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Validation Report Summary:

ColderPr oduct 6 s MBScoplmgsiare widely used in medical device

applications. MPC couplings are manufactured from USP Class VI. Couplings within this

product line include inserts and bodies with hose barbsfor1/46 and 3/ 80 i nternal
diameter tubing.

This report is intended to document specifications of the MPC Series ABS couplings and
testing that has been performed on this series. This information is valid for the following
part numbers:

Part Number Description

MPC17004T 1/4" In-Line Hose Barb Non-valved Coupling Body
MPC17006T 3/8" In-Line Hose Barb Non-valved Coupling Body
MPC22004T 1/4" In-Line Hose Barb Non-valved Insert with Buna-N Seal
MPC22004TM 1/4" In-Line Hose Barb Non-valved Insert with Silicone Seal
MPC22006T 3/8" In-Line Hose Barb Non-valved Insert with Buna-N Seal
MPC22006TM 3/8" In-Line Hose Barb Non-valved Insert with Silicone Seal

If you desire additional information on the MPC Series ABS couplings, please contact
your Colder Products Company representative.
Summaries:

Specifications: Listing of materials and appropriate operational and sterilization
conditions.

Biocompatibility Tests: The ABS and platinum-cured silicone materials were tested to
USP Class VI criteria. The Buna-N material was tested to USP Class V criteria. Tests
performed include: systemic toxicity, intracutaneous studies, and muscle implantation
testing.

Functional Testing: The MPCO03 couplings were tested for burst pressure, helium leak
test and cycle test. All tested samples passed.

Storage Conditions and Shelf Life: Recommended storage at 50° to 90° F (10° to
32° C) protected from light (UV).
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MPCO03 Series, ABS Specifications
Materials:

Main Components: ABS (white), USP Class VI
e Associated Part Numbers i All Main Components

Coupling Body Thumb Latch: Polycarbonate (white), USP Class VI, Non-Fluid Path
Component
e Associated Part Numbers - MPC17004T & MPC17006T

O-Ring: Platinum-Cured Silicone (clear), USP Class VI
e Associated Part Numbers - MPC22004TM, MPC22006TM

Buna-N (black), USP Class V
e Associated Part Numbers - MPC22004T, MPC22006T
Tubing sizes:

1/4" and 3/8" ID (6.5mm and 9.5mm ID)

Operational Limits:
Pressure: Vacuum to 60 psi, 4.14 bar

Temperature: -40°F (-40°C) to 160°F (71°C)

Sterilization:
EtO: Up to five cycles

Gamma Irradiation: Up to 50 Kilograys

E-Beam: Up to 50 Kilograys
WARNING: Pressure, temperature, chemicals and operating environment can affect the

performance of couplings. It is the customer's responsibility to test the suitability of CPC
products in their own application conditions.
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Part Number Description

Coupling Bodies

MPC17004T 1/4" In-Line Hose Barb Non-valved
Coupling Body
MPC17006T 3/8" In-Line Hose Barb Non-valved

Coupling Body

Coupling Inserts

MPC22004T 1/4" In-Line Hose Barb Non-valved
Insert with Buna-N Seal

MPC22006T 3/8" In-Line Hose Barb Non-valved
Insert with Buna-N Seal

MPC22004TM 1/4" In-Line Hose Barb Non-valved
Insert with Silicone Seal

MPC22006TM 3/8" In-Line Hose Barb Non-valved
Insert with Silicone Seal
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Colder Products Company
Engineering Test Lab

1001 Westgate Drive Telephone (651) 645-0091
St. Paul, MN 55114 USA Fax (651) 603-2638
HELIUM LEAK TEST:

Purpose:

The purpose of the Helium Leak Test is to verify the sealing performance of the ABS MPC
couplings.

Procedure:

The ABS MPC couplings were tested at full vacuum. Twenty (20) of each part number, MPC17006T
(body) and MPC22006TM (insert) were tested while coupled. Of the twenty (20) parts, ten (10) were
virgin parts and ten (10) parts were gamma irradiated to a minimum of 50 kilograys.

Each ABS MPC coupling was attached by its insert to a Helium Mass Spectrometer Leak Detector.
The leak detector was activated, thereby applying a full vacuum to the ABS MPC coupling. The part

was then completely enveloped with helium by means of a cylinder placed directly over of the part.
The maximum leak rate was recorded.

Pass/Fail Criteria:

For the helium leak test, the leak rate must be less than 1.0 x 107 atm-cc/sec.

Page 1 of 2
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Results:
Virgin Parts
Sample Helium

Body Insert Number  Leak
MPC17006T MPC22006TM 1 Pass
MPC17006T MPC22006TM 2 Pass
MPC17006T MPC22006TM 3 Pass
MPC17006T MPC22006TM 4 Pass
MPC17006T MPC22006TM 5 Pass
MPC17006T MPC22006TM 6 Pass
MPC17006T MPC22006TM 7 Pass
MPC17006T MPC22006TM 8 Pass
MPC17006T MPC22006TM 9 Pass
MPC17006T MPC22006TM 10 Pass

Gamma Irradiated Parts
Sample Helium

Body Insert Number  Leak
MPC17006T MPC22006TM 1 Pass
MPC17006T MPC22006TM 2 Pass
MPC17006T MPC22006TM 3 Pass
MPC17006T MPC22006TM 4 Pass
MPC17006T MPC22006TM 5 Pass
MPC17006T MPC22006TM 6 Pass
MPC17006T MPC22006TM 7 Pass
MPC17006T MPC22006TM 8 Pass
MPC17006T MPC22006TM 9 Pass
MPC17006T MPC22006TM 10 Pass

Mary Wallraff

Mechanical Test Engineer
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Colder Products Company
Engineering Test Lab

1001 Westgate Drive Telephone (651) 645-0091
St. Paul, MN 55114 USA Fax (651) 603-2638
CYCLE TEST:

Test #: 2007-012

Purpose:

The purpose of this Cycle Test is to verify the sealing performance on ABS MPC couplings after
1,000 connect/disconnect cycles.

Procedure:

The ABS MPC couplings were disconnected and then connected a total of 1,000 times by an
automatic mechanism. One cycle consists of depressing the clip, removing the insert from the body,
releasing the clip, and then placing the insert into the body. One connect/disconnect cycle lasts six
seconds.

After the MPC couplings have been cycled 200 times, the parts were examined for any deformation
on the clip. Each coupling was cycled a minimum of 1,000 cycles.

Twenty (20) of each part number, MPC17006T (body) and MPC22006TM (insert) were cycled. Of
the twenty (20) parts, ten (10) were virgin parts and ten (10) parts were gamma irradiated to a
minimum of 50 kilograys.

Pass/Fail Criteria:

To pass the Cycle Test, the clip must not show any deformation after 1,000 cycles.

Results:

Virgin Parts
Sample 1000

Body Insert Number _ Cycles

MPC17006T MPC22006TM 1 Pass
MPC17006T MPC22006TM 2 Pass
MPC17006T MPC22006TM 3 Pass
MPC17006T MPC22006TM 4 Pass
MPC17006T MPC22006TM 5 Pass
MPC17006T MPC22006TM 6 Pass
MPC17006T MPC22006TM 7 Pass
MPC17006T MPC22006TM 8 Pass
MPC17006T MPC22006TM 9 Pass
MPC17006T MPC22006TM 10 Pass

Page 1 of 2
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Gamma Irradiated Parts
Sample 1000
Body Insert Number  Cycles

MPC17006T MPC22006TM 1 Pass
MPC17006T MPC22006TM 2 Pass
MPC17006T MPC22006TM 3 Pass
MPC17006T MPC22006TM 4 Pass
MPC17006T MPC22006TM 5 Pass
MPC17006T MPC22006TM 6 Pass
MPC17006T MPC22006TM 7 Pass
MPC17006T MPC22006TM 8 Pass
MPC17006T MPC22006TM 9 Pass
MPC17006T MPC22006TM 10 Pass

Mary Wallraff
Mechanical Test Engineer
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Colder Products Company
Engineering Test Lab

1001 Westgate Drive Telephone (651) 645-0091
St. Paul, MN 55114 USA Fax (651) 603-2638
BURST TEST:

Test #: 2007-012

Purpose:

The purpose of the Burst Test is to demonstrate that ABS MPC couplings have an adequate safety
margin above their rated operating pressure at room temperature.

Procedure:

Each coupled test sample was connected to a pressure system. The sample was pressurized at a rate
not exceeding 150 psi per second until failure was observed.

Twenty (20) of each part number, MPC17006T (body) and MPC22006TM (insert) were tested while
coupled. Of the twenty (20) parts, ten (10) were virgin parts and ten (10) parts were gamma
irradiated to a minimum of 50 kilograys.

Results:

Part failure was denoted when plastic components broke. Any burst pressure above 300 psi is
considered passing.

Virgin Parts
Sample Burst

Body Insert Number Pressure

MPC17006T MPC22006TM 1 Pass
MPC17006T MPC22006TM 2 Pass
MPC17006T MPC22006TM 3 Pass
MPC17006T MPC22006TM 4 Pass
MPC17006T MPC22006TM 5 Pass
MPC17006T MPC22006TM 6 Pass
MPC17006T MPC22006TM 7 Pass
MPC17006T MPC22006TM 8 Pass
MPC17006T MPC22006TM 9 Pass
MPC17006T MPC22006TM 10 Pass

Page 1 of 2
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Gamma Irradiated Parts
Sample Burst
Body Insert Number Pressure

MPC17006T MPC22006TM 1 Pass
MPC17006T MPC22006TM 2 Pass
MPC17006T MPC22006TM 3 Pass
MPC17006T MPC22006TM 4 Pass
MPC17006T MPC22006TM 5 Pass
MPC17006T MPC22006TM 6 Pass
MPC17006T MPC22006TM 7 Pass
MPC17006T MPC22006TM 8 Pass
MPC17006T MPC22006TM 9 Pass
MPC17006T MPC22006TM 10 Pass

Mary Wallraff
Mechanical Test Engineer
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Colder Products Company
Engineering Test Lab

1001 Westgate Drive Telephone (651) 645 -0091
St. Paul, MN 55114 USA Fax (651) 603-2638
FLOW TEST:

Pu rpose:

The purpose of the Flow Test is to determine the&ues of theMPC product line
Procedure:

An MPC coupling set with each available size of hosebarb shall be tested.
Eachcouplingset shall be installed in the flow tdsnch. A minimum of five flow rate

and pressure drop measurements shall be recorded: one each at the maximum and
minimum practical flow rates and at least three measurements spaced approximately
equally between the maximum and minimum flow rafElse caupling setshallbe tested

with the flowdirectionfrom bodyto-insert and from insettb-body.

This procedure shall be repeated without the coupling installed for a tare measurement.

The G, values shall be calculated by using the following equation:

C.- Q/ JPu~Pau Py~ Pous.)
Where:

Q is the flow rate in gallorperminute

P is a pressure measurement, in podpeissquareinch, upstream of the test unit

Pout IS @ pressure measurement, in poupelssquareinch, downstream of the test unit
PrareiS @ pessure measurement taken during the measurement of the flow test bench

The minimum @ valueshall be reported.
Results:

The G, value of theMlPCwith 1/40 h o ste&rhirmatiobdss 2.8.
The G, value of the MP@vith3 / 8 0 h termieadiangs b.5.

Erik Long
Engineering Test Lab Manager
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‘ ® 2261 Tracy Road
Northwood, OH 43619
World Leader in Testing Services Phone 419¢666+9455
for the Medical Device Industry FAX 41966692954

LAB NO. 94T 05106 00
P.0.NO. 57121

COLDER PRODUCTS COMPANY ID NO. Material Lot

1001 WESTGATE DR #L85094
Material Lot

ST PAUL, MN 55114-1630 #H10227

ATTN: MITCH ESPINOSA

CERTIFICATE OF COMPLIANCE
USP BIOLOGICAL TESTS
CLASSIFICATION VI

Test Article: CPC couplers made from; Monsanto ABS Lustran 248-2002 G.E. Lexan Polycarbonate
HPS1-1124

ACUTE SYSTEMIC TOXICITY (USP): The saline, alcohol in saline, palyethylene glycol
400 and cottonseed oil extracts of the test article injected into mice did not produce a
significantly greater systemic reaction than the blank extractant.

INTRACUTANEQUS TOXICITY (USP): The saline, alcohol in saline, polyethylene glycol
400 and cottonseed oil extracts of the test article injected intracutaneously in rabbits
did not produce a significantly greater tissue reaction than the blank extractant.

IMPLANTATION TEST (USP): The macroscopic reaction of the test article implanted 5
days was not significant as compared to the USP negative control plastic.

The sample of test article extracted at a ratio of 4 g/20 ml and at a temperature of 70°C
for 24 hour(s) met the requirements of a USP Class VI Plastic.

//—’ = e

A
Ims Completed_#-Z5-9% Approved_Timothy Jiﬁsé'n. BLS
[\v’?ﬂ‘.ﬁ(
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TEST FACILITY:

NAMSA
6750 Wales Road
Northwood, OH 43619

NAMSA

SPONSOR:

Mary Wallraff

Colder Products Company
1001 Westgate Drive

St. Paul, MN 55114

STUDY TITLE:

ISO Intracutaneous Study - Extract

TEST ARTICLE:

Polycarbonate: Lubricomp DX07404H WH50113
(Representative Part Number 2449200)

IDENTIFICATION NO.:

Code: 2007-005

PEOPLE > SCIENCE > SOLUTIONS

TI251_800 Page 1 of 9

07T_31838_03 Report
07T_31838_04
07T_31838_05
07T_31838_06
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Summary

The test article, Polycarbonate: Lubricomp DX07404H WH50113 (Representative Part Number 2449200), Code: 2007-005, was

extracted in 0.9% sodium chloride USP solution, alcohol in saline, polyethylene glycol, and sesame oil, NF. These extracts were

evaluated for intracutaneous reactivity based on the requirements of the International Organization for Standardization 10993:
Biological Evaluation of Medical Devices, Part 10: Tests for Irritation and Delayed-Type Hypersensitivity.

A 0.2 ml dose of the appropriate test article extract was injected by the intracutaneous route into five separate sites on the right
side of the back of each rabbit. Similarly, the corresponding control was injected on the left side of the back of each rabbit. The
injection sites were observed immediately after injection. Observations for erythema and edema were conducted at 24, 48, and

72 hours after injection.

Under the conditions of this study, there was no erythema or edema from the SC, PEG and AS extracts injected intracutaneously
into rabbits. There was very slight erythema and very slight edema from the SO extract injected intracutaneously into the
rabbits. The test article extracts met the requirements of the test since the difference between the mean score of the test extracts
and the mean score of the corresponding control was less than 1.0.

Study and Supervisory
Personnel:

Approved by:

Molly F. Corvo, B.S.

Diane L. Miller

Deedee M. Shoe, B.A.

Connie L. Pierce, B.S.

Shelli L. Snyder, A.A.

Mandy E. Bacome, LVT, A A.
Colleen M. Stevenson, A.A.
Valerie D. Gnepper, B.S.

)

///Z 2% /(%/ 4-30-(J)

Chnstma L. Ovall, B.A. Date Completed
Technical Writer

Authorization for duplication of this report, except in whole, is reserved pending NAMSA's written approval.
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1. Introduction

Purpose

The test article identified below was extracted and the extracts were evaluated for biocompatibility based on the requirements of
the International Organization for Standardization 10993: Biological Evaluation of Medical Devices, Part 10: Tests for Irritation
and Delayed-Type Hypersensitivity. The purpose of the study was to determine whether leachables extracted from the material

would cause local dermal irritant effects following injection into rabbit skin.

Dates

The test article was received on April 12, 2007. The animals were injected on April 24, 2007, and the observations were

concluded on April 27, 2007.

2. Materials

The test article provided by the sponsor was identified and handled as follows:

Test Article:
Identification No.:
Storage Conditions:

Vehicles:

Preparation:

Condition of Extracts:

3. Test System

Polycarbonate: Lubricomp DX07404H WH50113 (Representative Part Number 2449200)
Code: 2007-005
Room Temperature

0.9% sodium chloride USP solution (SC)
Alcohol in saline 1:20 solution (AS)
Polyethylene glycol 400 (PEG)

Sesame oil, NF (SO)

Based on a ratio of 4 g:20 ml, a 3.9 g portion of the test article was covered with 20 ml of the
vehicle. The test article was extracted in SC, AS, PEG and SO at 70°C for 24 hours. The
extracts were agitated during extraction. The extraction vehicles without test article were
similarly prepared to serve as controls. The PEG test extract and control were diluted with
SC after extraction to provide 120 mg of PEG/ml.

Test Control
SC: clear with particulates clear
AS: clear with particulates clear
PEG: clear with particulates clear
Diluted PEG: clear with particulates clear
SO: clear clear

Test System

Species:

Breed:

Source:

Sex:

Body Weight Range:
Age:

Acclimation Period:
Number of Animals:
Identification Method:

Justification of Test System

Rabbit (Oryctolagus cuniculus)
New Zealand White

Myrtle's Rabbitry, Inc.

Male

2.4 kg to 2.6 kg at selection
Young adult

Minimum 5 days

Four

Ear tag

The intracutaneous injection test in rabbits is specified in the current ISO testing standards and has been used historically to

evaluate biomaterial extracts.
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