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TYPICAL ROOM CONDITION RANGES

PIC/S ISPE Temperature RH % Final Filtration Conceptual Air
Grade Grade oC USA EU Change Rate
A Grade 5 15~ 21 30 ~ 60 HEPA H-13 or H-14 N/A
N/A Grade 6 15 ~21 30 ~60 HEPA H-13 30 ~ 60
B Grade 7 17 ~ 23 30 ~60 HEPA H-13 15~ 60
c Grade8 | 18~24 | 30~60 |MERVIHTSOTL Foorho13 10 ~ 20
D CNC+ 19~ 25 25~65 | MERV 13-15 F-7 to F-9 6~15
N/A CNC 19~25 25~65 | MERV 11-13 F-6 6~10
N/A uc N/A N/A N/A N/A N/A

CNC: Controlled Not Classified

CNC+: Controlled Note Classified with Local Monitoring
UC: Uncontrolled

MERV: Multiple Efficiency Reporting Value

ISPE Baseline Uolume 6
£agle Teng

19

RECOMMENDED DESIGN CONDITIONS FOR
BIOSAFETY LEVELS

Pressure relative to Discharge Filtration
BSL uncontrolled space Recirculation Airlocking
USA EU
GLSP + N/A N/A Recirculation N/A
BSL 1 +/- N/A N/A Recirculation Desirable
BSL 2 - HEPA optional H-13 optional Recirculation Desirable
. . Local
BSL 2+ - HEPA optional H-13 optional . . Suggested
recirculation
100% OA, Mandatory,
BSL 3 2- HEPA H-13 or H-14 Local room Multi-stage
recirculation only optional
BSL 4 3- Double HEPA | Pouble H-130r 1 4450, oA Mandatory
H-14 Multi-stage
€agle Teng
20

B- 10 GMPE 2 ZE il A R EesE BRIE EDAI_0521 - 2018FE5H21H



107TPDA04014-B

EN 1822

EN 1822: 2009 High Efficiency Air Filters Part 1: Classification, Performance Testing,

Marking
Integral Value Local Value
Filter Collection | Penetration % [ Collection | Penetration %
E10 85 15 - -
Ell 95 5 - -
E12 99.5 0.5 - -
H13 99.95 0.05 99.75 0.25
H14 99.995 5 99.975 25
U15 99.9995 0.0005 99.9975 0.0025
U16 99.99995 0.00005 99.99975 0.00025
u17 99.999995 | 0.000005 99.9999 0.0001
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EUROPEAN
COMMISSION
Eudral.ex
The Rules Governing Medicinal Products in the European Union
Volume 4
Good Manufacturing Practice
Guidelines on Good Manufacturing Practice specific to Advanced
Therapy Medicinal Products
Document History
Adoption by the European Commission 22 November 2017
Date for coming into operation ATMP manufacturers should
comply with these Guidelines no
later than 22 May 2018.
These Guidelines are specific to ATMPs. Other documents developing GMP
requirements for medicinal products which are contained in Volume 4 are not applicable
to ATMPs, unless specific reference thereto is made in these Guidelines.
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PREUVENTION OF CROSS-
CONTAMINATION IN
PRODUCTION
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