare Pyt Ltd ), H. No. 1-8-65/A
North Kamalanagar, Above Andhra Bank, ECIL,

Hyderabad -500062

has been performed as per the manufacturer’s protocols and was found to meet the requirements necessary

for the instrument to be used in the customer's laboratory

The walidity of this Ferfarmance Verification is from 02.09.2021

For RAPHA DIAGNOSTICS PVT. LTD #1030,

Authorized Signatery N, B

Your drusted Partrner in Diagriostics
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FIKHITHA'S

Date: 31.01.2022

Control : DIRUI Urinalysis Negative Control

Lot No.: 20211019

Expiry Date : 18.10.2022

Likhithas Diagnostics and Speciality Lab, ECIL Hyderabad.
URINE STRIP READER

Precision Check of QDX Urilyser

Equipment S.N.: N1300100H1172SE
Equipment : QDX Urilyser

S.N Parameters
UBG BIL KET BLD PRO NIT LEU GLU SPG pH
1 Normal Neg Neg Neg Neg Neg Neg Neg 1.025 6.00
2 Normal Neg Neg Neg Neg Neg Neg Neg 1.025 6.00
3 Normal Neg Neg Neg Neg Neg Neg Neg 1.025 6.00
4 Normal Neg Neg Neg Neg Neg Neg Neg 1.025 6.00
5 Normal Neg Neg Neg Neg Neg Neg Neg 1.025 6.00
6 Normal Neg Neg Neg Neg Neg Neg Neg 1.025 6.00
7 Normal Neg Neg Neg Neg Neg Neg Neg 1.025 6.00
8 Normal Neg Neg Neg Neg Neg Neg Neg 1.025 6.00
9 Normal Neg Neg Neg Neg Neg Neg Neg 1.025 5.50
10 Normal Neg Neg Neg Neg Neg Neg Neg 1.025 6.00
Comments : Satisfactory Performance

0X )
o
Processed By : La‘b"ec%nicuan

Verified By : Quatity m\a\\
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LIKIITTIIATS Likhithas Diagnostics and Speciality Lab, ECIL Hyderabad.
S URINE STRIP READER
Precision Check of QDX Urilyser

Date: 31.01.2022 Equipment S.N.: N1300100H1172SE
Control : DIRUI Urinalysis Positive Control Equipment : QDX Urilyser
Lot No.: 20211012 Expiry Date : 11.10.2022
S.N Parameters
UBG BIL KET BLD PRO NIT LEU GLU SPG pH
1 3+ 3+ 2+ 2+ 3+ Positive 2+ 3+ 1:025 6.00
2 2+ 3+ 3+ 2+ 3+ Positive 2+ 3+ 1.025 6.00
3 2+ 3+ 3+ 2+ 3+ Positive 2+ 3+ 1.025 6.00
4 2+ 3+ 2+ 2+ 2+ Positive 2+ 3+ 1.025 6.00
5 2+ 3+ 2+ 2+ 2+ Positive 2+ 3+ 1.025 6.00
6 2+ 3+ 2+ 2+ 2+ Positive 2+ 3+ 1.025 6.00
7 1+ 3+ 2+ 2+ 2+ Positive 2+ 3+ 1.025 6.00
8 2+ 3+ 3+ 3+ 3+ Positive 3+ 3+ 1.025 6.00
9 2+ 3+ 3+ 3+ 3+ Positive 3+ 3+ 1.025 6.00
10 2+ 3+ 3+ 3+ 3+ Positive 3+ 3+ 1.025 6.00

Comments : Satisfactory Performance

» Nl

0 2
Processed By : Ld;i)rec/hm?i;n Verified By : QUEATY Ma/n]géx\



Date:31-01-2022 16:36 Date:31-01-2022 16:37 Date:31-01-2022 16:38
Date:31-01-2022 16134 No. 0003 No. 0004 No. 0005
No. 0002 *UBG 2+ 1 mg/dL *UBG 2+ 4 mg/dL AUBG 2+ 4 mg/dL
WBe 2+ 1 mg/dl *BIL 3+ >:6  mg/dL *BIL 3+ 56 mg/dl | *BIL 3+ 6 mg/dL
*RIL 3+ 6 mg/dl *KET 3+ > 80 mg/dL *KIET 24 40 mg/dL | eKE1 2+ 40 mg/dL
| Date:31-01-2022 16:32 N 80 mg/dL *BLD 2+ Ca80 Ery/ul ¥BLD 2+ CaB80 Ery/uL | *BLD 2+ Ca80 Ery/ul
| Me. ooor *BID 2+ CauB0 Ery/ulL *PRO- 3+ 5>=300 mg/dL *PRO 2+ 100 mg/dL *PRO 2+ 100 amg/dL
§ T o5 b =g/l *PRO 3+ >.300 mg/dL *NEL - Pos *NIT  Pos sNIT Pos
;é *BlL 3+ & mg/dl *NIT  Pos *LEU 2+ Cal25 Leu/uL *LEU 2+ Cal25 Leu/ul =LEU 2+ Cal25 Leu/ul
. *KET 2+ 10 wmg/dl *LEU 2+ Cal25 Leu/uL *GLU 3+ 500 mg/dL *GLU 3+ 500 mg/dL «GLU 3+ 500 mg/dl
| *BLD 2+ Ca80 Ery,/ul *GLU 3+ 500 mg/dL SG 1.025 SG 1.025 SG 1.025 _
¢ *PRO 3+ 300 mg/dL SG 1.025 pH 6.0 pll 6.0 oH 5.0
*NIT Pos pH 6.0 "
{  *LEU 24 Cal125 Leu/ul L
| =6LU 3+ 500 mg/al ( =2
|86 1.025 / W\k\ e
{ pH 6.0 v//
§ ~
\ i
S Date:31-01-2022 16:43 Date:31-01-2022 16:45 Date:31-01-2022 1646
No. 0009
Date:31-01-2022 16:40 *E;é 0238 4 wg/dL *UBG 2+ 4 mg/dL *ggé ogio 5 il
Ro. Q00T *BIL 3+ >=6 mg/dL *BIL 3+ >=B  meidl *BIL 3+ <6 mg/dL
toBE 2+ 2 mg/el *KET 3+ >=80 mg/dL *HET 3+ 280 mz/dlL *KET 3+  5-80 mppdL
% *BIL 3+ =6 mg/dL *BLD 3+ >=Ca200Ery/ul *BLD 3+ >=Ca200Ery/ul *BLD 3+ >=Ca200Ery/yL
! Date:31-01-2022 16:39 *KET 2+ 40 wmg/dL SPRO B4 >=800 weldh *PRO 3+ >=300 mg/dL *PRO 3+ > 500 A
| No. 0006 *HLD M2+ CaBO Brw/ul *NIT Pos *NIT Pos *NIT Pos o
i =BG 9+ 4 mg/dL *PRO 2+ 100 mg/dL 1 34+ >=Ca500Leu/ulL *LEU 3+ >=Ca500Leu/ulL *LEU 3+ "iCuSOOLeu/ul
*BIL 3+ 6 mg/dL *NIT Pos *(‘l:U 3+ 500 mg/dL *GLU 3+ 500 mg/dL *GLU 3+ 500 mg/dL
*KET 2+ 40 mg/dL *LEU 2+ Cal25 Leu/ulL i 1.025 SG 1.025 SG 1.025 *
*BLD 2+ Ca80 Ery/ul *GLU 3+ 500 mg/dL S6 .6 0 oH 6.0 ‘H T
*PRO 2+ 100 mg/dL e 1.025 ol ' P b ,52’//
*NIT FPos pH 6.0
*LEU 2+ (al25 Leu/ul N )
*GLU 3+ 500 mg/dL /) )/
56 025 ‘ é—)
pH 6.0 — —
Ve
~‘ 202)
s Conﬁmli (Poritive ) Negad e - Lot 2024 101% ||
0\’20%.__
Co st ~ DIRUY Lwina (SIS T )i\ 2022 —, exp 181
Lot NO. 20211012

*
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Date:31-01-2022 17722
No. 0011
UBG Normal 0.2 mg/dl
BIL Neg
KET Neg
BLD Neg
PRO Neg
NIT Neg
LEU Neg ) !
GLU Neg —~— v
SG 1.025 ~\;)
pH 6.0

21 00V00H LU,

B —

Date:31-01-2022 17:28
No. 0016
UBG Normal 0.2 mg/dL
BIL Neg
KET Neg
BLD Neg
PRO Neg
NIT Neg
LEU Neg
GLU Neg
SG 1.025
pH 6.0

o~
b
RN

Coatept - DRV
Lot No- 202\

[)dtc:31—()l-2022 17:23

No.
UBG
B1L
KET
BLD
PRO
NIT
LEU
GLU
SG
pH

0012

Normal
Neg
Neg

0.2 mg/dL

Neg

Neg ~
Neg ~ )
Neg \
Neg

Date:31-01-2022 17:29

No.
UBG
BIL
KET
BLD
PRO
NIT
LEU
GLU
SG
pH

Uninodn sis Contsef
\ C)]QL.f)JZEQO{) Dude - \\ \

0017

Normal 0.2 mg/dL
Neg
Neg
Neg
Neg /_ N\
v ®
Neg
Neg
1.025

6.0

Date:31-01-2022 17:24

No. 0013

UBG Normal 0.2 mg/dL
BIL Neg

KET Neg

BLD Neg

PRO Neg ;‘\
NIT Neg )
LEU Neg Ne_
GLU Neg

SG 1.025

pH 6.0

Date:31-01-2022 17:30

No. 0018

UBG Normal 0.2 mg/dL

BTL Neg

KET Neg = )

BLD Neg 3

PRO Neg ‘
NIT Neg \
LEU Neg

GLU Neg

SG 1.025

pH 6.0

Q\\Qv\aﬁ@

No.
UBG
BIL
KET
BLD
PRO
NIT
LEU
GLU
SG
pH

Dat
No.
UBG
BIL
KET
BLD
PRO
NIT
LEU
GLU
SG

Date:31-01-2022 17:26
0014 Date:31-01-2022 17:27
Normal 0.2 mg/dl No. 0015
Neg UBG  Normal 0.2 mg/dL
Neg BIL Neg
Neg KE1 Neg
Neg BLD Neg
Neg PRO Neg
Neg NIT Neg
Neg LEU Neg
1. 025 | GLU Neg
6.0 SG 1. 025
pH 6.0
:
e:31-01-2022 17:31 Date:31-01-2022 17:33 :
0019 No. 0020 :
Normal 0.2 mg/dL UBG  Normal 0.2 mg/dl :
Neg BIL Neg :
Neg KET Neg :
Neg BLD Neg ,;/ g
Neg PRO Neg i
Neg NIT Neg §
Neg *LEU  +- Cals Leu/uL
Neg GLU Neg ?
1.025 ' SG 1.025
6.0 pH 6.0

pH

Lot 2024101 Epp 18]l0]v2—
|0\ 2022 Foritive)

E prichos




LIKHETHA’S

Diagnostics -

Specizlity Lab ~

Likhithas  Diagnostics and Speciality Lab, ECIL, Hyderabad
URINE STRIP READER 1QC

e
Month: +.( _ Year: /029
Method : Automated Strip Reader Control Name: /\fé"oﬂ»;vc (cm(’(c, Lot No: Yoo (mq | Expiry Date: % / lo) 96
Analytes S.Gravity PH WBC Nitrate Protein Glucose Ketone | Urobilinogen | Bilirubin Blood Tech R
Control Range Sign
09 969 1030 Ll | Ve [ =VE " | e | = P | —ve | Cge (v
| 9.9 -9692] 6920 G & Ve e —te —VC —Ve Ao Mok e VAL —\C i I
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=00 -9627 Do &< —ve Ve —A\se. =\ —\e Aloscoap A —ve Ve P
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Meodkive
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Date:2022-02-01 11:01
No. 0070

ID:

UBG Normal 0.2 mg/dL
BIL Neg

KET Neg

BLD Neg

PRO Neg

NIT Neg

LEU Neg

GLU Neg

56 1.015
pH 6.0
Color

Clarity

— Rl e

Date:2022-02-¢

Obf"oﬁ- -9 ‘l_

No. 0074 5 11:08
I
UBG No
BIL Ne;ual 0.2 mg/dL
KET Neg
BLD Neg
PRO Neg
NIT Neg
LEU Neg
GLU Neg ;
56 1.020
PH 6.0
Color
Cl&rity
/

- -

Cate:2022-02-02 12°12

No. 0030

ID:

UBG Normal 0.2 mg/dL
BIL Neg

KET Neg

BLD Neg

PRO Neg
*NIT Pos

LEU Neg
xGLU 2+ 25 mg/dL
SG 1.0156

pH <{=56.0

Color

Clarity

ke f\)ef>0JE¢J¢ ¢ Y

OC-0T el
Date:2022-02-06 09:08

No. 0075

ID:

UBG Normal 0.2 mg/dL
BIL Neg

KET Neg

BLD Neg

PRO Neg

NIT Neg

LEU Neg

GLU Neg

SG 1.020
pH 6.0
Color

Clarity

NeGekar

o ——

AL o ~ULsLL

Date:2022-02-03 11:04
No. 0072

1D

UBG Normal 0.2 mg/dL

BIL Neg

KET Neg

BLD Neg

PRO Neg

NIT Neg

LEU Neg

GLU Neg

SG 1.020

pH 6.6

Color

Clarity
901"
ol

Date:2022-02-07 10:11

No. 0077

D%

UBG Normal 0.2 mg/dL
BIL Neg

KET Neg

BLD Neg

PRO Neg

NIT Neg

LEU Neg

GLU Neg

SG 1.025
pH 6.0
Color

Clarity

Late:2022-02-04 08:34
No. 0033

ID:

UBG Normal 0.2 mg/dL
BIL Neg

KET Neg

BLD Neg

PRO Neg

NIT Neg

LEU Neg
*GLU 1+ 100 mg/dL
SG >=1.030

pH 6.0

Color

Clarity

0%-07 -9097
N —
NC 70-9"- va

Date:2022-02-08 08:156
No. 0079

ID:

UBG Normal 0.2 mg/dL
BIL Neg

KET Neg

BLD Neg

PRO Neg

NIT Neg

LEU Neg

GLU Neg

SG 1.025
pH 6.0
Color

Clarity




{ \ \ .
| . /\)@a},ut P
J M. . KNesab x|
i BF—OL 7N o~ 8 ~L2 2% “\O
: - 907 N
V92348 Date:2022-02-10 08:27 , T -20%
Date:2022-02-09 09:03 No. 0083 Date:2022-02-11 gg.2¢
No. 0081 ID: No. 0086
ID: UBG Normal 0.2 mg/dL ID:
UBG Normal 0.2 mg/dL BIL Neg UBG Normal 0.2 mg/dL
BIL Neg KET Neg BIL Neg
KET Neg BLD Neg KET Neg
BLD Neg PRO Neg BLD Neg
PRO Neg NIT Neg PRO Neg
NIT Neg : LEU Neg * NIT Neg
LEU Neg GLU Neg LEU Neg
SG 1.025 pH 6.0 56 >=1.030
pH 6.0 Color pH 6.0
Color Clarity A Color

Clarity Clarity




L%ﬁ“ﬁﬁlﬁ ‘?}: S . | Likhithas Diagnostics and Speciality Lab, ECIL, Hyderabad

URINE STRIP READER IQC

Month: f-_c_(,) ) . Year: Qo702

Method : Automated Strip Reader l Control Name: (%g it Lot No: 209\ L Expiry Date: ’lo | 202

Analytes S.Gravity PH WBC Nitrate Protein Glucose Ketone | Urobilinogen | Bilirubin Blood Tech. Re

comolfane fowezoSr Fq] 1 24 [Rutoe] 34 -2 [9r - Ga [w —3x | W — x| —oa] vraa]  Sien
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=02 =9622] v ev< | ¢o or | e 24 24 ke T 924 9r | g—
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=0) —20% \.g9<| ¢-o 2 Ave =2 2 X A PE Q"
t6=02 —269 \Vveax | £ o Q4 “ve 24 %A L A QA 24 | B —
(=02 202U \enX| GO 24 +ve 24 QLA QX e E 24 <P —
LDSL/CP /FRM/ 01/V1.0 Page 1 of 1

Effective Date: 01.01.2



?%E$Q&\/e
—”’

6\-0% - 202

e

Date:2022—02—01 11:00

No. 0069

ID:
*UBG 2+ 4 mg/dL
*BIL 3+ »=6 mg/dL
*KET 2+ 40 wmg/dL
*BLD 3+ 5=Ca200Ery/uL
*PRO 2+ 100 mg/dL
*NIT Pos
*LEU 3+ >:C5500Leu/uL
*GLU 3+ 500 mg/dL
SG 1.025

pH 6.0

Color

Clarity

[

{E:Sk;\ﬁ
o —

e—— !
oS - oY% Nef\-

Date:2022—02—05 11:06
No. 0073

1D:

*UBG 2+ 4 mg/dL
*pIL 3+ >=6 mg/dL
*KET 2+t 40 mg/dL
*BLD 3t 5=Ca200Ery/uL
*PRO 2+ 100 mg/dL
*NIT Pos
*LEU 3+ >:Ca500Leu/uL
*GLU 2+ 250 mg/dL
SG 1.020

pH 6.5

Color

Clarity

-

| (Cac"ts vl L

Date:2022-02:02 12:14 — — f)kak-ﬁﬂ’ <
No. 0031 y /
ID: O3 -0% B4 By s /
*UBG 3+ 5>=8 mg/dL '
*BIL 3% >=6 mg/dL Date:2022—02‘03 11:03 pate:2022-02-04 08:36
*KET 2% 40 mg/dL No. 0071 No. 0034
*BLD 3+ 5=Ca200Ery/ul ID: 1D:
«PKO 2+ 100 mg/dL +UBG 2+ 4 magldl *UBG 3+ 5=8 mg/dL
*NIT Pos *BIL 3+ y-6 mg/dL *pIL 3+ 5=6 mg/dL
*LEU 3+ )tCaSOOLeu/UL *KET 24 40 -g/dL | *KET 2+ 40 mg/dL
GLU Neg «BLD 3+ 5-Ca200Ery/ul *BLD 3+ 5-Ca200ETy/ul
SG 1.025 » +PRO 2+ 100 mg/dL *pRO 2+ 100 mg/dL
pH 6.5 *NIT Pos *NIT Pos
Color «LEU 3+ 5-ca500Leu/ul *LEU 3+ y-Cca500Leu/ul
Clarity «CLU 2+ 250 mg/dL . GLU Neg
SG 1.020 ; SG 1.025
pH 6.0 pH 6.0
Color Color
Clarity Clarity
-
\ f
_ ?OS\‘(‘:”‘VC/
Q 0% ~0Y et
66 63 -0 Q—ol—vﬁ :
g M e €
nate-zozz-OZ-ﬁﬁ 09:09 (5 . Gooaw 08:16
AT Date:ZOZZ—OZ—O? 10:13 Date:2022-02-08 08¢
No. 007 No. 0078 | No. 0080
ID" 1+ g wg/dl 1D: \ 1D: -
*UBG 526 mg/ oL #UBG 1% 9 mg/dL «UBG 1t 2 mg
*p1L 3+ 40 —gldL *BIL a4 =6 mg/dL | *BIL 3+ >=6 mg/dL
wRET 23 >—{,a200Er7/uL #KET 1% 15 mg/dL *KET 1% 15 mg/dL
+BLD il 100 we/ «pLD 3% )zCaZOOErT/“L \ *pLD 3t >:Ca200Ery/uL
*PRO 2+ +PRO 94 100 mg/dL ﬂ «pRO 27 100 mg/dL
*NIT Po ),CaSOOLeu/“L #NIT Pos *NIT Pos
g 250 mB *LEU 3% >=Ca500LeU/uL *LEU 3+ >:Ca500Leu/UL
xon 1.020 xGLU 27 950 me/dl *GLU 2% 250 mg/dL
S% 6.5 SG 1.020 SG 1.020
%olor J— \ DH 6.0 pH 6.0
clarity 3 Color S ColoF J—
Clarity Clapity e



Oq-ai-YOQQ-
f%bé&gﬁf{,
Date:202Z=02-09 09:05
No. 0082

1D:

*UBG 1+ 2 mg/dL
*p1L 3+ >=6 mg/dL
*KET 1+ 15 mg/dL
*BLD 3t 5=Ca200Ery/ulL
*PRO 2+ 100 mg/dL
*NIT Pos

*LEU 3+ y=Ca500Leu/ulL
*GLU 2+ 2560 mg/dL
SG 1.025

pH 6.0

Color

Clarity

7

——

Date:2022—02-10 08:30
No. 0085

ID:

*UBG 1+ 2 mg/dL
*BIL 3+ y=6 mg/dL
*KET +- 5 mg/dL
*BLD 3+ >:Ca200Ery/uL
*PRO 2+ 100 mg/dL
*NIT Pos
*LEU 3+ >=Ca500Leu/uL
*GLU 2+ » 250 mg/dL
SG 1.025

pH 6.0

Color

Clarity s
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Date:2022—02—11 09:29
No. 0087

1D:

UBG Normal 0.2 mg/dL

BIL Neg
*KET 3% »=80

*PRO 3+ )?300
NIT Neg

mg/dL
#pLD 3T >:Ca2005ryIuL

ng

/dL

«LEU 3% >:Ca500Leu/uL

xGLU 47t 5=1000

SG ¢(=1.005
pH 5=9.0
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