Installation Qualification
For
BT1500

Random Access Biochemistry Analyzer

i







Biotecnica Instruments S.p.A. Italy )

Specification

As per design qualification

Specification received

1 General Feature RandomAccess Analyser ,Micro
Quartz glass cuvette , multi
channel photometer capable of — *’ej
measuring absorbance of
contents from micro cuvettes
2 No of cuvette in 32
reaction tray. L= 165
3 Filter range 340 to 700 nm = i)
Communication port Serial port for interface, USB g
port = ‘te
:rinter ‘ Printer external =
ower requirem :
quirement L.1KVA — 1€l
Ambient Conditions: 21°C Room Temperature, ey
33% RH == 1

Comments: (J K




18°Cto32°C :
10% to 80% RH, non condensating
90 cm

220-230V, 50 60Hz




TR

3) Instrument Delivery and Documentation
'} U;\;;ack thé InsirﬁFnent carefully. Are any items missing against the Packing List?

YES: o~

If yes, state the missing Items:

|
[
|

|
S S

|Is there any damage to the Instrument or Accessories?

|
5 YES: o~ ‘

|If yes: Description of Damage:

Corrective Action:

Manufacturing informed: \ YEST NO:

Is all Standard Documentation Included?
Operating Manual: \/Brefent: Missing:

Warranty Card: \_Present: Missing:

Is all additional documentation Included:

\_Présent: Missing:
Calibration Certificate: ‘
‘ Installation Qualification:

Operational Qualification: 1

Performance Qualification:

Comments: O X



4) Instrument Safety

Manufacturer Safety Recommendations:

Allow enough space for the Instrument

Position on level, non-combustible surface Indoors
Area free from aggressive/ explosive chemical mixtures

Ensure correct power supply and all power switches
Easily accessible

Beware of moving parts during working

Do not use Heat material that could cause fire or other
Hazards

Read Operator Manual before use

RERITE

NO:

NO:

NO:

NO:

NO:

NO:

NO:

Comments: O K



5) Assembly and Installation

Assembled and installed By: Pbudl'f’ Rl.l’_((l[}}ber: Tl’\f’ \% E(emASpecialized Engrinérerrzr

Installation Procedure: ¢xce & N/A

' Unpack and retain Packaging il
' Assembling the Instrument S

Verifying the site before connecting to power supply \/
| Checking the instrument before performing the Test \/

Comments: O



s 47194957
‘Manufacturer: Biotecnica Instruments S.p.A.

Assessment of complete Installation Qualification:

No Deviations:\—"_ Deviations:
Deviation Impact on Operation Justification for Acceptance
nR ruf (vh

Successful completion of the preceding activities and checks indicates that this Instrument is installed
successfully as per the set protocol. The instrument has passed the Installation Qualification procedure
and may now be released for use.

I} | 2o n .
1Q Completed By: IoqQu - RECGGAV T pate: |23 H5
Deviations Approved By: | J (- Pl Date:
1Q Approved By: i’rwl\i 7 KHlsay (\Ppate: ;km o513

Comments: 0 ,K




Operation Qualification

For

BT 1500

Random access Biochemistry Analyzer



4) Training o

5) Summary Report i



N

Lq[|23]23
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3) Functional Tests

BIOTECNICA BT1500

Functional Test

Acceptance Criteria

Pass

Fail

Instrument power
ON

Instrument initializes itself & shows the main
menu as seen below:

Plate carrier

Movement

Comments:

a0 K




1 fersomn shauned,
Comments: MW zed




5) Summary Report

Instrument Name: BT 1500

Sr.No.: 4 '}lC{L('-'l 6

Manufacturer:Biotecnica Instruments S.p.A.

Assessment of complete Operational Qualification:

No Deviations: “ Deviations:

Deviation

Impact on Operation

Justification for Acceptance

NA

VA

NA

Successful completion of the preceding activities and checks indicates that this Instrument is operating
satisfactorily following delivery and installation. The instrument has passed the Operational Qualification
procedure and may now be released for use.

0Q Completed By: P‘ﬂ'l‘i‘ P ralsay ‘@l Date: Q‘K/ 03 ' 2B
ucerelip
Deviations Approved By: Jcl“‘( ’?}0 fal I Date: &\((t 03 )01 _g)

-
~

0Q Approved By:

3 [~ 5 . )
et RU(SUSTfpate:

pawh

(0513

Comments: \J fr




Performance Qualification

For
BT 1500

Random Access Biochemistry Analyzer






1) Performance Check

BT-1500

Functional Test

Acceptance Criteria

Pass

Fail

Instrument power ON

Instrument initializes itself & shows the main
menu as seen below:

Washing Piston Valve puss e
Arm Liquid Sensor N 5S c
Diluter

Valve,Peristaltic Pump f wss o

& Needle

Comments: pﬁl 3




Routine Maintenance Date 7 Done

Rl oy \v4y

Proventive Mol ntanunce.

Comments: 0|4 LM fov  negy Veuv)




3) Safety Tests

This instrument confirms to the following standards and is supplied fully tested by the Manufacturer.
*  Electrical equipment for measurement, control and laboratory use.
e Instrument requirement for laboratory for Blood testing.

The following electrical safety tests should be carried out by a competent person after Installation.

o WS;fiéty Tests ” Pass Fail Datie#; : VvlL 7777?829(’ g
[Earthing - 29[063)Rd | MD
UPS Supply e 9 l 03\ R 37 : W |

Comments:  F7(4$




4) Summary Report

Instrument Name:BT- 1500
SrNo: Ly g 194 956
Manufacturer:Biotecnica Instruments S.p.A.

Assessment of complete Performance Qualification:

No Deviations: «—

Deviations:
Deviation Impact on Operation Justification for Acceptance
VA VA A

Successful completion of the preceding activities and checks indicates that this Instrument is operating
satisfactorily following delivery and installation. The instrument has passed the Operational Qualification
procedure and may now be released for use.

PQ Completed By: Padi? RylsasiNg pate:

ompleted By ¢ pM e Q?‘[O\B)Q:%
Deviations Approved By: Jav gofdl Date: g f03 'Q )
PQ Approved By: ety r N(’AS(JT“ U Date: Q4 [dj '{3

Comments: P() <




Tulip Diagnostics (P) Ltd.

Instrument Calibration Report

Date:_ 9/ O& &%

|Instrument Model: BT 1§90

!
SerialNo: 44719 4q$6

|
L

MAINTENANCE PROGRAM
CALIBRATION

NE

Meter used for calibration:

General Inspection OK | NO | Remark
Check for proper function of printer, display, keyboard and mouse T
Check the proper function of fan N
Check photometric lamp N
Check Clinical Chemistry tubings e
Check Clinical Chemistry washing pump cartridge i
Arm sampling needle =
Washing needle funnel efficiency e
F TEST OK | NO Remark
Verify the nonimate voltage of photometric lamp to 11.88 + 12.12V N
Verify cuvette temperature (37° C) .
Verify cuvette temperature through monitor (37° C) N
Verify the pressure of empty pump through monitor (1.0 + 1.8 Bar) v |
Verify the proper working of the serum LED v 1
Verify left arm vacutainer sensitivity v }
Verify the function of sensor inside water tank A\l |
Verify temperature adjustment to reagent plate (8 °C) \C
Verify the proper working of clinical chemistry arm head heater®) Vot
Verify function of serum scanner bar-code e
Verify function of reagent scanner bar-code o
Check all mechanical calibrations B i il
Verify photometric gain «



‘Check photometric stability (min. 10 samples)

Check reproducibility (min. 10 samples with known concentration of bichromatic)

pate: 9 (03[R}

DATE FOR THE NEXT PREVENTIVE
CALIBRATION DATE: <% '0 4 '( L'

SIGNATURE: },M




TEST

NO Remark

Verify photometric offset

Replace lamp if necessary

Check optical transmission

Clean cuvettes

NIV

Calculate FCC(if necessary)

Check photometric stability (min. 10 samples)

Check reproducibility (min. 10 samples with known concentration of bichromatic)

Ri

F)ATE: NGHELYER

DATE FOR THE NEXT PREVENTIVE MAINTENANCE /
CALIBRATION DATE:: & ’ 03 ,o( L’

SIGNATURE: E&LU 1?
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TULIP DIAGNOSTICS (P). LTD. (INSTRUMENT DIVISION)

'BAMBOLIM, ST-INEZ & VERNA - GOA

: Service Report

NaTj&A:dmss‘o' C{;s m;)e(ril q Instrument Model R Y ()‘b

TN 6l | -

P\: ‘0\},,,\'\)0\!. M b KA XT serial Number L T.,J»,'(V//.[("G

i o 0 Lv T D 5 aftoNnRA Instrument Status ,!'LF..”

cerlax, Uy 5\,\9‘.,"1{ f Y’K""IQ\ )| Service Charge applicable | Yes tNo~ [V

b AR ' :

YNiye Youd Type of Visit Routine Visit | {5t ond 31 4

Y06 ° %65 §! X a00% 21 Breakdown Visit | 1°! 2nd 39 4"

Instrument connected to:

Complaint recd. On Date:

Attended On Date:

Nature of Complaint:

F svealve

rrud l'm t-ema Y-

Online UPS Yes/No Offine UPS Yes/No

Supply_Input to macbine from UPS

Time: =2« ) HE R,
TR LN: A QA NE: Y LE oo

Completed On: : ‘

Time: E;?ply input tcr)\l léPS from mall?;:

Findings: FweVEVIIVE  wngIniundnc e,

Action Taken: 1@ Fin o DU Id Lxor0 I ey cand oyt ex .S';d“o; FH e
: {

cleun ‘iv'\e e_uu\Sh:n’] frolony, cledany

check  FalN ; cvgyenity mstyyment 1§ Waevking fine.
\J

[eleetaing 137 ‘uvveie | chews dltpnment of PYolf, sun the cgmido &
' tne  funwele {\ T laAneE SHJ

o

Spare Parts F@Iaced:

Amount

Sr. No. Spére FOC/Chargeable Qty Rate Taxes
Spare Total Amount
Service Charges
Total Amount
The above machine is satisfactory serviced and is working to my satisfaction.
Customer\Remarks: :
S . s o
<2 : 5
Ve \0“\ i ey
14 PretdiP i Yo
Name of Department Head: Company's Sales & Service Engineer:
Signature & Stamp Signature A MO Ve P
Date: Date: & : ”

RY LV

Coperate Office:Gitanjali, Tulip Block ,Dr.Antonio Do Rego Bagh, Alto Santacruz,Bambolim P.O. Goa. Pin: 403 202.
Tel: 0832-2458546/51, Fax: 0832-2458544, E-mail:sales @tulipgroup.com, Website:www.tulipgroup.com

FM/ID/028-01



Automatic Diagnostic

“washing piston valve m_m _umwwmnm 175 i
fem liquid sensor (=l Passedl; . -
5 - Diluter valve, penstaltic vc:.u and needle . , (=] Checking in progress...

il
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sef|

Access 1ever




-~

Warhing piston yalve

Arm liqurd ensor

Diluter valve. peristaltic pump and noedie

==

Checking m pragress
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0.151)

(
98.2 mg/dl  ( 0.098) m -1
; 168 UL ( 0.026) 154 - 210

<Mod.IFCC> 34.6 U/L ( 0.028) 27 - 41
<Mod.IFCC> 37.1 U/L ( 0.033) 29 - 43 3
<mod.Jaffe's Kinetics 1.18 mg/ d 0.028) 115 -1.75 ~Eh
<GLDH Kinetic> 385 mg/dl - ( 0.094) 36.8 -49.8 (-] ;
<Uricase/PAP> 5.15 mg/dl  ( 0.165) 5.09 - 6.61 []
<Arsenazo 11> 8.12 mgldl ( 0.134) 7.98 -9.74 []
<GOD/POD> 98.46 mg/dl 0.297) 96.6 - 130 []

Pam <Molybdate U.V.> 4.12 mg/dl  ( 0.175) 3.88 -5.24 []

BID1 <DICHLORO> 1.44 mg/dl  ( 0.046) 0.94 - 1.45 []

ALB1 <BCG> 4.45 g/dl ( 0.359) 3.55-4.81 [1

BIT1 <DCA> 1.45 mg/d  ( 0.015) 1.27-1.95 []

TP1 <Biuret> 5.13 g/di ( 0.337) 4.63- 6.93 []

Pk for rtD By @ ManGesy

CHecetp ﬂj

Pﬂ{qﬁh}rcﬁ— PAT W



#1 9290323040 (29-03-2023 14:41)

Tmasdlo

GLUl <GOD/ FODS 125 mg/dl (0,356 70.0 ~ 110 (+]
#2 8290323040 (29-03-2023 14:42)
SLGA <GOD/POD> 12 mg/dl ( © 0.356)  70.0 - 110 *]
#3 3040 (29-03-2023 14:44) ; 2
GLUL <GOD/ POD> 124 Lng/dl ( 0.356) 70,0 - 110 2]
£4 3040 S (29-03-2023 14:44) : / i
GLU1 <GOD/PODS 124 ng/dl (- 0.354) 70.0 — 110 1
£5 1 (29-03-2023 14:44) S =
| 1oL <GOD/20D> | 127 my/alil0,363) <70-0 = 110 a2
#6 2 (29-03-2023 14:45) eeliie) o
GLTY <GOB/EADS F125 0 sinmg/dl (0 0i35ey 0.0 — 110 e
§7 3 (29-03-2023 14:45) 5 Sliackoay So )
GLUL <GLD/ECD> S1zs Sagldl s 0351y 700~ 110 i+
$8 4 (29-03-2023 14:45) ; i e i
GLO1 =GR/ POV 125 mg{d;,{. B.35e) 0 70L0 119 i+
#9 9 (25-03-2023 14:45) - 2 s o
CELTIPLDS ize i SR o

#10 8 (29-03-2023 14:46)

50T

mIigL

Y/C/rtpd”‘f"“' (‘ k)/ ,
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cost

GLUCOSE

GLUCOSE

GLUCOSE

GLUCOSE

GLUCOSE

GLUCOSE

MEAN

SD

Ccv




