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D\NAMIC DtStGN PIIARMA, Inc.
23332 Madeo Road, Suite J

Mission Viejq Cdlitumia 92691
Phone (949) 643r I20

In (949) 639-0440

Leak Test Certification - 190 XT Transfer System
190 Alpha XT Flange (Only)

System Description: /?O 2z ex-a .Y7'z-ss/- ,/ H vFas'ol

Sysrem date of manu-fa crule /O/t3/zett Alpha Serial Number: Zo6 8Z / tt_-----

Test set up and Procedure
Materials

1. Ammonia 30% concentration: JT Baker Part Numb€r JT9733
2. Ammonia sensitive cloth: La Calhene. PAI LAC- 12502
3. Prcssuie gage: Dwyer #2010C, 0-10 in-H2O - Calibrated by ICCon 12114/2010

Test Fixture DescriDtion
The test fixture consists ofa Stainless Steel base (Isolator) plate onto which the Alpha XT Flange is
installed. Attached to the base plate is a stainless steel enolosure that permits creating a sealed
envircnment arould the sterile side ofthe assembly.
Connected to th€ enclosure is a pressure gage oapable ofmeasuring up to l0 inohes of H2O (2500 Pa).
Also conneot€d to the enolosure is a needlo valve that is manually adjusted during the test to obtain the
desired Dressue level inside the chamber.

Svstem Preparation
1. The Alpha XT assembly is installed onto the appropriate test fixture.
2. The Alpha XT flange is locked
3. The funnel is detached to provide clearance for the leak test enclosufe
4. See the enclosed ficures.

System Certification
I 90 Alpha XT Flange Only

Date :  , l to  - /4 -  Ze l l

Pint: Y /oe>4a.a

I  P r ! , 1 Alpha NRF Docking System
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DINAMIC DESIGN PHARMA, Inc,
23332 Madero Road. Suite J

Mhsion viejo, Califooia 92691
Phone (949) 641- r r 20

Fd (949) 639-0440

Test pralq@
1. Keep the alpha flange door closed
2. Remove the test box from the fixture to gain access to the inside.
3. Place a cup filled with apFoximately 20ml ofamnonia inside the fixtue, hstall the rea. wall and

tighten in place to creat€ a seal.
4. Using the flow metering valve, allow enough ammonia vapor to escape from the chamber until an

intemal pressure of I In-ItO (250 pa) is achieved. Extemal pressurization may be required.
5. Place the ammonia sensitive cloth over the areas listed in the table below.
6. Allow a minimum of5 seconds per locat;on. Watch for blue/$een discolomtion ofthe cloth at

each location,
7. Record hndhgs for €ach general location ofthejoints h the table b€low

Test r€sults summary table - Confisuration #2
Location descriotion Pass/Fail Tested by Date tested
Alpha door seal P+.ss /.c/6u
Alpha flange seal to the isolator wall Psss

-/?/a,

Mounting frame, XT frame to isolator wall P+s-r
'ft/ala

l)oor lock actuator assembly P, ts 7?/a,,
Door open/close actuator assembly P+ ss / /g/ar.,
Funnel in/out actuator assembly P4ss 7..?/2.-

Figure I
Operator side access
AlDha door closed

ffi-
Figure 2

Enclosure installed, firnnel removed for cleamnce

2 l Alpla NRF Docking Slsren
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Dllt MIC DDSICN PEARMA, Inc.
23332 Mdero Rodd, Suite J

Mission viejo, califomia 92691
Phon€ (949) 643, 120

fd (949) 639-0440

System Description:

Leak Test Certification - 190 XT Transfer System
190 Alpha XT Flange docked with

190 Beta NR-IIP Flange
/?a ,LPHA +7 49s/- 2- rr v€.2a/o&)

u)ttH DaceEo /?ABE7+ /L:/4P F.41/.€

System date of manufactue

Alpha Serial Number I Zoe 82/ h BetasendNurfter /oZ4Z//l)

Test set up atrd Procedure
Materials

1. Ammooia 30% concetrhatioor JT Baker Part Number JT9733
2. Ammonia sensitive cloth: La Calhene, PN LAC-12502
3. Pressure gage: Dwyer #2010C,0-10 in-H2O - Calibrated by ICC on 12/1412010

Test Fixture Desoriotion
Tfie test fixture consists ofa Stainless Steel base (lsolator) plate onto which the AlphaXT Flange is
installed. Attached to the base plate is a stainless steel enclosure that permits creating a sealed
environment around the sterile side ofthe assembly.
Conneoted to the enclosure is a pressure gage capable ofmeasuring up to l0 inohes of H2O (2500 Pa).
Also connected to the enclosure is a needle valve that is manually adjusted during the test to obtain the
desired oressure level inside the chamber.

Svstem Preparation
I . The Alpha XT assembly must be installed onto the appropriate test fixture.
2. The beta \rR-HP must be docked a.r|d the alpha/beta door slightly opened
3 . The funnel is detached to provide clearance for the leak test enclosure
4. See the enclosed fisures.

System Certification
Alpha X Flange and Beta NR-HP flange connected

Date:  10-/4-  za, t / Locarion. ,/'/ r st z oy' f zz;'a

r;nt 
V/oe 

S-z-'
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DFAMIC DESICN PILdRIA{, Inc.
23112 Madem Road, Suitc J

Mission viojo, califomi. 92691
Iho.e (949) 643 1120

fd (949) 639-0440

Test Drocedure
1. Dock the beta flange with sealed canister adapter attached
2. Remove the test box liom the fixture to gain acc€ss to the inside.
3. Open the alpha,/beta door slightly
4. Place a cup filled with approximately 20ml of arnmonia inside the fixtue, install the rear wall and

tight€n in place to create a seal.
5. Using the flow metering valve, allow enough ammonia vapor to escape liom the chamber until aD

int€mal pressurc of 1 In-H2O (250 pa) is achieved. Extemal pressurization may be requircd.
6. Place the ammonia sensitiv€ cloth over the areas ofthe assembly listed in the table below
7. Allow a minimum of5 seconds per location. Watch for blue/green discoloration ofthe cloth at

each location.
8. Record findings for each general location ofthejoints in the tabl€ below

Test results summary table - Confieuration #2
Location descriDtion PassiTail Tested by Date tested

Alpha./Beta joint Pas-s ./-g,/a,,-t
IDF Clamp connection fa s-s

'""t!g/au

Beta NR Flange ,Pz s-s i79/au

Figure I
Leak test set up for testing alpha,beta seal

connection - beta flanqe docked

Figure 2
l,eak test set up fbr testing alpha./beta scal

AlDha,{Beta door slishtlv oDened

4 l r  l Alpha NRF Docking System
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DINAMIC DESIGN PI[{RMA, Inc.

23332 Mddero Roa4 Suito J
Mission vi€jo, califomia 92691

Phone (949) i543 l l 20
Fu (949) 6394440

System dale of manufacture

Materials

Leak Test Certilication - 190 XT Transfer System
190 Beta llR-IIP Flange (IIigh Pressure)

System Description: /QO 8E ra lt4 -t-tP 4tsE.,.,sLt'

neta Senal*vnber: lO - 24 
'Z 

/ |

Test set up atrd Procedure

1. Water supply
2. Water basin, large enough to hold the beta NR-HP fully submerged
3. Compressed air supply up to 2 bar (30psi)
4. Pressure gage: generic

T€st Fixture Desoription
A sealing fixture must be installed on the beta door and clamped to the lugs ofthe beta flange to create a
seal simulating the presenc€ ofth€ LAC pressure cap (not available to conduct this test).
The assembly is conneoted to the air supply via a port located in the 6" IDF closure cap,

Svstem PreDaration
I . Install the High Prossue clamp onto the beta NR-HP flange.
2. Install the pressure cap simulator over the beta door and seal.
3. Fill the basic as required,

\ 4. Make the pneumatio oonnection.
5. See the enclosed ficures.

System Certification
190 Beta NR-HP Flangc (High pressure)

s l " , : ,  1 Alpha NRF Docking System



DINAMIC DDSICN PBIARMA, lnc.
23332 Madso Roa4 Suit€ J

Mission Viejo, Cslifomia 92691
Phone (949) 643-1 120

Fd (949) 6394440ffion,,roroo,^o
Test ua!c!@

l. Place the assembly in the water basin with the beta flange down. Make sure that it is fully
submerged.

2. Pressurize the assembly slowly and watch for bubbles rising from any ofthejoints.
3. Once 30 PSI (2 bar) is reached, hold at this pressure and carefully inspect fo. bubbles for a

duration of5 minutes.
4. Release the intemal pressure back down to atmosphere.
5. Ilip the ass€mbly over in the basin, beta flange odented upward.
6. Pressurize the assembly slowly and watch for bubbles rising from any ofthejojnts.
7. Once 30 PSI (2 bar) is reached, hold at this pressure and carefirlly inspect for bubbles for a

duration of 5 minutes.
8. Record lmdings for each general location ofthejoints in the table below

6 l i  r e Alpha NRF Docking System


