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Air Leak Test Systems For Packaging Containers
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Compliant with JP18 and USP <1207>

Packaging Integrity Testing of Pharmaceutical Products (CCIT)

¥ FUKUDA
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In addition to sales of measurement devices, FUKUDA also offers advice

on test conditions integrity and improvement in order for customers to test in
a more accurate and safer environment.
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ig;i;ﬁ :gz_gg% ;g;ggg;ﬁgﬁjﬁ*mm Igtgggfgéjgigz Eﬁi:gggfﬁ%_?g?g Quantitative test methods that do not require wetting the product with water
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FUKUDA CO.,LTD. Head Office: 3-16-5, Nukui, Nerima-ku, Tokyo, 176-0021 Japan
https://www.fukuda-jp.com/en/ TEL. (81) 3-5848-7621 FAX. (81) 3-3970-7218

% China: NAGANO FUKUDA (TIANJIN) INSTRUMENTS CO.,LTD. (TIANJIN HEADQUARTERS) http://www.fukuda-tj.com.cn
No.7 Factory, Fenghua Industrial Park, No.80, 9th Street TEDA Tianijin, China
National Hot Line TEL. (86) 4000-1919-15 FAX. (86) 10-8758-2462
TEL. (86) 10-8758-2461 Japanese (EXT668) / English (EXT616)

* Korea: KI SUNG TECHNOLOGY CO.,LTD. http:/www.kisungtech.com
585-40, Gajwa-dong, Seo-gu, Incheon, Korea TEL. (82) 32-584-8464 FAX. (82) 32-584-8465

LI AN INDUSTRY MEASUREMENT CORP. http:/www.lian.com.tw
6F., No.49, Jyunsian Rd., Cidu Dist., Keelung, City 20653, Taiwan, R.O.C. TEL. (886) 2-2456-6663 FAX. (886) 2-2455-2129

*India: SYSCON INSTRUMENTS PRIVATE LTD. http:/www.sysconinstruments.com
Plot No.66, Electronics City, Hosur Road, Bangalore-560 100, India TEL. (91) 80-2852-0772 FAX. (91) 80-2852-0775

#Thailand: OVAL THAILAND LIMITED http:/www.ovalthailand.com/
818/50 The Master Udomsuk, Sukhumvit 103, Bangna-Nua, Bangna, Bangkok Thailand 10260
TEL. (66) 2-130-7913-4 FAX. (66) 2-130-5615

% Singapore: OVAL ASIA PACIFIC PTE. LTD. http:/www.ovalasia.com.sg
16 Boon Lay Way, #01-49 Tradehub 21, Singapore 609965 TEL. (65) 6266-1178 FAX. (65) 6266-1163

% Malaysia: OVAL ENGINEERING SDN BHD. https:/www.oval.com.my/
25-1, Block D1, Jalan PJU 1/41, Dataran Prima, Taman Mayang Mas 47301 Petaling Jaya Selangor Darul Ehsan, Malaysia
TEL. (603) 7803-5578 FAX. (603) 7803-7957

#*Indonesia: PT. FUKUDA TECHNOLOGY http:/fukuda-id.com
Komplek Cikarang Square Blok B-22 Cikarang-Bekasi 17750, Indonesia TEL. (62) 21-2909-4511 FAX. (62) 21-2909-4522

*Vietham: FUKUDA VIET NAM COMPANY LIMITED http:/www.lian-vn.com/vietnam
22A Street No. 29, Quarter 2, Cat Lai Ward, Thu Duc City, HCM, Vietnam TEL. (84) 28-3771-0873 FAX. (84) 28-3771-0990

x USA: FUKUDA USA INC. http://www.fukuda-us.com
2721 Pioneer Drive, Bowling Green, KY 42101, USA Toll Free Line. 1-888-859-9898 TEL. (1) 270-745-7300 FAX. (1) 270-745-9959

FUKUDA De Mexico
Av Aguascalientes Nte 622, Pulgas Pandas, 20138 Aguascalientes, Ags. Mexico TEL. (52) 1-449-996-0984 FAX. (52) 1-449-996-3981

x*Germany: ADZ NAGANO GmbH http:/www.adz.de
Bergener Ring 43 D-01458 Ottendorf-Okrilla Germany TEL. (49) 35205-59-6930 FAX. (49) 35205-59-6959

* Taiwan:
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M Air leak testing device for sample inspections
M Barrier property checking

(Oxygen, Steam, Microorganisms, etc.)
H Establishing “Maximum allowable leakage limits”
M Testing is also quantified for scientific quality management
M Test Results that are both quantitative and reproducible
H Equivalent to a minimum opening diameter of ¢5 um
B GMP, DI, and Validation Compatible

* Mexico:

KENDHA(E. HtISOBASEHENTT, *Signifies ISO applications not met by Fukuda.
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BHF v V=% (ENEERNGEERE 1)
Sealed Chamber Method
(Pressure Change Leak Test Method 1)

BAERA - USP<1207> ICEEHLU 1=/ ERER

Leakage Testing Compliant with The Japanese Pharmacopoeia and USP <1207>

EEmaRDTE=EHME (CCIT)
Packaging Integrity Testing of Pharmaceutical Products (CCIT)

EZROMRE[ EPREOEREICKD. BRBHBICHITDIEENHBRNDEEDFIDDDHDHIT,

JP18 ZEBHIC [MEEERIROTEMFHE - BNAEERE] DINEEN. USP<1207> @HKIC [EAFERN
RE] [CLDHEL-EEEDKOOSNDKLIICEDEI U, JP18 ¥ USP<1207> Cld. EEMFHEDEMSH L LT,
FEIENER - RUEMRZABULHBLET. 795 TlE. —EDARZFOELIRME (EVR—IL - FrESUKEE)
ZRAVWCHEENRZRFI D LEHBELTVET,

Due to higher levels of quality assurance and international distribution, there is an increasing need for quantitative pharmaceutical packaging
container tests. The JP18 General Information now includes “Packaging Integrity Evaluation of Sterile Products and Leak Tests for Packaging
of Sterile Products,” and requires digitization and quantification using “Maximum allowable leakage limits” as USP <1207> does.

Both JP18 and USP <1207> require the preparation and use of positive and negative controls as part of integrity evaluations. FUKUDA
recommends creating positive controls with Artificial defects having specific hole sizes (such as pinholes and capillaries).

@ F=1/\HMIEBFERS (JP18) SEIFHR ©® BEERSHITIEER (JPTI 2021)

3 m @ The Japanese Pharmacopoeia, 18th Edition (JP18) - General Information
@ The Japanese Pharmacopoeia Technical Information (JPTI 2021)

Compliance
R— LR — & EE5EE [HAZRFA] Ministry of Health, Labour and Welfare  https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/0000066530.html

WEB Site 4 PMDA [%+/\SERFERFA] https://www.pmda.go.jp/rs-std-jp/standards-development/jp/0192.html

Use Cases of Established “Maximum allowable leakage limits”

| [EAASRIRE] ORESH

[RAFERNBRE] ZRDDEE. MSP v U—X & BHURME FPH Y U—XZFERALE T, DX DIEFE CSHRAWVCEIEFET,
When determining a “Maximum allowable leakage limit,” use the MSP series and Artificial defect FPH series. Use cases include the following.

WETERT—Y
Packaging Design Stage Manufacturing Process Stage

TEERETDIRMFERE EERDREEEE HERI DT REIRE

Condition Settings for Packaging Design Condition Settings before Mass Production Defective Product Inspection before Shipping

SRET - BARE g5 EF) s (BRLEE)

Design / Development Manufacturing (Prototype) Manufacturing (Commercial Production)

SRS Szt £FIf - 1251 RE - a SRR I
Inspection / Shipment .
Quotation

P —— WEHAETORN

Flow leading up to the introduction
of the Leak Test System

Verification experiment (a fee applies)
*Delivered within 1-2 months

BIFER (AR WMEH1 ~2 » 8 ]

Formulation Design /* Packaging Design Evaluation / Verification

FESBHHAT— HBTAOUE e AW I3
Defective Product Analysis Stage Changing The Leak Test Method Bis WA R
Manufacturing
EEOFBRH SIRSE IR DIRST *Delivered within approx. 3 months
a
Verification from Actual Defective Products Examination of Change Conditions
AEGHFEE - O TEMEHIEHER EEHEER n FAT
Defect Occurrence / Collection Qualitative Test Method \Quantitative Test Method

RADHT - BEFHLE

Cause Analysis / Improvement of Packaging Conditions

*Duration: 2 days

(L - ERIE a IQ/0Q *HiA 28 ]
Quantification

BREBOV M XICEORESAIVT7YT

Product Lineup That Covers a Range of Packaging Container Sizes

FWRI—IH X #1172 WWRT— o L 12 Core Design (for Test Parts)

W130 X D180 X H65 mm IR D 120 X H220 mm LL'F

Test Parts Size "1 2 Test Parts Size "1 2
W130 X D180 X H65 mm or below D 120 X H220 mm or below

1 D=0 - - REIDIIRFROE. HE - TUTILOTE, TITR [T—0] ERELTVFT,

w2 BBEHEHTABUCVWT—IDLEDTA XLDREVEERF. SHEHRIEEV.

*1  Test parts: Packaging containers to be tested. Refer to specimens and samples. Herein referred to as “test parts” .
*2  Please contact FUKUDA when testing larger products.

HiEn

ARSI ML ATFEFLEDHI

Model Specific Examples of Package Containers and Detectable Hole Sizes

BEFHOESR
Types of Packaging
Containers

BEFEOTAX
Package Containers Sizes
Examples

ARER
Typical Hole
Sizes

BRBEOES
Types of Packaging
Containers

BEFEOTAX
Package Containers Sizes
Examples

ARB®
Typical Hole
Sizes

Jar Packaging

BETR VPR C4E U 2 HEVRMEDH

Eo—a& W50 X D110 X H46 mm 10 um TUIT«IRYUIY
Pillow Packaging W40 X D160 X H10 mm GryiRsss) ©° ¢14 X H120 mm @5 um
PTP Pre Filled Syringes (Syringes)
Press Through Packaging W40 x D83 x H4 mm @5 pm N1 7 ViR @14 X H36 mm
- Vials $42 X H83 mm @5 um
=RFERMEY—)L
(Hram) REREIER W30 X D17 X H85 mm 5
';hr?(e Sided / Four Sided Seal | W130 X D130 X H20 mm ®10 um Eye Drops Containers @21 X H60 mm @5 um

ackaging = —
(Single Dose Package) :,\o?':ﬁ;a s W106 X D42 X H200 mm | ¢15 um
ISAF VoYY =
(B #w®INvD) W128 X D174 X H12 mm @10 um 77
Plastic Bag / Infusion Bags Ampoules $25 X H116 mm @5 um
2 MUy T R NVERE
Strip Packaging W80 X D130 X Ha mm @5 um (HS5Z - #illg - TSAFv2) | 060 X H124 mm 15 um
Hew ra Bottle Containers ®80 X H170 mm
Gusset Packaging W78 X D144 X H62 mm ®»20 um (Glass/Resin/Plastic)

P . Fa—JBH
Z.T'f Ja@% W22 X D81 X H4 mm ®5 um Tube Containers $25 X H168 mm @10 um
Stick Packaging
Jp—25ee & 1 JPTI 2021 [C5E&d D Blue: mentioned in JPTI 2021

@76 X H62 mm @10 um %3 HNEYTHLINTVDHBHODEFT “3 Cannot be filled with contents

P EXTHR & REEDHI

Examples of Possible Inappropriate Packaging
and Type Defects Occurring During Transportation

Examples of Positive
Controls and Defects

OFvvT EEMHMODIR
EYEdriAdr. 12DIEH

[ JuPiN:S

@SR BN (H35wD)
O )L=1E - MIEEDEEANR

Ot —hY—ILOFREEG (LD - IEdHAH - EVIR—)L)

@7 1 JVLAFRMICZEWcEYR—Ib

® Caps: insufficient tightening
® Rubber plugs: foreign objects caught in seals, loose plugs
® Glass bottles: broken (cracks)
® Aluminum foil and resin parts: inappropriate adhesion

® Pinholes in film materials

I BHl (HEEEDH) Reference (Japanese Documents Only)

® Defective heat-sealing (wrinkles, contents within seals, pinholes)

WEB YA b SEAN—

BTHMICHVYO— RERNTEVET, [a];
HEDOTUEVERRERAULTVET,

Web site/Information page .
Downloadable materials found at the L

n

bottom of the page. Video presentation

materials are also available.

https://www.fukuda-jp.com/msp/

YouTube HhiE
[EERIEOTLMSHE U —X]
YouTube Videos

“Packaging Integrity Evaluation of
Pharmaceutical Products” Series.

https://www.youtube.com/watch?v=D4YpIFU_0nM
&list=PL8sWBO0O9kxutCEIUF196MdbEJXIgvhJFo
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Photos provided by

Bottle Containers : Taisei Kako Co., Ltd.
Pillow Packaging : Omori Machinery Co., Ltd.

Other : Anonymous
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The Transition to Automated, Quantified, and Dry Packaging Seal Tests

ARFWDOU—IT A

Package Leak Testing

TEBRE. KEIPIEDOBE - MEVDEAZHE. ABYZRET D
A ZEOTVE T, CNCEVR—ILPY =V AREEDERMEZIELS
RIEHEUDE. ABYDHEPREICLDMERRICDENDET,

MSP U —X[& Bl - EEMZEITIHRNDEH. RKDITEONT

W3 KEERD SEIRNAIEET T

Packaging containers are designed to protect their contents by preventing moisture and

gases moving in and out, and microbial ingress. If the seal integrity is

with pinholes and any other defective sealing, quality will suffer due to degradation or
degeneration of the contents. The MSP series provides a reproducible and quantifiable

method, and conversion from the traditional water immersion tests.

compromised

IF7VU—OF R PEKEHAERDEER

Comparison of Air Leak Tests and Water Immersion Test

EEXIFPV—-I9FRb

Differential Pressure Type Air Leak Testing

JIS Z 2332 : EHZE(LIC KBNS E JIS Z 0238 : E— Y — LB EBERNUFRIESROHRERSE

Leak testing method using pressure change

EHE N

Pressure

Calive =EtVY

Differential Pressure
Sensor

BZRYT

Vacuum Pump ¥ I P
The Core Test Parts
(Capsule) |

K & H OBR

Water Immersion Test

Testing methods for heat sealed flexible packages

E22s {wp) BERYT
Vacuum Pump

Pressure
Gauge
“
.,

D=z
Test Parts

KRERRE

Water Immersion (Visual) Test

— ry = ' N

SRR TR (@) (PITEDTMLIEE |\ | A WmEE EHN  O—UHR

Nondestructive inspection/ Quantitative and characteristics Destructive inspection/ Qualitative *Test parts destroyed

Hb IEfEESHHOIEEN (®) BRM A BL INSOEHBOHERL

YES Accuracy Conclusive Reproducibility NO  Variable probability

= | 3 MR 1L S ~Nb— hEd AN A7

HIEC K DEH - BRI BIEAE RO % D A PER= S DTS

Objective and mechanical judgments based on @ Standards for test result X D g bi t'L g q d visible t

numerical values. judgments bepen s on subjective judgments and visible traces
ased on operator's experience and observations.

TS 3 = 4 -

=17 = - Iy RHEFEE . AIERR =BIVFLR p1oum RET DFEICKD

Ei. J‘\¥L1:|: ¢5 |J.ITI /_20 30 Detection accuracy/ A Minimum hole diameter: 10 um

Minimum hole diameter: @5 um/ 20-30 sec Testing time Depends on test conditions

BREF—5 DR - 1A, £1—YYIS—DURIEE E1—vYIS—/ AFIEFOTERE, Ea1—v/ TS—OMRELEED

Bl | AERROT—5 & TV FHAT D IVELI-SOTEEER | |\ F R e o

Test data can be stored and output, risk of human c Hutman error/ : v gngﬁmpr;C;?;?nsg(iggttrrc;s,uprgsbs; r:;thc\:vritiL:\?an error.

error is avoided. omputer managemen = . .

E.g. Test result data can be outputted to a printer. of the process tsoamj;?lneasnpé?%er-sses METEEEE] 2 CREEIRR CE 130 S e

- = FI ) —A 5 — P o =
EPE TS OREDRD, T7U=I7 AR RAEFOE SUADRANE S B
Th h ; o ; Specifying the location Visual confirmation of the location where air bubbles
e leak location cannot be specified in air leak testing of the leak Sl

because inspection is conducted by pressure drop.

W PTP ZHBRE /] -40 kPa TRITE UTcRD T — 5 ZTTICER UTCHEER T d . The comparison table below is based on data which measured Press Through Packaging at a test pressure of -40 kPa.

I%Eﬁﬂ(%ﬂ@ﬁ%%ﬁtbkb@ﬁ%&ﬁ%?%)

Quality Assurance (Protecting Pharmaceutical Products
Throughout The Validity Period)

o IRBBRDARBEHR (EVR—)b. FBYEY—UVIRE)
o JOTADHEL (ZEEMIELEDFRMDREL. BHIERIRICKDHED)

o[ - MEMZERL. UL - 5FER - BENBRMERESICLDERN SREXEZRET D

® Eliminate defective packaging containers (pinholes, inappropriate sealing, etc.)

® Optimize processes (optimizing packaging equipment setups, checking against positive controls)
@ Validate airtightness and sealing performance, and protect manufacturers from losses due to recalls, litigation, potential defects, and faults.

MEFE
Measurement Methods

ZHBEZHOEREROIT7IY—ITA

Air Leak Testing of Package with Sealed Structures

BEFEOIT7Y—IF A NI RNBOEAZEFHZFIALT. D—IDRIREZITVET,
TE®D 2 DD TEICKD. KFEN - JNENZIRHULE T,

KRTREIRE s SEOBFHREE. DN, BNBEEOKRNHEVDAEARET,
INFTWRE TR : BETCIHESEESNT R EDEBERIE (T« IVARMICEWE Y R—IVIEE) BEBELUDERET,

BBEIEY—ITFABRETIEHICIE. BEFRDRET DT —IDIIR - AEE - T X MNEHNFEZERIDORIRER(CCTHESR
TRDREHNGDIRIDT., BREICTHERLEE L,

For air leak testing of packaging containers, leakage tests of the object to be tested are performed using pressure variations
from the test parts. Large and small leaks are detected by measurement in the following two processes.

SN CLEEER A TN REEUEN: Checking for large leaks such as coming away, peeling, and tearing of the packaging.
LCEHL NGRS TESTIEIINEETCN: Checking for defects (such as pinholes in film materials) that are often difficult to find by visual inspection.

Prior testing of the shape, volume, and test pressure, etc. of your test parts is required in order to perform optimal leak testing.
Please do not hesitate to contact us to discuss your specific needs.

BRETE

Inspection Process

1.
2.

3.

PFAICT—IZANET,

OXRNRETE
FHIVIICEHIEEREIZRFICMEL. BNZikh
LET.

@INETIRETIE
FFABOERET NI —I[CRNCBT EICL>THRE
TROAMNESENE T 2EE LYY TRARLET,
EEITT
5V UMERIG. 7 UHEREHBUTT 2 SNEDETFHEL 8,
KO EREE AR URENTHETT

Place the test parts inside the core.

(D Testing Process for Large Leaks

In the first instance, pressurized air stored within the tank is
pumped into the core, and then any leaks are detected.

(@) Testing Process for Small Leaks

A differential pressure sensor is used to measure the amount of
small pressure drops that occur when the air inside the core
flows into the test parts.

Benefits

Compared with the tank partial pressure, as there is no reduction in
test pressure, it is possible to carry out more refined large leak testing.

FE EEEEEEEEEEEEEE Ny

1 1

. FE s E s s s =y ¥

- . ] ] .

OXRNRETE 1 L,

Testing Process 1 [} L] "
for Large Leaks 1 EEEVY 1

1 1 Differential 1 1

L] Pressure Sensor L]

1 ' g

| n M

g R ] n o,

HERYT . ' [ B

FlFZEER 1 ] L] M
Vacuum Pump n [ ]

or Pressure 1 " —7—=0 " 1

[] Test Parts [ ]

[ ] ' ' 1

1 ' ' | ]

@INERETE e LI

Testing Process 1 . The Core ' ]

for Small Leaks ¥ B (Capsule) ] 1
TR TR E RN

| ] [ ]

Am eSS

1 BDRET 2 BRADAETEICHMTEX T o o mawmalEEiacon. FEOEEEFRENET.
One device can support two kinds of test methods. This shows a basic testing circuit which may differ in the actual system.

FVINER Tank Pressurization Type

VIS ERX Tank Partial Pressure Type

1. BFRICT—IEANFET,

PR (D/RIURE T
ERESERFICMEL. T—JICRNTBTECEST
RETRIMINEEHNER T EEE VY TAELED

Kl OKXRNIRETLR
HFABOERMERZEAXRNREROY VIICHTEL.
RNERHELET,
PFICEFENEZETSED. TANEZELTDIENTEET,

1 . Place the test parts inside the core.

2. @ Testing Process for Small Leak

Pressurized air is pumped into the core, and a differential pressure
sensor is used to measure the amount of small pressure drops that
occur when the air flows into the test parts.

3. ® Testing Process for Large Leaks

A tank for large leak testing is pressurized using a part of
pressurized air inside the core to detect any leaks.

Benefits

As pressure is directly applied to the core, the test pressure can be
increased.

@KXRNRETE g
Testing Process ]
for Large Leaks 1 % 79—

QINRNRETRE
Testing Process
for Small Leaks

[ ]

]

]

1 Test Parts ¥

I .....|...|

L] N/ [ ]

[} [ n

L] [ [

] M n

] - [ ]

[ ] S n

e |:| BF  w

N g Pressure The Core g g

BZERY T Sensor= (Capsule) -

FICBEER . .
Vacuum Pump

or Pressure nt

[ ] [ ]

[ ] (L

]

[ ]

[ ]

[ ]

a

EIERENVE s omER ok 5V UMER
Circuit Tank Pressurized [F tept e Tank Pressurized
Behavior Positive Pressure e Negative Pressure

AEFER

Measurement Results

o AIEE=ZT—5 & UTRTE
O YAFIEL (VAT

FVOGFER YV OGER
IEFE 8E

Tank Partial Pressure Tank Partial Pressure
Positive Pressure - Negative Pressure

o AIEFERZE Y wF)CRIVEEICERT  Measurement results displayed on the touch panel screen

Measured values are saved as data
With no Master ( Master-Less )



B# BE Function

F—BRAFIT)TF 1

@ DI Xt - WX APBFLE (USB/ U V%)
AERERPEHE - BEB/EEOOT TF—IEREEELT
283U, )\Y OV T PDFLTEET,

o ID &8
ID- JXAD—RICKDEZEE (Operator) EEEH
(Administrator) DEFIHEIEET T,

O MIEER - mIELEEE
RIERAIESEZ 1 ~ 100 J)b—7 (100 7&E) CER
TEFXI,

® B CE2HAtkEE
Z2ENIVTOERBYP Y HER EHEST D EH
TEFXI,

@ /\—1— RiksE
RREDOIFUHL. OJ4 VD ID ANEEDTEET,

©® 55
Bf - T"RBREZAVWCAERGEDREZBE CITLE T,

® EEAEREN
WE T 2 RBEER (FFM Y U—X) [CKD. BV YBE
DHERNALETT

O AIEIRRED I ST 1 v IR
BT —5 LDBEREDRE:. 15 LIFROREBIRI.
NS DI ORRRBEMIAF T
v F\RIVEEICT, REPRENZAL—RITAET.

@ Data Integrity, Data Falsification Preventing
(USB, Printer)
Log data such as test results, pressure values, and setting

values is encrypted, and can be recorded or converted to PDF
format on a PC.

@ ID Control
It is possible to identify the operator and the administrator
separately using ID's and passwords.

® Type Registration / Product Setting Function

Product type and setting conditions can be registered in 1-100
(100 types) groups.

® Self Check Function

This function checks for malfunctions in various valves or
sensor faults.

@ Barcode Function
You can select a type, and input an ID at login.

@ Simple Setup
Automatic settings of testing conditions using good / defective
products.

@ Sensitivity Check

Sensor sensitivity can be confirmed by built-in flow reference
units (FFM series).

® On-screen Display of Measurement Status
Confirmation of measurement status according to data
waveform, verification of setting value at time of start-up, and
determination of the cause in the event of a problem occurring
are available. Settings and operation are easy thanks to the
touch panel screens.

RTEEY > TIU On-screen Display Sample

BE X Model

MSP- ©

-WWN

(2]

i = B B A B Number Item Description
0101 0101
(1) e - (1) Model —
0102 0102
BE W | HAEAR YVIOMER. YV I7EX = W | Measurement Method | Tank Pressurization Type/ Tank Partial Pressure Type
BE | W | EALVYY EREMER (APU $ESH) - W | Pressure Range Compound Pressure (Equipped with APU)
EE | N | EBiIyVY 2NV — N | Additional Tank None
' . »hb v With Validation
(2) RUF—v3y (2] Validation
N T N Without Validation
BT # Specifications
H H A B Item Description
BT FUONMER. FVIPER Measurement gzgfezrgi?rggzpﬁems/ Tank Partial Pressure Type

BHTF v VN\—% (ENEERNERE 1)

Method

(Pressure Change Leak Test Method 1)

T A NEEEFH 1 ~ 200 kPa abs :@mEMLHR (APU E&)

Test Pressure

1 ~ 200 kPa abs Compound Pressure (Equipped with APU)

RIEERE 1~100 Z)b—7 (100 7&%8)

Products Setting

1~100 Group (100 Types)

{EREE - JRESEHE | 0~40TC 45~85%RH ((EEH|ECE)

Operation Temperature/
Humidity Range

0~40C 45~ 85% RH (Without condensation)

EIRERE - JHEE/ | AC100~240V 50/60 Hz 100 VA

Power Source/
Applied Current

100 ~ 240 VAC 50/60 Hz 100 VA

U7 3Port (PC-TUVH - )\—=T—RU—%)

External Input/

Serial Communication 3 Port (PC, Printer, Barcode reader)

SNEBAHS] usB 1 Port B USB 1 Port
Ethernet 1 Port P Ethernet 1 Port
MSP-0101 | W380 X D560 X H290 mm | 25 kg Ext ! MSP-0101 | W380 X D560 X H290 mm 25 kg
Xterna
TS - BE MSP-0102 | W380 X D560 X H470 mm | 30 kg Dimensions/ MSP-0102 | W380 X D560 X H470 mm 30 kg
Mass

SR%RE W380 X D560 X H700 mm | 55 kg

Dedicated Cradle | W380 X D560 X H700 mm 55 kg

MSP-0101 | W130 X D180 X H65 mm T

HRI—IYALZX | MSP-0102 | D ¢ 120 X H220 mm U T

HINKOKEVWTAZADD—UZREI BHEF. THEKIES L,

WA EE Main Screen
MSP-0101 FUKUDA 2019/81/38 #9:56
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B RAZERTEE  Waveform Display Screen
MSP-0101 FUKUDA 2019/81/38 @9:56
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V—=)LARIEL
Large Leak/ OK

IJVEN&HD
Small Leak/ NG

ZZEJR 0.4 MPa U k£
IU—VTEEUBEVRSA TP ZTERLIEEL,

Test Parts Size

MSP-0101 W130 X D180 X H65 mm or below

MSP-0102 D ¢ 120 X H220 mm or below

% Please consult FUKUDA if testing is required for sizes larger than that shown here.

Pneumatic

Pneumatic Pressure Source 0.4 MPa or above.

iy ety Please supply clean, stable, and dry air.
=R HESERAF ¢ JIS B 83921 1 2012 [CKD g:)esrstére Recommended conditions according to ISO 8573-1: 2010.
EfRZERDERER1, 3, 1 Ui Compressed air purity classes 1, 3, 1
_ _ I7U—UFZABNIERESZHRAT BHEESETT . Air leak testing is test method using compressed air.
dA—F«UF~« {BAT 2 RSA I 7DRENE & BIEHRICHENTET, Utility Iff}hetc%ndlltlondof ctiry air usetd |st_low, the test result w_|é| be
ety . ZOE diypadaing PN ; affected. In order to ensure testing accuracy, we provide a
%ﬁﬁj‘éﬁ 'JETE%’E%{D%ggng ﬁfﬁg}ﬁffgfﬁgggﬁ%\mg Dedicated Cradle dedicated cradle that meets the recommended pneumatic
(R15T) CIEHLT o BARAICE. JYTV YT PRERY T, (Sold Separately) source conditions. The dedicated cradle is made up of a
R PEEEERLTBDET. compressor. vacutjm pump, and a dryer .
@ JUFEVR—)VFPHYU—X (¢ 5. 10, 15. 20 um %5&) '
o~ @ ZE1— v  FRZ-0057 J)L RViEft= . [ ] FUKUDA_Plnh_oIe - FPH series ( @ 5,10,15,20 um etc.)
FIvav ————y SN Optional @ Pneumatic unit FRZ-0057 with Bourdon tube
@ EZKRYT @/\—I—RU—5 @USBXEU P
(BI55) P (B Ry hA U5 RR) (Sold Separately) @ Vacuum pump @ Barcode reader @ USB memory

® JUVHAO—IR

@ Printer (thermal/ dot impact type) @ Printer roll paper

o itk (FLf SHRERE)

AR OCEMREREICDEF L . In—LR—I K FEETED

BRERF THORLGHELEEL,
(Bl) COEREICASTEWT A XDTESEZIRE LU,

B TREBBOY A XEHRL. WL CEDEBLRELET,
® Customized Ordering (Bench-top units / Total inspection units)

Please contact us through the website or directly through pharmaceutical
packaging specialist sales office for special order made or total inspection

units options.

E.g. For packaging container sizes that do not fit into the advertised model here.
» We will check the size of the packaging container to be tested and design

a device that can handle it.

EZERIERORNEBTECOVT, BMEIFZRELTEDET. CHREDARE. SEVEDE LS,

FUKUDA holds specialized seminars on leak testing methods for pharmaceutical packaging.

B AYN\DRAEZFRHE

In-house Seminar

MSP-0300 g
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Bench-top units Machine

e EH(FBEHTY, The photo shows an example for reference purposes.

Please feel free to contact us if you are interested in participating in our classes.

O HF - RBE - 1T UT«FARA EZRVT - VTV PBE) - ATV aVEiE.
AMMBRICIFZENT EA.

@ Options such as a core, experiment fee, utility dedicated cradle (vacuum pump,

compressor, etc.) are

B S AZ~FE (B4 : mm) External Dimensions (Unit: mm)

not included in the price of the unit.
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