
TRA_NSASIA 

Erba EM-200 

AUTOMATED BIOCHEMISTRY ANALYZER 

IQ, OQ, PQ Documents 
For 

SR Diagnostics Center, Sewa-Rural, Jhagadia 

Marketed by: 
Transasia Bio-Medicals Ltd., 

(ISO 9001:2008 & ISO 13485:2003 CERTIFIED) 

Transasia House, 
Chandivali Studio road, 

Andheri (E), 
MUMBAI - 400 072 





TRANSASIA BIOMEDICALS LIMITED 
INSTALLATION QUALIFICATION TRANfAJIA 

me Clinical Chemistry Analyzer Instrument ID 2002286 

1.0 PRE APPROVAL 

1.1 Prepared By 

Name Designation Signature Date 

VS ~} MJ. Jitesh Gandhi Service Manager , P 
L--------'--------------'--' - - --'--______ ___, 

l 9/03/202 1 

1.2 Checked By 

Name Designation Signature Date I 
- 19/03/2021 

Dr. Gayatri Desai Lab lncharge ~AA- I 

19/03/202 1 
Mr. Rajendra Kachhia Lab Tech 

1.3 Approved By 

Name Designation Signature Date 

19/03/2021 
Dr. Gayatri Desai Lab Incharge 

Note: After the Pre-Approval, this document is effective for the execution. 
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TRANSASIA BIOMEDICALS LIMITED 

Instrument Name I Clinical Chemistry Analyzer l Instrument ID I 2002286 
INST ALLA TI ON QUALIFICATION 

TRANfAJIA 
t , I 

2.0 OBJECTIVE 

The objective of this document is to provide an outline for the inspection of EM 200 (13i o­
Chemistry Random Analyzer) and to verify that the lo ll owing boundaries: 

o Each Installed subcomponent complies with the engineering design and instrument data 
sheet I design specifications & manufacturer's recommendations. 

o To ensure that all the safety features are defined before the start up of operational 

qualification exercise. 

o The system meets the current regulatory requirements. 

o To identify the Standard operating procedures for Operational Qualification. 

3.0 SCOPE 

The scope of this protocol is to outline procedure for Installation qualification of the subjected 

instrument within the following boundaries: 

o Identification and verification of its Major components / Accessories 

o Identification, Classification and Verification of Process Contra I Instruments / Gauges / 

Devices 

o Identification and verification of Material of Construction 

o Identification and verification of Supporting Utilities 

o Identification of Standard Operating Procedures 

o Identification and Verification of Documents 
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TRANSASIA BIOMEDICALS LIMITED 

I INSTALLATION QUALIFICATION TRANJAflA 
me I Clinical Chemistry Analyzer I Instrument JD I 2002286 I --L------'--- · 

h , "· 

4.0 EXECUTION TEAM 

- - -- ---
Name Department Designation Signature 

Dr. Gayatri Desai La boratory 
,-

Lab I ncharge 0\,A .- ~ 
- \-

Mr. Rajendra Kachhia Laboratory Lab Tech. ~ 
--
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TRANSASIA BIOMEDICALS LIM ITED TRANJAJIA 

INSTALLATION QUALIFICATION 

Instrument Name I Clinical Chemistry Ana lyzer ) lnstrumcnt__!_D__l2002286 

5.0 INSTRUME ~NT DESCRIPTION 

nistTy Analyzer is a close, The Clinical Che1 
access, computeriz 

t'ull y autonwtcc.l. discrete. patient prioritized. random 

ed analyzer. 

Technical Specific ations: 
- - -

System Type Close, Automated, Discrete, Random /\cccss. Patient Priorit izeJ. 

1 /2 Reageants - -

Analysis Speed 200 Biochemistry tests per hour 400 tests per hour (with !SE) for a 

7 

cycle time of 18 seconds -- - ~ 

Display resolution 

Analyzer Dimensio 

Number of tests on 

ns 

board 

Assay Modes 

Calibration 

ps) Sample (Tubes / Cu 

Photometric Optics 

Absorbance Range 

Auxiliary Data 

Interface 

Stat Sampling 

1024 X 768 

810 (W) x 800 (D) x 600 (H) mm 
·• 

Maximum: 50 
-

I-point, 2-point,Rate-A and Rate -B, ISE optional 

Linear (two point and multi point), Factori zed and Non-linear 

multipoint -- . 
Primary tubes of 5, 7 or 1 0mL & sample cups 

, 

Mono and Bi-chromatic measurement using 8 wa\'elengths 
-~ 

0-2.5 
---~ 

I 0,000 results 
- -

RS-232 C port for Bi-directional Communication 
- -- ---, 

Total 30 positions I 
-

J 
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TRANSASIA BIOMEDICALS LIMITED 
r---------------- TRANJAJIA 
t---------,---I N_S_T_A_L_L_A_T_I O_ N QUALi Fl CA Tl ON 

Instrument Name Clinical Chemistry Analyzer J Instrument ID I 2002286 

Purpose: 
The purpose of this instrument is to analyze the bio-chemica l parameters, such as Sugar. Cholestrol. 

Tri-glycerides, Proteins. etc. 

The working w1it of the analyzer comprises the following: 

► Basic operating unit with an intelligent photometer 

► Sophisticated robotics combined with an operating console and a central processing unit (CPU). 

Operating Unit: 
The operating unit of the analyzer includes the sample and reagent handling systems. The sample 

handling system consists of a sample tray. sample arm, sample syringe and a wash station for the 

sample probe. 

Photometric System: 
The photometric system consists of 45 hard glass cuvettes, multi wavelength diffracting photometer 

and a halogen lamp. 

Operating Console: 
The operating console consists of a touch screen (optional) color TFT monitor, a key board and a 

mouse. 

CPU (Central Processing Unit): 
CPU consists of Pentium - IV 1.7 GHz processor (or Higher) with a 48 x CD Dri,·e. and minimum 

256 MB memory. The application software can be installed on computers with operating systems or 
Windows XP. 

Besides the above mentioned, this analyzer has got the umque Sofrware and Hard..,,·are features. 
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TRANSAS IA BIOMEDICALS LIMITED 

INSTALLATION QUALIFICATION 

Instrument Name Clinica l Chemistry Analyzer 
!_ ______ _, _______ . _ • Instrum ent ID 2002286 

l'RAN.IAflA I 

6.0 IDENTIFICATION OF MAJOR COM PONENTS / ACCESSORIES 

Details of each mnjor co111po11c111 icknt i lied in I Ii is seer ion. is recorded in a data sheet under till' 

section 08.0. 

Name of Component / Accessories 

- -

Sample Tray / Disk 

Sample Syringe 

Sample Probe 

Wash Station for Sample Probe 

Reagent Tray / Disk 

Reagent Bottles 

Reagent Probe 

Stin-er 

Permanent Reaction Cuvette 

9 Stage Laundry System 

Light Source 

Sample Cups 

Software of EM 200 

l' rcscnl 

Yes / No 

Yes 
--

Yes 

--
Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

- -

Yes 

---- --
Yes J 

-

Verified hy 
Signature Ohservations 

-- - _ j _____ _ 
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------------ ------- -------------
TRANSASIA BIOMEDlCALS LIMITED 

INSTALLATION QUALIFICATION TRANfAflA 
Instrument Name I Clinical Chemistry Ana~zcr _l Instrument ID I 2002286 

7.0 INSTALLATION CHECK I REVIEW 

--
S. No. Statement Yes/ No 

Verified by 
Signature _ -

I. Verify that thi: ";:is built ' drawi ngs arc ~ 

complete and represent the desi gn coI1ccpl 
--

2. Veri fy that major component s / accessori es 
are secmely anchored and shock proof. 

-~ Verify that there is no observable physica l j , 

damage. 
4. Verify that there is sufficient room of 

servicing provided 
5. Veri fy that all utilities and electrical 

¥ connections have been done according to j@ the drawings. 
6. Walking access to ground motmted 

instrument provided. 
t 

7. Required electric connections are tight, 
weather proof and earthed. 

8. Instrument identification nameplate visible. 

9. Units installed on foundation and secure in 
place as per manufacturer's 
recommendations. 

10. Verify that the instruments installed and 
leveled properly on the floor. 

11. Verify that the Material of Construction is .,1 

proper and meeting the requirements. 
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TRANSASlA BlOMEDICALS LIMITED 
INSTALLATION QUALIFICATION TRANJAJIA 

Instrument Name I Clinical Chemistry Analy:1.cr J tnstrumcnt ID I 2002286 --

8.0 INSPECTION CHECK I REVIEW 

Instructions for completing thl' chcd, / review 

I . For each datn sheet, record the required inl'orrnation with pen. Wherever rcquircJ 
record "Yes" for acceptance. "No'' for 11011-compl iancc and "N/\ " fo r not applicable. 

'·No" replies must be explained / ,justified. 

2. \\Then more than one component of same specification/ type tx ists in the same equipment. 
individual data sheets should be filled fo r each component. 

3. When a list of acceptable options is presented, tick ( ..; ) the option that is actual ly present. 

4. in the '·Method of Verification" column indicate that item is instaJled and inspcctt:d 
according to manufacturer's specifications, such as by Visual / Physical. SOP. f t.'"t 
Cenificate, Manual, etc. 
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TRANSASIA BIOMEDICALS LIMITED 

TRANJAJIA INSTALLATION QUALIFICATION 
Instrument Name I Clinical Chemistry Analyzer Instrument ID I 20022s6 

Instrument/ Component Name: Sample Tray/ Disk 

Date : 19/03/202 1 

·- - -
Specified Actual Method of Verified by Description 

V crification Si2naturc - -No. of patient cups 30 positions 
.J 0 V !f u-u-1 / samples 

Standards / Stat 30 positions -

J o I I 

rtH· I Blank Can be put on any _.r om e 0,1 I position _s P e_;_; H e._J I I I 

Controls Can be programmed J cM"IP cA,j 

on any positions 5pevf •.J I I .!) 
-
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J I<.\'\, -\"II -\ HI O \1 U>f ( i\ 1., LI \111 I.I> 
'"'''1 Al.LA rro, (){ Af.ftl( A TIO~ ----

fn\h"Dtt1rn1 !'\amr ( lillkttl ( hc·mi,try Anal)'u r ln\ tmmcnt ID 

l o,trumtnt/ ( om1lonen1 '\amc-: ~ample· !'\~ringc 

lhl<' : I <J IOV::!O~ I 

\.lethod of 

2002286 

llt:~rr,pUoo ~J)cdf1cd Actual 
\'erificatioo 

P11,p~ n~mg V <•lume 2 70 µl 
'2. . 'le r "",.,1,/~.1 

I ()CQ.11011 Behmd tru= .5✓.,_,,.,,,., .,,,., 
im,trumcnt on the fr>-',, .. . / 

I I 

, rt 1 ,d, 
• 

()uant i1~ (II I \; (! 
f 

IJ1v1 cai.c in ( I 2 pl 
<'. : II 

I \ ( lutn< 

\' <:rifi"d h} 
~ignatun. 



TRANSASIA BIOMEDICALS LIMITED 
INSTALLATION QUALIFICATION TRANJAJIA 

Instrument Name I Clinical Chemistry Analyzer J lnsl rumcnt ID 1_2_0_0_22_8_6_~--

Instrument/ Component Name: Sample Probe 

Date : 19/03/2021 

- --
Description Specified Actu:11 Method of Verification 

Verified by 
Signature 

Aspiration Volume 2 - 70 p.L 
2 - J-e, .R, l (7 fvjd,> ,J 

( -

t» MOC Teflon coated 5 c ~MC o.,( t1p If' lj ,,fl 
) p t"11/JPt l 

-Quantity 01 No. 
L fl-vµ/ u / 

-Increase in 0.2 ~LL ~- Z P l f If ( uJ j aspiration volume -
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TRANSASIA BIOMEDICALS LIMITED 
TRANSASIA INSTALLATION QUALIFICATION 

Instrument Name I Clinical Chemistry Analyzer I Instrnment ID I 20022s6 

Instrument/ Component Name: Wash Station for S:1mple P.-obe 

Date : 19/03/202 1 

- -

Description Specified Actual Method of Verifica tion 
Verified by 
Signature - -

No. of position 0 1 No 
:l V,j 1YJ 

~ · 
~ - I 

Type of positions i) Drain S o,.,, ,· {',t..( 

_.f/H'-Vft "l V,'J 1;,,.,( 
ii) Trough ~ 
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TRANSASIA BIOMEDICALS LIMITED 
TRANJAJIA INSTALLATION QUALIFICATION 

" Instrument Name \ Clinical Chemistry Analyzer \ Instrument ID I 20022s6 ~ . 

Instrument/ Component Name: Reagent Tray / Disk 

Date : 19/03/2021 

Description Specified Actual Method of Verified by 
V crification Signature 

Cool reagent disk 50 positions 
5 0 V,s i.µJ 

Outer Rings 25 positions 
25 I I 

Inner Rings 25 positions 
15 I I 

~ Adaptors of 5mL 50 positions s o ,, 
I Maintenance of 8-12°C ± 2°C font a-J 

I Temperature _J f'C-uf0 I I 

I Rotation of disk Counter-Clockwise 5 ,=, ,-,t o-1 

s re.v 1r·J ' I 

Time for Rotation Every 18 seconds J' o-n f "-½ 

11 I S {"" U (-' ~L ( I J of one Cuvette I -
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TRANSASIA BIOMEDICALS LIMITED 

TRANJAflA INSTALLATION QUALIFICATION 
Instrument Name / Clinical Chemistry Analyzer / lnstrumcnt_lO I 20022s6 

Instrument/ Component Name: Reagent Bottles 

Date : 19/03/202 1 

- ----
Specified Actual Met.hod of Verified by Description 

V crification Signature -
Minimum Capacity 20 rnL 

{__ l.J ruJ r fM,1,>,l1 
- - - -Ma,~imum Capacity 50 mL 

So rv // 

- - -Quantity (Large) 25 Nos 
I 

2 5 /VCI.J )/,'J v,.J 
Quantity (Smaller) 25 Nos' 

2s /Yd I I 

Type Screw Capped 5ue,w Ce-/ II 

Outer ring position 20 mL bottles & J c.-t/'I e cu 

.J f r'd f1~J I I \0 5ml adaptors ) 

Inner ring position 20 mL & 50 mL 
S o,.,f cl] 

bottles & 5ml / I 

adaptors _f pPP1f.,,;~i1 

MOC Plastic pkv /21· ,, 
Adaptor 50 Nos' 

So !VrJtJ · p ?v;-J I~ ,,} I ' 

Adaptor Capacity 5 mL .5 f"vl , , : 
I 

Identification of Barcode labels on ._SoMr c~ 

J p t"uf. PJ 
I I Reagents the reagent 

containers 
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TRANSASIA BIOMEDICALS LIMITED 
INSTALLATION QUALIFICATION TRANfAJIA 

Instrument Name \ Clinical Chemistry Analy~cr j Instrument ID -1\---=2_0_02_2_8_6__.__ _ _ _ 

Instrument/ Component Name: Reagent Prohc 

Date : 19/03/202 I 

- -

Description Specified Actual Met.hod of Verification 
Verified I 
Si_gnatu r -

Aspiration/Dispensing R 1: 50 - 300 5<' - J O<' ,9t l f' (J_)(,·, ,J Volwne ~LL 
R2: 0 orl0 -

0 - It' UL 

~ 
300 ~LL 

,, 
I MOC Teflon coated T eflo• ,, I ,, 

Quantity 01 Nos ' . 
1- I ,, 

Increase in 1 µL 
aspiration/dispensing 1 JJL I/ 

volume ,) 
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TRANSASIA BIOMEDICALS LIMITED 

INSTALLATION QUALIFICATION 

Instrument Name I Clinical Chemistry Analyzer I Instrument ID I 2002286 TRANSAJIA 

Instrument/ Component Name: Reagent Syringe 

Date : I 9/03/202 I 

Description -- -

~--------:----t--:-;;-;:;-----;-----,- -
Maximum capacity 500 ~1 L 

Specified Actual 

Installed Location 

Quantity 

Increase in 
dispensing volume 

At the back of 
the instrument on 
the right side 
01 No. 

I pL 

Soc, Jl.J. l-

5 <--r l'\C ct( 

.S f f'e,f,J·eJ 

.t 

J VL 

Method of 
Verification 

Verified by 
Signature 

---

~-
// 

I I 

/1 t 
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TRANSASIA BIOMEDIC ALS LIMITED 

lnstru men t Name / Clinical C h cm is t ry Ana lyzc1: _J ...:.l...:.11..:.:s· t_r...:.u...:.m-.:c..:.:n...:.t _ll_)_ ...Ll _2_0_0_22_8_6_ ,__ _____ _ INSTALLATION QUALIFIC ATION TRANJAJIA 

Instr·umcnt/ Component Name: Stirrer 

Date : 19/03/202 l 

-
Verified by Description Specified Actual Method of Verification 
Si_gnature -- -Type Single Sti rrer 

J ,·~ f Ir: l/:1 u1<) 

~ 1~-No. of paddles 01 No. 
j ( l,t 

I/ 
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TRANSASIA BIOMEDICALS LIMITED 
TRANJAJIA INSTALLATION QUALIFJCA TION 

Instrument Name I Clinical Chemistry Analyz~r I Ins_!rument I_Q__ I 20022s6 

Instrument/ Component Name: Permanent Reaction Cuvcttc 

Tag/Identification No.: 

Date : 19/03/2021 

- --
I Verified hy Description Specified Actual Method of Verification 

Signature 
~ Quantity 45 Nos ' 

t, 5 /Vt'{ V /1 ULJ - I I 
I 

10:J MOC Hard Glass 
J-{ v,Yc_ / 6, fMt / I j Capacity 770 µL 

11--u » i f hljd,'uJ 
I 
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TRANSASIA BIOMEDICALS LIMITED 
INSTALLATION QUALI FlCA TION TRANJAJIA 

strument Name Clinical Chemistry Analyzer lnstrument .:...:JD=-------1....:2:...:0-.:.0_22_8_6___J_ ___ _ 

Instrument/ Component Name: 7 Stage Laundry System 

Date : 19/03/2021 

I 

Method of Verified by Description Specified Actual 
Verification S..!_g!rn turc -Nozzles Nozzle - 1 

1 \/,1 u uJ 
I - -Nozzle - 2 

1 I I I 
Nozzle - 3 

I J _] 
JI 

Nozzle-4 
~ \Zl1 11 

Nozzle- 5 
5 /I 

Nozzle- 6 
6 /, 

V Nozzle - 7 ,., 
r 
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TRANSASIA BIOMEDICALS LIMITED 

TRANJAflA INST ALLA TI ON QUALIFICATION 

ment Name J Clinical Chemistry Analyzer J Instrument ID J 2002286 lnstru 

Instrument/ Component Name: Light Source 

Date : 19/03/2021 

Verified by Description Specified Actual Method of Verification 
S!_gnature 

Watts 12 W 
I Z W p t,11/q,J . 

Volts 12 V 

1~ ) Z V I I 

MOC Halogen 
HlJt7- fA? / '-10-fv',1/) 

Quantity 01 No 
1 Ill., P"11t (-'l,,I 

I 
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TRANSASIA BIOMEDlCALS LIMITED 
INSTALLATION Q UALIFICATIO N TRANJAflA 

Instr umen t Name / Clinical C hemistry Analyzer LJ nstrument ID I 2002286 

Instrument/ Com ponen t Na me: Sa mp le Cup,._ 

Date : 19/03/202 1 

M cthod of V crification 
Verifit'd by Descrip tion S pecified Actu:11 S i.,naturc 
- 0 --

Quan tit) 300 Nos 
< ~ ()() /Ve>, (rJ ,1,ud t 

,i i1,:Y MOC Plastic J° ( r~J/, ( v; r,.oJ I 
2 m L Capaci t) Z rv f h//'i ' ¼ ( 

- -'- -- -
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TRANSASIA BIOMEDICALS LIMITED 

TRANSAJIA INSTALLATION QUALIFICATION 
-

ment Name 
I Clinical Chemistry Analyzer I Instrument ID 

1 20022s6 

Jnstru 

Instrument/ Component Name: Software of EM 200 

Date : I 9/03/202 1 

- -
1 Verified by 

Description Specified Actual Method of Verification 
Signature Version 

l o I j ,-cJ 7 fl 
CD number 

~~ ) 
Product EM- 200 

;; /v/- zoo 
Make Erba T ransasia 

To ('1 
, 
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~ INSTALLATION QUALIFICATION 
~ent Name I Clinical Chemistry Ana!),zcr I Instrument JD I 2002286 ~ 

TRANSASIA BIOMEDICALS LIMITED 
TRANJAJIA 

' 

9,0 IDENTIFICATION AND VERIFI CATI ON OF MATE RIA L OF CONSTRUCTION 
Identify and list down all components of the equipment !'or its material of conStruction. 

Method of Test may be Molybdenum Test, Test Cert(ficate, Ma11ua/
1 

etc. 

-
Verified by Component (s) Material of 

Actual Method of Verification s· & Date Construction 1gn 
Sample Probe Teflon coated _f u r,r CA,( 

( ek(I fir ' l ✓ -r 
1'-I o C 

Reagent Probe Teflon coated 

I i i ,, 

10.i 
Permanent Hard Glass 

II Reaction Cuvette ( 1 

I Light Source Halogen 

' ,, ,, 
J 

Reagent Bottle Plastic 
V(fu,J I ' 

Sample Cups Plastic 
/, r, 
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TRANSASIA BIOMEDICALS LI MITED 
TRANJAJIA INSTALLATION QU ALIFJCA TION 

e Clinical Chemistry Analyzer Instrument ID 20022R6 

JOENTIFICATION AND VERIFICATION OF SIJPPOIHI N(; (JTIIXflJ•:S 10,0 

cc tcJ a11J t. 1·1·1· d I I rrc,pcrl 'r conn . t the suppor mg u 1 1 ies an rccort w 1ethcr or not they arc . LIS 
identified. 

Verified hy 
Utilities Obscrvution / Result Sign & !)ate 

power 'j c:.f 

)~ 
Distilled Water 

'j ej 

Wash Solution 
'jeJ 

UPS j ~ 
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~ ------~========== 71 

l J{ANSA SJA 8 JOME01c ALs LJMJTE D - -

- f1'STA~JATJON QlJALJFJCA TION 

( Ii n ica I ( h e m is t_2 A~ zc r _JJ__!_!I n~s~t!:ru~m~ e~n.!_t _!_I _!:!D~ _1J~2~0~0~2:::2~8:.:::6___1 ___ _ 
TRAHfASIA 

, ' .0 ff)ENT IFJC'ATION OF STANDARD OPERA TING PROCEDURE 

SOP No. 

Operation 

( n/ihration 

C(lnlroh 

~1amtenance 

Ckamng. 

T Tiflc 

+--Operation of Bio~( hem is _t_ry_R_ai_1_d_o_m_A_11_a_ly_z_e_r -----------J 

-rcalibrati<>n ofliaramete,s -------- -----------! 

r Ch ~cking of Control -. for Parameters 

----------- --

----------------: 

i ---:-:-:-----;-w-;--;-::--::-ih~ o~i"-:-1 u;-;ti;;:o;-;:n~C~l~tv~e~tt~e7 
Maintenance I Checkint1 of Oic;tilled water. Waste. as s · 

rin!'..e. '-,,m1rk p, h1.. \1\ a-.h and \\·ater sa,·c 

f'Je1;1n jng o f ln~t1 umc111 !.Urfacc 

---------



TJlA.N S ASIA. BJ O MED IC A.Ls L 111,t ITll D 

. ment Name Clinical Chemistry Anatyier lnsti-ument ID 1nst1 u INST ALLA. Ti ON QUALIFIC.~ TION 

IDENTIFICA.TJoN A.No VERJFrcA.TJoN OF Docu111ENTS 12.0 

1 DRAWINGS 12. 

Title 

As-built Drawing Drawing No. 

2002286 
TRANJAJIA 

Verified by 
Si 11 & Date 

f_s 
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,.0 TEST PLAN 
2002286 

TRANJAJIA 

The following tests shall be fo ll . 
I 

. R d owed cl un11g ti p r . s· 

C 1emistry an 0111 Anal YZer). • ie er, on11anee Qua Ii r, cation of EM-2 00 l 10• 

Test Parameter -
Acceptance Criteria 

j 
Test Procedure / - Reference Albwnin 

< 5% 5 Replicates/ -- Manu fa cture Reference Alkline Phosphatase 
< 5% -

5 Replicates/ 
Manufac ture Reference Bilirubin Direct 

< 5% 
5 Rep! icates/ 

Manufacture Reference Bilirubin Total 
< 5% 

5 Replicates/ 

Manufacture Reference Cholesterol < 5% 
5 Replicates/ 

Manufacture Reference 
Createnine Enzymatic < 5% 

5 Replicates/ 

Manufacture Reference 
Glucose < 5% 

HDL Cholesterol < 5% 

5 Replicates/ 
Manufacture Referencl;'. 

5 Replicates/ 

Manufacture Reference 
SGPT < 5% -

5 Replicates. 

Manufac ture Reference 
Total Protein < 5% 

5 Repl icates/ 

Manufac ture Reference 
_J Triglyceride <i5% 5 Replicates/ I 

tvtanu foc ture Reference 
Uric Acid < 5% 

5 Replicates/ 

l\tlanufacture Re fe rence --Urea < 5% 5 Replicates/ 

M:1nufacture Reference 
-

-

J 
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TRANSASIA BIOMEDICALS LIMITED 

PERFORMANCE QUALlFICATION 

Clinical Chemistry Analyzer Instrument ID 2002286 

TRANJAJIA 
[1.,) ' ' 

1.0 
EXECUTION OF TEST PLAN 

b Check out alJ parameters are within accepta ble CV %. 

To e 

Name 
Signature Date 

~ 1r Rajendra Knchhia 

---
2-.:I / 03 I 2 2 



--- TRANSASIA BIOMEDICALS LIMITED 
PERFORMANCE QUALIFICATION 

nstrunt ent Name I Clinical Chemistry Analyzer J Instrument ID / 2002286 

DEFICIENCIES I DEVIATIONS: 0 

TRANJASIA 

No deviation found during precision check. All llarametcrs arc within accepted CV'¼, 

Row data attached. 

No Deficiencies found during accuracy. All parameters arc within acceptable 
manufacturer reference range. 

Row data attached. 

icwed by: 

Name Signature Date 

Mr. Rajendra Kachhia 
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PERFORMANCE QUALIFICA l'ION 

Clinical Chemistry Anafy,er Instrument ID 2002286 

MARY AND EVALUATION: SUM 

Prec1s10n . . and accuracy of instrument is ok. 

ewcd by: 

Name 

----~-T ~ 
Mr. Rajendra Kachhia 

Signature 
Date 

z 3 / 0 3 I -z z_ 
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d,,,.d Operating Procedure Stai1 <U 

Material of Construction 

c. i·nla.Jlce Qualification Per10 
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TRANsA-=S-:--IA:-:B~I-=--o-M_E_D_IC-ALS L tM-ITED - - --

trument Name PERFORMANCE QU ALIFICATION 
Clinical Chemistry Ana!yzcr Instrument JD 2002286 - -~-

TRANfAJ~ 

o POST APPROVAL 

11.1 Checked by 

Date I 

Name 
Designation Sign:1turc 

-
- JllJ j ' -Mr. Siddharth 

Sr. Application 
z1/0J/Zl 

Pancholi 
Specialist 

r 
I 

~ 

11.2 Approved by 

Name Designation Signature Date 

Dr. i'-H-')'IW,l,tom Desai Lab Incharge -
Note: This report is effective from the date of approval. 
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A to Z Biomedical Services 
426, 4th Floor, pr-■11 lMGENT, KH-0, Slfpsln Clrde, KH-0 ID GIFT City llolcl, Glnctinapr-312421, Gujarat 

Mo: +ti• ffl4I077SI I HIIII: ,._..,., a a a1111 

9 iomedicol Serwlc~" 

CALIBRATION CERTlFICATE 

Details of Device Under Calibration : Date:OS-03-2022 

Customer Name & Address: Certificate ID . AZ/21-22/ 1207 . 
SR DIAGNOSTIC CENTRE.SEWA RURALJHAGADIA 

Name of Equipment: Biochemistry Analyser Calibration Date . 22-02-2022 . 
Manufacturer : Transasia Biomedicals Ltd. Calibration Due Date : 21-02-2023 

Model EM 200 (ERBA) Location of equipment : LAB 

Serial No 2002286 Ambient Temperature : 21 ·c 

Te.st Equipment Used: 

sr no Test equipment Company Model Sr no. 
Cali. Call. 

date due date 

1 Electrical safety Analyzer 
Fluke 

ESA620 1685037 01-03-2021 01-03-2022 
Biomedical 

Electrical Safety Test: 
(A) Visual Test: 

Sr No Test Remarks 

1 Power Cords, cable Checking OK 

2 Mains Socket Checking OK 

(Bl Safety Analyzer Test 

Sr No. Parameters Measured ValueS(Umitsl Remarks 

1 Voltage Between live & neutral (Vin) 230.8 (210-240V) Pass 

2 Voltage Between l ive & earth (Vie) 229.8 Pass 

3 Voltage Between neutral & earth(Vne) 1.6 (l · S V) Pass 

4 Load current(la) 0.22 (0-0.S A) Pass 

s Leakage Current (IL) 145 (O •500 micro A) Pass 

6 Endosure Current 3.8 (0 -10 micro A) Pass 

7 Patient Leackage current(PL) 25 ( 0-100microA) Pass 

tt.m.i 
(1) Results reported are valid at the time of and under the stated conditions of measurement. 

(2)Calibratlon has been done as per customer's requlrment. 

(3) Measurements are tracable to the National Standard 

(4) NS means Not Specified and DUC means Device Under calibration 

(S)lhis document shall not reproduced, except In full,without the written approval of • A to 2 

Biomedical services• 
\ 

Calibrated By: ~ 
~ ~ari 

Approved By: 



QC Data - EM 200 

Test: GLU Date From:01-May-2022 

Date To:31-May-2022 Control: ERBA NORM 
Level Normal 

Lot No. B082182 
ExpDate :02-Nov-2023 

Batch No. - 

Mean : 92.029 

SD:4.89
Date: 01,May-2022 To:31 May-202n Test: GLU

3SD

+25D

+1SD

ean-

1SD

-25D-

3SD-

Result Date 

X Calculation: R= Range of average of Results per day

Level N Avg SD % CV R 

Normal 30 91.9 2.0562 2.2374 9.4 

R Calculation R= Range of Result Variations per dav

Level N Avg SD % CV R 

Normal 15 80.7775 538.5167 

Print Date:31-May-2022 
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QC Data EM 200 
Date From :01-May-2022 

Date To:31-May-2022 
Test: CRENZ 

Control:ERBA NORM 
Level: Normal ExpDate :02-Nov-2023 

LotNo. B082182 

Batch No. 

Mean: 1.061 

SD 0.07 
Date: 01-May-2022 To: 31 May-2022 Test:CRENZ

3SD- 

+2SD-

+1SD-

Mean

-1SD

-2SD-

3SD-

Resut D ate 

X Calculation: R= Range of average of Results per day : 

Level N Avg SD % CV R 

Normal 31 1.06 0.1947 18.3679 1.13

R Calculation: R= Range of Result Variations per dav

| Level N Avg SD % CV R 

Normal 1 0.21 1.1502 547.7143 0.21 

Print Date: 31-May-2022 Page 1 of 3 



QC Data - EM 2000 

Test: ALBD Date From:01-May-2022 
Date To: 31-May-2022 Control ERBA NORM 

Level: Normal 
ExpDate :02-Nov-2023 

Lot No. B082182

Batch No.
Mean: 4.632 
SD 0.34

Date:01-May-2022 To:31-May-2022 Test: BO 

3SD-

2SD-

A 
1SD- 

can 

1SD- 

zsD 

3SD 

Result Dale 

X Calculation R= Range of average of Results per day

Level N Avg % CV SD R 

Normal 31 4.62 0.3989 8.6342 2.35

R Calculation: R= Range of Result Variations per dav
Level N Avg SD % CV R 

Normal 2 0.54 2.0565 380.8333 0.57

Print Date: 31-May-2022
Page 1 of 3 
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QC Data EM 200 

Date From: 01-May-2022 
Date To: 31-May-2022 

Test: PRO 

Control:ERBA NORM 
Level Normal 

Lot No.: B082182

Batch No. : 

ExpDate:02-Nov-2023 

Mean : 6.356 

SD: 0.34 

Dale:01.May 2022 Te:31 May 2022 Test P 

3SD 

2SD

A 
1SD 

Mean 

1SD 

2SD

3SD-

, 

Result Date 

X Calculation: R= Range of average of Results per day

Avg SD % CV R 
Level N 

0.1626 0.7827 6.36 2.5566 Normal 

R Calculation R= Ranae of Result Variations per dav 

Level N Avg SD % CV R 

27 Normal 

Page 1 of 2 
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QC Data - EM 200

Date From: 01-May-2022
Date To:31-May-2022 

Test: BIT 

Control ERBA NORM 
Level Normal 

ExpDate :02-Nov-2023 
Lot No BO82182

Batch No.

Mean: 1.327 

SD 0.07

Date:01May-2022 To 31-May 2022 Test BIT 

ISD-

+2SD 

1SD- 

1SD

ZSD

3SD

Result Date 

x Calculation R= Range of average of Results per day:

Level |N Avg SD % CV R 

Normal 25 1.32 0.0591 4.4773 0.26 

R Calculation: R= Range of Result Variations per dav: 

Level N Avg SD % CV R 
Normal 0.1 0.4899 489.9 0.1 

Print Date: 31-May-2022 

Page 1 of 2 
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QC Data-EM 200 
Date From:01-May-2022 

Date To:31-May-2022 
Test: BIDD 

Control: ERBA NORM 
Level Normal

ExpDate :02-Nov-2023 

Lot No. B082182 

Batch No. --- 

Mean 0.593 

SD 0.03 
Date:01-May-2022 To:31-May-2022 Test: BIDD 

FSD 

7SD 

1SD 

an 

1SD 

-25D- 

3SD- 

Result Date 

X Calculation: R= Range of average of Results per day: 

N Avg SD % CV R 
Level 

31 0.59 0.0268 4.5424 0.13 
Normal 

R Calculation R= Ranae of Result Variations per dav : 

N Avg SD % CV R Level 

1 0.04 0.2191 547.75 0.04| Normal 

Print Date 31-May-2022 Page 1 of 3 



QC Data - EM 200 

Date From:01-May-2022 
Date To:31-May-2022 

Test: GPTHL 

Control ERBA NORM 
Level Normal 

LotNo. B082182

Batch No. 

ExpDate:02-Nov-2023 

Mean 37.313 

SD 0.88 

Date :01-May-2022 To:31-May-2022 Test: GPTHL 

M 
+3SD

+2SD-

1SD

Mcan

1SD-

-2SD-

3SD- 

iy. ay 

Result DaBe 

X Calculation: R= Range of average of Results per day 

Avg SD % CV R N Level 

6.3 30 37.2 1.6483 4.4309 Normal 

R Calculation: R= Range of Result Variations per dav 

N Avg SD % CV R Level 

5.9 31.7725 538.5169 5.9 Normal

Page 1 of3 Print Date: 31-May-2022 



QC Data - EM 200

Date From:01-May-2022 

Date To:31-May-2022 
Test: UA 

Control: ERBA NORM 
ExpDate :02-Nov-2023 Level: Normal 

Lot No.: B082182 

Batch No. : -- 

Mean: 6.186 

SD 0.3 
Date:01-May-2022 To:31-May-2022 Test: UA 

3SD

+2SD-

1SD 

can- 

-1SD-

2SD- 

3SD 

y y 
20 

Result Date 

x Calculation : R= Range of average of Results per day: 

% CV R SD N AvgLevel 

0.6 6.2 0.1388 2.238728 Normal 

R Calculation: R= Ranae of Result Variations per dav 

R SD % CV Avg N Level 

0 0 0 28 Normal 

Page 1 of3 Print Date: 31-May-2022 
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