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KIRANAS
a beam of light
for micramachining

CERTIFICATE OF CONFORMITY

Client: CMP PHAR.MA sri

Offer No. 65-2017

Production date Nominal size of holes
June 2017 5pum
Types of containers Quantlity
Ampoules -1 mi ! 13 (hole on the tip)
Ampoules -2 m! 15 (hole on the tip)
Work system

DPSS UV laser

Measuring instrument

High magnification microscope

Test Specification | Result S::;::n“:‘ﬂ"m
Size of holes 5pm 5pm £ 2 pm Conformed

Date of issue:
Signature:

B //ﬁﬂ

06/19/2017

Kirana srl - c/o Trentino Sviluppo SpA - Via Fortunato Zeni, 8 - 38068 Rovereto (TN} - Italy - Tel. +39 0464 015324
Fax +39 0464 015373- www kirana-laser.it - kirana@kirana-laser.it - VAT: 02267620223 - PEC: kirana@pec.it
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AUTOMATIC PARTICLE DETECTION
AND LEAK TEST EQUIPMENT

FACTORY ACCEPTANCE TEST

Machine Automatic Inspection and Leak Test Machine
Model RS1
Serial No. 618

Customer TFDA
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1. EQUIPMENT DETAILS

Equipment Type: Automatic Inspection and Leak Test Machine
Model: RS1

Manufacturer: CMP PHAR.MA S.R.L.

Manufacturer Details: Via G. Galilei, 26

36030 Costabissara (Vicenza) - Italy
TEL: +39 (0444) 971716
FAX: +39 (0444) 553262

2. FAT DETAILS

W 0

Participants of customer: ‘}](‘,\ EA =5
A Y | - .
1A l"“ff\:\ LL\( L\B

7 7

A y
dasom e

Participants of CMP PHAR.MA S.R.L.: Dawele  Tasesu
Date of F.A.T.: F013F-03 28
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GENERAL:

3.1 Purpose

The purpose of this document is to describe the FAT (Factory Acceptance Test) that will be followed by
the Customer on the fully automatic inspection and leak test machine mod. RS1 manufactured by CMP
PHAR.MA S.R.L.

3.2 References

1. CMP PHAR.MA S.R.L. Instruction User’'s Manual of the machine

3.3 Responsibility

CMP PHAR.MA S.R.L. representatives are responsible for the review of this document, they will verify
the records and write the report.

The Customer personnel assigned to conduct the FAT will oversee the process, perform the qualification
and record the information.

The Customer Quality Assurance is responsible for the review and approval of this protocol prior to FAT
and the final FAT report.

3.4 The factory acceptance test comprises of the following:

Checklist of the scope of supply according to contract

Checklist of layout drawings / dacuments

Machine built, electrical supply, safety features, spare parts etc
Test runs

Resume of the possible modifications required

Dates and delivery schedule

EUETENTS

3.5 Procedure

The tasks identified in this protocol shall be carried out as follows:

. Each task Identified shall be performed.

Each task shall be carried out as described.

The FAT assigned personnel will decide if the acceptance criteria have been met.

All tasks must declare either a pass or fail verdict.

Each result/outcome must be signed and dated by the individual carrying out the test as well as a
witness, if possible.
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The procedure for a failed task:

. The task procedure shouid be repeated.

. The task fallure must be clearly noted in the comments section of the result sheet.
. Improvements or required changes must be recorded, agreed upon .

3.6 Acceptance criteria

The factory acceptance testing is complete when the test protocol has been successfully completed and
the report is approved.

3.7 Completing and correcting documentation

Documents should be completed in blue ink.
All corrections must be initialed and dated with the error neatly crossed out with a single line.
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4.0 CHECKLIST

4.1 Check list of the scope of supply according to contract

4.1.1 Inspection Machine madel RS1

VPt e

Prerequisites Test Procedures Acceptance Criteria Sign Date
criteria met
YES/NO
No. 1 camera for tip/cap | Check station with Camera fitted T
control individual camera Y s (ﬁ o0l ¢}
present
No. 2 cameras for particles | Check stations with Cameras fitted ; 45 81
detection individual cameras YE . 13 7ot 0818
present
No. 1 camera for Check stations with Camera fitted .
particle/level detection individual cameras YES »\% Lo 0827
present .
No. 4 electrodes for leak | Check that all parts | All parts are present VE < '];e. 1200 12
test are present o fle G O s 5!
Change parts suitable for | Check that all parts | All parts are present vk
ampoules: 1 ml and 2 ml are present }/E. 5 ﬁ o0t
3 L3
Comments
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4.1.2 Documents Assessment

Prerequisites Test Procedures Acceptance Criteria Sign Date
criteria met
YES/NO
User Manual in Ensure that ;
User Manual English and correct | documents are in Ve L2
version English and A= % AN
complete P78 N
Ensure that
Electric and Available in English documents are in - J
pneumatic diagram and correct version. English and Y= ){A;\
A
complete R 27 B 2%

CE-Compliance
Declaration

Available in English
and correct version

Ensure that CE
Declaration is in
English and
complete

oS
[
R

1 §.53

Available in English

Ensure that

and correct version document is in —~ /—,{\
Spare parts list Indicates part number English and pL=u ls
and supplier complete i S0l g-,zb'
Available in English Ensure that
Mechanical and and correct version document is in = A
Electrical Indicates part number English and S {’,f
components list and supplier complete =T 27 9 13
Ensure that
Alarms list Available in English document isin | ;— ,/._}D
and correct version English and P 13 i
complete 9 >/ [ 5y
BASLER Cameras Available in English Ensure documents ﬁ’
User’s Manual and correct version arein Englishand | =< {\;_ <2
complete i bl ] 5.5
Comments
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4.1.3 Machine Built Assessment

Prerequisites Test Procedures Acceptance Criteria met Sign Date
criteria YES/NO
Layout plan available Check dimensions of machine Dimensions of the s __b
machine comply with )‘: 5 ,fl‘—?j,. o vd- g
layout plan
Check 4 main units of | Loading unit; Inspection unit; 4 main units of the \
equipment available Unloading unit and contral machine are present ‘y? < Zacl- Q83
panel unit are present ik :
Machine is monoblock - Check that the machine is Machine is monoblock
1 part is the machine monoblock y = < -Q s
and the other is the PC = ) il o5y
control panel q“
Starwheels for Starwheels for ampoules/vials | The ampoules/vials
ampoules/vials feeding feeding in POM-C plastic starwheels are in e J:.. it 02 22
in POM-C plastic material POM-C plastic j( 2 [=) bk
material material l ;\1'_
Check that No.6 installed
rotation motors are
ORIENTAL MOTOR =
ORIENTAL MOTOR (No.1 motor for slow rotation | No.6 installed rotation v L sl 08:28
rotation motors on TV1 station, motors are ORIENTAL c> s
No.3 motors on TV2-TV3 - MOTORS
TV4 stations, No.1 motor for
vibrating unit, No.1 motor for
leak test rotation)
Check that the installed
SIEMENS motors motor is SIEMENS The motor is YE S é— olto3ed
(No.1 motor for loading SIEMENS i H-
conveyor belt
SEW EURODRIVE motar Check that main motor is The installed main g o
SEW EURIDRIVE motor is SEW YES @ ety
EURODRIVE - ]

BASLER Cameras

Check that the N. 4 installed
cameras are from BASLER

The N. 4 installed
cameras are from

BASLER
Panel PC 17" touch Check that the Panel PC is The panel PCis 17" > _2"
screen 17" touch screen touch screen \/ =5 1’ i 03 1%
= a0
Outfeed trays with clear | Check that the outfeed trays The outfeed trays i
segregation of good have a clear segregation of have clear T e ﬁ e ol OB L2
and bad products good and bad products segregation of good P ﬁ_
and bad products
Comments
TF DA ,f,a(,jk’ fﬁ-}r ({"’#’"’h’j— c:,'(jr-:'ﬂ n\(" ”f“! 2 l_»i_oufx \‘JF c.\'lff:- ‘L‘n’.{ _t"r Yy
T \
(sesn) Ay pen )
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4.1.4 Electrical P ir Asse,
Prerequisites Test Procedures Acceptance criteria Criteria met Sign Date
YES/NO
Electricity is 220 Volts Check the The documentation is = _b "
60Hz single-phase corresponding in compliance WS = ooy
documentation q—-
Compressed air 6 Bar -
200 L/min Check that The compressed air is _b
Push-in-fitting compressed air Is 6 6 Bar Vi< = 20k 0713
Quickstar 10 mm Bar o .E}. A EHEEE
dlameter
Comments
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4.1.5 PLC Assessment

PR TR

Prerequisites Test Procedures Acceptance criteria | Criteria met Sign Date
YES/NO
Check that PLC is Check run-stop led Ny e % ioilod Y
working light ez Jq-_
PLC (Programmable
Logic Controller)
Check that some inputs | Led lights correspond i g it ed s
are read correctly to the input state e
Comments
4.1.6 Safety Devices Assessment
Prerequisites Test Procedures Acceptance criteria | Criteria met Sign Date
YES/NO
Fixed guards to stop
limbs from coming Check fixed guards Fixed guards present € G113 2%
into contact with present J25 .
moving parts
Protected electrical | Check that the electrical Electrical panel YE € @ 0170813
panel panel is protected protecte v S )
Check that hazardous Hazardous sign s
sign warnings and warnings and warning - - ;
warning signs are signs are present and y(' < Laii ol 2y
present and clearly clearly visible
Hazardous sign visible
warnings and Symbol warning nat to Present and clearly
warning signs %k remove the safety visible
devices
e Symbol warning not to Present and clearly
work on moving parts visible
Plate on electric panel Present and clearly
giving voltage, phases, visible —5 /ﬁ Toitop 13
frequency
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Re-settable Check that emergency Emergency push b
emergency push push buttons are present | buttons available and \/’(;(,' /{é_ 01 -01-L9
buttons and in accessible location accessible =L
Electricity isolating | Check that the electricity Electricity isolating ‘ %
switch isolating switch is switch is present and )Y £S {2_ rald-0f L7
present and accessible accessible
Safety clutches Check that safety Safety clutches are é - 47 03 LY
clutches are present present i ’{ S
Alarms: Check that the alarms
See the list in the are present and Alarms are present YL < }h 0ot 0318
technical operating and operating T
documentation

Comments

*’Lc’b&: WI.([ l::e, lrJhEO()( g ‘fJi’!ch clwr*_s, wi[( l'@e, AV&(.L“SE{L

4.1.7 Emergency Stops

Prerequisites Test Procedures Acceptance criteria Criteria met | Sign Date
YES/NO "
Machine should }/C F 4& oty
Press the emergency immediately stop © f
pushbuttons while the | Possible machine part
machine is running at movement must not e fb ath 03 23
the max. inspection cause danger to = é_ - i
Emergency stops speed (the test should equipment or user
be performed with at The emergency alarm —_
least 1 change part) is displayed in the V& < ’& Lot -03 -2
panel pc co -
Reset and restore start | The alarm is no more }L_‘
situation displayed and Ye S ,{ fott 0 24
machine works 5 27'
Comments
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4.1.8 Software Verification

I e D A2

Prerequisites Test Procedures Acceptance criteria | Criteria met Sign Date
YES/NO
Check that the versions | The versions of the i ‘A
of the installed software | installed software is ) 5
Scada Software is 3.0 3.0 20]7 o}
Version 3.0 The SCADA version Print one screen shot e A
(Supervisory contral | should be displayed in | and attach it to the Y= > ﬁ
and data acquisition) every page protocol 21’}7 0133
The machine Serial Print one report and j:’
Number should be attach it to the )/:‘. 5
displayed in every protocol - 2)
printed document .39)'7.0?- >B
Comments
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4.2 Test runs

4.2.1 Ampoules 1 ml

Prerequisites

Test Procedures

Acceptance criteria

Criterla met

Sign

Date

YES/NO
Mechanical Tests are Switch on the Ampoules are conveyed
performed with the machine, and smoothly through the machine vE S
available samples start the test 30}7 08)7
For particle Switch on the )
inspectlon, tests are machine, and Set parameters are suitable for . =
completed with set the suitable particles inspection Folss . )OH ’3-}?
customer's samples Iinspection /f 1
parameters
Confirm maximum
output of 12,000
pes/h.
Test machine
Note: performance at Machine must operate i é
The most suitable test maximum speed efficiently during duration of ‘/'6 - jl’ 39}799)7
result to detect according to the testing at maximum speed i
particles in Cust_omer container
product might differ diameter
from maximum test
speed.
Ampoule speed Check that
rotation can be ampoule speed The ampoule speed rotation sid 55 N
adjusted to at least | rotation can be can be adjusted i )&7[7083?
3000 rpm adjusted to at
least 3000 rpm
For tip/cap Switch on the
inspection, tests are machine, and Set parameters are suitable for Sty }3
completed with set the sultable cosmetic inspection \/;~ P ’{.ﬁ-

Do) o329

customer’s samples inspection
parameters
Far fill level Switch on the
inspection, tests are machine, and Set parameters are suitable for
completed with set the suitable fill level inspection ;LO/7 .;S)ﬂ
customer's samples inspection I
parameters
Comments
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Prerequisites

Test
Procedures

Acceptance criteria

Criteria met
YES/NO

Sign Date

For leak test,
certified samples
provided by CMP are
used

Switch on the
machine, and
set the
suitable
inspection
parameters

Set parameters are suitable

for leak test and ampoules

with certified pinholes are
rejected

yrg; <

)78

Rejected ampoules
are segregated into
separate trays

Check that
rejected
ampoules are
segregated
Into separate
trays

Rejected ampoules are
segregated into separate
trays

YES

2o )] 2§29

Processed ampoules
are correctly counted
by the machine
software according
to the inspection
station

Check the

results on
machine
display

Pass a known quantity of
ampoules (50 or 100, for
example) and check that they
are counted correctly

207 859,

Comments

FAT RS1

[
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4.2.2 Ampoules 2 ml

Prerequisites

Test Procedures

Acceptance criteria

Criteria met
YES/NO

Date

Mechanical Tests are
performed with the
available samples

Switch on the
machine, and
start the test

Ampoules are conveyed
smaoothly through the machine

YES

1017.0%.)‘5

For particle
inspection, tests are
completed with
customer samples

Switch on the
machine, and
set the suitable
inspection

parameters

Set parameters are suitable for
particles inspection

b
v

>0 Tk N7

Confirm maximum
output of 12.000
pes/h.

Note:

The most suitable test
result to detect
particles in Customer
product might differ
from maximum test

speed.

Test machine
performance at
maximum speed
according to the
cantainer
diameter

Machine must operate efficiently
during duration of testing at
maximum speed

S

PRLC RN

Far tip/cap
inspection, tests are

Switch on the
machine, and

Set parameters are suitable for

completed with set the suitable cosmetic inspection Y& S /fé }9}708,‘ >ﬁ
customer’s samples inspection q—- 2
parameters
For fill level Switch on the
Inspection, tests are machine, and Set parameters are suitable for L,
completed with set the suitable fill level inspection YD 29)7 a} 3
customer’s samples Inspection 821
parameters
Comments
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Prerequisites

Test
Procedures

Acceptance criteria

Criteria met
YES/NO

Sign Date

For leak test,

Switch on the
machine, and

~Ly

~1iJ

certified samples set the Set parameters are suitable ) ,(
provided by CMP are suitable for leak test >/ = 2
used Inspection
parameters )'7)7 "% -5
Rejected ampoules Check that
are segregated into rejected Rejected ampoules are e JL‘
separate trays ampoules are segregated into separate Y.‘_ >
segregated trays -
into separate
trays 1-0/ T DSJ‘
Processed ampoules
are correctly counted Check the Processed ampoules are /J_"
by the machine results on correctly counted by the V=S /
software according machine machine software according I %
to the Inspection display to the inspection station ¢
station JO/’T O& >
Comments

Cone Cartifed, awpeals with pinflele for  [osk f"&fﬁﬁ bas beein

1{\)!.{:-\_ -

¥ t
Cop  will_Sepply  diwees mwples. .
T 7 T
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AL ER R0y
REELIIGH

5.0 Summary of modifications r. ired if an

Item Description Action required Projected
completion
date
1 Quitfeed ’["fz\",'\ fabely,  hemem. cre- r'_',h""j“ i'_"*-"z'. f‘ljf"‘ :;r'u_pu'?‘_f,_. Ex‘(z‘.-‘-’ delt ""-”-‘“},
winite Aor Peaped acl £20 ff‘uf.' )
2 Cinp vl sand preties o Polae. celiven.a
J-u*l’u ws i The !J-d 7 ) {- & ? (-r‘
3 oo lexs Spae e teen atfleeof Howt, swmmafeiimts, S BPrekxe clodiverrng
Teagy- |~;f»,-L‘<'.L'i'm.s-'\ (._‘...'-.41) ! g
4
5
6
7

6. 0 Dates and Deadlines

Planned Date | CMP signature | CUSTOMER signature

ReatE To bedaficed @ oo BB%@ 173
pYy M)

Installation / | . . /.0 §
commissioning | = " S -3 - 5@ % {ﬁ
20/7.0%.3)
Comments
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1:2008

Feaiathied conpary

The FAT was conducted in the prescribed manner and to level of detail
required and all actions or results/outcomes documented.

The Factory Acceptance Test is complete and accepted without reserves:

Name/Company Signature ey Date

Cup FHAHA o e.l{d [‘J?'r- = 2o -08-31
Name/Company Signature Date

-
TFDA 3@ % ¢
)7 08. ]/

Name/Company Signature Date {
Name/Company Signature Date
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