POTENTIAL PATIENT HARM*

LIFE THREATENING

BLOCKAGE/
SERIOUS PR AN T CLOTTING IN
INFECTIONS BLOOD VESSELS
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PARTICULATE MATTER - LACK O F

DURING MANUFACTURING

IT°’S NO SECRET:

* THAT MOST FACILITIES HAVE ONGOING CONTAMINATION
ISSUES - NON-COMPLIANCE WITH CGMP REQUIREMENTS

* THAT YOU COULD BE RECEIVING A BETTER VALUE WITH
CLEANROOM CONSUMABLES

B |
ENGINEERED CLEAN

* THAT STAFF COULD USE MORE TRAINING IN CLEANING,

www.berkshire.com SANITIZING, AND DECONTAMINATION PROCEDURES
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Cleanroom Cleaning Requirements and Recommended Products: USP <795> <797> <800> <825>

MINIMUM REQUIRED
CLEANING FREQUENCY

ISO CLASS 7 (BUFFER AREA) / ISO CLASS 8 (ANTE-AREA):

AREA

RECOMMENDED PRODUCTS

Counters and easily cleanable

Dry Wipers: MicroSeal®-VP, Choice® 900,
Durx® 670, EcoClean® 35, ValuClean® Plus,
Choice® 600

Daily work surfaces Pre-Wetted 70% IPA Wipers: SatPax® MicroSeal®
-VP, SatPax® 1200-R, SatPax"‘ 670-R,
Choice® SatPax 600, SatPax® 550,
SatPax® Polx® Nonwoven

i BCR® Stainless Steel Mop Head & Handle

Daily Floors Covers: PET - Microfiber - Foam
Dry Wipers: MicroSeal®-VP, Choice® 900,
Durx® 670, EcoClean® 35, ValuClean® Plus,
Choice® 600

Monthly Storage Shelving, Carts, Pre-Wetted 70% IPA Wipers: SatPax® MicroSeal®

Walls, Ceilings

-VP, SatPaxu 1200-R, SatPax® 670-R
Choice® SatPax 600, SatPax® 550,
SatPax® Polx® Nonwoven

BCR® Stainless Steel Mop Head & Handle:
Same As Daily

MINIMUM REQUIRED

ISO CLASS 5 - PRIMARY ENGINEERING CONTROL (PEC)

CLEANING FREQUENCY AREA RECOMMENDED PRODUCTS
VALIDATED STERILE WIPES EasyClean® 360 Isolator Cleaning DISI?I.II-:EE%I'II:ENTS
Tool (ICT)
At the beginning of LAFWs , BSCs, DRY WIPES PRE-WETTED
each shift CAls and CACls 70% IPA/30%
DI WATER VALIDATED
*Before each batch Counters and work STERILE
surfaces (Needs
*Not longer than minimum daily - @
30 min after previous cleaning frequency) g{gﬁ:o IcT
disinfection (during Presaturated
ongoing compounding) Covers
*After spills Gamma Wipe® Choice® ICT
MicroSeal® -VP , o Sterile Padded | VersaHOCI
-Whin sgrfatce . St_er|le SatPax” Covers Sterile
contaminate is known Gamma Wipe® 120 MicroSeal® -VP
«Clean area after Sterile SatPax® 1200
surface sampling Gamma Wipe® 67
(i.e. Contact Rodac Sterile SatPax® 670
Agar Plate) Gamma Wipe® GREEN SEAL
Polx® Nonwoven Sterile SatPax® 550 / CERTIFIED
Sterile SatPax® greensealorg
Polx® Nonwoven

Surface Sampling Swab

Lab-Tips® -
sampling and cleaning
intricate and tight

surfaces.

Swabs for

BCR® Cleanroom
Spiral Notebooks -
Record Keeping

Glove Liners -
Enhance operator
comfort during
extended wear
while retaining
dexterity.

Free Evaluation
Services Available

“www.fdagov/drugs/drug-safety-and-availability/drug-recalls

BCR® All-in-One
Stainless Steel Mop
Cart System

Adaptable
design to
maximize
efficiency.

Berksimre

ENGINEERED CLEAN

www.berkshire.com
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