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HHD-QSP/009/00

FORMAT OF EXTERNAL QUALITY CONTROL/ PROFICIENCY

s \oalth Herizon TESTING ( PT) SAMPLES: CORRECTIVE AND PREVENTIVE
_\C ACTION FOR UNACCEPTABLE RESULTS
ANNEXURE-01 HEALTH HORIZON DIAGNOSTICS

Type of Evaluation: External Quality Control / Proficiency Testing ( PT ) Sample m/

Other [_] (Specify):
Evaluation Date: 2 5 ’0 1 , 20073

Investigation: Hematology ] Biochemistry rine [_] Serology [ | Immunology ]
Other (Specify): —

Unacceptable Analyte/ Parameter:

MHL E6AS Sample Notol = chlovlde

gc{mé]e No o) = chlorlde

Description/Error/ Reason/ Remark:

RHL EGAS S’ample rpiod -~ 3D 7-Seare = 2158 Umaepfaéle
\S'otmple hlisgaw-2bF 7. Mcpe = S Dvra,cmpfaﬁleﬁ

Investigations ( Root Cause Analysis ) :

Tick /

has Commonest Reasons .
Phase Cross

Pre-Analytical
Phase

Sk

. Missed Test Requisition Form (TRF)

. Incorrect sample identilication

. Incorrect sample tube

. Sample from IV running area

. Delay in sample transportation

6. Insufficient samples

. Sample mix-ups

8. Tube broken in centrifuge

9. Wrong timing for Collection

10. Invalid Specimen: Haemolysed Sample. Lipemic Sample and Icteric
Sample

11. Software errors

Analytical Phase 1. Instrument not calibrated properly
. Specimen mix-up

. Inadequate specimen

. Presence of interfering substances
. Wrong analytical method

. Lack of precision
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Post-Analytical
Phase

. Wrong patient identification

. Report not legible

. Report delayed

. Transcriptional error

. Specificity of the test not understood

h. Previous values are not available for comparison

L = R
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HHD-QSP/009/00

FORMAT OF EXTERNAL QUALITY CONTROL/ PROFICIENCY

\ \HealthHorizon |  TESTING (PT) SAMPLES: CORRECTIVE AND PREVENTIVE
_\C it ACTION FOR UNACCEPTABLE RESULTS
ANNEXURE-01 HEALTH HORIZON DIAGNOSTICS

Root Cause Analysis: {<Je C lheckeeol +he Intevnal QL(alJ'fT COJ*}'}T&{
of +he dale ldhen E@AS was Ywn. and found 17
1w iHnin accept ahle range. Also the speUmeh ‘kat/\olbufg
was  ¢ross checked as per owr @SSP “Hand ling
profieiency TecHng aud x terned aucdi!ﬂj Assurane
gavmnple (HHD-@SP /003 ]00)

Corrective Action: Correctve acHon Jaken on dade 2sloi(23
e ¢ heckee Twderned &uow‘ij Covitre | yvecord ew odake
1#lo1]2023 TaC resull was Wit range - Also e prevenhite

matnlenaince of the macthiv was do e /:y\j sarufceeng/'npex

Preventive Action: ooy +Hhe malhine (?_CLS‘['\HE PILS o1 dade .
3010112023 after marnlenance Ia( performed and |4

wa s witiin range.
We have established ™MOU wih o NABL LAB and

have planned TLC of Seruum chlovlole every Hhree wonh

Conclusion SGYLU/Y) C,['WIO’)’IOIG had a PT @u_;ff,-f.( CU’[O' a(,(d?’a,f'l’lﬁ/?’
CAPA wWas taken,

Attachment (Attach result form and assessment details):
Atached Scain copy:

5 Incvuumeind Sevvice Repordt  [4) MOV with NABL Lob

9> [uternad auali contgl data sy Tuder tab (owpom3ion(TL ()

bundale 11101120238 30/01]/202% Data . 1 k

1) 76.¢ BLO-RAD adwe Sheed
Lot NO- 26480 Level-0) 2649
Ltvel 607 -26492

Comment : NI
W"W 0L%

ap )02
Recorded By : Sign / Date ( Laboratory Manager /Authorized trained person)

Comment : Sgt}sfq, o .
1cT07Y _—'Pi),fﬁw

20|112023
Verified By : Sign / Date ( Laboratory Director/Authorized trained person)
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'Im‘rima,/ @aw'fy GQuirg| for Chlo'r/o/e
Date!~ 171012023

VAN-17-23; 10:26

ANALYSIS
PAL . NT'S NAME
RIO-RAD .
Centgol- Level-02
SAMPLE (03
Na 123.6 K 6.72 ¢l 87.1 L
NaLO KHI ¢ Lo
BLOOD Na,K,C! mmol/L
{CORRELATED VALUES)
UAN-17-23: 10:27

bo e 1%7," Chetleed B3 -
A3

3= 0l W %
SR lo 1222
vt



Twhernad auality ovtrol for chlovide pater~ 30)01|2022
OPER FUNCTS

Na= 1.03X - 1.10
K = 1.02X - 0.24
Ci= 0.99% + 3.46
81000 CORRELATLON ON
JAN-30-23; 12:23

soeNa/K/Chxx
BEAB
MODE OOA

OPER FUNCTS

SOL'N PURGE
JAN-30-23: 12:25

CALIBRATION

CAL VALUES
Na 56,93 K 56.97 €1 45.16
JAN-30-23; 12:289

ANALYSIS
PATIENT'S NAME

Pre-Run cheek Vadue,

SAMPLE 003

Na 134.0 K 5.28 C| 96.8
Na LD K HI ¢l Lo
BLUC. Na,K.Cl mmot/L
{CORR-LATED VALUES)
JAN-30-23; 12:40

ANALYSIS
PATIENT'S NAME
BT0 RA C

£Q._L2152L1:..2. 3

SAMPLE 004
Na 128.4 K 5,81 ¢l 90.0 v
Na LO K HI Ci LO
BLOOD Na,K,Ci mmol/L
{CORRELATED VALUES)
JAN-30-23; 12:46

[)qlﬂﬂﬂ_ F%\1 v (llﬁfHZJCfLOA ng 1~
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Lyphochek® Assayed Chemistry Control

Levels 1 and 2

C-310-5 Level 1 12x5mL
C-315-5 Level 2 12x5mL

REF IVD

c E 0459

313X MiniPak 2x5mL

Level 1 26491

26490  [evel2 26492

g EXP 2023-11-30

Q https://www.myeinserts.com/26490

INTENDED USE

Lyphochek Assayed Chemistry Control is intended for use as an assayed quality
control serum to monitor the precision of laboratory testing procedures for the
analytes listed in this package insert.

SUMMARY AND PRINCIPLE

The use of quality control materials is indicated as an objective assessment of
the precision of methods and techniques in use and is an integral part of good
laboratory practices. Multiple levels of control are available to allow monitoring
of the test system’s reliability.

For customers in Germany: Quality control materials are required for assessment
of laboratory performance as described in the “Guideline for Quality Assurance
of Medical Laboratory Examinations following the German Medical Association”
(Rili-BAK regulation).

REAGENT

This product is prepared from human serum with added chemicals, purified
biochemical material (tissue extracts of human and animal origin), therapeutic
drugs, stabilizers and preservatives. This product is provided in lyophilized form
for increased stability.

STORAGE AND STABILITY

This product will be stable until the expiration date when stored
unopened at 2 to 8°C.

Reconstituted and Refrigerated: After reconstituting and storing tightly capped
at 2 to 8°C, this product will be stable as follows:

- All analytes: 7 days

Except:

- T3 (Free), Acid Phosphatase (Total) and Prostatic Acid Phosphatase
(PAP): 3 days

Reconstituted and Frozen: When reconstituted and stored tightly capped
at -10 to -20°C, this product will be stable as follows:

- All analytes: 30 days

Except:

- Tobramycin: 20 days

- T3 (Free): 10 days

Once thawed, do not refreeze this product. Discard the remaining material.

This product is shipped under ambient conditions.

PROCEDURE

This product should be treated the same as patient specimens and run in
accordance with the instructions accompanying the instrument, kit, or reagent
being used.

Using a volumetric pipet or equivalent, reconstitute each vial with 5.0 mL of
distilled or deionized water. Replace the stopper and allow this product to stand
for approximately 20 minutes swirling occasionally.

Before sampling, gently swirl the vial several times to ensure homogeneity. If
performing trace metal analysis, do not mix by inversion. After each use,
promptly replace the stopper and return to the appropriate storage condition.
Dispose of any discarded materials in accordance with the requirements of your
local waste management authorities. In the event of damage to packaging,
contact the local Bio-Rad Laboratories Sales Office or Bio-Rad Laboratories
Technical Services.

LIMITATIONS
1. This product should not be used past the expiration date.
2. If there is evidence of microbial contamination or excessive turbidity in the
reconstituted product, discard the vial.
3. This product is not intended for use as a standard.

WARNING

& Biological source material. Treat as potentially infectious.

Each human donor unit used to manufacture this product was tested as required
by FDA accepted methods. Tests results were non-reactive or negative for
evidence of infection due to Human Immunodeficiency Virus (HIV), Hepatitis B
Virus (HBV) and Hepatitis C Virus (HCV). This product may also contain other
human source materials for which there are no approved tests. In accordance
with good laboratory practice, all human source material should be considered
potentially infectious and handled with the same precautions used with
patient specimens.

Safety Data Sheet (SDS) available for professional users on www.bio-rad.com.
SPECIFIC PERFORMANCE CHARACTERISTICS

This product is a freeze-dried product manufactured under rigid quality control
standards. To obtain consistent assay values, the control requires proper storage
and handling as described.

ASSIGNMENT OF VALUES

The mean values and corresponding =3SD ranges in the Assignment of Values
Data Charts (available separately) were derived from replicate analyses and are
specific for this lot of product. Data from Unity™ Interlaboratory Program are
included in the determination of some ranges. The tests listed were performed
by the manufacturer and/or independent laboratories using manufacturer
supported reagents and a representative sampling of this lot of product. It is
recommended that each laboratory establish its own acceptable ranges and use
those provided only as guides. Laboratory established ranges may vary from
those listed during the life of this control. [Customers in Germany have to follow
the requirements as described in the Rili-BAK regulation.] Variations over time
and between laboratories may be caused by differences in laboratory technique,
instrumentation and reagents, or by manufacturer test method modifications.

Unity™ Interlaboratory Program is a proprietary Bio-Rad software program

holding more than 2 billion QC data points from thousands of laboratories.
INSTRUCTIONS FOR OBTAINING THE DATA CHARTS

The Data Charis are available through the Internet, at

www.myeinserts.com/26490. Follow the directions at the website to receive

email notifications of insert updates. Alternate methods for receiving data charts

are available by contacting your local Bio-Rad Laboratories Office.
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Lyphochek® Assayed Chemistry Control, Levels 1 and 2

UNITED STATES, Bic-Rad Laboratories
9500 Jeronimo Road, Irvine, CA 92618

FRANCE, Bio-Rad
3 boulevard Raymond Poincare, 92430 Mames-la-Coquette
Phone:(33) 1-4795-6000 / Fax:(33) 1-4741-9133

SWITZERLAND, DiaMed GmbH
Pra Rond 28, 1785 Cressier FR

Bio-Rad %

SWITZERLAND, Bio-Rad Laboratories AG
Laboratories, Inc. Pra Rond 23, 1785 Cressier FR
" Big-Rad L ies Ply. Ltd., u1A, 62 Ferndell Street, South Granville, New South Wales 2142 » Phone +61 (2) 9914 2800 » Fax +61 (2) 9914 2888
Clinical Austria, Bio-Rad Lab tes Ges.m.b.H., Hummelgasse 88/3-6, A-1130 Vienna * Phone +43 (0) 1 877 89 01 9 = Fax +43 (0) 1 876 56 29

Diagnostics Group

9500 Jeronime Road
Irvine, California 92618
(800) 854-6737

FAKX (949) 598-1550
bio-rad.com/qualitycontrol

Technical Service:
(800) 854-6737

Beigium, Bio-fad Laboratories N.V., Winninglaan 3, BE-9140 Temnse » Pione +32 (U) 3 710 93 00 » Fax +32 (0) 3 710 83 07
Brazil, Bio-Rad Laboratérios Brasil Ltda, Avenida Doutor Chucri Zaidan, 1.240 cj 1902 e 1904 Morumbi Corporate Santc Amaro, Sdo Paulo, SP CEP 04711-130 = Phiene +55 17 3065 7550
Canada, Bio-Rad Laboratories Ltd., 2403 Guénette Street, Montréal, Québec H4R 2E9 * Phone +1 514 334 4372 * Fax +1 514 334 0872
China, Bio-Rad Laboratories (Shanghai) Co., Ltd. Room 601, Allian Plaza, No. 168 Jingzhou Road, Yangpu District, Shanghai 200082 » Phone +86 21 6169 8500 = Fax +86 21 6169 8599
Czech Republic, Bio-Rad spol. s r.o., Pikrtova 1737/1a, 14000 Prague 4 ® Phone +420 241 431 660
Denmark, Bio-Rad Laboratories, Symbion Sciance Park, Fruebjergvej 3, DK-2100 Copenhagen East ® Phone +45 44 52 10 00 » Fax +45 44 52 10 01
Finland, Bio-Rad Finland Oy, Kutomotie 16 FI-00380, Helsinki ® Phone +358 9 804 22 00
France, Bio-Rad, 3 boulevard Raymond Poincaré, 92430 Mames-la-Coqustte ¢ Phone +33 (0) 1 47 95 60 00 » Fax +33 (0) 1 47 41 91 33
Germany, Bio-Rad Laboratories GmbH, KapellenstraBe 12, D-85622 Feldkirchen, Munich » Phone +49 (0) 89 31884 393 » Fax +49 (0) 89 31884 136
Greece, Bio-Rad Laboratories M E.P.E, 2-4 Mesogion Ave. (Athens Tower) 11527 Ampelokipi, Athens » Phone +30 210 7774396 * Fax +30 210 7774376
Hong Kong, Bio-Rad Pacific Ltd., Unit 1101, 11/F DCH C: ial Centre, 25 Westlands Road, Quarry Bay * Phone +85 2 2789 3300 » Fax +85 2 2789 1257
Hungary, Bio-Rad Hungary Ltd., Futé utca 47-53, 1082, Budapest * Phone +36 1 459 6190 » Fax +36 1 458 6101
India, Bio-Rad Laborateries India Pvt. Ltd., EMAAR Digital Greens, 9th Floor, Tower A- Sector 61 Gurugram-122 102, Haryana 122 015 ¢ Phone +91 124 4029300 » Fax +91 124 2398115
Israel, Bio-Rad Laboratories Lid., 14 Homa Street, New Industrial Area, Rishon Le Zion 75150 * Phone +972 3 63 6025 » Fax +972 3 951 4129
Haly, Bio-Rad Laboratories S.r.1., Via Cellini 18/A, 20090 Segrate, Milan = Phone +39 024 94 86 600 * Fax +39 02 21609399
Japan, Bio-Rad Laboratories K.K., Tennoz Central TawerZDF 2-2-24 H;gashJ-Shmagawa, Shinagawa-ku, Tokyo 140-0002 » Phone +81 3 6361 7070  Fax +81 3 5463 8481
Korea, Bio-Rad Korea Lid., 10th Floor, Hyunjuk Building, 832-41, Yeok g -gu, Seoul 135-080 = Phone +82 080 007 7373 » Fax +82 (2) 3472 7003
Mexico, Bio-Rad, S.A., Avenida Eugenia 197, Piso 10-A, Colonia Narvarte, Delegacmn Benito Judrez C.P. 03020 Mexico, D.F. » Phone +52 (55) 5488 7670 = Fax +52 (55) 1107 7246
The Netherlands, Bio-Rad Laboraf B.V., Postbus 222, 3900 AE Veenendaal  Phone +31 (0) 318 540 666 * Fax +31 (0) 318 542 216
New Zealand, Bio-Rad New Zealand, 189 Bush Road Rosedals, Auckland = Phone +64 (9) 415 2280 » Fax +64 (9) 415 2284
Norway, Bio-Rad Laboratories, Nydalsveien 33, 0484 Oslo » Phone +47 23 38 41 30 » Fax +47 23 38 41 39
Poland, Bio-Rad Polska Sp. z o.c., Przyokopowa 33, Level 4, Building A, 01-208, Warsaw = Phone +48 22 331 99 99 « Fax +48 22 331 99 88
Portugal, Bio-Rad Laborateries, Lda., Edificio Prime, Ave. Quinta Grande, 53 - Fracgdo 3B Alfragide 26114-521, Amadora ® Phone +351 21 47 27 700 » Fax +351 21 47 27 777
Russla, Bio-Rad Laboratori, 5 Nizhny Susainy Lane, Property 5A, Moscow » Phone +7 (495) 721-14-04 » Fax +7 (495) 721-14-12
, Bio-Rad Lab ) Pte. Lid., 3A International Business Park Road, #11-10/16, ICON @ IBP Tower B, Singapore 609935 = Phone +65 6415 3170 « Fax +65 6415 3189
South Afrka. Bio-Rad Labmatones (Pty) Ltd., 34 Bolton Ave, Rosebank, Johannesburg * Phione +27 11 442 8508  Fax +27 11 442 8525
Spaln, Bio-Rad Lab S.A, C/ C 95, Edificio M. Miniparc Il, El Soto de la Moraleja, 28109 Alcobendas * Phone +34 91 490 6580 » Fax +34 91 590 5211
Sweden, Bio-Rad Lab ies A.B., Solna Strandvag 3, SE-171 54 Soina, P.O. Box 1097, SE-172 22 Sundbyberg * Phone +46 844 98053 » Fax +46 8 55 51 27 80
Switzerland, Bio-Rad Lab AG, Pra Rond 23, CH-1785 Cressier » Phone +41 (0) 61 717 9555 « Fax +41 (0) 61 717 9550
Taiwan, Bio-Rad Laboratoties Taiwan Ltd., 14th F B, No. 126, Ssc. 4, Nan-King East Road, Taipei 10546 Taiwan, R.0.C. » Phone +886 (2) 2578-7189  Fax +886 (2) 2578-6890
T Bio-Rad Lab: ries Ltd., 1st & 2nd Fleor, Lumpini | Bidg., 239/2 Rajdamri Road, Lumpini, Pathumwan, Bangkok 10330 * Phone (662) 657 8311 » Fax (662) 651 8312
United Kingdom, Bio-Rad Laboratories Ltd,, The Junction Station Road, Watford, Hertfordshire, WD17 1ET » Phone ~44 (0) 1923 471301 « Fax +44 (0) 1923 471340 10/22

© 2023 Bio-Rad Laboratories Iric. Printed in the USA Page 3 English » 2023-02 * 4030-00S



diaieaad Lyphochek® Assayed CF

M

INSTRUMENT (1)
Level 1 - 26491 Level 2 - 26492
Units Mean Range Mean Range

BIOSYSTEMS B400/A25/A15 (5) (continued)

Urea (Urease, UV) (4) mg/dL 29.9 254 — 344 91.0 774 - 105
Uric Acid (Uricase, colorimetric) mg/dL 491 417 - 5.65 8.58 729 - 087
ERBA XL SERIES (5)

Albumin g/dL 3.90 3.30 - 4.50 2.70 228 - 312
Albumin (India Market Only) g/dL 3.96 3.36 — 4.56 2.69 230 - 3.08
Alkaline Phosphatase (IFCC Optimized) (2) UL 115 921 - 138 487 391 - 583
Alkaline Phosphatase (India Market Only) (2) UL 115 910 - 139 476 380 - 572
ALT/SGPT (2) UL 27.6 222 - 33.0 104 835 - 125
ALT/SGPT (Modified IFCC) (India Market Only) (2) UL 27.4 220 - 328 102 81.0 - 122
Amylase (2) UL 60.5 485 - 725 393 315 - 47
AST/SGOT (2) uL 38.2 307 - 457 204 162 - 246
AST/SGOT (Modified IFCC) (India Market Only) (2) uL 371 206 — 446 199 160 — 238
Bilirubin (Direct) mg/dL 0.370 0.280 - 0.460 1.31 0.980 - 1.64
Bilirubin (Direct) (DCA) mg/dL 0.390 0.300 - 0.480 1.65 1.23 - 207
Bilirubin (Total) mg/dL 0.990 0.750 - 1.23 4.77 3.57 - 597
Bilirubin (Total) (DCA) mg/dL 1.01 0770 - 1.25 4.70 3.53 - 5.87
Calcium mg/dL 9.94 844 - 114 13.4 1.3 — 155
Calcium (India Market Only) mag/dL 9.21 7.83 — 10.6 123 105 - 141
Carbon Dioxide (C02) mEg/L 345 276 - 414 19.0 152 - 228
Chloride mEg/L 107 9.0 - 118 93.0 837 - 102
Chloride (Mercuric Thiocyanate) mEg/L 109 940 - 124 101 86.0 — 116
Cholesteral (HDL) (7) mg/dL 67.2 53.7 - 80.7 23.9 191 — 28.7
Cholesterol (LDL) mg/dL 149 119 - 179 67.6 541 - 8141
Cholesterol (Total) mg/dL 251 212 - 290 104 88.0 - 119
Cholinesterase (2) uiL 7492 5995 — 8989 1131 906 — 1356
Creatine Kinase (CK) (2) uiL 141 114 - 168 463 370 - 556
Creatinine (Alkaline picrate method) mg/dL 2.59 208 - 310 5.74 460 - 6.88
Creatinine (Enzymatic) mg/dL 1.80 144 - 216 5.21 416 - 6.26
Creatinine (Enzymatic) (India Market Only) mg/dL 1.66 133 - 1.99 4.80 390 - 570
Gamma Glutamyltransferase (GGT) (2) UL 66.3 531 - 795 167 134 - 200
Glucose mg/dL N7 77.9 — 106 304 259 - 349
Glucose (Hexokinase) (India Market Only) mg/dL 85.4 725 - 983 285 243 - 327
Iron po/dL 236 188 - 284 62.1 498 - 744
Iran (UIBC) pg/dL 633 50.7 — 750 126 102 - 180
Lactate Dehydrogenase (LDH) (2) UL 333 267 - 399 868 711 - 1065
Lipase (2) UL 43.1 344 - 518 57.7 46.3 - 69.1
Lithium mEg/L 0.460 0.400 - 0.520 1.7 153 - 1.89
Magnesium mg/dL 1.01 161 - 221 4.49 383 - 515
Phosphorus (India Market Only) mg/dL 3.87 3.30 - 444 7.20 6.00 — 8.40
Phosphorus (New Formulation) mg/dL 3.91 331 - 451 7.74 6.57 - 8.91
Potassium mEqg/L 3.61 325 - 397 5.49 495 - 6.03
Protein Serum (Total) g/dL 6.94 589 - 7.99 4,75 4,03 - 547
Protein Serum (Total) (India Market Only) g/dL 6.51 552 - 7.50 4.30 3.70 — 4.90
Sodium mEg/L 140 126 - 154 123 10 = 135
Triglycerides mg/dL 186 159 - 213 96.1 8.7 — 111
Triglycerides (India Market Only) mg/dL 182 156 - 209 82.6 703 - 949
Urea (4) mg/dL 338 28.7 - 389 103 88.0 - 118
Uric Acid mg/dL 5.38 457 - 6.19 10.8 930 = 123

Page 14

English » 2023-02 = 4030-008




ANNEXURE : 04




19°0 = AD ddweg uost.iedwo)

‘96" = (IS djdwes uosriedwo)

‘9 76 = uedA ddmeg uosrredwo))

076 = }nsdY 10 djdwes SpLIofY) SHNSOUSEI[ HV PAHPIIY TAVN
8°76 = 3Insoy [0 ddmes IpLIoTYD SHYsouSeI( UOZLIOH YHEIH

o\ > apLIO[YD)
a0 - dase ¥ 19°0 . . :
oSt §l i 0'26 826 e
70 - 9rdwesg 10 — 9rdweg 70 - 9[dureg 10 — 9jdweg
AD% AD%
Aq ON | A LINSHY HLATVNY LTIOSTA JINVN
BLIJLIT) Hnsoy
pauLIofId HAMEUCARTLCE: P 8) 4 JLATVNY SOLLSONDVIA | HLATVNY
uonen[EAy | [EMPV
slqeydaooy TAVN SOLLSONDVIA DV NOZTYOH HLTVHH
> 9 OH+ Y MQ+ " dm; Y -:Ag pouLIOLId] 1SAL,
‘uostiedwo) qe -Id)u| 10J e PPNV TIVN 01 puds sem djduies dwes pue qej 3y) ur pazAjeue jdwes duQ - L)L)
.01 N €0 ‘ og ALVA * NOISIVdINOD 9V T-HLNI
TJo | 3deg SOLLSONDVIA NOZTMOH HLTVHH 10 - TINXANNY

SHLATVNY 4VT 04 NOISIIVdINOD 9V T-HALNI 4O INTINSIASSV

con_homwpku“mm_az M, g




[
.uvh:cdr u_nwi%uﬁ.o VIGH M Tlejesﬁ Sh.m COm..;uaﬂSS AéTC

JageueAl iend) /pedsHqe]

Q% :AQ PIAMIIAIY
¢l oé/.moi\? _

y

T

B REIEN

JISBURTA [BIUYII.

M&ﬁ%@ - 14g PPPIYD

v N

B BTG |

(S€ F 10 9jqeidasoe s AD % ¢ = 23uel 9]qe)dasde uoren[eAd Jnsal IpLIofYD) uosLriedwo) qey-Iduf Jo,

‘Arewnung juedionaed ajdwes 14 weidold SYOT THIN WO} Palidjal BLISILL) UOIIEN[RAT :43)0N

730 7 adeq

SOILSONDVIA NOZTHOH HLTVAH

10 - HINXIANNY

p

AYLSTANIHOOII 404 NOLLVDIATIHA HOLVE OL HOLVE/LO'T OL LOT A0 LNANSIASSY

UOZHOH Yool | %




M.B.B.S., M.D. PATHOLOGY DIAGNOSTICS M.D. DNB PATHOLOGY

Dr. Ankeeta Lahoti ‘\Q Health Hdbrizon Dr. Harshal Patil

Lab ID : 00466 /OPD Lab Regn Date & Time -30-Mar-2023 13:42
Patient Name : MR. MOHAMMAD ISRAFIL Coll. Date & Time :30-Mar-2023 13:42
Age / Sex : 75 Years | Male Report Date & Time  :30-Mar-2023 15:13
Referred By : APPLE HOSPITAL Sample Type : SERUM
N
* 0 0 4 6 6 =*
BIOCHEMISTRY.
Investigation Result Unit Bio. Ref. Range
KIDNEY FUNCTION TEST
Blood Urea 85.9 mg/dL 12.8-42.8
(Method : Urease)
Creatinine 1.17 mg/dL 0.6-1.3
(Method : Enzymatic)
Sr. Uric Acid 6.1 mg/dL 3.5-7.2

Method : (Uricase/Peroxidase)
Test Done on Fully Automated EM 200 Biochemistry Analyzer

ELECTROLYTES
Sodium 121.0 mEgq/lit 135-145
Potassium 5.47 mEq/lit 3.5-5.1
~ Chloride 92.8 mmol/L 98-107
Test done on Easy Lite —Fully Automated Electrolyte Analyser
END OF REPORT
N}L_o'k\
Dr Ankeeta Lahoti
MD Pathology
Page 1 of 1

Address : Varun Capital, Flat No. 401/402, Behind Pashankar Auto, Shivajinagar, Pune, MH - 411005

Email : hhdiagnostics@gmail.com | CALL : +91 8070000444




MOHAMMAD ISRAFIL |Ref.:Dr.--

Sample Collected At: SID: 122222693
Synergen Diagnostics Collection Date:
Unit 105, Sai Chambers, Wakadewadi, 30-03-2023 08:24 PM
Old Mumbai-Pune Highway, Registration Date:
Pune - 411003 Zone SHIVA 30-03-2023 08:24 pm
Report Date:
REPORT Age:75.00 Years Sex:MALE 30-03-2023 08:59 PM
Test Description Observed Value Biological Reference Interval
Clinical Chemistry :
Bilirubin-Total, serum by Diazo method 2.00 0.10 - 1.20 mg/dL
Neonates : Upto 15.0 mg/dL
Bilirubin-Conjugated, serum by Diazo method 1.30 Upto 0.5 mg/dL
Bilirubin-Unconjugated, serum by calculation 0.70 0.1 to 1.0 mg/dL
Kindly correlate clinically and follow up.
Chloride, serum by IMT Indirect 92.00 98 to 107 mmol/Lt

End of Report

e i

Dr.Shantanu Roy .
D.C.P.,D.N.B.{Path)
Reg.No.-2013/02/0274
A.G Diagnostics Put. Ltd.

Page 1 of 1 MC-3143
"Accreditation as per ISO 15189:2012, Cert.No. MC-3143, Refer scope@ www.nabl-india.org"
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AGREEMENT FOR PROVISION OF DIAGNOSTIC LABORATORY SERVICES

This agreement for Provision of Diagnostic Laboratory Services is executed on 01-03-2023 |

BY AND BETWEEN

A.G Diagnostics Private Limited, a company incorporated under the provisions of companies act 2013 & having
its office at Nayantara, Bhandarkar Road Pune 411004 (hereinafter referred to as "AGD"” which expression shall,
unless repugnant to the context thereof, mean and include its legal representatives, partners, administrators and
permitted assigns), represented through its authorised signatory Mr. Amol Deshmukh of the one part.

AND

Health Horizon Diagnostics , Whose details are specified under Annexure A (hereinafter
referred to as the “Client” which expression shall, unless repugnant to the context thereof, mean and include its
legal  representatives,  partners,  administrators and  permitted assigns)  represented by
Dr. Harshal Patil of the other part. AGD & the Client hereinafter also be collectively referred to
as "Parties” & individually as the “Party”.

WHEREAS

a. AGD is engaged in providing reliable, fast and affordable Pathology laboratory and wellness services to
patients, clinicians & other laboratories in and around Pune. AGD has best of equipment, technology &
manpower of international standards with a sound infrastructure and properly laid down systems. AGD is
accredited by NABL through Certificate No, MC-3143.

b. The Client after the mutual discussions between both the Parties has agreed to avail services of AGD. In
furtherance of the same, the Parties are desirous of entering into this Contract to record the terms and
conditions subject to which AGD shall provide its Services, and the Client shall pay the fees.

Therefore, it is agreed to record the understanding between the parties on the terms & conditions as set forth
below:

1. SERVICES:

1.1 The Client hereby engages AGD to provide services listed in AGD’s latest DOS and Annexure B.

1.2 AGD will provide the services as per its Directory of Services (DOS). Changes if any shall be communicated
to the Client 15 days in advance in writing. Client will make the necessary changes to its records & shall
consider the changes as final.

1.3 Client acknowledges that under unavoidable / unforeseen circumstances AGD may discontinue any service
or change the method of testing without prior intimation to the Client. However, to minimize the impact
on the patient / healthcare, the same will be intimated to the Client at earliest.

1.4 If the samples are collected at the Client's premises, AGD shall offer Logistics support as described
through Clause 2.

2. LOGISTICS:

2.1 AGD shall arrange for the pickup of samples from the Client’s premises on all the weekdays during working
hours of AGD.

22 AGD shall not provide logistic services on Sundays & public holidays.

V- Labe aad Misaits
T LaDt J0¢ Huspeal

Expertise Based On A Léga ]
A.G Diagnostics Pvt. Ltd., Registered Office: Nayantara, Bhanda l e 411804 INDIA
Tel: +91 20 6763 6763 | E-mall; info@agdiagnostics.com ng'&gfm cs.com
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The representatives of both the parties will mutually decide on the periodicity of the sample pick up based
on the workload.

AGD shall ensure that the samples are transported to the laboratory from the Client’s premises in optimum
storage conditions. It is responsibility of the Client to ensure packing in such a manner to ensure sample
integrity during transit.

In event of sample loss due to unavoidable circumstances, AGD shall not be held responsible.

The responsibility for appropriate sample collection as per test requirements and labelling after correct
patient identification and providing relevant clinical history in the Test Requisition Form remains with the
client.

REPORTS:

AGD shall deliver the reports to the Client as per the Turnaround time committed in the DOS, however in
unforeseen circumstances reports may be delayed. AGD agrees to ensure that the delay is minimal & the
Client shall not raise any claim for refund or initiate any action against AGD.

Mode of delivery: It is agreed between the parties that preferred mode of delivery is Auto email services
by AGD wherein the Client shall provide a correct email id on which reports shall be emailed by AGD. The
responsibility towards appropriate access to this email id on the Client’s end, remains with the Client. The
email id for providing auto email provided by Client to AGD is as mentioned in Annexure A.

The hard copy shall be delivered by the Logistics person if the Client desires so.

It is further agreed between the parties that Auto Email Service shall not be available for tests inclusive
of but not limited to where reports have graphics, attachment of certain kinds, two signatures etc.
Annexure C includes the list of few such tests.

COMPENSATION FOR SERVICES:

The Invoice shall be generated Monthly based on test charges agreed upon through Annexure B
and will be sent to the Client at its orfice mentioned in this agreement unless otherwise specified & agreed
upon.

Clients shall check the Invoice & intimate any discrepancy to AGD within 5 working days. AGD will verify
the same & shall amend the invoice accordingly, if necessary & resubmit to the Client. However, if the
discrepancy is not reported, Client agrees to pay the entire invoice amount. ;
Client agrees to pay the invoice amount in 8 working days. Under any circumstances Client shall not
withhold any payment. If there is any discrepancy, Client shall release remaining amount immediately &

shall release the discrepant amount upon successful resolution of the issue reported, in any case not later
than 30 days.

PAYMENT MODE:

44.1 Cheque/Demand Draft (DD): The Payment in favour of “"A.G Diagnostics Pvt. Ltd".
4.4.2  NEFT: Details as below:

A/C Name : A.G Diagnostics Pvt. Ltd.

Bank Name : ICICI Bank Ltd

Branch : Bhandarkar Road-Pune

A/C No. : 624005020746

RTGS/NEFT IFSC code: ICIC0006240

MICR : 411229006

4.4.3  Cash: Clients shall prefer any of the above modes of payment & avoid cash payment.
However, if such need arises the Client shall intimate AGD in writing. AGD shall not be responsible
for any cash payments released without such intimation.

If the Client fails to pay within 15 days of receipt of invoice, AGD reserves the right to hold the services
till the outstanding amount is cleared. In case of non-payment within agreed upon duration, AGD will
charge interest @ 1.25% per month from the due date.

AGD PAN number is AAQCA0978E
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DURATION/TERM:

This agreement shall commence from 01-03-2023 & will be in force up to 28-02-2026 for a period
of_36_months.

RENEWAL:

The agreement may be renewed for a further period on mutual terms & conditions as agreed between
the parties.

TERMINATION:

Either party can terminate this agreement by giving clear 30 days’ notice in writing. Either party shall also
be entitled to terminate this Agreement with immediate effect if any breach of terms and conditions
contained in this agreement. Before terminating this agreement both parties agree to settle all dues
towards each other.

CONFIDENTIALITY:

Either party shall not disclose and /or divulge to any person/s and /or companies any information related
to the terms & conditions of this agreement. AGD agrees not to disclose to any third party any information
with regards to the tests conducted by AGD.

DISPUTES & ARBITRATION:

If any dispute or difference of any kind whatsoever shall arise between the Parties in connection with or
arising out of this agreement whether before or after the termination or breach of this agreement the
Parties shall promptly & in good faith negotiate to find an amicable resolution & settlement.

In the event no amicable resolution or settlement is reached within a period of 30 days such a dispute or
difference shall be referred to a mutually acceptable single arbitrator under the provisions of the Indian
Arbitration & conciliation Act 1996. The arbitration proceedings shall be held in Pune.

Notwithstanding anything contained herein, the parties shall have the right to institute legal proceedings
to prevent any such continuing breach of provisions of this Agreement to seek specific relief & the courts
in Pune shall have exclusive jurisdiction on any matter arising out of this Agreement.

MISCELLANEOUS

10.1Intellectual Property Rights. Al intellectual property rights belonging to a Party prior or after the

execution of this agreement shall remain vested in that Party. None of the intellectual property rights in
either Party’s trademarks and/or brands shall be used by the other Party for any purpose, without such
other Party’s prior written consent.

10.2Entire Agreement. This agreement supersedes any earlier contracts, communications that may have

been entered into between the Parties on the said subject matter. All the Annexures which are mentioned
in this agreement, shall be treated as integral part of this agreement. It is clarified that AGD is entitled to
amend the AGD DoS from time to time at its sole discretion. In the event AGD amends the DoS such
updated AGD DoS shall be deemed to be incorporated into this Contract by reference and such amended
AGD DoS shall be made available to the Client.
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10.3Force Majeure. If the compliance of its obligations under this Contract by either Party is delayed,
prevented, restricted or interfered with by reason of Force Majeure then the Party so affected, upon
giving prompt written notice to the other Party, shall not be liable for non-performance of such obligations.

IN WITNESS OF the Parties hereto have executed this Agreement on the date mentioned above

For and on behalf of the Client:

(Y
-

Name: Dr, Harshal Patil

Title:  pirector

For and on behalf of AGD:
‘?“

N
A

/

Name: Mr. Amol Deshmukh

Title:  General Manager
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ANNEXURE A
Client Details
Detail the Client:
Sl. # | Particulars Required Details
1 Name of the Client Health Horizon Diagnostics
2 Client Constitution Proprietorship
3 Trade Licence No/CIN
4 Permanent Account No.
1. Dr. Harshal Patil
2. Dr. Ankeeta Lahoti
B Name(s) of Proprietor / Partners / Directors 3.
4,
S
1. hhdiagnostics@gmail.com
20
6 Email Id of Proprietor / Partners / Directors 3
4,
5.
7 Nature of Business Laborat
(Laboratory/Hospital/Others) HPCIANORY
Flat No. 401 & 402, CTS No.364,365/13,FP No.713,
8 Office Address 714/13, Varun Capital, Shivaji Nagar,Pune-411005
9 Contact Person Name Mr. Dhananjay Abhang
10 Contact Person Phone No. 8070000444
1 Conlsact Person e-mail ID for auto email synergendiagnostics@gmail.com
services
12 | Authorised Signatory Name Dr. Harshal Patil
13 Authorised Signatory Designation Director
14 Authorised Signatory email address hhdiagnostics@gmail.com
Bank Name:
Bank details from where payments will be made | Account Name:
15 to AGD Account Type:
Bank Address:

IFSC Code:
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2.1.2.v1
ANNEXURE B
Commercials

Subject to Clause 1, the term ‘Services’ shall mean any of the services detailed in column (B) hereto, which have
been agreed to be provided by AGD in relation to the Samples. Also, subject to Clause 4.1, the term ‘test charges’

in relation to a Service shall mean the cost prescribed against such Service in column (C) below:

S. Services Test Charges
No. (B) {C)

1) | All types of medical diagnostic laboratory services currently being provided List Price as per AGD
by AGD. A list of all the tests currently being provided by AGD is provided in | Directory of Services &
latest AGD DoS. discount structure as

given below

ndard Discount Structure:
Discount % on List
Sr. No Category of Tests Price in DoS

il A3 30 9%

2 Ad 20 o4

3 A5 10 04

4 A6 0 %

Special Discount:
Sr. No | Test Test Charges (%) Discounted Charges
)

1 FSH 500 150
7 LH 500 150
3 Beta HCG 840 200
4 E2- Estradiol 700 200
5
6 =
7 A
8 N
9 b
10 Ny
11
12 b
13 \
14 B
15 B
16 S
17 e
18 S
19 B
20
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2.1.3Vv2,
AN RE
List of Tests excluded from Auto Email services.

Sr. No Name of Test

Histopathology Reports

Double Marker Test- First Trimester

Triple Marker Test- Second Trimester

Quadruple Test

Hemoglobin Electrophoresis

Protein Electrophoresis

NIV U B W N =

Immunofixation Electrophoresis
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HEALTH HORIZON DIAGNOSTICS

METROPOLIS HEALTHCARE LTD.
EXTERNAL QUALITY ASSURANCE SERVICE
( MHL EQAS PROGRAM )

CORRECTIVE AND PREVENTIVE ACTION
FOR
UNACCEPTABLE RESULTS OF

BILIRUBIN DIRECT TEST




HHD-QSP/009/00

i

{» Health Horizon

FORMAT OF EXTERNAL QUALITY CONTROL/ PROFICIENCY
TESTING ( PT) SAMPLES: CORRECTIVE AND PREVENTIVE
ACTION FOR UNACCEPTABLE RESULTS

ANNEXURE-01 HEALTH HORIZON DIAGNOSTICS

Type of Evaluation: External Quality Control / Proficiency Testing ( PT ) Sample Iﬂ/

Other [_] (Specify):_ —
Evaluation Date: 2.5 [0]] 2023

Investigation: Hematology [_| Biochemistry m [] Serology [ ] Immunology [ |

Other (Specify):

Unacceptable Analyte/ Parameter:

MHL EQAS Savmple NO 102 = Bflfyukin bl rect -

Description/Error/ Reason/ Remark:

MHL EGRL! RiiTrwk'n Dfrect -
Sovmple No 102 = SbT Z-Scove =~ 232
warning alerd ﬂ&ﬂ :

Investigations ( Root Cause Analysis ) :

Phase Commonest Reasons

Tick /
Cross

Pre-Analytical

Phase . Missed Test Requisition Form (TRF)

T[]

. Incorrect sample identilication

. Incorrect sample tube

. Sample from IV running area

=t || =

. Delay in sample transportation

6. Insufficient samples

7. Sample mix-ups

8. Tube broken in centrifuge

9. Wrong timing for Collection

10. Invalid Specimen: Haemolysed Sample. Lipemic Sample and Icteric
Sample

gl|jojgjo|o|b|ojo|o

11. Software errors

O

Analytical Phase 1. Instrument not calibrated properly

. Specimen mix-up

. Inadequate specimen

. Presence of interfering substances

] | G| B

. Wrong analytical mcthod

6. Lack of precision

Post-Analytical
Phase

. Wrong patient identification

gljgo|ojojo|o

. Report not legible

. Report delayed

. Transcriptional error

L7 1) =N AURY )

. Specificity of the test not understood

6. Previous values are not available for comparison

ojo|joj|o|a

Page1of 2
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FORMAT OF EXTERNAL QUALITY CONTROL/ PROFICIENCY
1\ Health Horizon TESTING ( PT) SAMPLES: CORRECTIVE AND PREVENTIVE
,\( denps ACTION FOR UNACCEPTABLE RESULTS

GNOSTICS
ANNEXURE-01 HEALTH HORIZON DIAGNOSTICS

Root Cause Analysis: [ HL - EAAS Blochemishy Sample No:ez PBiirdin
diveet test v o ERBA EM-200 AV\Z:/( sy, il We checked
the Tnderuad qualily Condre | ¢f +he dede nOhen E4BS Was Yih
and found it witiln aacceptesle range: Also pr(Ea s

: yoouxy Q<P
specmen haud iy - wa s (0 €S d"‘ﬂﬁkﬁ"{' as pe o rance S
Handling proficiency festing and brkernal e ,007.5 i
Corrective Action: (yrepfive qohory 1aken 0h dafe 2570112 2

wWe chreckeed  Linderued ﬁLLcLU"ﬂj wndro | yecord on date

Y

(lot] 2003 - LEC requl] wad wituin €. Also the preventue
maintenance of +he Mmshrumens wat done by j’hge%feur/vfce
& 7 y

Preventive Action: F‘OT/ %aljs@ﬁ CRBA LM -200 emn AKJG 3010,[3_3
ALter matmienance TQC perfoymed awndl /7 Wak within

yaunge -

Conclusion o100 1) |f reahi'n bDivect hao a PT OUJ/f&’Y,
1t was a warning signal and Q(C@"’O/I'ngfj correctrve
cund Preveydrve acken wWad tfaken.

Attachment (Attach result form and assessment details):
AHached Scan Cg)p\l/!—

) Inshumend Service Repors —

2) Tulevued §¢ data ou'date
13101/ 2023 & 3cl64]202% foy
pihyubin Diveed Tedd

) L6C ATORAD value Sheet
Cof NO. 26690 Ltve)-02- 26432

Comment: AJr |
Wwﬁv PasLs

Recorded By : Sign / Date ( Laboratory Manager /Authorized trained person)
Comment: Saf¢fa dog Wh
23
501011

Verified By : Sign / Date ( Laboratory Director/Authorized trained person)

Page 2 of 2




_ ; EQAS CORRECTIVE AND PREVENTIVE ACTION FOR
% |Health Horizon UNACCEPTABLE RESULTS
{ : e HEALTH HORIZON DIAGNOSTICS Page 1 of 1
SR. LIST OF DOCUMENTS
NO
01 | Annexure: 01: Instrument service Report

02 | Annexure: 02: Internal Quality Control Data Date of
17/01/2023 & 30/01/2023
03 | Annexure: 03: Internal Quality Control BIO-RAD Value

Sheet Lot No. 26490, Level 01 :26491 & Level 02: 26492
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Lyphochek® Assayed Chemistry Control

Levels 1 and 2

IVD

C-310-5 Level 1 12x5mL
C-315-5 Level 2 12x5mL c € 0459

313X  MiniPak 2x5mL

Level 1 26491

26490  \oye12 26492

LOT

2 EXP 2023-11-30

[

hitps://www.myeinserts.com/26490

INTENDED USE

Lyphochek Assayed Chemistry Confrol is intended for use as an assayed quality
control serum to monitor the precision of laboratory testing procedures for the
analytes listed in this package insert.

SUMMARY AND PRINCIPLE

The use of quality control materials is indicated as an objective assessment of
the precision of methods and techniques in use and is an integral part of good
laboratory practices. Multiple levels of control are available to allow monitoring
of the test system’s reliability.

For customers in Germany: Quality control materials are required for assessment
of laboratory performance as described in the “Guideline for Quality Assurance
of Medical Laboratory Examinations following the German Medical Association”
(Rili-BAK regulation),

REAGENT

This product is prepared from human serum with added chemicals, purified
biochemical material (tissue extracts of human and animal origin), therapeutic
drugs, stabilizers and preservatives. This product is provided in Iyophilized form
for increased stability.

STORAGE AND STABILITY

This product will be stable until the expiration date when stored
unopened at 2 to 8°C.

Reconstituted and Refrigerated: After reconstituting and storing tightly capped
at 2 to 8°C, this product will be stable as follows:

- All analytes: 7 days

Except:

- T3 (Free),
(PAP): 3 days
Reconstituted and Frozen: When reconstituted and stored tightly capped
at -10 to -20°C, this product will be stable as follows:

- All analytes: 30 days

Except:

- Tobramycin: 20 days

- T3 (Free): 10 days

Once thawed, do not refreeze this product. Discard the remaining material.

This product is shipped under ambient conditions.

PROCEDURE

This product should be treated the same as patient specimens and run in
accordance with the instructions accompanying the instrument, Kit, or reagent
being used.

Using a volumetric pipet or equivalent, reconstitute each vial with 5.0 mL of
distilled or deionized water. Replace the stopper and allow this product to stand
for approximately 20 minutes swirling occasionally.

Before sampling, gently swirl the vial several times to ensure homogeneity. If
performing trace metal analysis, do not mix by inversion. After each use,
promptly replace the stopper and return to the appropriate storage condition.
Dispose of any discarded materials in accordance with the requirements of your
local waste management authorities. In the event of damage to packaging,
contact the local Bio-Rad Laboratories Sales Office or Bio-Rad Laboratories
Technical Services.

Acid Phosphatase (Total) and Prostatic Acid Phosphatase

LIMITATIONS
1. This product should not be used past the expiration date.
2. If there is evidence of microbial contamination or excessive turbidity in the
reconstituted product, discard the vial.
3. This product is not intended for use as a standard.

WARNING

A Biological source material. Treat as potentially infectious.

Each human donor unit used to manufacture this product was tested as required
by FDA accepted methods. Tests results were non-reactive or negative for
evidence of infection due to Human Immunodeficiency Virus (HIV), Hepatitis B
Virus (HBV) and Hepatitis C Virus (HCV). This product may also contain other
human source materials for which there are no approved tests. In accordance
with good laboratory practice, all human source material should be considered
potentially infectious and handled with the same precautions used with
patient specimens.

Safety Data Sheet (SDS) available for professional users on www.bio-rad.com.
SPECIFIC PERFORMANCE CHARACTERISTICS

This product is a freeze-dried product manufactured under rigid quality control
standards. To obtain consistent assay values, the control requires proper storage
and handling as described.

ASSIGNMENT OF VALUES

The mean values and corresponding +3SD ranges in the Assignment of Values
Data Charts (available separately) were derived from replicate analyses and are
specific for this lot of product. Data from Unity™ Interlaboratory Program are
included in the determination of some ranges. The tests listed were performed
by the manufacturer and/or independent laboratories using manufacturer
supported reagents and a representative sampling of this lot of product. It is
recommended that each laboratory establish its own acceptable ranges and use
those provided only as guides. Laboratory established ranges may vary from
those listed during the life of this control. [Customers in Germany have to follow
the requirements as described in the Rili-BAK regulation.] Variations over time
and between laboratories may be caused by differences in laboratory technique,
instrumentation and reagents, or by manufacturer test method modifications.

Unity™ Interlaboratory Program is a proprietary Bio-Rad software program

holding more than 2 billion QC data points from thousands of laboratories.
INSTRUCTIONS FOR OBTAINING THE DATA CHARTS

The Data Charts are available through the Internet, at

www.myeinserts.com/26490. Follow the directions at the website to receive

email notifications of insert updates. Alternate methods for receiving data charts

are available by contacting your local Bio-Rad Laboratories Office.
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INSTRUMENT (1)
Level 1 - 26481 Level 2 - 26492
Units Mean Range Mean Range
BIOSYSTEMS B400/A25/A15 (5) (continued)
Urea (Urease, UV) (4) mg/dL 29.9 254 - 344 91.0 774 - 105
Uric Acid (Uricase, colorimetric) mg/dL 491 417 - 5865 8.58 729 - 987
ERBA XL SERIES {5)
Albumin g/dL 3.90 330 - 450 2.70 228 - 312
Albumin (India Market Only) g/dL 3.96 3.36 - 456 2.69 230 - 3.08
Alkaline Phosphatase (IFCC Optimized) (2) UL 115 921 - 138 487 391 - 583
Alkaline Phosphatase (India Market Only) (2) UL 115 910 - 139 476 380 - 572
ALT/SGPT (2) UL 276 222 - 330 104 835 - 125
ALT/SGPT (Modified IFCC) (India Market Only) (2) UL 274 220 - 328 102 81.0 - 122
Amylase (2) UL 60.5 485 - 725 303 315 - 471
AST/SGOT (2) UL 38.2 307 - 457 204 162 — 246
AST/SGOT (Modified IFCC) (India Market Only) (2) UL 371 296 - 446 199 160 - 238
Bilirubin (Direct) mg/dL 0.370 0.280 - 0.460 1.3 0.980 - 1.64
Bilirubin (Direct) (DCA) mg/dL 0.390 0.300 - 0.480 1.65 123 - 207
Bilirubin (Total) mg/dL 0.990 0750 - 1.23 477 357 - 597
Bilirubin (Total) (DCA) ma/dL 1.01 0770 - 1.25 470 353 - 587
Calcium mg/dL 9.94 844 - 114 134 113 - 155
Calcium (India Market Only) mg/dL 9.21 7.83 - 106 12.3 105 - 1441
Carbon Dioxide (C02) mEaq/L 345 276 - 414 19.0 152 - 228
Chloride mEg/L 107 9.0 - 118 93.0 83.7 - 102
Chloride (Mercuric Thiocyanate) mEg/L 109 940 - 124 10 86.0 — 116
Cholesterol (HDL) (7) mg/dL 67.2 537 - 80.7 239 191 - 287
Cholesterol (LDL) mg/dL 149 119 - 179 67.6 541 - 8141
Cholesterol (Total) mg/dL 251 212 - 290 104 88.0 - 119
Cholinesterase (2) UL 7492 5995 - 8989 1131 906 - 1356
Creatine Kinase (CK) (2) UL 141 114 - 168 463 370 — 556
Creatinine (Alkaline picrate method) mg/dL 2.59 2.08 - 3.10 5.74 460 - 6.88
Creatinine (Enzymatic) mg/dL 1.80 144 - 216 5.21 416 - 6.26
Creatinine (Enzymatic) (India Market Only) mao/dL 1.66 133 - 199 4.80 300 - 570
Gamma Glutamyliransferase (GGT) (2) UL 66.3 531 - 795 167 134 - 200
Glucose mg/dL 91.7 779 - 106 304 259 - 349
Glucose (Hexokinase) (India Market Only) mg/dL 85.4 725 - 983 285 243 - 327
Iron pg/dL 236 188 - 284 62.1 498 - 744
Iron (UIBC) pg/dL 63.3 50.7 - 759 126 102 - 150
Laclale Dehydrogenase (LDH) (2) UL 333 267 - 399 888 711 - 1085
Lipase (2) UL 431 344 - 51.8 57.7 46.3 - 69.1
Lithium mEg/L 0.460 0.400 - 0.520 1.7 153 - 1.89
Magnesium mg/dL 191 161 - 2.21 4.49 3.83 - 515
Phosphorus (India Market Only) mg/dL 3.87 330 - 444 7.20 6.00 — 8.40
Phosphorus (New Formulation) mg/dL 3.91 331 - 451 7.74 6.57 - 8.91
Potassium mEg/L 3.61 325 - 3.97 5.49 495 - 6.03
Protein Serum (Total) g/dL 6.94 589 - 7.99 4.75 403 - 547
Protein Serum (Total) (India Market Only) g/dL 6.51 552 — 7.50 4.30 3.70 - 490
Sodium mEg/L 140 126 — 154 123 110 - 135
Triglycerides mag/dL 186 1589 - 213 96.1 81.7 - 1M
Triglycerides (India Market Only) ma/dL 182 155 - 209 826 703 - 949
Urea (4) mg/dL 33.8 287 - 389 103 880 - 118
Uric Acid mg/dL 5.38 457 — 6.19 10.8 9.30 - 123
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