Guidance Number: 009

Table 1:

Equipment Use Preferred Routine Swab Locations for Validation Visual Inzpection Locations During
Releaze Method Validation
¢ Reactors Rinsate l. Dome . Dome and Nozzles
¢ Vesselswsed to 2. Wil 2. DBaffles
perform chemical Bottom Valve 3. Agtator (Shaft, Sweeps, & Seal)
rzactions 4 Interior of Bottom Valve
¢ Crystallizers 3. Spray Devices
’ 6. Inner sdge of manway
7. Wal
s (Charga Chutes Swab or Binsate 1. Valves (if applicable) 1. Valves (of applicable and accassible)
depending on System 2 Sdewalls
desizn, CIP system desizn
(if zpplicable) and
cleaning method desizn
+ Make-up tank Rmsate . Dome . Dome and Nozzles
o Vessels wsed to 2 Wal 2. DBaffles
dizsalve rezctants 3. DBottom Valve 3. Agtator (Shaft, Sweeps, & Seal)
for chargme to 4, Interior of Bottom Valve
another vessel 3. Spray Devices
g Wal
¢ Granulators Rmsate l. Dome . Dome and Nozzles
o Dryars 2. Bottom Plate 2. Agtator (Shaft, Sweeps, & Seal)
¢ Filter-Drvars 3. Discharze Door & Chute 3. Area Under Filter Media
) 4 Agtator Sweep (drop bottom | 4. Area under filter media hold-down bars
only) and scraws.
3. Tilter Medi 3. Filter Medn
6. Area Under the Filter Madia 6. Discharge Door & Chuts
7. Sprav Devices
8. Tnner edze of manway
¢ Distillate Racaivars Rinsate l. Dome . Dome and Nozzles
o Mother Liquar 2. Wil 2. Intertor of Bottom Valve
Fecalvers 3. Bottom Valve i Wal
¢ Decant Recervers
(If product contact
due to salvage
operation culy)
+ Process Pipmg Rmsate . Dead Legs . Dead Legs
2. Transfer Mamfolds 2. Transfer Manifolds
3. Wirogen feed Imes attached to | 3. Samitary Pipmng
bottom of reactor shury lmes. | 4. Nitrogen feed lines attached to bottom

of reactor shiry and transfer lnes,




Table 1 Cont.:

Equipment Use Preferred Routine Swab Locations for Validation Visual Inspection Locations During
Release Method Validation
Vacuum pumps used | None Nene None - not reasonably accessible
for distillations
¢ Vacuum pumps Rinsate None Recommend mstalling sight glaszes at Inlet
wsed for drving and outlet piping of Vacuum.
operations 1. Vac Inlet & Outlet Piping
¢ Compovac/Apovac
(return loop to
dryer)
o Condenzer & Vapor | Rinsate Nons 1. Tube sheet*
Column 2. Vapor Column
3. Spray Devices*
*Theze locations zhould only be mapected if
a quabified boroscope camera s
available,
o Head tanks Rinzate 1. Dome 1.  Dome and Nozzles
o Vescelsused to 2. Wall 2. Wal
store pure raw 3. Bottom Valve 3. Interior of Bottom Valve
matenals Teactants If reqmr!d b'\' Table ] If“mli!d b)' Table 1
o Centnfuge: Swab or rinse, dependmg | 1. Dome 1. Dome and Nozzles
on Centmfuge type ), Sidewall ). Bowl
3. Bowl 3. Dicharge Chute
4. Dizcharge Chute 4, Wil
5. Agtator (if applicable)
6. SpravDevice:
o Tray Dryers See 1. Walls 1. Walls & Door
Note ] below 2. Door 2. Racks
3. Racks 3y Ty
4,  Interior of Trays
o  Tumble Dryers Rinse 1. Charging Valve or Portal 1. Al mterior Surfaces
o Totes & Bin: (Swab if rmse not 1. Discharge Valve or portal 2. All interior Surfaces
o Hoppers possible) 3. Chargmg Valve or Portal
4, Discharge Valve or portal
e Mills See 1. Feed Auger or Hopper 1. Complste Dizaszembly Of All Product
Note 1 below 2. Ml Blades or hammers Contact Parts - Inspect All Surfaces,
3. Blade Axel mehdmg:
4. Screen (if practical) A) Feed Auger or Hopper
5.  Duscharge Chute B.) Mill Blades or hammers
C.) Blade Axal
D.) Screen (if practical)
E.) Discharge Chute
Notes:

1. If the visual quantity 1s known then visual inspection 1s the preferred method for routme release. If the visual
quantity can not be determined then Swab 1s the preferred method, however, in those rare mstances that the

equipment can hold a known rinse volume, rinsate testing 15 acceptable.




