DYNAMIC DESIGN PHARMA, Inc.
p 23332 Madero Road, Suite J

/ ; Mission Viejo, California 92691
] ] 949) 643-1120
Dynamic Design Pharma Phone (949) 643

Fax (949) 639-0440

Leak Test Certification — Alpha NRF Docking System
ALPHA FLANGE TEST

System Description: ALpua MNRF Assem~Bcr

System date of manufacture _ &~ | &~ 11 Alpha Serial Number: 20677 {/ {|

Test set up and Procedure
Materials
1. Ammonia 30% concentration: JT Baker Part Number JT9733
2. Ammonia sensitive cloth: La Calhene, P/N LAC-12502
3. Pressure gage: Dwyer #2010C, 0-10 in-H20 - Calibrated by ICC on 12/14/2010

Test Fixture Description

The test fixture consists of a Stainless Steel base (Isolator) plate onto which the alpha NRF flange is
installed. Attached to the base plate is a polycarbonate enclosure, the enclosure permits creating a sealed
environment around the sterile side of the assembly.

Connected to the enclosure is a pressure gage capable of measuring up to 10 inches of H20 (2500 Pa).
Also connected to the enclosure is a needle valve that is manually adjusted during the test to obtain the
desired pressure level inside the chamber.

System Preparation
1. The Alpha NRF assembly must be installed onto the appropriate test fixture.

2. See the enclosed figures.

Test configurations
The system is tested in one configuration.
Figures 1 and 2 show the first configuration, with the beta flange not connected and the alpha door closed.

System Certification

Date:. S=-1&8-—11 Location: Mssicm YETD

Print: " \o & Sacca Signature: C/aé e
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DYNAMIC DESIGN PHARMA, Inc.
23332 Madero Road, Suite J

Mission Viejo, California 92691

Phone (949) 643-1120

Fax (949) 639-0440

Test procedure — Configuration #1

1. Remove the test box from the fixture to gain access to the inside.
2. Place a cup filled with approximately 20ml of ammonia inside the test box, install the test box

and tighten in place to create a seal.

3. Using the flow metering valve, allow enough ammonia vapor to escape from the chamber until an
internal pressure of 1 In-H20 (250 pa) is achieved.

4. Place the ammonia sensitive cloth over the following areas of the assembly:
o The joints of the NRF flange, all around its circumference.
o The clamping ring joint, all around its circumference.
o The joint between the Alpha NRF flange and the Alpha flange.
o The joint between the alpha flange and the alpha door.
Allow a minimum of 5 seconds per location. Watch for blue/green discoloration of the cloth at

each location,

5. Record findings for each general location of the joints in the table below

Test results summary table — Configuration #1

Location description Pass/Fail Tested by Date tested

Alpha NRF joint yss :7—5/4” E-(E~1f

Clamping ring joint 4 ss TS / -y -8 -l

Alpha NRF to Alpha Flange joint PAass :7-5/4, v E-1&-1I

Alpha flange to alpha door Pass g 7 /5., v 8~(8-1|
Comments:

I e i

Figure 1: Configuration #1

Leak test enclosure viewed from sterile side with
the alpha door closed

it

Figure 2: Configuration #1
Leak test set up for testing alpha NRF seal and
alpha port scal
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DYNAMIC DESIGN PHARMA, Inc.
p 23332 Madero Road, Suite J

r Mission Viejo, California 92691
: . 949) 643-
Dynamic Design Pharma B

Fax (949) 639-0440

Leak Test Certification — Alpha NRF Docking System
ALPHA FLANGE TEST

System Description: A p,raAa MRF AssEMELF
System date of manufacture 5;/ / % / Ly Alpha Serial Number: 2 €O 2 O{ / /]

Test set up and Procedure
Materials
1. Ammonia 30% concentration: JT Baker Part Number JT9733
2. Ammonia sensitive cloth: La Calhene, P/N LAC-12502
3. Pressure gage: Dwyer #2010C, 0-10 in-H20 - Calibrated by ICC on 12/14/2010

Test Fixture Description

The test fixture consists of a Stainless Steel base (Isolator) plate onto which the alpha NRF flange is
installed. Attached to the base plate is a polycarbonate enclosure, the enclosure permits creating a sealed
environment around the sterile side of the assembly.

Connected to the enclosure is a pressure gage capable of measuring up to 10 inches of H20 (2500 Pa).
Also connected to the enclosure is a needle valve that is manually adjusted during the test to obtain the
desired pressure level inside the chamber.

System Preparation
1. The Alpha NRF assembly must be installed onto the appropriate test fixture.

2. See the enclosed figures.

Test configurations

The system is tested in one configuration.
Figures 1 and 2 show the first configuration, with the beta flange not connected and the alpha door closed.

System Certification

Date: 8';/ / ?// /i Location: /Hrssrocr’ ///ﬁ"v“a

Print: C\A'JE Secca Signature: Qé%«—
7
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DYNAMIC DESIGN PHARMA, Inc.
23332 Madero Road, Suite J

Mission Viejo, California 92691

Phone (949) 643-1120

Fax (949) 639-0440

Test procedure — Configuration #1

1. Remove the test box from the fixture to gain access to the inside.
2. Place a cup filled with approximately 20ml of ammonia inside the test box, install the test box

and tighten in place to create a seal.

3. Using the flow metering valve, allow enough ammonia vapor to escape from the chamber until an
internal pressure of 1 In-H20 (250 pa) is achieved.
4. Place the ammonia sensitive cloth over the following areas of the assembly:
o The joints of the NRF flange, all around its circumference.
o The clamping ring joint, all around its circumference.
o The joint between the Alpha NRF flange and the Alpha flange.
o The joint between the alpha flange and the alpha door.
Allow a minimum of 5 seconds per location. Watch for blue/green discoloration of the cloth at

each location.

5. Record findings for each general location of the joints in the table below

Test results summary table — Configuration #1

Location description

Pass/Fail Tested by Date tested

Alpha NRF joint

(755 AS fam | 8/i19/y

Clamping ring joint

Pess |ofisjam | %/

Alpha NRF to Alpha Flange joint

[fass tgé /&M 9//‘3’/!{

Alpha flange to alpha door

frass ﬁ/f/é /7 8// 51‘7:;

Comments:

Figure 1: Configuration #1

| 1)
s A

o

Figure 2: Configuration #1

Leak test enclosure viewed from sterile side with Leak test set up for testing alpha NRF seal and

the alpha door closed

alpha port seal
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DYNAMIC DESIGN PHARMA, Inc.
p 23332 Madero Road, Suite J

/‘ Mission Viejo, California 92691
; ; Phone (949) 643-1120
Dynamic Design Pharma Fax (949) 639-0440

Leak Test Certification — Alpha NRF Docking System
ALPHA FLANGE TEST

System Description: ArPpps MPRE ASSEra S Yy

System date of manufacture 3// / ‘i/ /1 Alpha Serial Number: 2. OO 02.// | O

Test set up and Procedure
Materials
1. Ammonia 30% concentration: JT Baker Part Number JT9733
2. Ammonia sensitive cloth: La Calhene, P/N LAC-12502
3. Pressure gage: Dwyer #2010C, 0-10 in-H20 — Calibrated by ICC on 12/14/2010

Test Fixture Description

The test fixture consists of a Stainless Steel base (Isolator) plate onto which the alpha NRF flange is
installed. Attached to the base plate is a polycarbonate enclosure, the enclosure permits creating a sealed
environment around the sterile side of the assembly.

Connected to the enclosure is a pressure gage capable of measuring up to 10 inches of H20 (2500 Pa).
Also connected to the enclosure is a needle valve that is manually adjusted during the test to obtain the
desired pressure level inside the chamber,

System Preparation
1. The Alpha NRF assembly must be installed onto the appropriate test fixture.

2. See the enclosed figures.

Test configurations
The system is tested in one configuration.

Figures 1 and 2 show the first configuration, with the beta flange not connected and the alpha door closed.

System Certification

Date: 5‘1//?/”‘ Locationn M5S0 ViETD
Print: / O 5:4'5" A Signature: /Qé g“"'_
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p D p DYNAMIC DESIGN PHARMA, Inc.

23332 Madero Road, Suite J
/- Mission Vigjo, California 92691
5 . Phone (949) 643-1120

Dynamic Design Pharma Fax (949) 639-0440

Test procedure — Configuration #1
1. Remove the test box from the fixture to gain access to the inside.
2. Place a cup filled with approximately 20ml of ammonia inside the test box, install the test box
and tighten in place to create a seal.
Using the flow metering valve, allow enough ammonia vapor to escape from the chamber until an
internal pressure of 1 In-H20 (250 pa) is achieved.
4. Place the ammonia sensitive cloth over the following areas of the assembly:
o The joints of the NRF flange, all around its circumference.
o The clamping ring joint, all around its circumference.
o The joint between the Alpha NRF flange and the Alpha flange.
o The joint between the alpha flange and the alpha door.
Allow a minimum of 5 seconds per location. Watch for blue/green discoloration of the cloth at
each location.

5. Record findings for each general location of the joints in the table below

3,

Test results summary table — Configuration #1
Location description Pass/Fail Tested by Date tested

Alpha NRF joint s < <')/S/4/I4 57//._?/5/
Clamping ring joint /9.»‘} T q/g/ /4 2 é / /9.' / /y
Alpha NRF to Alpha Flange joint S ,,/f’/d 2y 5’/ 4 9’ 13
Alpha flange to alpha door =78 54 ;'/:%’ /4 vy 53’/ J ?// //
¥ 7 74 7

Comments:

5, A i
= Y s
. . %

= ) BT
Figure 1: Configuration #1 Figure 2: Configuration #1
Leak test enclosure viewed from sterile side with Leak test set up for testing alpha NRF seal and
the alpha door closed

alpha port seal
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DYNAMIC DESIGN PHARMA, Inc.
D 23332 Madero Road, Suite J

/ Mission Viejo, California 92691
; y Phone (949) 643-1120
Dynamic Design Pharma Fax (949) 6390440

Leak Test Certification — Alpha NRF Docking System
ALPHA FLANGE TEST

System Description: /4!,)0 P JUrF /4f.5' E oSN
System date of manufacture 5{ / < 2—/ /I Alpha Serial Number: 2 QC’OQ// 12

Test set up and Procedure
Materials
1. Ammonia 30% concentration: JT Baker Part Number JT9733
2. Ammonia sensitive cloth: La Calhene, P/N LAC-12502
3. Pressure gage: Dwyer #2010C, 0-10 in-H20 — Calibrated by ICC on 12/14/2010

Test Fixture Description

The test fixture consists of a Stainless Steel base (Isolator) plate onto which the alpha NRF flange is
installed. Attached to the base plate is a polycarbonate enclosure, the enclosure permits creating a sealed
environment around the sterile side of the assembly.

Connected to the enclosure is a pressure gage capable of measuring up to 10 inches of H20 (2500 Pa).
Also connected to the enclosure is a needle valve that is manually adjusted during the test to obtain the
desired pressure level inside the chamber. '

System Preparation
1. The Alpha NRF assembly must be installed onto the appropriate test fixture.

2. See the enclosed figures.

Test configurations
The system is tested in one configuration.

Figures 1 and 2 show the first configuration, with the beta flange not connected and the alpha door closed.

System Certification

Date: 8//22.}// / Location: £f ¢« S5 /O/‘/ é// £T72

Print: \_/ (= 5,4(;::4 Signature: %%
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DYNAMIC DESIGN PHARMA, Inc.
p 23332 Madero Road, Suite J

/- Mission Viejo, California 92691
. ’ Ph 949) 643-1120
Dynamic Design Pharma Fox E949; 639-0440

Test procedure — Configuration #1
1. Remove the test box from the fixture to gain access to the inside.
2. Place a cup filled with approximately 20ml of ammonia inside the test box, install the test box
and tighten in place to create a seal.
3. Using the flow metering valve, allow enough ammonia vapor to escape from the chamber until an
internal pressure of 1 In-H20 (250 pa) is achieved.
4. Place the ammonia sensitive cloth over the following areas of the assembly:
o The joints of the NRF flange, all around its circumference.
o The clamping ring joint, all around its circumference.
o The joint between the Alpha NRF flange and the Alpha flange.
o The joint between the alpha flange and the alpha door.
Allow a minimum of 5 seconds per location. Watch for blue/green discoloration of the cloth at
each location.
5. Record findings for each general location of the joints in the table below

Test results summary table — Configuration #1

Location description Pass/Fail Tested by Date tested

Alpha NRF joint Pﬁjs 6/5/4/% 5/2«2/‘0'

Clamping ring joint ;;Dﬁ; sS C\/.g /‘_/; V>4 3]/ ZZ.J //

Alpha NRF to Alpha Flange joint [ 95S C-)/ _S!‘ /ﬁ V74 é / Z/ﬁ / U

Alpha flange to alpha door y=% =5 ) ' :S/ /4 P2 g/ ZZ / //
“H

Comments: 3 /

Figure 1: (;onﬁguration #1 Figure 2: Configuration #1

Leak test enclosure viewed from sterile side with Leak test set up for testing alpha NRF seal and
the alpha door closed alpha port seal
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DYNAMIC DESIGN PHARMA, Inc.
D 23332 Madero Road, Suite J

/ Mission Viejo, California 92691
i : Ph 43-1120
Dynamic Design Pharma i o

Leak Test Certification — Alpha NRF Docking System
ALPHA/BETA FLANGE TEST

System Description: BE7A Frare & PockED T ALPHA e F

System date of manufacture & ~ | &, ~ ¢/ Alpha Serial Number: 20 &77 /1
Beta Serial Number: /O 77¢&, // /)

Test set up and Procedure
Materials
1. Ammonia 30% concentration: JT Baker Part Number JT9733
2. Ammonia sensitive cloth: La Calhene, P/N LAC-12502
3. Pressure gage: Dwyer #2010C, 0-10 in-H20 - Calibrated by ICC on 12/14/2010

Test Fixture Description

The test fixture consists of a Stainless Steel base (Isolator) plate onto which the alpha NRF flange is
installed. Attached to the base plate is a polycarbonate enclosure, the enclosure permits creating a sealed
environment around the sterile side of the assembly:.

Connected to the enclosure is a pressure gage capable of measuring up to 10 inches of H20 (2500 Pa).
Also connected to the enclosure is a needle valve that is manually adjusted during the test to obtain the
desired pressure level inside the chamber.

System Preparation
1. The Alpha NRF assembly must be installed onto the appropriate test fixture.

2. Beta Flange to be attached to Alpha Flange.
3. See the enclosed figures.

Test configurations

The system is tested in one configuration. The Alpha Flange which the Beta Flange is attached to has
been previously tested for leaks; see accompanying Leak Test Certification for the matching Alpha
Flange for passing test results.

Figures land 2 show the configuration, with the beta flange connected and the alpha/beta door slightly
opened.

System Certification

Date: 3/ / 3 / / Location: f##¢sSrox/ Vieors
Print: S\ JoE Sscca Signature: /94
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DYNAMIC DESIGN PHARMA, Inc.
23332 Madero Road, Suite J

p/ Mission Viejo, California 92691
0 i 49) 643-
Dynamic Design Pharma Pt o

Fax (949) 639-0440

Test procedure — Configuration #2

1. Dock the beta flange with sealed canister adapter attached
2. Remove the test box from the fixture to gain access to the inside.
3. Open the alpha/beta door slightly
4. Place a cup filled with approximately 20ml of ammonia inside the fixture, install the rear wall and
tighten in place to create a seal.
5. Using the flow metering valve, allow enough ammonia vapor to escape from the chamber until an
internal pressure of 1 In-H20 (250 pa) is achieved.
6. Place the ammonia sensitive cloth over the following areas of the assembly:
o The joints between the alpha and the beta seal
Allow a minimum of 5 seconds per location. Watch for blue/green discoloration of the cloth at
each location,
7. Record findings for each general location of the joints in the table below
Test results summary table — Configuration #2
Location description Pass/Fail Tested by Date tested
Alpha/Beta joint Pass |ofS Jam | E/18/u
7
Comments:

Leak test set up for testing alpha/beta seal Leak test set up for testing alpha/beta seal
connection — beta door is open Canister connection opening closed with standard

Figure 1: Configuration #1 . Figure 2: Conﬁguratlc;n #1

6 inch cap (not shown)

2|Page Alpha NRF Docking System



DYNAMIC DESIGN PHARMA, Inc.
D 23332 Madero Road, Suite J

/-—— Mission Vicjo, California 92691
. . Phone (949) 643-1120
Dynamic Design Pharma o 4 ey

Leak Test Certification — Alpha NRF Docking System
ALPHA/BETA FLANGE TEST

System Description: BE70 Frirce Lock€Ed TD (JePrHa LAF

System date of manufacture £ / / 8{/ 1] Alpha Serial Number: _ 2 O & 7 '7’/ [
Beta Serial Number: /O 7 2.'3// //

Test set up and Procedure
Materials
1. Ammonia 30% concentration: JT Baker Part Number JT9733
2. Ammonia sensitive cloth: La Calhene, P/N LAC-12502
3, Pressure gage: Dwyer #2010C, 0-10 in-H20 — Calibrated by ICC on 12/ 14/2010

Test Fixture Description

The test fixture consists of a Stainless Steel base (Isolator) plate onto which the alpha NRF flange is
installed. Attached to the base plate is a polycarbonate enclosure, the enclosure permits creating a sealed
environment around the sterile side of the assembly.

Connected to the enclosure is a pressure gage capable of measuring up to 10 inches of H20 (2500 Pa).
Also connected to the enclosure is a needle valve that is manually adjusted during the test to obtain the
desired pressure level inside the chamber.

System Preparation
1. The Alpha NRF assembly must be installed onto the appropriate test fixture.
2. Beta Flange to be attached to Alpha Flange.
3. See the enclosed figures.

Test configurations

The system is tested in one configuration, The Alpha Flange which the Beta Flange is attached to has
been previously tested for leaks; see accompanying Leak Test Certification for the matching Alpha
Flange for passing test results.

Figures land 2 show the configuration, with the beta flange connected and the alpha/beta door slightly
opened.

System Certification

Date: 8/"3/“ Location: #77S5r0+/ Vesoo
Print: \‘/og S acenA Signature: %‘ e
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DYNAMIC DESIGN PHARMA, Inc.
p 23332 Madero Road, Suite J

/ Mission Viejo, California 92691
. . Phone (949) 643-1
Dynamic Design Pharma Fax 3493 635:0440

Test procedure — Configuration #2
Dock the beta flange with sealed canister adapter attached
Remove the test box from the fixture to gain access to the inside.

Open the alpha/beta door slightly

Place a cup filled with approximately 20ml of ammonia inside the fixture, install the rear wall and

tighten in place to create a seal.

5. Using the flow metering valve, allow enough ammonia vapor to escape from the chamber until an
internal pressure of 1 In-H20 (250 pa) is achieved.

6. Place the ammonia sensitive cloth over the following areas of the assembly:

o The joints between the alpha and the beta seal

Allow a minimum of 5 seconds per location. Watch for blue/green discoloration of the cloth at
each location.

7. Record findings for each general location of the joints in the table below

bl o=

Test results summary table — Configuration #2

Location description Pass/Fail Tested by Date tested
Alpha/Beta joint o ss q/g‘/,_(,,z., S/IE/M

(4 Frd ¥
Comments:

i

: Configuration #1 Figure 2: Configuration #1
Leak test set up for testing alpha/beta seal Leak test set up for testing alpha/beta seal
connection — beta door is open Canister connection opening closed with standard

6 inch cap (not shown)
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DYNAMIC DESIGN PHARMA, Inc.
p 23332 Madero Road, Suite J

f Mission Viejo, California 92691
. . Phone (949) 643-
Dynamic Design Pharma )

Fax (949) 639-0440

Leak Test Certification — Alpha NRF Docking System
ALPHA/BETA FLANGE TEST

System Description: _ /Be7A /[~ et & Doc«ED o ALPrA [fEF

System date of manufacture & / 18/1 Alpha Serial Number: 2O &7 7 ’/ /]
Beta Serial Number: /O 2.4 £ / /]

Test set up and Procedure
Materials
1. Ammonia 30% concentration: JT Baker Part Number JT9733
2. Ammonia sensitive cloth: La Calhene, P/N LAC-12502
3. Pressure gage: Dwyer #2010C, 0-10 in-H20 - Calibrated by ICC on 12/14/2010

Test Fixture Description

The test fixture consists of a Stainless Steel base (Isolator) plate onto which the alpha NRF flange is
installed. Attached to the base plate is a polycarbonate enclosure, the enclosure permits creating a sealed
environment around the sterile side of the assembly.

Connected to the enclosure is a pressure gage capable of measuring up to 10 inches of H20 (2500 Pa).
Also connected to the enclosure is a needle valve that is manually adjusted during the test to obtain the
desired pressure level inside the chamber.

System Preparation
1. The Alpha NRF assembly must be installed onto the appropriate test fixture.

2. Beta Flange to be attached to Alpha Flange.
3. See the enclosed figures.

Test configurations

The system is tested in one configuration. The Alpha Flange which the Beta Flange is attached to has
been previously tested for leaks; see accompanying Leak Test Certification for the matching Alpha
Flange for passing test results.

Figures land 2 show the configuration, with the beta flange connected and the alpha/beta door slightly
opened.

System Certification
Date: 5//@/, ! Location: Mffsfﬂ ~’ fon/"—é’
Print: {Téﬁ 5:.4 <4 Signature: /@%54«-«—
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DYNAMIC DESIGN PHARMA, Inc.
23332 Madero Road, Suite J

p/- Mission Viejo, California 92691
i o 9 -
Dynamic Design Pharma T o

Fax (949) 639-0440

Test procedure — Configuration #2

1. Dock the beta flange with sealed canister adapter attached
2. Remove the test box from the fixture to gain access to the inside.
3. Open the alpha/beta door slightly
4. Place a cup filled with approximately 20ml of ammonia inside the fixture, install the rear wall and
tighten in place to create a seal.
5. Using the flow metering valve, allow enough ammonia vapor to escape from the chamber until an
internal pressure of 1 In-H20 (250 pa) is achieved.
6. Place the ammonia sensitive cloth over the following areas of the assembly:
o The joints between the alpha and the beta seal
Allow a minimum of 5 seconds per location. Watch for blue/green discoloration of the cloth at
each location.
7. Record findings for each general location of the joints in the table below
Test results summary table — Configuration #2
Location description Pass/Fail Tested by Date tested
Alpha/Beta joint foa =< % S /4 A & / /&) ¢
~
Comments:

il B R M 3 i f
Figure 1: Configuration #1 Figure 2: Configuration #1
Leak test set up for testing alpha/beta seal Leak test set up for testing alpha/beta seal
connection — beta door is open Canister connection opening closed with standard

6 inch cap (not shown)
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DYNAMIC DESIGN PHARMA, Inc.
p 23332 Madero Road, Suite J

/“ Mission Viejo, California 92691
g . 43.
Dynamic Design Pharma oo gjg o

Leak Test Certification — Alpha NRF Docking System
ALPHA/BETA FLANGE TEST

System Description: B&‘ 78 [rarat DOCAED 70 LA A RF

System date of manufacture 8,/ / E}/ {f Alpha Serial Number: 20677 1/ {1/
Beta Serial Number: /O 25 & : ey,

Test set up and Procedure
Materials
1. Ammonia 30% concentration: JT Baker Part Number JT9733
2. Ammonia sensitive cloth: La Calhene, P/N LAC-12502
3. Pressure gage: Dwyer #2010C, 0-10 in-H20 — Calibrated by ICC on 12/14/2010

Test Fixture Description

The test fixture consists of a Stainless Steel base (Isolator) plate onto which the alpha NRF flange is
installed. Attached to the base plate is a polycarbonate enclosure, the enclosure permits creating a sealed
environment around the sterile side of the assembly.

Connected to the enclosure is a pressure gage capable of measuring up to 10 inches of H20 (2500 Pa).
Also connected to the enclosure is a needle valve that is manually adjusted during the test to obtain the
desired pressure level inside the chamber.

System Preparation
1. The Alpha NRF assembly must be installed onto the appropriate test fixture.

2. Beta Flange to be attached to Alpha Flange.
3. See the enclosed figures.

Test configurations

The system is tested in one configuration. The Alpha Flange which the Beta Flange is attached to has
been previously tested for leaks; see accompanying Leak Test Certification for the matching Alpha
Flange for passing test results.

Figures land 2 show the configuration, with the beta flange connected and the alpha/beta door slightly
opened.

System Certification
Date: & / / 8{/ 1 Locationn AA ¢ <ssrox) MEJ‘D

Print: /0 Saccs Signature: %ﬂg““—
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DYNAMIC DESIGN PHARMA, Inc.
p 23332 Madero Road, Suite J

/- Mission Viejo, California 92691
. . Phone (949) 643-1120
Dynamic Design Pharma et i

Test procedure — Configuration #2

1. Dock the beta flange with sealed canister adapter attached

2. Remove the test box from the fixture to gain access to the inside.

3. Open the alpha/beta door slightly

4. Place a cup filled with approximately 20ml of ammonia inside the fixture, install the rear wall and
tighten in place to create a seal.

5. Using the flow metering valve, allow enough ammonia vapor to escape from the chamber until an
internal pressure of 1 In-H20 (250 pa) is achieved.

6. Place the ammonia sensitive cloth over the following areas of the assembly:

o The joints between the alpha and the beta seal

Allow a minimum of 5 seconds per location, Watch for blue/green discoloration of the cloth at
each location.

7. Record findings for each general location of the joints in the table below

Test results summary table — Configuration #2

Location description Pass/Fail Tested by Date tested

Alpha/Beta joint FAss :')4{/4/4 8//8/{!
— g

Comments:

Repyer=iaicy S dia i )
Figure 1: Configuration #1 Figure 2: Configuration #1
Leak test set up for testing alpha/beta seal Leak test set up for testing alpha/beta seal

connection — beta door is open Canister connection opening closed with standard
6 inch cap (not shown)

2|Page Alpha NRF Docking System



DYNAMIC DESIGN PHARMA, Inc.
p 23332 Madero Road, Suite J

/‘ Mission Viejo, California 92691
A A Phone (949) 643-112
Dynamic Design Pharma e s .

Leak Test Certification — Alpha NRF Docking System
ALPHA/BETA FLANGE TEST

System Description: 5&' TA oAt DRCKED 7o AriHA A/A’-F’

System date of manufacture &/ # 8{/ /" Alpha Serial Number; Z © & 77}/ Il
Beta Serial Number: O & 9 5/ /1

Test set up and Procedure
Materials
1. Ammonia 30% concentration: JT Baker Part Number JT9733
2. Ammonia sensitive cloth: La Calhene, P/N LAC-12502
3. Pressure gage: Dwyer #2010C, 0-10 in-H20 - Calibrated by ICC on 12/14/2010

Test Fixture Description

The test fixture consists of a Stainless Steel base (Isolator) plate onto which the alpha NRF flange is
installed. Attached to the base plate is a polycarbonate enclosure, the enclosure permits creating a sealed
environment around the sterile side of the assembly.

Connected to the enclosure is a pressure gage capable of measuring up to 10 inches of H20 (2500 Pa).
Also connected to the enclosure is a needle valve that is manually adjusted during the test to obtain the
desired pressure level inside the chamber.

System Preparation
1. The Alpha NRF assembly must be installed onto the appropriate test fixture.

2. Beta Flange to be attached to Alpha Flange.
3. See the enclosed figures.

Test configurations
The system is tested in one configuration. The Alpha Flange which the Beta Flange is attached to has

been previously tested for leaks; see accompanying Leak Test Certification for the matching Alpha
Flange for passing test results.

Figures land 2 show the configuration, with the beta flange connected and the alpha/beta door slightly
opened.

System Certification

Date: ,f,’; / /E / / Location: AZssco~’ VA7
7

Print: - / OE Stcc— Signature: /;‘4—( cg.—;‘ﬁb'-f
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DYNAMIC DESIGN PHARMA, Inc.
23332 Madero Road, Suite J

p/- Mission Vigjo, California 92691
s A 949) 643
Dynamic Design Pharma Phone (949) 643-1120

Fax (949) 639-0440

Test procedure — Configuration #2

1. Dock the beta flange with sealed canister adapter attached

2. Remove the test box from the fixture to gain access to the inside.

3. Open the alpha/beta door slightly

4. Place a cup filled with approximately 20ml of ammonia inside the fixture, install the rear wall and
tighten in place to create a seal.

5. Using the flow metering valve, allow enough ammonia vapor to escape from the chamber until an
internal pressure of 1 In-H20 (250 pa) is achieved.

6. Place the ammonia sensitive cloth over the following areas of the assembly:

o The joints between the alpha and the beta seal

Allow a minimum of 5 seconds per location. Watch for blue/green discoloration of the cloth at
each location.

7. Record findings for each general location of the joints in the table below

Test results summary table — Configuration #2
Location description Pass/Fail Tested by Date tested

Alpha/Beta joint Fass C)/S / aAM | 8 / ’E //f
e 7

Comments:

: Figure 1: Configuration #1 Flgurc 2: Configuration #1

Leak test set up for testing alpha/beta seal Leak test set up for testing alpha/beta seal
connection — beta door is open Canister connection opening closed with standard

6 inch cap (not shown)

2|Page Alpha NRF Docking System




DYNAMIC DESIGN PHARMA, Inc.
D 23332 Madero Road, Suite J

/ Mission Vigjo, California 92691
. . Phone (949) 643-1120
Dynamic Design Pharma Fax (949) 639-0440

Leak Test Certification — Alpha NRF Docking System
ALPHA/BETA FLANGE TEST

System Description: &"35 79 Feaa€ C@::c KED T APwr A)A_r:

System date of manufacture 8// / 81 / /r Alpha Serial Number: 20677 / [/
Beta Serial Number: (O 700 / /1

Test set up and Procedure
Materials
1. Ammonia 30% concentration: JT Baker Part Number JT9733
2. Ammonia sensitive cloth: La Calhene, P/N LAC-12502
3. Pressure gage: Dwyer #2010C, 0-10 in-H20 - Calibrated by ICC on 12/14/2010

Test Fixture Description

The test fixture consists of a Stainless Steel base (Isolator) plate onto which the alpha NRF flange is
installed. Attached to the base plate is a polycarbonate enclosure, the enclosure permits creating a sealed
environment around the sterile side of the assembly.

Connected to the enclosure is a pressure gage capable of measuring up to 10 inches of H20 (2500 Pa).
Also connected to the enclosure is a needle valve that is manually adjusted during the test to obtain the
desired pressure level inside the chamber.

System Preparation
1. The Alpha NRF assembly must be installed onto the appropriate test fixture.
2. Beta Flange to be attached to Alpha Flange.
3. See the enclosed figures.

Test configurations
The system is tested in one configuration. The Alpha Flange which the Beta Flange is attached to has

been previously tested for leaks; see accompanying Leak Test Certification for the matching Alpha
Flange for passing test results.

Figures land 2 show the configuration, with the beta flange connected and the alpha/beta door slightly
opened.

System Certification
Date: 8//8/4f Location: A7 (s s-=a) [/rgau—"_;

Print: /@‘/"E 5; cca Signature: /@’é G
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Test procedure — Configuration #2

Dock the beta flange with sealed canister adapter attached

Remove the test box from the fixture to gain access to the inside.

Open the alpha/beta door slightly

Place a cup filled with approximately 20ml of ammonia inside the fixture, install the rear wall and

tighten in place to create a seal.

5. Using the flow metering valve, allow enough ammonia vapor to escape from the chamber until an
internal pressure of 1 In-H20 (250 pa) is achieved.

6. Place the ammonia sensitive cloth over the following areas of the assembly:

o The joints between the alpha and the beta seal

Allow a minimum of 5 seconds per location. Watch for blue/green discoloration of the cloth at
each location.

7. Record findings for each general location of the joints in the table below

) P

Test results summary table — Configuration #2

Location description Pass/Fail Tested by Date tested
Alpha/Beta joint Fa ss 9/'5 /d  Zi A?/ 8 /Y

v / 7 4
Comments:

Figure 2: anﬁguratihn #1

Leak test set up for testing alpha/beta seal Leak test set up for testing alpha/beta seal
connection — beta door is open Canister connection opening closed with standard

6 inch cap (not shown)
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