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Inc.

Phone: (724) 853-4047

U.S. Micro-Solutions, Inc. * 302 Unity Plaza * Latrobe, PA 15650

Fax: (724) 853-4049 AIHA-LAP, LLC EMLAP #103009
www.usmslab.com

Customer Name:
Customer Address:

Customer Phone:
PO Number:
Project Name/Number:

Northern Air Flow
PO Box 085595
Racine, WI 53406

Sample Date:
Date Received:
Date of Report:

November 13, 2019
November 14, 2019
November 21, 2019

(262) 639-6796
111319-1

Fax:

Attention: T Mikulecky

Customer sample numbers below are uniquely identified by prefixing Laboratory #: 111470-19

Bioaerosol Sample Set(s) for Bacterial & Fungal Analysis - Analytical Method USMS-G065

Sample Description /
Sample Number

Raw

Results of Microbial Analysis
CTs

LAFW 66043233 Total Microbial Count < 1 CFU/m3 of air
ISO Class 5 Viable Air Level: Count Below Action Level
1 Total Bacterial Count: <1 CFU/m?3 of air
No growth
°
g
@
o Total Raw Count: <1
Total Volume: 1000 liters of air
Analytical Sensitivity: 1 CFU/m3 of air P CEEETE At v
1F Total Fungal Count: <1 CFU/m?3 of air
No growth
=)
c
3
[T
Total Raw Count: <1
Total Volume: 1000 liters of air
Analytical Sensitivity: 1 CFU/m3 of air PR CITEEEN ~EETr g
LAFW 89056814 Total Microbial Count <1 CFU/m3 of air
ISO Class 5 Viable Air Level: Count Below Action Level
3 Total Bacterial Count: <1 CFU/m3 of air
No growth
°
g
@
o Total Raw Count: <1
Total Volume: 1000 liters of air
Analytical Sensitivity: 1 CFU/m3 of air P CEEETE At v
3F Total Fungal Count: <1 CFU/m3 of air
No growth
=)
c
3
L
Total Raw Count: <1
Total Volume: 1000 liters of air
Analytical Sensitivity: 1 CFU/m3 of air PR CITEEEN ~EETr g
Air Sampler: Impaction Head (# of holes) Media: Manufacturer: Lot Number: Exp. Date:
SAS 180 TSA w/Lec Poly 80 Remel 852611 11/26/19
SDA w/Lec Poly 80 Remel 862378 12/12/19
Viable sampling was conducted while the cleanroom was in an active or dynamic state.

Notation for Bolded Microbes

USP<797> Pharmaceutical Compounding-Sterile Preparations states recovery of any mold, yeast, coagulase-positive Staphylococcus, or gram-negative rod
in any area is considered not to be in compliance and immediate remediation and investigation into the cause must be conducted.

Results relate only to the samples tested. Results are reported as calculated. For biological data, the first and/or second digit should be considered significant.

*Fungus (mold, yeast)

When providing duplicates of this report, the document should be provided in total and not in section in accordance with AIHA-LAP, LLC. Any unauthorized or improper disclosure, copying, distribution, use, or falsification of these results is
prohibited. USMS shall have no liability to the Customer or the Customer’s customer for opinions stated, recommendations made, actions taken, or conduct implemented based on the test results reported.

Technical Manager:

< %“ms‘gfrmﬁaé{)kl-f
[«

Sharon Fanchalsky, AS, MLT (ASCP)
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U.S. Micro-Solutions, Inc. * 302 Unity Plaza * Latrobe, PA 15650

Phone: (724) 853-4047 Fax: (724) 853-4049  AIHA-LAP, LLC EMLAP #103009
www.usmslab.com

Customer Name:
Customer Address:

Customer Phone:
PO Number:
Project Name/Number:

Northern Air Flow
PO Box 085595
Racine, WI 53406

(262) 639-6796
111319-1

Sample Date:
Date Received:
Date of Report:

Fax:
Attention:

November 13, 2019
November 14, 2019
November 21, 2019

T Mikulecky

Customer sample numbers below are uniquely identified by prefixing Laboratory #: 111470-19

Bioaerosol Sample Set(s) for Bacterial & Fungal Analysis - Analytical Method USMS-G065

Sample Description /
Sample Number

Raw

Results of Microbial Analysis
CTs

IV Room Total Microbial Count < 1 CFU/m3 of air
ISO Class 7 Viable Air Level: Count Below Action Level No of Personnel in Room: 7
5 Total Bacterial Count: <1 CFU/m?3 of air
No growth
°
g
@
o Total Raw Count: <1
Total Volume: 1000 liters of air
Analytical Sensitivity: 1 CFU/m3 of air P CEEETE At v
SF Total Fungal Count: <1 CFU/m?3 of air
No growth
=)
c
3
[T
Total Raw Count: <1
Total Volume: 1000 liters of air
Analytical Sensitivity: 1 CFU/m3 of air PR CITEEEN ~EETr g
Ante Area Total Microbial Count < 1 CFU/m3 of air
ISO Class 8 Viable Air Level: Count Below Action Level No of Personnel in Room: 8
7 Total Bacterial Count: <1 CFU/m3 of air
No growth
°
g
@
o Total Raw Count: <1
Total Volume: 1000 liters of air
Analytical Sensitivity: 1 CFU/m3 of air P CEEETE At v
7F Total Fungal Count: <1 CFU/m3 of air
No growth
=)
c
3
[T
Total Raw Count: <1
Total Volume: 1000 liters of air
Analytical Sensitivity: 1 CFU/m? of air PR CITEEEN ~EETr g
Air Sampler: Impaction Head (# of holes) Media: Manufacturer: Lot Number: Exp. Date:
SAS 180 TSA w/Lec Poly 80 Remel 852611 11/26/19
SDA w/Lec Poly 80 Remel 862378 12/12/19
Viable sampling was conducted while the cleanroom was in an active or dynamic state.

Notation for Bolded Microbes

USP<797> Pharmaceutical Compounding-Sterile Preparations states recovery of any mold, yeast, coagulase-positive Staphylococcus, or gram-negative rod
in any area is considered not to be in compliance and immediate remediation and investigation into the cause must be conducted.

Results relate only to the samples tested. Results are reported as calculated. For biological data, the first and/or second digit should be considered significant.

*Fungus (mold, yeast)

When providing duplicates of this report, the document should be provided in total and not in section in accordance with AIHA-LAP, LLC. Any unauthorized or improper disclosure, copying, distribution, use, or falsification of these results is
prohibited. USMS shall have no liability to the Customer or the Customer’s customer for opinions stated, recommendations made, actions taken, or conduct implemented based on the test results reported.

Technical Manager:

< %“”ﬁfmwk{-/
ad

Sharon Fanchalsky, AS, MLT (ASCP)
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Inc.

U.S. Micro-Solutions, Inc. * 302 Unity Plaza * Latrobe, PA 15650

Phone: (724) 853-4047

Fax: (724) 853-4049 AIHA-LAP, LLC EMLAP #103009
www.usmslab.com

Customer Name:
Customer Address:

Northern Air Flow
PO Box 085595
Racine, WI 53406

Sample Date:
Date Received:
Date of Report:

November 13, 2019
November 14, 2019
November 21, 2019

Customer Phone: (262) 639-6796 Fax:
PO Number: 111319-1 Attention:
Project Name/Number:

T Mikulecky

Customer sample numbers below are uniquely identified by prefixing Laboratory #: 111470-19

Media Control(s) for Bacterial & Fungal Analysis - Analytical Method USMS-G065

Sample Description /

Results of Microbial Analysis
Sample Number Y : : ys!

Positive Control

Positive Control
Growth of Staphylococcus aureus
Growth of Pseudomonas aeruginosa
% Growth of Bacillus subtilis
g
o
Positive Control
Growth of Aspergillus brasiliensis
Growth of Candida albicans
=3
c
3
w

Negative Control

Negative Control*
No growth*
8
% *Results are not blank corrected
o
Negative Control*
No growth*
E
T *Results are not blank corrected
Media: Manufacturer: Lot Number: Exp. Date:
TSA w/Lec Poly 80 Remel 852611 11/26/19
SDA w/Lec Poly 80 Remel 862378 12/12/19

Notation for Bolded Microbes

USP<797> Pharmaceutical Compounding-Sterile Preparations states recovery of any mold, yeast, coagulase-positive Staphylococcus, or gram-negative rod
in any area is considered not to be in compliance and immediate remediation and investigation into the cause must be conducted.

Results relate only to the samples tested. Results are reported as calculated. For biological data, the first and/or second digit should be considered significant.

When providing duplicates of this report, the document should be provided in total and not in section in accordance with AIHA-LAP, LLC. Any unauthorized or improper disclosure, copying, distribution, use, or falsification of these results is
prohibited. USMS shall have no liability to the Customer or the Customer’s customer for opinions stated, recommendations made, actions taken, or conduct implemented based on the test results reported.

Technical Manager:
< )
Hocon SameRatoks
o

Sharon Fanchalsky, AS, MLT (ASCP)

Bioaerosol Set(s) for Bacterial and Fungal Analysis Page 3 of 6
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Inc.

U.S. Micro-Solutions, Inc. * 302 Unity Plaza * Latrobe, PA 15650

Phone: (724) 853-4047  Fax: (724) 853-4049
www.usmslab.com

AIHA-LAP, LLC EMLAP #103009

Customer Name:
Customer Address:

Customer Phone:
PO Number:
Project Name/Number:

Northern Air Flow
PO Box 085595
Racine, WI 53406

Sample Date:
Date Received:
Date of Report:

Fax:
Attention:

(262) 639-6796
111319-1

November 13, 2019
November 14, 2019
November 21, 2019

T Mikulecky

Customer sample numbers below are uniquely identified by prefixing Laboratory #: 111470-19

Contact Plate Set(s) for Bacterial & Fungal Analysis - Analytical Method USMS-G065

Sample Description / . . . Raw
Sample Number Results of Microbial Analysis CTs
LAFW 66043233 Total Microbial Count <1 CFU/plate
ISO Class 5 Viable Surface Level: Count Below Action Level
2 Total Bacterial Count: <1 CFU/plate
No growth
8
@
g
o
Total Raw Count: <1
Analytical Sensitivity: 1 CFU/plate
2F Total Fungal Count: <1 CFU/plate
No growth
=)
c
p=}
w
Total Raw Count: <1
Analytical Sensitivity: 1 CFU/plate
LAFW 89056814 Total Microbial Count <1 CFU/plate
ISO Class 5 Viable Surface Level: Count Below Action Level
4 Total Bacterial Count: <1 CFU/plate
No growth
8
@
g
o
Total Raw Count: <1
Analytical Sensitivity: 1 CFUl/plate
4F Total Fungal Count: <1 CFU/plate
No growth
=)
c
=]
w
Total Raw Count: <1
Analytical Sensitivity: 1 CFU/plate
Media: TSA w/Lec Poly 80 Manufacturer: Remel Media: SDA w/Lec Poly 80 Manufacturer: ~ Remel
Lot Number: Exp Date: Lot Number: Exp Date:

852611

11/26/19 862378

12/12/19

Viable sampling was conducted while the cleanroom was in an active or dynamic state.

Notation for Bolded Microbes

USP<797> Pharmaceutical Compounding-Sterile Preparations states recovery of any mold, yeast, coagulase-positive Staphylococcus, or gram-negative rod
in any area is considered not to be in compliance and immediate remediation and investigation into the cause must be conducted.

Results relate only to the samples tested. Results are reported as calculated. For biological data, the first and/or second digit should be considered significant.

*Fungus (mold, yeast)

When providing duplicates of this report, the document should be provided in total and not in section in accordance with AIHA-LAP, LLC. Any unauthorized or improper disclosure, copying, distribution, use, or falsification of these results is prohibited.
USMS shall have no liability to the Customer or the Customer’s customer for opinions stated, recommendations made, actions taken, or conduct implemented based on the test results reported.

Technical Manager:

c—;‘@x_mj_?z[f/mﬁamkgf

Sharon Fanchalsky, AS, MLT (ASCP)

Contact Plate Set(s) for Bacterial and Fungal Analysis Page 4 of 6
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Inc.

U.S. Micro-Solutions, Inc. * 302 Unity Plaza * Latrobe, PA 15650

Phone: (724) 853-4047  Fax: (724) 853-4049
www.usmslab.com

AIHA-LAP, LLC EMLAP #103009

Customer Name:
Customer Address:

Customer Phone:
PO Number:
Project Name/Number:

Northern Air Flow
PO Box 085595
Racine, WI 53406

Sample Date:
Date Received:
Date of Report:

(262) 639-6796 Fax:
111319-1 Attention:

November 13, 2019
November 14, 2019
November 21, 2019

T Mikulecky

Customer sample numbers below are uniquely identified by prefixing Laboratory #: 111470-19

Contact Plate Set(s) for Bacterial & Fungal Analysis - Analytical Method USMS-G065

Sample Description / . . . Raw
Sample Number Results of Microbial Analysis CTs
IV Room Total Microbial Count <1 CFU/plate
ISO Class 7 Viable Surface Level: Count Below Action Level No of Personnel in Room: 7
6 Total Bacterial Count: <1 CFU/plate
No growth
8
@
g
o
Total Raw Count: <1
Analytical Sensitivity: 1 CFU/plate
6F Total Fungal Count: <1 CFU/plate
No growth
=)
c
p=}
w
Total Raw Count: <1
Analytical Sensitivity: 1 CFU/plate
Ante Area Total Microbial Count <1 CFU/plate
ISO Class 8 Viable Surface Level: Count Below Action Level No of Personnel in Room: 8
8 Total Bacterial Count: <1 CFU/plate
No growth
8
@
g
o
Total Raw Count: <1
Analytical Sensitivity: 1 CFU/plate
8F Total Fungal Count: <1 CFU/plate
No growth
=)
c
=]
w
Total Raw Count: <1
Analytical Sensitivity: 1 CFU/plate
Media: TSA w/Lec Poly 80 Manufacturer: Remel Media: SDA w/Lec Poly 80 Manufacturer: ~ Remel
Lot Number: Exp Date: Lot Number: Exp Date:
852611 11/26/19 862378 12/12/19

Viable sampling was conducted while the cleanroom was in an active or dynamic state.

Notation for Bolded Microbes

USP<797> Pharmaceutical Compounding-Sterile Preparations states recovery of any mold, yeast, coagulase-positive Staphylococcus, or gram-negative rod
in any area is considered not to be in compliance and immediate remediation and investigation into the cause must be conducted.

Results relate only to the samples tested. Results are reported as calculated. For biological data, the first and/or second digit should be considered significant.

*Fungus (mold, yeast)

When providing duplicates of this report, the document should be provided in total and not in section in accordance with AIHA-LAP, LLC. Any unauthorized or improper disclosure, copying, distribution, use, or falsification of these results is prohibited.
USMS shall have no liability to the Customer or the Customer’s customer for opinions stated, recommendations made, actions taken, or conduct implemented based on the test results reported.

Technical Manager:

c—;‘@x_mj_?z[f/mﬁamkgf

Sharon Fanchalsky, AS, MLT (ASCP)

Contact Plate Set(s) for Bacterial and Fungal Analysis Page 5 of 6
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Laboratory Report # 111470-19

U.S. MICRO-SOLUTIONS nc.

AN ENVIRONMENTAL MICROBIOLOGY LAB

RECOMMENDED ACTION LEVELS FOR MICROBIAL CONTAMINATION

USP 797 states that the tables of recommended action levels are intended to be used as guidelines only, and “Action levels are determined on
the basis of CFU data gathered at each sampling location and trended over time.” “Highly pathogenic microorganisms (e.9., Gram-negative rods,
coagulase-positive Staphylococcus, molds, and yeasts)... must be immediately remedied, regardless of CFU count.”

(Version USP 40-NF 35)

Action Level for BIOAEROSOL Samples

CLASSIFICATION Total CFU per m®
ISO Class 5 >1
ISO Class 6 =10
ISO Class 7 =10
ISO Class 8 or worse >100

Action Level for GLOVED FINGERTIP Samples
Total CFU for both hands
Initial Garbing Subsequent (Post Media Fill)
=0 >3

Action Level for SURFACE Samples

CLASSIFICATION Total CFU per plate, swab, or area sampled
ISO Class 5 >3
ISO Class 6 >5
ISO Class 7 >5
ISO Class 8 or worse >100

USP <797> Standard Operating Procedure

« Incubation
o Samples are placed in the incubator on the day that they are received in the laboratory.
o Bacterial agar plates: 30-35°C for 48-72 hours.
o Fungal agar plates: 20-25°C for 5-7 days.
o Single plate method agar plates: 30-35°C for 48-72 hours and then 20-25°C for 5-7 additional days.
o Media fill vials: 20-25°C for 7 days and then 30-35°C for 7 days.
o Incubator temperatures are monitored 24/7 via a wireless temperature monitoring and alert system.

e Identification - species identification performed by MALDI-TOF mass spectrometry.

e Positive Controls - performed with the following organisms when requested:
o Staphylococcus aureus ATCC 25923

Pseudomonas aeruginosa ATCC 9027

Bacillus subtilis ATCC 6633

Candida albicans ATCC 10231

Aspergillus brasiliensis NCPF 2275

o000 Q¢

e Accreditation
o ISO/IEC 17025:2017 accreditation for bacterial and fungal analysis through the American Industrial Hygiene
Association (AIHA-LAP, LLC #103009).

302 Unity Plaza A Latrobe, PA 15650 & P: 724.853.4047 A F: 724-853-4049 A info@usmslab.com

Page 6 of 6 plus COC

*End of Report*
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£ % SOLUTIONS inc. CUC 0 NOKND. 555563 5045 F: 724,853 4049
AN ENVIRONMENTAL MICROBIOLOGY LAB Y(,\}C\ CiC X ]L L///O/

Cleanroom Environmental Monitoring — CHAIN OF CUSTODY

supplies@usmslab.com

' - ~ Customer Information
Customer Name: Northern Air Flow Phone #2626396796 FAX #:

Address: P.O. Box 085595 City: Racine State: WI Zip:53406
Attention To: 1 Mikulecky evait fm@northernairflowcom
Sample Obtained By: Jared Mikulecky Results: [ FAX E-Mail P})I#/ 9510 Proposal #
Project Name/Number:
Type of Project: . v|usp 797 r_—] USP not 797 D Other - please specify:
comments. Ple@se inoculate positive controls at lab
| Media Information .
Media Type Manufacturer Lot # Expiration Date
Tk wfly & LEe [Lend PERAN ‘l‘\\zu\l‘i
£ ' ; .
ga‘: bix L ‘f ’2""‘4“\ ; $’w1,3"[§’ \?,\\zl\c\
" Bioaerosol Sampler Information L
| Bicaerosol Sampler # holes in head Serial # Calibration Due Date
SAS 180 17-D-11913 . / 62618
: (i, 2oz
Relinquished By (Customer MUST sign) [ Date & Time
/’W sl
?ﬁtw d By — Lab Use TIM i Date & Time Lab #
|
\ [ (/(
M/x A | el 09%e  [ino—t
Rev, 11-5-18 -
Sample Code. | e Analysis Code
A Air Plate BFG | Bacteria & Fungi — Counts w/ Genus ID BG Bacteria — Counts w/ Genus ID
D ; ; s Bacteri . .
C Contact Plate Ml;fi:é::iate BFS | Bacteria & Fungi — Counts w/ Species ID Cz‘l:t:rrcleal BS Bacteria — Counts w/ Species ID
- - BFC | Bacteria & Fungi — Counts only BC Bacteria — Counts only
Fingertip Plate
FT [] Garbing SPG | Bacteria & Fungi— Counts w/ Genus ID FG Fungi — Counts w/ Genus 1D
Single
[ Media Fil Plate SPS | Bacteria & Fungi — Counts w/ Species ID Eﬂ?t%?'e FS Fungi — Counts w/ Species ID
Method \ !
G Garbing Plate SPC | Bacteria & Fungi — Counts only FC Fungi — Cqu_gts_ only
S Swab Pre- IDG | Bacteria & Fungi — Counts w/ Genus ID Media Fill STER | Presencé/Absence of Growth
incubated i P
M | Media Fil Plate IDS | Bacteria & Fungi — Counts w/ Species ID m—:—ci’;?:u?al:te 4 SJ;; Subculture & ID of Positive Unit
Rev. 11-14-18
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302 Unity Plaza

N U.S. MICRO Latrobe, PA 15650
. SOLUTIONS Inc. P: 724.853.4047 F:724.853.4049

AN ENVIRONMENTAL MICROBIOLOGY LAB supplies@usmslab.com
Cleanroom Environmental Monitoring — CHAIN OF CUSTODY - Additional Samples

customer Name: NOrthern Air Flow Project Name/Number: /r h & Ce M Pova 0( or
# .
Sample # Sgr:tzle Sgg\dpée Arg)lzzis Sample Location & Description \Slca)mfr:z Cllsags Peic:lple ?2;3%;
Room
\ _\vp v | K| pEG Lhey kDY 323) eofe | S "’/,4 %
‘2\ ¢ o BE’&Z‘ v, { M /4 D
z\% 4 "?fﬁ. Ling ‘Yc\f’{l{{l"{ /aoc/c' 1 "/A’ 1%
4| v < |58, S AAR
'g\“" 4 fP_ti. AV ‘Zwi.\ oc-./(', g 7) v
el g ¢ |%B7 o y N "
"\’]F a fHE< ﬂn‘lt AN;; /ﬂuc-/é B/ X V)
$\st ¢ |BEE B ¥ | Y| D
,/',Zisr-//w (W\)/ |2 / (,Z>

[ o
. \! . Me;;(:zi;/c CaM[rx)[ (2)

Lab #

mw% T, [T o [inoAc
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