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MICRO = CLEAN

Micro-Clean
Cincinnati Office
Toll Free: (800) 523-9852

Controlled Environment Testing Report

Date: 10/19/2016 Report: 124302
AlS #: CR-122109-1JP Prior Report #: 119791
Retest Due: 0472017

TECHNI-MED. INC.
340 MARSHALL AVE
AURORA, IL 60506

Contact: LYDIA LESNIAK 800-679-4667

The data presented in this report is an exact record of data collected for the below listed Controlled
Environment and was obtained in accordance with procedures as listed where applicable.

Standards and Procedures

1ISO-14644 International Standard

IEST-RP-CC-002 Laminar Flow Clean Air Devices

[EST-RP-CC034 H.E.P.A and U L.P.A Filter Leak Tests

IEST-RP-CC006 Testing Cleanrooms

CETA CAG-003 Certification Guide for Sterile
Compounding Facilities

Work performed in the following areas: The Ante Room

Certification Performed by M WZ' \2/\/ Date: 10/192016

= AWEST NBT 1210 NSF C0055851-01
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Micio-Clean
Cmctmat Miiee
loll Frec: (8001 323-9N32

Customer: FTECHNI-MED, INC.
Report #: 124302
Room: The Ante Room

Room Dunensions and Particie Count Eocation Caleulition

. S ! 1 ! . , i
oom Length In | Room Widih ln | Roonn Ared Square MRoom Aral Square | Number ol

Room Sections

e Inches | Chches ] Tedt Meters | locations,
o Section ) Lot L w7 . . H042 | R
Totals B l T 40.42 | 3.76 2

Ceiling Heiehtand Room Volume Cideuilavons (Co b Cand Cu Mo

Ceiling 1Icig'l-]f"_jl_ﬁml‘nchus L Room "_\._’x_'xlq]_xvucgfubic Fect 0 Room VolumeCubie qu_; B
0O 32333 i 910

. "rutbubls | 323,}3 ‘ E ‘)|6 T |

N A Changes Pe Hour Cateulation (Room and Pronan I‘ngineermg Control) ) S
Supply Air Volume Cubic Feet/Hour ! Room Air Changes Per Hour

e 27300 TS USbel

PEC* Air Yolume Cubic Feet/Hour ! PEC Air Changes Per Hour

f . R e - Y . O 0.00 .o . i

#PEC s the Primany Engineermg Control cies BSCLFCH Isolatorete )
PEC Adr Volumecan only be used when the deviee recireutates FIEPA Tilered atr back o the lab
Current USF 797 calls fo1 30 ACPI {na room with a maximun of 13 ACPTHTeoming from the PEC
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Micro-Clean
Cincivnat Oftiee
Folblree: (8005 323-9832

TECHNI-MED, ENC,
Dyvnamic Airborne Particle Count Results
The Ante Room
ISO Class 8

Report. 12:4362
I’rior Report #: 119791
Retest Dae; 0472017

oS um e tou M 3.0 um i@

Location t
.ocation 2

Totals

TESTS

"1 Cubic ]V1ngl/\\LI‘<ILL, B

28 31./Min.

0.5 Micron

L A8ALMm

5.0 am e few. M

Jooams Yy s
7 3001 3 106 :
e 2 24

LRESULTS

S0Micron

3177 212
L lCubcreolAverge 0 0
1 Cubic Foot Standard ey won A7 4
¢ Meter Stundard Deviation soe 156
HCI Yor 1 Cubie Meter S84 879
T 03% UCL Result. PASS PASS
Tocation | CrAss
Location 2 PASS

NOTL: 3.0 Micron particle sizes are Tor information purpose onbv. HISP-797 Joes not give speaitications for this

stze particle.
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Customer: TECHNIMED, INC.
Report #:124302

Certillcaton boaupment Last
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MIC

171 Container Place # Cincinnati, Ohio 45246
Toll Free: 1 (800) 523-9852
STERIS Life Sciences

Viable Chain of Custody Form

Collection performed in Accordance with CETA CAG-009 and/or I1SO 14698

R0 & CLEAN

Customer: TECHNI-MED, INC. Samples Collected By: Adam West
Contact: Lydia Lesniak Sample Date: | 10/19/2016 | Conditions During Sampling:
Phone: | 800.679.4667 |Fax: | N/A Sample Volume:|  1000L Dynamic
Email: thecompounderpharmacy@gmail.com Work Order # | A20161804 Cert# | 124302
% r Data Recorded By: | Sean Emerton Media ISO
3 |8 & m
-1 2 % = - = = 7
S 3 o a 2 144 m o
£z | = - 5 Sample Identification | > | > | ¢
3|3 | 3 2 o = e &
= % [ : # 8|8 |"
1 N/A 124302 Lab Code: 1152 H16260 Expires: 12/15/2016 X N/A
2 N/A 124302 Lab Code: 1156 H16260 Expires: 12/15/2016 X N/A
3 N/A 124302 Lab Code: 1153 H16257 Expires: 12/12/2016 X N/A
4 N/A 124302 Lab Code: 1157 H16257 Expires: 12/12/2016 X N/A
5 L1 124302 H16260 12/15/2016 AnteRoom X 8
6 L1 124302 H16257 12/12/2016 AnteRoom X 8
74 L2 124302 H16260 12/15/2016 AnteRoom X 8
8 L2 124302 H16257 12/12/2016 AnteRoom X 8
9
10
11 =
12 )
13 o
14 | vl
15 =
16
17 =
18 e
19 —
20
* The ISO Class listed is the recommended ISO Class per USP 797 or the ISO Class defined by the customer.
Equipment Used: Relinquished B’y: , Date/Time:
Model# SIN# Cal Due: C > ( / ; 10/19/2016
SAS 180 14-D-09383 | Nov-2016 A /L~ 10:00 AM
Notes: AIS# CR-122109-1JP Received By: Date/Time:
1-168 (4/16) Page 1 of 1
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Micro-Clean
Cincinnati Office

171 Container Place, Cincinnati, OH 45246

Toll Free: (800) 523-9852

Customer TECHNI-MED, INC.

Address 340 MARSHALL AVE

City & State AURORA, IL 60506

Contact LYDIA LESNIAK 800-679-4667
Room IV Prep

Location 1st Floor

Department Pharmacy

Laminar Flow Clean Bench

Work Area Height 220
Work Area Width 46.0
Media Area 7.03
Airflow (CFM) 666.8
Manufacturer Spec 80 to 100

Individual Velocity Point Readings
82 84 90 75
112 105 111 100

Airflow Test Result Pass

Max Velocity
Min Velocity
Average Velocity

112
75
949

Additional Information

Speed Control
Mag Gauge
Blower Motor Qty

No Change
Inoperable
1

Test Report # 124301

Date Tested 10/19/2016
Previous Report 119790
Manufacturer Envirco
Model 10166

SIN 89056814
Equipment Type Clean Bench
Retest Due Date 04/2017

AlIS # N/A

Test Instrumentation Used

Anemometer
Manufacturer TSI
Model 966
Serial Number P07360053
Calibration Due 0972016

Leak Test Result

Leak Test Spec

Actual Leakage Detected

Aerosol Challenge Concentration
Simulated Dynamic Smoke Pattern Test

Photometer
TEC

PH-4

1121
01/2017

Pass
0.01%
0.0020%
202
Pass

Smooth flow was observed with no reverse flow or refluxing

Prefilter Information

Particle Counts (Readings taken at 0.5/5.0 Microns per CFM)

Ambient Count
Counts (0.5 Um)
Counts (5.0 Um)
Manufacturer
Serial

Particle Counts Results (ISO 5)

Remarks New blower motor & speed control 12/10

109

0 0
0 0
Climet
045370
Pass

New HEPA filter 6/09

Qty Type Size
1 Poly-Foam 22 x44 x1
0 0 0
Q 0 0
Model Cl-450
Calibration Due 11/2016

This Unit Has Met The Conditions of Manufacturer Specifications

Test Performed by

7/

Date 10/19/2016

(/ A West CNBT 1210/ NSF C0055851-01

Condition
Satisfactory
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171 Container Place # Cincinnati, Ohio 45246
Toll Free: 1 (800) 523-9852

STERIS Life Sciences

Viable Chain of Custody Form

Collection performed in Accordance with CETA CAG-009 and/or ISO 14698

Customer: TECHNI-MED, INC. Samples Collected By: Adam West
Contact: Lydia Lesniak Sample Date: | 10/19/2016 | Conditions During Sampling:
Phone: | 800.679.4667 |Fax: | N/A Sample Volume:|  1000L Dynamic
Email: thecompounderpharmacy@gmail.com Work Order # | A20161804 Cert# | 124301
o r . Data Recorded By: | Sean Emerton Media ISO
3 |8 o m
3 | g 2 2 T, 4 | 2|3
s |5 | 3 - 5 oo [EIE|S
g | z = = 5 Sample Identification o
3 | 3 E] 2 - 2 [ a]g
g (8| = - 5 /(8™
1 N/A 124301 Lab Code: 1152 H16260 Expires: 12/15/2016 X N/A
2 N/A 124301 Lab Code: 1156 H16260 Expires: 12/15/2016 X N/A
3 N/A 124301 Lab Code: 1153 H16257 Expires: 12/12/2016 X N/A
4 N/A 124301 Lab Code: 1157 H16257 Expires: 12/12/2016 X N/A
5 L1 124301 H16260 12/15/2016 Envirco LAFCB (IV Prep) X 5
6 L2 124301 H16257 12/12/2016 Envirco LAFCB (IV Prep) X 5
7 —
8 2
9
10
1
12
13 n A
14 B
15 —
16
17 —
18 =
19 =
20 ;
* The ISO Class listed is the recommended ISO Class per USP 797 or the ISO Class defined by the customer.
E - Relinquished By: Date/Time:
Model# S/N# Cal Due: 10/19/2016
SAS 180 14-D-09383 | Nov-2016 £/ 1 / - 10:00 AM
Notes: S/N: 89056814 Received By: | Date/Time:
1-168 (4/16) Page 1 of 1
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Customer TECHNI-MED, INC.

Address 340 MARSHALL AVE

City & State AURORA, IL 60506

Contact LYDIA LESNIAK 800-679-4667
Room IV Prep

Location 1st Floor

Department Pharmacy

Laminar Flow Clean Bench

Work Area Height 220
Work Area Width 460
Media Area 7.03
Airflow (CFM) 655.3

Manufacturer Spec 80 to 100

Individual Velocity Point Readings
83 89 95 91
g7 100 103 88

Airflow Test Result Pass

Max Velocity 103
Min Velocity 83
Average Velocity 933

Additional Information
Speed Control No Change
Mag Gauge Black
Blower Motor Qty 1

Micro-Clean

Cincinnati Office

171 Container Place, Cincinnati, OH 45246
Toll Free: (800) 523-9852

Test Report # 124300
Date Tested 10/19/2016
Previous Report 119789
Manufacturer Envirco
Model 10166

SIN 66043233
Equipment Type Clean Bench
Retest Due Date 04/2017

AlIS # N/A

Test Instrumentation Used

Anemometer
Manufacturer TSI
Model 962
Serial Number P09260017
Calibration Due 10/2016

Leak Test Result

Leak Test Spec

Actual Leakage Detected

Aerosol Challenge Concentration
Simulated Dynamic Smoke Pattern Test

Photometer
TEC

PH-4

1121
01/2017

Pass
0.01%
0.0020%
206
Pass

Smooth flow was observed with no reverse flow or refluxing

Prefilter Information
Qty Type Size
1 Poly-Foam 22x% 44 x 1

Particle Counts (Readings taken at 0.5/5.0 Microns per CFM)

Ambient Count 109
Counts (0.5Um) 0 0
Counts (5.0 Um) 0 Q0
Manufacturer Climet
Serial 045370
Particle Counts Results (ISO 5) Pass

Remarks New blower motor & HEPA filter 9/05.

0 0 0

0 0] Q
Model Cl-450
Calibration Due 11/2016

This Unit Has Met The Conditions o! Manufatsturer Specifications

Test Performed by L«

(N’ Date 1011912016
o
AlWest CNBT 1210/ NSF C0055851-01

Condition
Satisfactory
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171 Container Place # Cincinnati, Ohio 45246

Toll Free: 1 (800) 523-9852
STERIS Life Sciences

Viable Chain of Custody Form

Collection performed in Accordance with CETA CAG-009 and/or ISO 14698

—AN

Customer: TECHNI-MED, INC. Samples Collected By: Adam West
Contact: Lydia Lesniak Sample Date: | 10/19/2016 | Conditions During Sampling:
Phone: 800.679.4667 |Fax: | N/A Sample Volume:|  1000L Dynamic
Email: thecompounderpharmacy@gmail.com Work Order # | A20161804 Cert# J 124300
@ | E Data Recorded By: | Sean Emerton Media | ISO
3 |8 & m
2| § 2 z ) 4 |1=|3
3 o =3 8 yime . > s 2
£ |z z % 5 Sample Identification o
3 | 3 g ) = 2|28
g8 = . 3 S8 "
1 N/A 124300 Lab Code: 1152 H16260 Expires: 12/15/2016 X N/A
2 N/A 124300 Lab Code: 1156 H16260 Expires: 12/15/2016 X N/A
3 N/A 124300 Lab Code: 1153 H16257 Expires: 12/12/2016 X N/A
4 N/A 124300 Lab Code: 1157 H16257 Expires: 12/12/2016 X N/A
5 L1 124300 H16260 12/15/2016 Envirco LAFCB (IV Prep) X 5
6 L1 124300 H16257 12/12/2016 Envirco LAFCB (IV Prep) X 5
- —
8 L
9 L —
10 =
1
12 ‘
13 AT
14 ; i
15
16
17
18
19
20 | —
* The ISO Class listed is the recommended ISO Class per USP 797 or the ISO Class defined by the customer.
Eguiggm Used: Relinquished By: Date/Time:
Model# S/N# Cal Due: — 7 ) L 10/19/2016
SAS 180 14-D-09383 Nov-2016 / / ~ 10:00 AM
Notes: S/N: 66043233 Received By~ Date/Time:
Page 1 of 1

1-168 (4/16)
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TECHNI-MED, INC.
AURORA, 11. 60506

Controlled nviromment
lesting & Certification

The IV Prep Room

This preliminary report does not include 3rd party lab resutts for aivborne micrabial sampling

Report #124303

/192016
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Individual Test Results
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MICRO = CLEAN

Micro-Clean
Cincinnati Office
Toll Free: (800) 523-9852

Controlled Environment Testing Report

Date: 10/19/2016 Report: 124303
AlS #: CR-122109-2JP Prior Report #: 119792
Retest Due: 0422017

TECHNI-MED, INC.
340 MARSHALL AVE
AURORA, IL 60506

Contact: LYDIA LESNIAK 800-6794667

The data presented in this report is an exact record of data collected for the below listed Controlled
Environment and was obtained in accordance with procedures as listed where applicable.

Standards and Procedures

1ISO-14644 International Standard

IEST-RP-CC-002 Laminar Flow Clean Air Devices

IEST-RP-CC034 H.E.P.A.and UL P A Filter Leak Tests

IEST-RP-CCO006 Testing Cleanrooms

CETA CAG-003 Certification Guide for Sterile
Compounding Facilities

Work performed in the following areas: The 1V Prep Room

Certification Performed by: [ J /)Z/&L./ Date: 10/19/2016

AWE S7( NBT NSF C0055851-01
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Report. 124363
Prior Report #119792
Ketest Due 1426707

The IV Prep Room
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Customer: TECHNI-MED, INC.
Report #: 124303
Room: The 1Y Prep Room

Room Dunctstons and Particle Count 1 ocation Calendation

Room Sectons Room [ength In Room AVidth [n - Room Area Squase | Room Area Sqquane Number ol
Inches } fchios : I eet : Meters i I ocations
I _ ! i peet R el ol i
Section ) : 121 vroo | SES » 38
Fotals i o ) 81.51 7.58 i 3

_('L'II_I__{E_]_|L‘I;._'hl__.‘1lixl Koom Volume Calvalations «Cu bt and Cu A

v m?’cnlmg I-I_le-;hl I Inches Room Volume Cuabie et ___ | Room Volume Cubic Meters
i ) A2t ' 184
Totals ! 63206 18.46

A Changes Per Hour Caleudation cioon and Primany 1 ngieering Control)

Supply Air Volume \ Cubic Feetv/Hour Raom Air Changes Per Hour
223 ! NI ; RIRY

PEC* Air Yolume Cubic Feet/Hour ! PEC Air Changes Per Howr
1322 i NENY] 121 69

x

PEC s the Promary Pagmeciimg Control ces BSCOETCH olator.ete
PEC AT Yohanecan onh be used when the device secncubates HIFPA fThered air back mito the fab
Cuarrent USE 797 calls for 300 ACPT e room with aonasimum ol IS ACPH conumg from the PEC
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Toilbroe (Ninr A23.0832

Date: 10/19/2016 Report 124303
AIS & CR-122009-2110 Prior Report & 1a7o?
Retest Due, 0472017
TECHNEMED, INC.
Dy namic Airborne Particle Count Results
I'he 1V Prep Room
1SO Class 7

i Tocation D uSume D 0Ssume Tew M Soumear ] SOum@ fcu M
| | MM || 3 {0 ]
. tocsnont 0 2430 |, B ‘ 424 i
© Jocanon 2 '1 v 12 R P I 4 . BRI :
. Pocatwnr 3 ° o i REAEN l oy i T .
| Totals | o 607 19 Cem ]
_TESTS . . S
L | S Micron 5.0 Micron ‘
_ 1 Cubie Mater Average B 2236 | 22 ]
! L ubie oot Averupe : - o . | & !
I Cubie Foot Standasd Devianon JT_ ) 5 5 ,
FCubic Meter Stundard Deveation R IR 2 N
i G500 L°CL For | Cubie Meter l ( 513
SRt C] Result . PASS
LT e - PASS
i - __ becanen 2 - PASS . PASS
! ocation 3 , . bass boo_oopass_

NOTE S0 NMicron patticle sizes are tor mlortmiation purpose only US]-740 7 does not ginve speaitications Tor this

size particke
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Customer: TECHNEMED, INC.
Report #: 124303

Certihicaton Fguipment 1 st

21 . uli2ol?

: Prl-d I !

[ e ) — . H . . 4= o i
: 'S {hermald . Yo : 1'07 360033 . [SRZRIFIID

; ) . Ancniomee . : o

Aol I Cuptmic Tlood | Fhb-o2 SUTASNR G420 7

aner ! » ; : .

Pios Intermtional An leplm' Super IRy F-1)-00383 | 1 1/2016 i

Dros i : b . mpler . : o1 I
i Chimel o Particle Counter | -4 | D337 L1200
| Al S Iigitd Manometer | REEIEEn ) HI42301 f 1272010
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R0 & CLEAN

171 Container Place # Cincinnati, Ohio 45246
Toll Free: 1 (800) 523-9852
STERIS Life Sciences

Viable Chain of Custody Form

Collection performed in Accordance with CETA CAG-009 and/or ISO 14698

Customer: TECHNI-MED, INC. Samples Collected By: Adam West
Contact: Lydia Lesniak Sample Date: | 10/19/2016 | Conditions During Sampling:
Phone: | 800.679.4667 |Fax: | N/A Sample Volume:|  1000L Dynamic
Email: thecompounderpharmacy@gmail.com Work Order# | A20161804 Cert# | 124303
w | £ Data Recorded By: | Sean Emerton Media | ISO
'3' 8 & m
T | B g, i ! - | = 7}
@ 1 a a 2 w m o
Z |z | & . g Sample Identification | > | ¥ | o
32| 3 S ) 5 = |alB
g |8 | = - : R
1 N/A 124303 Lab Code: 1152 H16260 Expires: 12/15/2016 X N/A
2 N/A 124303 Lab Code: 1156 H16260 Expires: 12/15/2016 X N/A
3 N/A 124303 Lab Code: 1153 H16257 Expires: 12/12/2016 X N/A
4 N/A 124303 Lab Code: 1157 H16257 Expires: 12/12/2016 X N/A
5 L1 124303 H16260 12/15/2016 IV Prep X 7
6 L1 124303 H16257 12/12/2016 IV Prep X 7
7 L2 124303 H16260 12/16/2016 IV Prep X 7
8 L2 124303 H16257 12/12/2016 IV Prep X 7
9 L3 124303 H16260 12/15/2016 IV Prep X 7
10 53 124303 H16257 12/12/2016 IV Prep X 7
11 B
12 i
13
14
15 &) =
16 =
17 .
18 "
19 =
20
* The ISO Class listed is the recommended ISO Class per USP 797 or the ISO Class defined by the customer.
M Relinquished By: Date/Time:
Model# SIN# Cal Due: (X / 10/19/2016
SAS 180 14-D-09383 | Nov-2016 o/ 10:00 AM
Notes: AIS# CR-122109-2JP Received By: Date/Time:
1-168 (4/16) Page 1 of 1
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	Certification - Hoods October 19, 2016
	Certification - IV Prep Room October 19, 2016

