NVBOP - Secondary Engineering Controls Reference Information

room

adjacent space

adjacent space

Test Non Haz Buffer Ante room C-SEC C-SCA
Room
Airflow >30 ACPH (at >20 ACPH (FDA >30 ACPH >12 ACPH
least 15 from guidance)
outside the
room)
Room Pressure >0.02” w.c. >0.02” w.c. >0.01” w.c. >0.01” w.c.
positive to ante | positive to negative to negative to

adjacent space

HEPA Leak Filter
Test

All HEPA filters located in SEC must be leak tested during each

certification period (every 6 months)

Non-Viable
Particle Counts

ISO Class 7

ISO Class 8
unless shared
with HD buffer
room and then it

ISO Class 7. No
ISO classification
required if
located in C-SCA

ISO Class 7. No
ISO classification
required if
located in C-SCA

must be ISO

Class 7
Temperature Recommended that temperature is maintained under 68 degrees F
Humidity Recommended that humidity is below 60% at all times

This information is provided as a courtesy on behalf of the Nevada State Board of
Pharmacy. This information does not constitute legal advice and does not override the specific
provisions of Nevada law as applied to a particular set of facts.
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