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TULIP DIAGNOSTICS (P). LTD. (iNSTRUMENT DIVISION)

BAMBOLIM, ST-INEZ & VERNA - GOA

Ref SOP No:; SOP/ID/012
CC No: CC16/ID/003

Installation Report
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Cantact Person:

Contact No.:

Instrument Model: ¢ @ MO (REE

Installation Date: €XY G, § 2. B0
Invoice No.:
Invoice Date:

AMC Due Date:

Y“';(\a’i"{!i ¢

instrument Sr. No &5 & | L., & Q. or L) 3

210

Power stipply details: \//

instrument connected to: Online UPS Yes/No Offline UPS Yes/No
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! Supply input to machine from UPS: LN)L“\ NE: = LE™ e
I

i Supply input to UPS from mains: LN = NE=~- LE: o

i

Accessotias Provided
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| Note: The above machine is satisfactory installed at the site and staff adequately trained.

!
i * Received all accassories as per packing list
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Company’s Sales & Service Engineer:
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T TULIP DIAGNOSTICS (P*~7D.

Gitanjali, Tulip Block, Dr. Antonio Do Rego Bagh, Alte Santacruz, Bambolim £.0. Goa, Pin: 453 202. Tel: 0832-2458546/51, Fax: 08322458544,

Email ID:ceginstdiv@tulipgroup.erg. Website: weaw. llipgreup.com

Warranty Certificate

Customer Name: Gl . Pario Lo 9 = oy senftes .
Addrass: \\\j\f Arg Aedk | Ro—v\- \1 Q ﬂ o ¢ et PNoe,
Contact Person: 6\ Q]9 N8 & g\ e Contact No: L r— h I Email ID:
instrument Model: Coum ce r) oG .20 instument S Not @ R4V22300 00 UVF
Invoice No. & Date: : Installation Date: o\ \sa\2o2,,
) ]

Wan‘anty Condition
To activate the warranty, the customer must filt the instaliation report & warranly certiicate and
retumn the slip to Tulip Diagnostics {P) Lid.

@  Tulip Diagnostics (P) Ltd., guarantees that all ils instruments are frae from manufacturing
defects or faults,

®  Tulip underiakes repair or substitule fee
to have manufacturing defects.

@  The warranly does not cover fo defects of parts which are "!’b Llh wear & fear.

®  Repair & interventions camed out during the perind of the wamanty 2 extand or renew the
period of warranty,

®  The repairs of the instrument will be carried out by Tulip’s authorized engineer fsﬂy

@&  Tulip reserves the right to vecall the instrument for repair al the head office if majorin
problem has been observed in the instrument.

of charge replacement of spare part which may be found

Termination Of Warranty

The warranty shall be terminated at the end of the warranty pariod & also in the following cases:

®  Where attempls 1o make repairs or alterations have been made by unauthorized persen &for with
spare parts which are nat originals.

L4 Afterat:an have been made to the :;anal number of the product an the cettificate of on the

m Talip

Validity & Duration

®  This warranty shall be considered valid only on the condifion that this centificate is accompanied

pori 2nd other purchase documents.

® Thewaranty is vahd for a period of ____ months from the date of installation o____
from the date of invaice whichever is earlier.

manths

Elements Not Covered Under This Warranty

The following damane & faults are not o

® Damage desiving &'or of i
\-,here the mstrument is sat up & used.

®  Breakdowns caused by careless handling, imprudence, lack of expertise & in any tase caused by
lack of skill or any degree of negligence on the part of the operator

@ Damage, defects & faults deriving from unexpected svents, accidents during fransport by the
'L.rcha er, dug to FORCE MAJORE & in any case, due to situation which can in no way be
atiributed to manufaciuring 3ot material defects.

] Rep%anament of the defective instrument is never foreseen.

@  Tulip shall accept no responsibility whatsoever for damage either direclly or indireclly to persons
o materials from the use of the instrument.

©  Consumable items such as fuses, lamps, all wbing's, etc. are not covered under this warranty
condition.

ate electric drouilt or from the area

Governing Law )
In case of any disputes the Courts of Panajl. Goa will have the jurisdictions in ol matters.

é}ﬂc
Company's Representative Signature & Stamp

N 2 ~ e
e Sacdln Danye
o\\ox \2o2y,



TULIP DIAGNOSTICS {Pj}. LTD. (INSTRUMENT DiViSiONj
BAMBOLIM, ST- INEZ & VERNA - GOA

RE

Ref SOP no. : SOP/ID/010
CC. No. : CC16/1D/001

QUALITY CONTROL SHEET

Description

Serial No.

1 C%\_\LQ_ELL» %N‘TF%SP s, SRR B

e ams22 o0 XRTH

QC Pass Date (= @_\ Q‘l\ S )

PART 1 TEST APPARATUS
REAGENTS |DILUENT= oo oo =
B _|Differential Lyse = 3 o\a o909 Morts R ol
LHLyse= o> o\aoaes
OCMATERIAL |~ Dijeaioy RO P =]
= i T 7
'PART 2 QUALITATIVE TEST
' Circie which appropriaie
1. Chassis/ Housing — verify physical integrity cleaniiness (PASS®FAIL NA |14. HgB Lamp — Verify condition CPASEOFAIL NA
2. AC Plug - Verify integrity 65?@ FAIL NA | 15. Fitings / Connectors — examine ail cables and
connectors @FAIL NA
3. Mount/ Fastener — verify physical integrity ASS Y FAIL NA | 16. Audible Signais — Verify operation and level @ FAIL NA
4. Strain Relief — verify physical integrily at both ends of 17. Indicators / Display — Verify proper iflumination 2
line cord PASSY FAIL NA and operation PASSOFAIL NA
5. Line cord - verify proper insulation and integrity @ FAIL NA |18 Optics / Measuring Area- Inspect ﬁvmﬁgse)FAlL NA
8. Circuit Breakers/ Fuses — Verify correct rating FAIL NA |19 Alarms — Check all warning alarms @ FAIL NA
7. Cables — Verify physical integrity ASS: FAIL NA |20. Initialization Process — Verify ASS/ FAIL NA

8. Control/ Switches — Verify operation @ FAIL NA |21. User Settings — Verify @FAIL NA

9. Hydraulics and Pneumatic System — Verify FAIL NA |22.Labeling — Verify caution and warning label @ FAIL NA

10. Tube / Hoses — Verify condition @ FAIL NA |23User Calibration — Verify PASS) FAIL NA

11. Electrodes and Transducers — Verify condition and 24 Accessories - Verify as appropriate FAIL NA
operation @ FAIL NA

12. Probes - Verify Integrity (@ FAIL NA |25. Others (Specify) PASS FAICNA ™

13. Fan / Motor / Compressor — Verify condition and
operation

@ FAL NA |

FM/ID/020-01




TULIP DIAGNOSTICS {P). LTD. ((INSTRUNENT DIVISION)
BAMBOLIM, ST- INEZ & VERNA - GOA

T

Ref SOP no. : SOP/ID/010
CC. No. : CC16/1D/001

PART 3 QUANTITATIVE TASKS
A. Gain Factor (%) "- Remark
LAS = o CPASS> FAIL
MAS le o | PASS FAL
WAS e (PASS  FAIL
Width | e ASS FAIL
B. Set Value Blank Voltage Remark
RBC =2 o PASS FAIL
HgB B S s (PASD FAIL
C. Calibration Coefficient
Parameter Coefficient Remark
WBC fle = st CPASS FALL
RBC e PAS FAIL
HQB Le=ies @ FAIL
MCV I ASS) FAIL
- PLT ! R R, - i | CPASD  FAL

FM/ID/020-01
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Ref SOP no. : SOP/ID/010
CC. No. : CC16/1D/001

TULIP DIAGNOSTICS (P). LTD. (INSTRUMENT DIVISION]
BAMBOLIM, ST- INEZ & VERNA - GOA

D. Measured Values
e R I NORWINL_EéhTR(BL
Parameter Obtained Value Range I Remark
WBC =203 1C:'¢I/L YF'-E— =2y — 9A- &\\ \::Dﬂ | FAIL |
Neu  |y.eq oA _;@ &3 ~ S- G"—é N8 __________,,mf.._,f’f"L
Lym a-zc o/l (Eecica o ag) \=7 ®ASS  FAL
Moo lo.ue \oh eoo —o-ad) ok | LS et
Eoso - VoA Cilehofei se\ Lo/ FALL
 Baso ooy i/ ______@’3 o e il = a@) = - , Gk
REte o-Sal o fo-uug . _ - e=9) QT b
Lym % @-%L@/ﬁ_hf lag ~o-25 G\ i P 5
Mono % o-ose Yo ?83 OO0 —*@-\\C)\ <= @ Fal
Eoso % &= a8 7o ffCD OO — O-202) e
Baso % ©- o3 Yo & o6 = - oa\) 7:» T
RBC w-sac 1A ﬁ—r Sl bomaeA EASD FAL
HgB 1-2 al (a5 —\=-9) aldi PASS  FAL
MCV s L aa-4% — A9-4)-FL pE sl
PLT ik s g @sq ey ASS ) FAIL

FM/ID/020-01



TULIP DIAGNOSTICS (P). LTD. (iNSTRUMENT DIVISION)

BAMBOLIM, ST- INEZ & VERNA - GOA

T

Ref SOP no. : SOP/ID/010

CC. No. : CC16/1D/001

D. Measured Values
- e ~ LOWCONTROL 7 g
Parameter Obtained Value Range Remark
MEE 2-4= VoA c;l as — 3- %W\Q/L | (PASD>  FAIL
ey LSRR EE S e R
Lym l-g 1ok [o-a1 —-e) v EAsD>  FAL
Moo [oaz Sk |@roo - o-ud - FASS> FAL |
Eoso e e s e e S PASD  FAIL
B0 |o.og il (@00 - omng L,o_Aﬁ_ L asE EL
Neu¥% e yae Te ©-ze8 —c-ea8) L Ao Pl
[ % losas % |eeaze-ovem)h | TED M
Mono % ©-oea 7= 00 O -—-@»1:_63&79 @ Rk
Foso % Doyt T e ‘J@ FAIL
Baso % S-O\Vr o o oo — o o)/ PASS> FAIL
RBC -5 lf:D\:/L_ K;zﬁ&e — - GS:JBTD\%_ | (PASD>  FAIL
HgB 5-a 3 G-y —a-2 3/dL FASS> FAIL
MCV e P Ga-y - @a- Lﬁ i e
PLT e 1l ES sy CPASS> FAIL

FM/ID/020-01




TULIP DIAGNOSTICS (P). LTD. (iNSTRUNMENT DiViSIONj

BAMBOLIM, ST- INEZ & VERNA - GOA

T

Ref SOP no. : SOP/1D/010
CC. No. : CC16/ID/001

D. Measured Values
e e e a0 CUl
Parameter Obtained Value | Range Remark

WBC By 4 sl fe-1% — @15} Yoo FAIL

_ New [ep 1o Pregovesa iy | PES L
Ly 2-53 \ol (m-e —4.e3) 1o FASD FAL
Moo fiog S boo —iag) 1ol [EES R
S -2 1o oo ~ Y- 0o) 1o Y (PASS>  FAIL
. Hee Jo-ie 12U T Ee T o-ug) \o/A B Rl
L arans T |[Bcsa —orana ) CPASS  FAL

L m% |eiam Yo (a9 - o-2sa) 7| L
Mono % saoss Jo gs—@eo—f-@weejc/@ s

Eoso % s ven T s s ____@9@“_9 < | (PSS  FAL

Baso % e ekt L Tea b (PASS>  FAIL

i s.ie 1SA fse —s-us) ol R

HgB e ol e o - dmia) S PASS  FAIL

MCV o ceriiet P @:H__ & —tloz-8)EL FASD FAL

PLT LbLeq IDOL/L. \Lpaci—— Soa ) 'LDC:.’L Rl

T /Y
Checked By: + — — <5 Approved

FM/ID/020-01
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Installation Qualification
For
Councell Penta 2.0
Auto hematology Analyzer

Tulip Diagnostics (P) Ltd.



Contents

Instrument Identification

Environment Condition

Instrument Delivery and Documentation
Instrument Safety

Assembly and Installation

Summary Report

Tulip Diagnostics (P) Ltd.



Instrument ldentification

Auto hematology analyzer ( Councell penta 2.0)

Sr. No. Specification As per design qualification Specification Match
received {Yes/No)
I General Feature | The measurement methods used in this Ele C‘Ui et o
analyzer are: the electrical Impedance Senfe dence ! 6
method for determining the RBC for RECond (UT. 5
and PLT data: the colorimetric method for [(o{MAiaeafAte = A ES
determining the HGB; laser-based flow e flod ARGl
cytometry for determining the WBC data. {aw fow d ﬁﬁ-
& Lo %ﬁia}ﬁ :
2 Sample aspiration | Whole Blood mode_20pL,pri-dilated poleol e Lload 28,0
volume. mode 20uL of whole blood/capillary f’/uelt Ted 204l Y FQ
blood sample and 480uL of diluent = H{fj [woigle |
S Lok - &(59’—’24_
3 LED lamp 530nm LED SR NVES
4 Communication LAN Port
port - Ard PE—ME« }’53,
Printer External ink tank and leaser printer j;;ff iﬁg‘ 5‘% e R
6 Power AC100V~240V, Input Power <200VA, QC AT~ 2 ‘f% . ;
requirement 50/60HZ. e hiow 2 2beup YV ES
7 | Grounding Good grounding <5V 2 m; j;;; eh,u e
—zusN7
Comments:

Tulip Diagnostics (P) Ltd.




Environment Condition

Has the Instrument been adequately acclimatized since transport or storage?

NES: NO:

: Operatmg Paf;tmeze;s i fr Specified Range TE e -Condiﬁeﬁrsﬁ Metﬁ
Amblent Temperature | 10 to 30 degrees § o
]Relatwe Humidity <=85% L Vg

5
‘ B — e b
Supply Voltage & Frequency il{}{) to 240V, 36!6{) Hz AC L‘Lﬁ 4%2 Uy L N & 3.

Comments:
Tastioment e ?’J’D‘“

gmcul/! {_’SV\ 5

Tulip Diagnostics (P) Ltd.
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Instrument Delivery and Documentation

g—ﬁﬁﬁéc:‘kfhe Instrument carefirlly. Are any items missing against the Packing List? !
| YES: NO: !
%If yes, state the missing Items: E
s there any damage to the Instrument or Accessories? 1
i YES: ' NO: v l
i If yes: Description of Damage: {
E Corrective Action: %
| Manufacturing informed:  YES: NO:
|

Is all Standard Documentation Included? -

| Operating Manual: Present: L Missing: ;
] Warranty Card: Present: Missing:

| |
Is all additional documentation Included: 0y

‘: Present: «— Missing:

|
: Installation Qualification: i
EOperational Qualification: ;
}Perfmam? Quaiiication: s haleieiun N

Comments:

' '
f‘\” c:»lor:,-cu(\f\@,/Jﬂ ahe. P‘,({;‘g{‘,u{‘ Q’,)fo\ IV\QTLIU(V\-@VLQ &

Tulip Diagnostics (P) Ltd.



Instrument Safety

Manufacturer Safety Recommendations:

Allow enough space for the Instrument YES: v~ NO:
Position on level, non-combustible surface Indoors YES: v NO:
Area free from aggressive/ explosive chemical mixtures  YES: e NO:
Ensure correct power supply and all power switches YES: NO:

Easily accessible

Keep the analyzer away from electromagnetic waves YES: v NO:
Read Operator Manual before use ES S NO:
Comments:

Lollowed ol e 3«}%7}»&5%,10&;{#0&;.

Tulip Diagnostics (P) Ltd.



Assembly and Installation

| Assembled and installed By: R User Sﬁécﬁaﬁz&d Engiﬁeer: Jf
fInstallation Procedure: OK i
IN/A !
iUnpack and retain Packaging §
H l
| Verifying the site before connecting to UPS power supply !
| 5
> Checking the instrument before performing the Test S
Comments:

AU cle . comple fed -

Tulip Diagnostics (P) Ltd.



Summary Report

Instrument Name: <O wncell {9@"\"!«@* r 2210

S.No: (X423 0o ©021%.

Manufacturer: | O |‘ P {0l Oﬁ noL ez rpu t (Hd [» Colod C‘/ﬂ““; C‘z"/ Lyr iwj
Assessment of complete Installation Qualification:

No Deviations: " Deviations:

Deviation Impact eB Operation Justification for Acceptance

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.

IQ Completed By:  |j\A,. Seac Wiwn, Date: 1/03/‘2‘09_1
Danghe .
Deviations Approved % Date:
By:
1Q Approved By: Date:
L
Comments:

j;\lsng&”o n O m f-/e_(fé.c( .

Tulip Diagnostics (P) Ltd.



Operation Qualification
For

Councell penta 2.0

Auto Hematology Analyzer.

Tulip Diagnostics (P) Ltd.



Contents
Safety Tests
Pre-Run Checks
Functional Tests
Training

Summary Report.

Tulip Diagnostics (P) Ltd.



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.
Instrument requirement for laboratory for Whole Blood testing.

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

| osaeiyTess s BB T T T e (RS
— T = e i - R — e +_ i e i -
Earthhng voltage | ’;7 ass % el / / 202 | ‘gz( Lw\ lQO\«q e
i S 3 ] '
1 Input Supply | ; - '
\voltage ; Pass ' ; /'6—3) 22 |§ac/f—uv\ Qau?k
Comments:

= é\F‘E/é"] teat pass-

Tulip Diagnostics (P) Ltd.



Pre-Run Checks

Auto Hematology Analvzer { Councell Penta 2.0)

Pre run check _ OK N/A
Mechanics initialization lol'd
Fluidic initialization AR
Ambient temperature 7?‘) L
HGB AD value ol
Background test Ok -
Comments:

Functional Tests

Aute Hematolosv Analyzer (Councell Penta 2.0)

Tulip Diagnostics {P) Ltd.




Tulip Diagnostics (P} Ltd.

Functional Test Acceptance Criteria Pass Fail
Instrument power | Log on the Auto hematology analyzer
ON
7 ass
After self test the instrument will display
the following screen.
Self Test The instrument will also prompt the error
status on the screen if any. 'P S5y,
Background Test | WBC <0.2x109 /L. ,RBC <0.02x1012/L
,HGB <1g/L ,PLT <10x109 /L ,HCT Peidcs
<0.5%
Comments:
Training
Trained Read Operator Read SOP Practical Autherizing
Operators Manual Training Signaiure
Surea Pattcl  YES VES Y ES Cecohan Lougl]
J v

Al



Chododamble  VES YV ES Y &s Seolin Denglle:
GTUV\afﬁlfli‘[’ﬂ\kL% i ES WAEH Y Es Lecolin Dm‘/ﬁ/d'{,
MopleaVeed  VES, Vi Y ES Saphe @%ﬁfhe.

M, ajol Y85 MEs. SAE Qcmlqh,bavg(éa
Mar Ombed, VA YEs Y ES  |Caokin Deyly
Dhaala il e Ve Yes gaokin Dangld
Beyered ghelbhode Y €S Vs Yes  lsaghm Devslle.
Plesha Readial . Y s, Yoar Y5 KaokinDongle .

Comments:
ﬂ&;m{b} congleted -
¢

Summary Report
Instrument Name: C.Oun (¢ @M Pem‘f Cle | 2B)
Sr. No.: Og’?,.{QB B2 0@ 27+
Manufacturer: T (o ;'\() 1 }ctgl noshec. Fut Z,WICJ 5

Assessment of complete Operational Qualification:

Tulip Diagnostics {P} Ltd.



No Deviations: A/

Deviations:

Deviation

Impact on Operation

Justification for Acceptance

™

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.

0OQ Completed By: g ool g Date:
D ongln @(/052 202 | -
Deviations Approved / Date:
By:
OQ Approved By: Date:
Comments:

Tulip Diagnostics (P) Ltd.

O(UfJﬁ"om Quw@(‘jﬁ"cﬁuﬁow Cov p(e)geol'




PERFORMANCE QUALIFICATION
FOR
COUNCELL PENTA 2.0

AUTO HEMATOLOGY ANALYZER

Tulip Diagnostics (P) Ltd.



Contents

1) Performance Check
2) Routine Maintenance
3) Safety Tests

4) Summary Report

Tulip Diagnostics (P} Ltd.



1) Performance Check

Auto Hematology Analyzer (Councell penta 2.0)
Test 1

Test Name: Sample Processing

Purpose: Ability to Process Samples

Method:

Run the control samples five times consecutively

Acceptance Criteria: Each of the results obtained above should be within the range as
specified in the control chart.

Parameters Values for Verification:
Level 1 (Low Control)

RBC Count:

Test Control Values Results Obtained . | Pass Fail
i @2t — 2762 107 LS ol I

2

3.

WBC Count:

Test Control Values Results Obtained Pass Fail
i C2:92—3.92) |0V 242 [ 6/ Poss.

23

3

Hemoglobin:

Test Control Values Results Obtained Pass Fail
L. C50 = i) v 9/rJL Pass

2

3k

MCV:

Tulip Diagnostics (P) Lid




Test Control Values Results Obtained Pass Fail
L CEbnals Came i gt fL Pass -
2
3
Platelet Count:
Test Control Values Results Obtained Pass Fail
I Ao =i > s L q jol Pa ss
2o
5
Level 2 (Normal Control)
RBC Count:
Test Control Values ___ | Results Obtained Pass Fail
I
I (LI"%L’l b Li'g?—'))ol?L Ly Séﬁlo 7L_ Pas
2
3.
WBC Count:
Test Control Values , | Results Obtained Pass Fail
! 1S
2 ENNE ) TGN/ KRl Pass.
2
3.
Hemoglobin:
Test Control Values Results Obtained Pass Fail
I (=) g/cﬂ, HiTIon j/oJL. Pass
2.
3
MCV: :
Test Control Values Resulis Obtained Pass Fail
-3 ¢/
L ¢ RqueEn TG e R Pass.
2
3.
Platelet Count:
Test Control Values o Results Obtained _ Pass Fail
i o R e PR O /B Pass
2.
2

Tulip Diagnostics (P) Ltd.




Level 3 (High Control)

RBC Count:

Test Control Values . | Results Obiained Pass Fail
. Nt

L. Ch88 —s:-4&) o] S8 (07t pass

2 ;

i

WBC Count:

Test Control Values = Results Obtained Pass Fail

R (R e | e 5 G pass.

2: 5

3.

Hemoglobin:

Test Control Values 2 Results Obtained Pass Fail

L. =Sl A G L L Pacs

7 & /S5 g

3.

MCV:

Test Control Values : Results Obtained Pass Fail

T

L. Carf~ |08 FL [02-2 fC Pasc,

5 5

3' —

Platelet Count:

Test Control Values Resulis Obtained Pass Fail
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Test 2

Test Name:

Tests for checking the performance of the instruments during analysis
Tests for checking long term performance of the instrument

Purpose:

The purpose of the above checks is to ensure the reliability of the results being obtained.

Method:

1. During Sample analysis:

To run control samples each time the instrument is used for sample analysis and verification of the
results of the controls to be within the reference range to be established by performance of the precision
experiments.

2. Long term Performance

This is to be checked by Levy Jennings plots to be updated once in six months
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Routine Maintenance

Using probe cleaner daily

The cleanser soak should be performed:

1 During the installation and shut down of the machine

2 When the background results’ abnormal , bad differential of scattergram or clogging.
3 Analyzer has been running for more than 24 hours.

4 More than 1000 samples were run within 24 hours.

2)Swab Cleaning and Maintenance

Repeatedly scrub the bottom end of the swab and the mnside of its lower aperture with a Q-tip
dampened with the diluted probe cleanser

Washing.

1.High background of WBC or HGB, clean WBC chamber
2. High background of RBC or PLT, clean RBC chamber
3. High background of scatter gram, clean Flowcell.

4. Clean Sampling probe when it°s dirty

Maintenance for other parts

Clean the dirty area with soft cloth with alcohol
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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.

Instrument requirement for laboratory for Blood testing.

The following electrical safety tests should be carried out by a competent person after Installation.
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4) Summary Report
Instrument Name: C@M\M Pe V"# o R

Sr. No.: @gbﬂzgejz@O 21t
Manufacturer: FTU/?‘T’ (Daag nostic. fu € C\(c‘/,

Assessment of complete Performance Qualification:

No Deviations: / Deviations:

Deviation Impact on Operation Justification for Acceptance

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