2432 Emrick Boulev
Bethlehem, PA 1802
484-852-0310
WwWw.cenvironment.com

CERTIFICATION REPORT - Cleanroom Certification
CERTIFICATION REPORT #:'02168-20250501AH01

CUSTOMER NAME: Boothwyn. Pharmacy

CUSTOMER ADDRESS: 221 Gale Lane, Kennett Square PA 19348

Manufacturer & Model: Pharmacy Cleanroom

Contoc: N

Test Completion Date: 01 May 2025

Location & Room: Room 170, 172, 172A

PAGETITLE

ACCEPTANCE CRITERIA:
NOT APPLICABLE
PER DESIGN

CLIENT CRITERIA
USED FOR DIAGNOSTIC PURPOSES

Identifying No.: N/A
Next Service Date: Jul 2025
CEC Asset No.: 02168

RESULTS:
PASS
FAIL
NO TEST
FOR REFERENCE ONLY

Identification & Room
Dimension Drawing

Not Applicable

For Reference Qnly

Airflow Volume Sufficient Air ta: Achieve Air Changes Per Hour No Test
Room Air Change Rate Prep room 230 ACPH No Test
Calculation Ante room = 30 ACPH
Non-HD Buffer room 2 30 ACPH

“Room Pressurization & Non-HD Buffer Rm fo Anfe Rm = 0.020" w.c. Pass
‘irflow Directional Smoke Ante Rm to Prep Rm ='0.020" w.c.
/aftern Test Prep Rm to Pharmacy = 0.020" w.c.
HEPA Filter Installation Leak Test | <0.010% of the upstream challenge No Test

Aerosol Chul]erige Introduction
Location

Not Applicable

For Reference Only

Airborne Non-Viable Particle
Counting

Rooms 170, 172, 172a
ISO Class 7: < 352,000 ppcm @ 0.54m and larger

No Test

Filter Differential Pressure

Not Applicable

ForReference Only

Light Intensity & Sound Level

Not Applicable

For Reference Only

Repair Patch Tracking

Lesser dimension of each repair no greater than
1.50"

Total of all repairs not to exceed 3.00% of the
effective filter area

No Test

HEPA Filter Historical Data

Used for Diagnostic Purposes

For Reference Only

Cerified in Accordance with the most current:

CETA CAG-003-2022, 150 14644-1:2015

COMMENTS:-h

COMPLETED B

DATE: 01 May 2025

Copyright © 2019 Controlled Environment Consulting
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CERTIFICATION REPORT #: 02168-20250501AHO1

IDENTIFICATION & RCOM DIMENSION DRAWING:

*All dimensions measured fo the nearast inch,
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CERTIFICATION REPORT #: 02168-20250501AHO1

ROOM AIR CHANGE RATE CALCULATION
,-Borﬁng:
Total Aliflow Volumes ih Cubic Feet Per Minute (CFM): (CFM1 + CFM2 + CFM3...)
Room Volume: In Cubic Feet (CUFT.} {L" x W' x H''/1728)

AIR CHANGES/HOUR: (CFM/CULFT, x 60}

Ante Room
Prep Room PS-172A
PS-170 £ ISO Class 7
15O Class 7

Room Supply Airflow = N/A
Room Volume = 575 ft?
Room Air Change Rate = N/A

Room Supply Airflow = N/A
Room Volume = - 1,031 ft3

Roomn Air Change Rate = N/A =
Buffer Room
PS-172
ISOClass 7
Room Supply Airflow = N/A
. Room Volume = 789 fi3
Room Air Change Rate = N/A
: PEC Supply Airflow = N/A
PEC Air Change Rate = N/A
J Total Alr Change Rate = N/A

COMMENTS: N/A
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CERTIFICATION REPORT #: 02168-20250501AHO1T

ROOM PRESSURIZATION & AIRFLOW DIRECTIONAL SMOKE PATTERN TEST

NIST TRACEABLE STANDARDS USED

AR ... ¥, . DSUSED -
_ DESCRIPTION  MANUFACTURER MODEL#  SER %
v‘uur.omdex | TSI l 9565P 1 9565P2 4300 W 21 Oc12025

Reparting: Pressure - Inches of Wc
A visual smoke source used fo verify airflow directicn by passing the smokesource around the enfire perimete the doorway

Readings taken on 01 May 2025 @ 1200.

ter Column ("w.c.)

Current Airflow Direction .}
_—

Design Airflow Direction
Monitor Field Performance Verification Chart

[ Ante-room to Prep Room 0.040" w.c. | Neuksil R
| Non-HD buffer room to Ante room Monitor 0.075" w.c. ?10 Design D;recﬁonv
Prep room to General Pharmacy Monitor | 0.090" w.c. 4
Ante Room
e R"gm PS-172A
) P17 ] ISO Class 7
ISO Class 7 _
=
0.032" w.c.
0.072*
Non-HD
Buffer Room
PS-172
{ iSO Class 7

0.086 w.c. j

ROOM PRESSURE CRITERIA

Non-HD-Buffer Rm to Ante Rm =0.020" w.c.
Ante Rm o Prep Rm =z 0.020" w.c.
Prep Rm to Pharmaey = 0.020" w.C.

COMMENTS: N/A
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CERVIFICATION REPORT #: 02148-20250501 AHO1

AEROSOL CHALLENGE INTRODUCTION LOCATION

Smoke Detectors: NC
Smoke Detectors were not disabled.
Smoke was infroduced Info porls located In celling for fllters # 1,3,4 Filter # 2 and 5 were inroduced info flex duct In the mezz above the
cleanroom,

Ante Room
Prep Room P5-172A
PS-170 & ISO Class 7
ISO Class 7
2

Non-HD
Buffer Room
Ps-172
1SO Class 7 s

R AT

COMMENTS: N/A
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CERTIFICATION REPORT #: 02168-20250501AHO1

HEPA FILTER HISTORICAL DATA

" FILTER MODEL # ; ' INSTALLATION INITIAL VOLUME INITIAL DF (“w.c)
D DATE (CFM)
1 N/A N/A N/A NAA N/A
¢ N/A N/A N/A N/A N/A
3 N/A N/A N/A N/A N/A
4 N/A N/A N/A N/A N/A
5 NFA N/A MN/A N/A N/A
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