
Protected when completed

Summary of Net Changes Form (SNC)
Please refer to the attached Instructions for Completing the
Summary of Net Changes Form before completing.

Note: This form must be completed for each Canadian and/or foreign
site listed on the application form. This renewal process only applies
to activities that were already authorized, and therefore amendments
(addition of activities or sites) are not authorized during this process;
a separate application must be submitted.

Part 1: Site Information

Company/Building Information

Name of Company

HC Use Only

Submission Number

File Number

Date/Time of Receipt

Associated Production Services, Inc.
Building Address

100 Louise Drive, Ivyland, Pennsylvania 18974 USA
Site Licence or Foreign Site Reference Number

300664

Part 2: Attestation

"I hereby attest that I have knowledge of the information provided in this application for site licence
renewal or foreign site reference number renewal and that the building(s), practice(s), and
procedure(s) used in conducting activities in our facility comply with Good Manufacturing Practices
as set out in Part 3 of the Natural Health Products Regulations"

Name of Quality Assurance Person Signature of Quality Assu^affSe Person

Peter Eccles

Date (yyyy-mm-dd)

2022-12-08

Part 3: List of Observations and Corrective Actions with Date of Completion
(if applicable)

O

No observations were noted in our last site licence cover letter or foreign site reference number
notice of acceptance issued by the NNHPD. (If checked, please proceed to part 4.)

Observation^) were noted in our last site licence cover letter or foreign site reference number
notice of acceptance issued by the NNHPD. (If checked, please complete the table below.)

Observation(s) Corrective Action(s) Taken Date(s) of Completion



Part 4: Summary of Net Changes and Description

(t\e have been no changes to the building(s), practice(s), and procedure(s) used in conducting
^ activities in our facility, from the information supplied in our previous site licence or renewal

application in support of GMP compliance, as per Part 3 of the Natural Health Products Regulations
(the Regulations). (If checked, please complete Parts 5 and 6.)

There have been changes to the building(s), practice(s), and procedure(s) used in conducting
activities in our facility from the information supplied in our previous site licence or renewal application
in support of GMP compliance, as per Part 3 of the Regulations. (If checked, please identify the
change(s) by checking the appropriate box(es) in the Summary of Net Changes Table (below) and
submit a detailed description by completing the relevant section(s) of the QAR form or by providing
another form of acceptable GMP evidence to support the change(s)). Then complete Parts 5 and 6.

Summary of Net Changes Table (Check if applicable)

GMP Categories

Dl«*»rt*»

Processes

Products

GMP Sub Categories

Premises

Equipment

Personnel

Quality Assurance

Sanitation Program

Operations

Operations - Recall

Specifications

Stability

Samples

Records

Sterile Products

Sections of
NHPR

45

46

47

51

48

49

50&62

44

52

61

53-58

59&60

QAR
Questions

1-3

4

5

6

7

8

9

10

11

12

13

14

SOAR
Questions

1

2

3

N/A

4

5

N/A

6

7

N/A

N/A

N/A

Summary of Net Changes Form (SNC)



Part 5: Records (Please provide records dated from within the last 12 months)

Record

1

2

3

4

5

6

7

8

Check
Box

•

•

•

•

•

•

•

Record
Type

Storage
Controls

Pest Control

Personnel
Training

Sanitation

Finished
Product
Testing

Quality
Assurance

and Product
Release

Product
recall

Procedure

Stability

Relevant
Section(s)
of Part 3 of

NHPR

45(2)

45(d,e)

47

4G(a), 48

44(1,2),
51(4}

51

50,62

52, 53 (gj,
56(e)

Instructions

Supply records demonstrating that natural health
products (NHPs) are stored under conditions that
maintain quality and safety.

Supply records demonstrating that NHPs are
manufactured, packaged, labeled and stored in
premises that are maintained in a manner that
prevents the contamination of the products.

Supply records demonstrating that NHPs are
manufactured, packaged, labeled and stored by
personnel that are qualified by education, training
or experience to perform their respective tasks.

Supply records demonstrating that NHPs are
manufactured, packaged, labeled and stored in
compliance with a sanitation program.

Supply:

• Records demonstrating that every NHP
complies with its specifications with respect
to medicinal ingredients, identity, quantity
and potency if applicable, and product purity
(a record of full testing for one NHP).
Note: Importers may provide records of
testing conducted by the manufacturer

• Records of raw material testing only if it is
part of the finished product specifications.

Supply records demonstrating that every lot or
batch of NHPs has been approved by a quality
assurance person before being made available for
sale.

Supply records demonstrating that the
manufacturer, packager, labeller and/or importer
have an established system of control that permits
the rapid and complete recall of every lot or batch
of the NHP that has been made available for sale.

Supply:

• Records demonstrating that every NHP
complies with its specifications until its
determined expiry date.

• Record of stability data (complete or
ongoing).

Example of
Acceptable Record

Types

Data logs recording
temperature, humidity,
and tight controls

Contractor pest control
invoice, internal pest
activity inspections logs

Certificates or data logs
(with trainee signature)
of on-going GMP
training (internal or
external)

Data logs of site/facility
cleaning and
equipment cleaning
(include schedules and
frequencies)

Certificate c
(CoA), bate
finished pro
raw materia
applicable

f analysis
i records of
ducts and
s, if

Finished product
release record or
release certificate

Product recall record;
or confirmation of no
recall for the past 12
months

Data logs fr
accelerated
stability stuc
show produ
label claim
expiry)

om
or real-time
lies (must
ct meets its
at time of

Summary of Net Changes Form (SNC)



Part 6: List of Products Manufactured (M), Packaged (P), Labelled (L),
Imported (I), and/or Stored at the Site

Product Name

Please see
attachment for this
part.

Dosage Form Product Type Route of
Administration

Natural
Product

Number (NPN)

Storage
Conditions

Requirements

Summary of Net Changes Form (SNC)



SUMMARY OF NET CHANGES FORM (SNC)

ASSOCIATED PRODUCTION SERVICES, INC.

ATTACHMENT FOR PART 5 RECORDS

RECORD 1 STORAGE CONTROLS



Temperature and Humidity Control Log Bagger Rooms 1-3 CD

Date

/0/2//2222

klSf^M^si
if/02 fJ&?2

tflfo f2032

ti!v4-!3d?3

AM

Time

6:35

6:35

6:35

6:35

6:35

PM

Time

2:00

2:00

2:00

2:00

2:00

Bldg.#

100 CD

100 CD

100 CD

100 CD

100 CD

T& H Monitor

Date

{£&/_l3lH
nhtlaum
ft 1021 3039 "

itl&3l3&&
Ithtdd&aZ-

AM

Time

6:35

6:35

6:35

6:35

6:35

PM

Time

2:00

2:00

2:00

2:00

2:00

Bfdg,@

100 CD

100 CD

100 CD

100 CD

100 CD

T& H Monitor

Date

}_Q]Ail20^
n!ot/2/>33
itfaz-l }v23
/ i h z Idpzz
n)wl3o?>

AM

Time

6:35

6:35

6:35

6:35

6:35

PM

Time

2:00

2:00

2:00

2:00

2:00

Bldg. #

100 CD

100 CD

100 CD

100 CD

100 CD

T& H Monitor

Bagger Room # 1
Temperature - F

AM

*/.fe

2/j;
2LI
^-/
?/-/

PM

£2^
?2,£

£LS
72-^
?L5

S/N
Z2/3g?*tefl

Bagger Room # 2
Temperature - F

AM

«!
QZ
2LJ
.̂3

?£J

PM

•2-2.2

^J

•£L_L
?2~2.

$L£
S/N

22/l99t9/
Bagger Room $ 3
Temperature - F

AM

22J
w^:
l-o^
7-2-9
73.^

PM

^.^mz.
2^1
??-,a

^-2.
S/N

2/07-34252.

Bagger Room # 1
Humidity - %

AM

Ifc

53
5O

<J1
V3

PM

yi-
5-3
5"0
iA^

5
Calibration Due Date

ZS MA& 2.0 o- -4

Bagger Room # 2
Humidify - %

AM

3fe
5J
50

4^^

^3

PM

V^-

£3
F/
^A

5 -̂
Calibration Due Date

OU3f / 2^-24

Bagger Room # 3
Humidity - %

AM

3^
2£
5V
VJ

J£2

PM .

iti
fr
5 1.
37s

Calibration Due Date
OS-/2^/2ff2^f

Temperature range: 50 degrees F to 85 degrees F Humidity:
Not to go above 65% for optimal, 75% is maximum per histograms below 65% humidity is ateo considered optimal

Signature of Recorder Date:

/Wl D tL,*» tttvdwii-
Signature of APS QC: ' Date:

^̂ ^ ^/ffYwif^

SOP 15.0 Rev. 8 Attachment 1 Effective Date: 05/16/2022



Temperature and Humidity Control Log Bagger Rooms 4-7 CD

Date

/&/?//<?<? 2«?

^foElMS^
;?/03/3C2£

"yT^jJjjl
'/ /W /<5>W

AM

Time

6:35

6:35

6:35

6:35

6:35

PM

Time

2:00

2:00

2:00

2:00

2:00

Bldg.#

100 CO

100 CD

100 CD

100 CD

100 CD

T& H Monitor

Date

to fa fj 30?*
aloLLsm
nhalaw*'
nlozlBedd
^£/££2£

AM

Time

6:35

6:35

6:35

6:35

6:35

PM

Time

2:00

2:00

2:00

2:00

2:00

Bldg.#

100 CD

100 CD

100 CD

100 CD

100 CD

T&H Monitor

Date

t$j£llM<$.
nfattewz
ith? fz&zz
ttl03ldt>*3
mtjjji^

AM

Time

6:35

6:35

6:35

6:35

6:35

PM

Time

2:00

2:00

2:00

2:00

2:00

Btdg. #

100 CD

100 CD

100 CD

100 CD

100 CD

T& H Monitor

Date

ty£[//_l£d_d
// hi / 3e>23

!t}o9l 2&3£

tfl03iai>&
HlwfWJ*

AM

Time

6:35

6:35

6:35

6:35

6:35

PM

Time

2:00

2:00

2:00

2:00

2:00

Bldg. n

100 CD

100 CD

100 CD

100 CD

100 CD

T& H Monitor

Bagger Room # 4
Temperature - F

AM

ID, (*•
?tf.?

2t3
75,1
W.?-

PM

£U
® ^r*-7/-2»

«J

?f^
21-3

S/N
22/V9^ 7-VJ

Bagger Room # 5
Temperature - F

AM

2U
ff^t

%-/

^^A- ?

22j

PM

^5j;
^.5"

£Lj
7?^ ?

^T^
S/N

Z2 i38(oS8
Bagger Room # 6
Temperature - F

AM

£î

jg-2
2ii
2^3

2a^±

PM

lll.l

^-f

??-2

?6.t

Z?r2

S/N
2/OS?t/?2*S

Bagger Room # 7
Temperature - F

AM

-?£( ^

f^l
f/-f

7-0. <?

7-0-3

PM

7/-5
7^,7

^ z
?£/, 2.

?J/^
S/N

22rf9J?SV

Bagger Room # 4
Humidity ~%

AM

3(b
£o
at:

tw

^2

PM

g

5e

^5^
^/

Calibration Due Date
o*f May 2.02*4

Bagger Room # 5
Humidity - %

AM

33
fifc

V2

(£P

3V

PM

3?
5
3t
05

Si
Calibration Due Date

5V /M4^ 2<?2^
Bagger Room # 6

Humidity - %

AM

33

ft
^3
C/P

31

PM

W

^39
W
Q2,

Calibration Due Date

S3 OC7 <=?a^tj
Bagger Room # 73

Humidity -%

AM

24
^'
¥^
^21
w

PM

^z
?Z

t̂£JL

*/r
Calibration Due Date

0//3t/Z0z*J
Temperature range: 50 degrees F to 85 degress F Humidity:

Not to QO above 65% for optimal. 75% is maximum per histograms below 65% humidity is also considered optimal
Signature of Recorder A , *> B / Date: / ,

U^^^^P t^frj&d ffloffWZI-

SfcnatureofAPSQC: ^gfi^ ^ /fa^f — ///^/^

SOP 15.0 Rev. 8 Attachment 1 Effective Date; 05/16/202^^5^



Temperature and Humidity Control Log

1 Date

mhiJMM
'fbflZDd?

n fca /MM

QJ&319M&

///w/3093

Time
AM

6:3S

6:35

6:35

6:35

6:36

Budding #

100 CO

100 CD

100 CD

100 CO

100 CD

Building

Temperature • F

AM

W<H

??.?
.̂z

?/.*
fl'-S"

PM

T-i-l

$2'&

W*
w.*

W-3

Building

Humidity - %

AM

1^0

5¥

5*

H5

¥*

PM

W

r/

W-
H*

ff

Celling

Temporaturo - F

AM

W-t

?z*o

w~t>
t-i.s
&.&

PM

^•¥
«.f

F5-;

? .̂f
3-U,?-

Colffng

Humidity - %

AM

JJ
51

W

^^

1/2.

PM

«/*

5/

t/-4

YJ

^7

Time
PM

Tlmo

2:00

2:00

2:00

2:00

2:00

T&H Monitor S/N: 22/38/037 (/=£•'} Calibration Due Date: 2.4 MAP 242/f (fa . ^ j

22/*Jl3W£Cte.} otf MfiY Zb24ft£.\e range: 50 degrees F to 85 degrees F

Humidity: Not to go above 65% for optimal, 75% is maximum per histograms
below 65% humidity is also considered optimal

Signature of recorder:

•^D^u^^-~^j^ wt&^/}&
Signature of APS QA: /

'%<dd /) /^W<v

Dato:

/f/DY/te2-*-

Date:

nM/dvfri-

SOP 15.0 Rev. 7 Attachment 4 Effective Date: 04/12/2021



Temperature and Humidity Control Log

Date

/V/Jfl*30?2'

HlV!/d02?

Hh9/2V22

/lllti/3V3d

tlki{)dP3&

Time
AM

6:3S

6:36

6:35

6:35

6:3G

Building #

100 AB

100 AS

1QOAB

100 AB

100 AB

Building

Temperature - F

AM

79.0

wo
£#>&
U.Q

1-0,0

PM

f/.P

W.D

W.o

W.p

?;.o

Building

Humidity - %

AM

£?
»
5*2.

5Z

5(9

PM

^V

5 ,̂

^2
?/
5-4

• Calling

Temperature - F

AM

»./

W-3

?^£>

7t.D

W.l

PM

^?J

^/./

3^,2-

J-1-1

fJ,2-

Celling

Humidity -%

AM

#£

5T

55"

53

51

PM

vr
5?-

r̂/

r-r

Time
PM

Time

2:00

2:00

2:00

2:00

2:00 ^

T&H Monitor S/N: ZfQ925-.t3z (c£.™) Calibration Due Date: ff/et/2023 (<-£•> \y (fa.) 06/2J/2JZ1 {fa- )

Temperature range: 50 degrees F to 85 degrees F
Humidity: Not to go above 65% for optimal, 75% is maximum per histograms
below 65% humidity fs also considered optimal

Signature of recorder:

Aa««^* A C/M^&P <
Signature of APS QA: '

st^fauS // /(JYw^u^

Date:

^Wj/^£f:
Date:

HM/Jc^

SOP 15.0 Rev. 8 Attachment 3 Effective Date: 05/16/2022



SUMMARY OF NET CHANGES FORM (SNC)

ASSOCIATED PRODUCTION SERVICES, INC.

ATTACHMENT FOR PART 5 RECORDS

RECORD 2 PEST CONTROL



PEST CONTROL DOWN TO A SCIENCE.™

ASSOC PRODUCTION SERVICES-100
LOUISE DR

100 LOUISE DR

IVYLAND, PA 18974-1541

(215) 672-9505 Other

(215) 399-6593 Other

Orkin, 891-PENN JERSEY COMMERCIAL,
PA

100 HENDERSON DR

STE 103

SHARON HILL, PA 19079-1033

(610)237-3360

License * 93818A

Invoice/Service Ticket if:

Account #:

Balance:

Current Svc:

Tax:

Total Amt Due:

230178493

31259000

$468.10

$220.80

$13.25

$702.15

Date of Service 10/25/2022 Customer Since: 2017

Timeln 10/25/2022 12:49 PM Time Out 10/25/2022 01:57 PM

PC Standard - Semi-Monthly , PC Standard

Previous Services Pesticide Product Labels
Are

VICTOR LY Rtt 691-12 Victor Ly

License # T27535

Amt Collected:

10/05/2022 PC Standard
09/24/2022
09/24/2022

Callback
Callback

Available Upon Request

$0.00

Services Provided
Bait Station Inspection, Clean Station, Inspect/Treated Breakroom, Inspected All Areas, Inspected Equipment (Tincats/Bait Stations/Fly Lig, Inspected/Treated Common Areas, Inspected/Treated Storage
Area, Inspection/treatment dock and warehouse area, THANK YOU FOR YOUR BUSINESS.

General Comments
Orkin was here for your OCTOBER Pest Service. All monitoring glueboards and bait stations inspected and scanned. Inspected common areas, offices, break rooms and restroom areas for pests: ants,
spiders, centipedes, waterbugs, crickets, bees and other pests.
Flylight #2 needs new bulbs.
All tincals with crickets and beetles have been cleared and glueboards replaced.
All flylights have been replaced with new fly boards.
OBSERVATIONS: a slight increase in crickets and ground beetles.
EXPECTATIONS: Autumn and cooler temperatures may lead lo increase of spider activities and exterior webbings. Also the beginning of mice season.

Product Application Details (Consumer post application precautionary statements on back)
Active Ingredient App_Me_th_qd App Equip

Product:

Formulation:

ADD Rate:

Glue Board Mouse

As Needed

QTY:

EPA#:

LOT*:

33

N/A

Trap Placement No Equipment
used

Target Pest(s)

Ants, Mice,
Spiders

Location

Warehouse

Printed 10/25/2022 1 = 57 PM National Poison Control Center: 1-800-222-1222

CO - Commercial applicators are licensed by the Colorado Department of Agriculture
AZ - Warning - Pesticides can be harmful. Keep children and pets away from pesticide applications until dry,
dissipated, or aerated. For more information, contact Orkin Pest Control - C4029BCO at 1-800-348-7548

Page:1 Of 4

For additional information, a copy of the Label and/or SDS may
be requested from your iocai branch or from www.orkin.com.
Item #SVPClG28iQSrev. 02.18



PEST CONTROL DOWN TO A SCIENCE:"

ASSOC PRODUCTION SERVICES- Orkin, 691-PENN JERSEY COMMERCIAL,
100 LOUISE DR

100 LOUISE DR

IVYLAND, PA 18974-1541

(215) 672-9505 Other

(215) 398-6593 Other

PA

100 HENDERSON DR

STE 103

SHARON HILL, PA 19079-1033

(610)237-3360

License 8 9381SA

Invoice/Service Ticket #:230178493

Account* 31259000

Date of Service: 10/25/2022

Time In: 10/25/2022 12:49 PM

Time Out: 10/25/2022 01:57 PM

Product Used
Zone Name

Interior (Main)

Interior (Main)

Interior (Main)

Interior (Main)

Interior (Main)

Interior (Main)

Interior (Main)

Interior (Main)

Interior (Main)

Interior (Main)

Interior (Main)

Interior (Main)

Interior (Main)

Interior (Main)

Interior (Main)

Interior (Main)

Interior (Main)

Interior (Main)

Interior (Main)

Interior (Main)

Interior (Main)

Interior (Main)

Interior (Main)

Interior (Main)

Number Description

1

4

5

6

7

8

9

10

11

12

13

14

15

17

18

19

20

21

22

23

24

27

28

29

Category

Rodent Traps

Rodent Traps

Rodent Traps

Rodent Traps

Rodent Traps

Rodent Traps

Rodent Traps

Rodent Traps

Rodent Traps

Rodent Traps

Rodent Traps

Rodent Traps

Rodent Traps

Rodent Traps

Rodent Traps

Rodent Traps

Rodent Traps

Rodent Traps

Rodent Traps

Rodent Traps

Rodent Traps

Rodent Traps

Rodent Traps

Rodent Traps

Product Name

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Applied

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

Printed 10/25/2022 1:57 PM National Poison Control Center: 1-800-222-1222

CO - Commercial applicators are licensed by the Colorado Department of Agriculture
AZ - Warning - Pesticides can be harmful. Keep children and pets away from pesticide applications until dry,
dissipated, or aerated. For more information, contact Orkin Pest Control - C4029BCD at 1-800-346-7546

Page:2 Of A

For additional information, a copy of the Label and/or SDS may
be requested from your iocal branch or from www.orkin.com.
item # SVPC1026iOS rev. 02.18



ASSOC PRODUCTION SERVICES- Orkin, 691-PENN JERSEY COMMERCIAL,

PEST CONTROL DOWN TO A SCIENCE!'

100 LOUISE DR

100 LOUISE DR

IVYLAND, PA 18974-1541

(215) 672-9505 Other

(215) 399-6593 Other

PA

100 HENDERSON DR

STE 103

SHARON HILL, PA 19079-1033

(610)237-3360

License #93818A

Invoice/Service Ticket #:230178493

Account* 31259000

Date of Service: 10/25/2022

Time In: 10/25/2022 12:49 PM

Time Out: 10/25/2022 01:57 PM

Product Used
Zone Name

Interior (Main)

Interior (Main)

Interior (Main)

Interior (Main)

Interior (Main)

Interior (Main)

Interior (Main)

Interior (Main)

Interior (Main)

Number Description

30

31

32

33

34 TINCAT IN CAFETERIA

35 TINCAT IN CAFETERIA

36

37

39

Category

Rodent Traps

Rodent Traps

Rodent Traps

Rodent Traps

Rodent Traps

Rodent Traps

Rodent Traps

Rodent Traps

Rodent Traps

Product Name

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Glue Board Mouse

Applied

1

1

1

1

1

1

1

1

1

Station / Room Summary
Name

Area Inspection

Fly Light

Glue Board/Monitor

Tin Cat Trap

Scheduled

1

10

2

39

Inspected

1
10

2

39

With Activity

0

0

0

0

Added

0

0

0

0

Replaced

0

0

0

0

Skipped

0

0

0

0

Removed

0

0

0

0

End Total

1

10

2

39

Zone Summary
Zone Name

Break Room (Main)

Fly Lights (Main)

Interior (Main)

Locker Room (Main)

Comments New Scheduled

1

10

39

2

Inspected

1

10

39

2

With Activity

0

0

0

0

No Activity

1

10

39

2

Printed 10/25/2022 1:57 PM National Poison Control Center: 1-800-222-1222

CO - Commercial applicators are licensed by the Colorado Department of Agriculture
AZ - Warning - Pesticides can be harmful. Keep children and pets away from pesticide applications until dry,
dissipated, or aerated. For more information, contact Orkin Pest Control - C4029BCD at 1-800-346-7546

Page: 3 Of 4

For additional information, a copy of the Label and/or SOS may
be requested from your local branch or from www.orkin.cciT!.
Hem # SVPG1026iOS rev. 02.18



ASSOC PRODUCTION SERVICES- Orkrn, 691-PENN JERSEY COMMERCIAL,

PEST CONTROL DOWN 10 A SCIENCE."

100 LOUISE DR

100 LOUISE DR

1VYLAND, PA 18974-1541

(215) 672-9505 Other

(215) 399-6593 Other

PA

100 HENDERSON DR

STE103

SHARON HILL, PA 19079-1033

(610)237-3360

License^ 93818A

Invoice/Service Ticket #:230178493

Accounts 31259000

Date of Service: 10/25/2022

Time In: 10/25/2022 12:49 PM

Time Out: 10/25/2022 01:57 PM

Customer Signature: CUSTOMER NAME: DENNIS GAROT

CUSTOMER EMAIL: cgeer@apspackage.com, DGAROT@APSPACKAGE.COM

" This work has been performed to my satisfaction.

If you experience pest issues between scheduled visits, we will come back and address the
problem at no additional charge.

Remit To: Orkin, 691 -PENN JERSEY COMMERCIAL, PA
P O BOX 740847
CINCINNATI, OH 45274-0847

Printed 10/25/2022 1:57 PM National Poison Control Center: 1-800-222-1222

CO - Commercial applicators are licensed by the Colorado Department of Agriculture
AZ - Warning - Pesticides can be harmful. Keep children and pets away from pesticide applications until dry,
dissipated, or aerated. For more information, contact Orkin Pest Control - C4029BCD at 1-800-346-7506

Page: 4 Of A

For additional information, a copy of the Label and/or SDS may
be requested from your ioca! branch or from www.orkin.com.
Item #SVPC102BiaSr3v. 02.18



CONSUMER NOTIFICATION(S) / POST APPLICATION STATEMENTS

Treated Area(s) - Do not allow unprotected person(s), children, or pets to touch, enter or replace items or bedding, to contact or enter treated area(s) until dry.
Ventllation/Reoccupyrng - Vacate and keep area(s) closed up to 30 minutes after treatment, then ventilate area(s) well for up to 2 hours before reoccupying.
Equipment/Processing/Food - Thoroughly wash dishes, utensils, food preparation/processing equipment and surfaces with an effective cleaning compound and rinse with clean water if not removed or
covered during treatment. This area should be odor free before food products are placed in the area.
Exterior Applications (baits) - Do not allow grazing of feed, lawn or sod clippings to livestock after bait applications.
Granular Application(s) - Do not water to the point of run off.
Do not burn treated fire wood for one month after treatment.

National Poison Control Center: 1-800-222-1222



SUMMARY OF NET CHANGES FORM (SNC)

ASSOCIATED PRODUCTION SERVICES, INC.

ATTACHMENT FOR PART 5 RECORDS

RECORD 3 PERSONNEL TRAINING



Re-1 raining (Sayukay Forkay}

1. Line Clearances (Like and Uniike Products)

Trainer (Must demonstrate 3;times)

•J

Trainee {Must demonstrate to Trainer knowledge and Performance)

2. IPCS Review (Completion snd iegibiilty) - IMo blank entries - Document Film / Carton Lot numbers

Trainer (Mus.tdemonstrate: 3 times}\e (Must demonstrate to I rainer knowledge and Performance)

f

Z—'jf'

U cr



3. Retain Sample Procedure

x£

/*-

r
/Date.

/Date

Date

Trainee (Must demonstrate to Trainer knowledge and Performance)

4. inspect/ Review End of Purchase Report, Log Books, Film and Carton Accountability forms or

compfetio_n before your ?ruft en^ to ensure ail required signatures / dates are present.

_/Date_

/Date

jiVyxKtlU^UM - / Date_

Trainee (Must demonstrate to t rainer knowledge and Performance)

'̂ •&;'-.>- / Date_

5. Acknowledge that any and ali quality issues need to be communicated to the Machine Operator /

Management.

AO- (sj\^^_
•̂



SUMMARY OF NET CHANGES FORM (SNC)

ASSOCIATED PRODUCTION SERVICES, INC.

ATTACHMENT FOR PART 5 RECORDS

RECORD 4 SANITATION



Attachment 2
Procedure: 1.0 Rev. 12

Effective Date: 04/03/2021

Building 100 cleaning checklist (5 times per week)
//.— //) x^*X \s Date: ff' ' f"*6^ Cleaner's signature

** QA daily for filing**This completed sheet is to be delivered/o

Done Daily: (Please check (^) each item as they are coptfplet

Bathrooms:

Every Scheduled Cleaning Day:
^,/Empty all trash from restrooms to dumpster
..Scrub with Comet Disinfecting Cleaner, all restrooms including: sinks, countertops, urinals, toilets, partitions handrails,

door/knob/frame, and tile walls. Stand for 10 minutes then rinse with potable water (8 bathrooms)
i/_ Wipe down mirrors with Spic and Span all Purpose Spray and Glass Cleaner
j/Wet mop floors with Spic and Span Floor Cleaner
^,/Dust ceiling vent
j/Wipe around light switch and spots on walls with Spic and Span All Purpose Cleaner
/^Replenish and wipe all toilet paper and paper towel dispensers

Tuesdays & Thursdays:
•_ Sweep the area around the air compressors in the both the AB and CD sections of the building.

Wednesdays:
__Wipe any visible plumbing and scrub floor edges where toilet/walls meet floor with Comet Disinfecting Cleaner

Offices

;t all desks, tables file cabinets, fixtures and tables in all offices/computer room/ staff cafeteria (7 rooms)
^Vacuum all office carpeting and area rugs outside of offices (6 offices, 1 staff cafeteria)

^JEmpty garbage cans to dumpster

Cafeterias

all tables and chairs Spic and Span All Purpose Cleaner then wipe down.
j/Empty trash to dumpster
jySweep and wet mop floor with Spic and Span Floor Cleaner
j/Clean countertops and sink with Spic and Span All Purpose Cleaner
j/^Clean glass door with Spic and Span All Purpose Cleaner
j/Dust the tops of vending machines daily

Entrance

i/Dust, vacuum and clean windows of the entraace area
2/_Empty outside garbage can by entrance walkway

under steps just inside entrance to the left

Shop Floor Schedule:

j/Sweep and dust all dock door areas daily (including all surfaces)
j/Refill hair net stations daily
j/yRefill hand sanitizers with Purell hand sanitizer as needed
2 Sweep, mop and clean Zones and Perimeters... 1 through 10 (Refer to zone map and week number)

Page 1 of 3



Cleaner's Initials

r~~~\L3/?

Attachment 2
Procedure: 1.0 Rev. 12

Effective Date; 04/03/2021

Daily Dock cleaning:

Walk the Dock areas along the whole back of building Pick up remove:
Notice: When cleaning floor zones, the floor is Swept and Mopped using floor cleaner this can be done with Scrubber and or Mopping using the two
Bucket System

JArash between and around each door sweep and mop spills as needed each day. Dust any surface as needed including
eyewash stations, boxes attached to walls
/Sweep and Mop loading dock thoroughly each Friday
Tcompressors/Packers/Balers in the Area you are cleaning are-to be vacuumed and mopped behind
^Drapes between the AB sides Get Cleaned Daily with Spic and Span All Purpose Cleaner
_i/AB Module 6 Floor Mopped Daily

Floor Zone 10 Cleaned and sanitized Daily

Shop Floor and Perimeter checklist:

CDE Zone 7 Ricola machine packing line cleaning (daily) Zone map 7:
,/Sweep under all conveyor and table lines
Using Spic and Span All Purpose Cleaner, wipe down the following;
r^__ Line tables (top and trays) —/^ blocks
^Conveyor belt surfaces J/Tape machines

Shop Floor (Non Daily):
(Each Area of the Perimeter gets Cleaned at least every 14 Days.)

" ^-Recorded on a copy of the "100 Louise Drive Master Cleaning Schedule' (Initial each item and sign/date anywhere
on the form). Reminder: If any cleaners were used Jhatdo not come from the auto dihiter — Provide and attach
"Nonfood Contact Disinfectant/Sanitizer/Detergent users log". (For example floor scrubber).

/„ To be done last week of the month
mezzanine with compound (once per month)

Cleaning Supplies:

* Store and organize all cleaning supplies and equipment in the cleaning shed at the end of the shift

• Alert APS to any supplies or repairs you see or need (i.e. toilet brushes to toilet seats) and write it

here: A/ Iff _ ^ __

APS QA Signature that this was received for filing Date:

Page 2 of 3



Attacnmcni i
Procedure: 1.0 Rev. 12

Effective Date: 04/03/2021

LOUISE DRIVE
5|SJVYIAND PIANT

NORTHAMPTON TOWNSHIP
BUCKS COUNTY

Page 3 of 3



Attachment 1
Procedure 30,0 Rev 3

Effective Bate:

APS Machine/Scale/Modiile Cleaning Checklij
j To be performed after a batch completion as follows: (V) as completed
j Each machine/gcaie/modnle will be cleaned OB a monthly schedule with a 30 day expiration date.
| Use Proctor and Gamble, Dawn soap to wash all pro-duct contact surfaces with a clean cloth. Use water to
i rinse. Use Proctor and Gamble quaternary to sanitize. Use Proctor and Gamble window cleaner for any
I Plexigias non-product contact surfaces. Use Isopropanol 99% (isopropyi Alcohol) to clean the ink off the

print head and film rollers. Use a clean cloth an-d wear gloves. Use Clean in place (CIP) or 3 compartment
[ sink_(3CS) where indicated .

r

MACHINE NUMBER: /

Date Started: / \e Started:

Date Completed: / ~u? 2/ 1 irne Completed:

| Record "To Be Cleaned" with -date and initials of the person entering this machine stat
i machine status board.
Clean all outer surfaces and product contact surfaces of the bagger machine inside ana out,

j Clean machine incline takeaway conveyor. CIP
Clean windows of the enclosure. CIP
Clean floor (wet mop) of the enclosure. CIP
Clean walls and rails of wall of the enclosure. CIP
Remove and clean all scale hoppers, feeders, and dispersion table. (3CS)
Clean ink form the film rollers- CIP
Clean ink from the print head. CIP
Clean cross feeder. CIP
Clean all buckets on the bucket elevator. (3CS)

I Clean low level hopper. CIP
Clean all railings of the catwalk. CIP
Clean scale platform/catwalk. CI
Clean scale stand/frame. CIP
Clean floor tracks along wall. CIP
Clean taoe machines. CIP

j Clean pack-out conveyor. CIP
Clean the super-sack lift. -CIP
In the machine log and on the machine status board, record "Cleaned and Approved'' v
cleaning completion date and the 30 day cleaning expiration dale and initials of the pei
entering this machine status.

Performed by

t ;ith
so

| Machine Operator Signature:

1
// / /4^i/ \j£- -r YJ£"*^^^

Date: / /
lL/ol/^-2^ \d by

Production Supervision Signature: A 1 Date:

12/0^/2-
QA Signature: Date:

This fona is to be filed with Quality Assurance Bocaimgnt Control



SUMMARY OF NET CHANGES FORM (SNC)

ASSOCIATED PRODUCTION SERVICES, INC.

ATTACHMENT FOR PART 5 RECORDS

RECORD 5 FINISHED PRODUCT TESTING

PACKAGING AND LABELLING BATCH RECORD



Michael Smigiel

From:
Sent:
To:
Subject:

Mia Manubag <rnia.manubag@ricola.com>
Wednesday, October 19, 2022 3:01 PM
QA@apspackage.com
Material Release

The following Material was released by Ricola USA

Material 3048948, RJC BG LEMON MINT 6x8xl9PC, Batch 2000115345, Release date 10/19/2022, Released quality 869.000 of
869.000

This e-mail has been sent by a Ricoia employee and mav contain privileged or confidential information. It is intended for
the named recipients only. !f you have received this e-mail in error, please notify us immediately by reply a-mai! and
delete this message from your system. Any use or retransmission without proper authorization is prohibit^. Thank you for
your cooperation



f ! : I ^^^^^^
Attachment ~ I

Procedure 27.0 Rev. 8
I • • • f 1 mi 4HP^ Effective Date: 02/08/2021

Associated Production Services, Inc
Trevose, PA 19053

Product Packaging
Conformance Certificate

Natural Lemon Mint
Citron Menthe

Product: Throat Lozenges

Batch Number: 2000115345

Finished Product Code (Item Number): 3048948

Associated Production Services, Inc. certifies that the following bulk product
and film have been used in the packaging of this batch:

Bulk Product Batch Number: 2000104867

Bulk Product Code (Bulk Material Number): 6000131

Film Job Number(s): 199020

Drop Count: 19

and Associated Production Services, Inc. certifies that the finished packaged
product has satisfactorily met Associated Production Services, Inc. process
controls per SOP 14.0 and was produced in accordance with the agreed upon
packaging specifications provided to APS by RicolaUSA, Inc.

Michael J. Smigiel
APS Quality Assurance Signature jf Date



In Process Control Sheet Item # 3048948
6/8 Lemon Mint Cough Drops

Citron Menthe
(Canada)

Bill of Materials: Product: 19 pcs/bag Lemon Mint Cough Drops Matfl 6000131
Corrugated: Canada 1x8 Inner 6x8 Master
Bag Film: 4fi impressions- material number 9013701 CA
Labsls: 1 -4"K2" Monarch Label {900313}, 1-4"x6" Monarch Label (900319)

Staging: Machine Number:

Production date:

Batch number (Swiss):

Expiration date:

Production start time: I I ' '

° ̂  '

Batch code (USA):

PO number: 7.̂ 51

I confirm the batch number and code as stated above

Operation:

Machine Purged:

Room Pressurized:

(via visual assessment)

/Verified by:

In- Process Control Hour ->

Pallet number

Jaw seals ok

Lap seal ok

Batch code legible

Vacuum test- mmHg burst

point- (SOOmmHq is min.)
Specified Drop Count: 19

Target: 19 / Ranqe: 19-21

V.^l

1

\fe
\)

Actual Counl:

w

-M^
^
\^
ite>
wi
(fs
'A>

Actual Count:

\c\N

n

"̂s

1?̂^
-xO

Actual Counl:

p\y Packaging: \8 label
GT1N#30036602079480

6x8 label #3048948-

GTIN#70036602079488

U£>

l̂ S
Production stop time: ~^) '. ( ̂  \ M

UfS

v>fs
u-\
/VVi

\l Couni:

\\l Count:

\k

s

Aciuai Coy if:

|N^ -

\^

Aclual Count-

^
/

/'
X

\l Co unt -^

^
,S

s

^

^ Anluai Coiinl

^J

s

/
/"

y®->.
* " V...''

Aclua Count:

*"''

—

AcilJfll Count:

/ \^

1 I

€^
/

^ iok-^bc

/^

^^
lo/c^y^

I have attached a sample bag and product identifier labels used during production for this IPCS

X L^C/^—y''" 10/O(0/2l&f2^ (Operator's Signature)

/? AV
Reviewed by QA: I/fa /I

Modified QG/2G/JG22 P Ecdca Effective by (1SI2GI2Q?!. // //

/
/

Date: lO/Q&ltel .u r

)O-:>^-

\
V

^\: . ^ -\^ IcA^PR^U"

I

ij-erAHA -e r̂or :̂ o^-\o|ar.̂
0



RIC BG LEMON MINT 6X8X19P
RIC SAC MIEL CITRON MENTHE

BATCH/LOT NO: 2000115345

EXP. DATE: 13.06.2025

3048948
48 BAGS/SAC X 19 LOZENGES / PASTILLES

036602079489

Distributed in Canada by:
Lindt & Spriingli (Canada) inc

RIC BG LEMON MINT 8X19P
RIC SAC MIEL CITRON MENTHE
BATCH/LOT NO.: 2000116346
EXPIRATION DATE; 13.06.2026

0

3048948
8 BAGS / SA~S X 19 LOZENGES / PASTILLES

036602076488
DiStlllHlled III Cdltadri t 'V"

Liutil & Spiunyli (Canaddf IMC
>



IPN:

Lemon Mint
tough supiiro^sdnl • ttvD;n lozenge*

dlKKH Mtiy will J iwml UK".? liwly IctniKi IWIKIP
ll ,1 hint ol (nnliiuj mmi ;)<! t>ii| oil utiw lt,.v>iin flV.I

w wrjihiwi ii*l Kiini)iog hriqhi ,im( |iwf
OI 10 IHt vijiuliiff Iwutill.ll hlrnii

,.jl I ' . -
bli>%it

..... -. . I ,! . .'li. ,",!.«

I l l . • ' • ! • I-,' r, I-.,, i 1 |-

0^&Smm™9
"MiH/iif A

jioiti qu«HWK ou (OIHMfBUirtt, iMiuiwniqiJi-' Jif* /

Paitilles .jpaisantfts ton Irs l<i Iwun

Citron Menthe
LJiir; wwiif siiipTcnnnirl Ci»s iiriMil!''. ,111 ution in*

<wni. UP wup^oti ile mpnll*' iipnu.niH' uitiml loiiti1
l.i ti.iirhpiii iki fillnti iWDi nil inukitjrnu'nl >-»ii)ii>
pkHvMxnm oilHindc M wviiuii't!iiin''iw

IIIIMIS ,l nuiii!
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l J«I Mitnlrr JII!I(HIIM IKI ttlti" tr I Jdt i

Mmwii ii MM
.»j(ruii|iifi*|iinlj|J

.1 .M-rsl.-'.ir iim t.1! 1.1 fidflll
l4*t lt-|,(. i « i «,!-!

!' «w(it

MIX
PacXoo1"^ Jroni Ja*paniifhia ti

'irballnya ISID do ii our cos roxpf
FSC"C160915

EXP; 13.06.2025
BATCH: 200011534S

C/llcoia
MADE WITH SWISS ALPINE HERBS

AVEC DES HERBES ALPINES SUISSES
cough suppressant - throat lozenges - pastilles apaisantes contre la toux

LEMON MINT
CITRON MENTHE

great tasting • soothing relief

soulagement apaisant
au gout savoureux



In Process Control Sheet Item # 3048948
6/8 Lemon Mint Cough Drops

Citron Menthe
(Canada)

Staging: Machine Number:

Production date:

Batch number (Swiss):

Expiration date:

BIII of Materials, Product: 19 pcs/bag Lemon Mini Cough Drops Mat* 6000131
Corrugated: Canada 1x8 liinef 6x8 Master
Bag film; 48 impressions- material number 90'I3701 CA
Labels: J^4"x2" Monarch Label (900313). 1-4"x6" Monarch Label (900319)

Production start time:

/ Batch code (USA);

PO number:

I confirm the batch number and code as stated above

Machine Purged:

Room Pressurized;

(via visual assessment)

/Verified by:

Operation: JP JP Jp j& J,J Jp Jp ^ </

In- Process Control Hour •>

Pallet number

Jaw seals ok

Lap seal ok

Batch code legible

Vacuum test- mmHg burst

point- (SOOmmHq is min.)
Specified Drop Count: 19

Target: 19 /Range: 19-21

3-3if/n

p̂

P

p

5co

Aciiia! Count:

4^AO

10

p
p
•p
ZVO

Actual Count:

SffK

B

yft
P

Ŝec

Aciuai Counl:

20

&P^

IT

/«

y«

y»

s»
AC(UB( Count:

?fW
Zc

^0

yo
p

ao
Aclus.1 Cciunl:

gpm

Z3

*P

Y®

Yft

^
Actual Count:

9/*v)
2-1

yo
/e

y«
s^

Aclua,1 Count:

_LL

\J

Aclgai Counl:

b

\

Count:

'

/

/

/

\i Count

/

/

/

Aclua: Count:

Secondary Packaging: / \OIO$>I201L \8 label

GTIN#30036602079480

6x8 label #3048948-

GTIN#70036602079d88

p

^
Production stop time: 7 •' s^f(f\

P

y«
yo

/^

yfa

JJ /D/06/Wi

yo
y«

/ft

ya
•/o

^
have attached a sample bag and product identifier labels used during production for this (PCS

Ss^ / *""*~^ / i /
AT W— t— £ ff . / . /

X A'"""/ , fWt>i/*~ ' &/d&/2b'tL ^— (Operator's Signature)

Reviewed by QA: jfty^lWl Jtftffa1)

ModllloO OSraS^oa^ f Eretes EBaalivstsy 05/2G.'2U52 /

Date; /^AZÎ

/ \:

A // /T vv'A-' /c)/C[S7^

J >J fo/o6/Z*>2^



RIC BG LEMON MINT 6X8X19P
RIC SAC MIEL CITRON MENTHE

BATCH/LOT NO: 2000115345

EXP. DATE: 13.06.2025

3048948
48 BAGS / SAC X 1 9 LOZENGES / PASTILLES

036602079489

Distributed in Canada by:
Lindt & Sprung!! (Canada) inc

RIC BG LEMON MINT 8X19P -7
RIC SAC MIEL CITRON MENTHE f-^

ssx^&gsyss** ! •"«' ^
3048948 30036602079400

8 BAGS / SA~S X 19 LOZENGES / PASTILLES

036602076489
DistnbuleiliiiCdnddd tiy:
Lindt & Spiiiityli (Cdfuifa) me



540

Lemon Mint
cough Mippr(««arH tlvoai lozeiiijfis

[(ilk iiiMiui (<:;',£ wiih s twmi lh«» iivply Icmofl toiiqes
wiih.jivmtiiiioo'imj m'Diiji! M| on ciUus flavor iind
nenblggvQniooUflngidwl Bringing brUnwd [titty

DrflBonci 10 -jm win itunfaouwol bloml

MM kiMl w; -nhrnlt t j>ii !<;-,•». i.
n i V,* tt'iM w it*f ) > 15 n.

l l i i ' ' I - ' ' ' • ' : •• i
l-fnrwJiri|:.J,N,'i.'..nH L ! • • n. ,.| 'I. i"fj.i!ll .....
K.-l - II I '

<!i.i -ilxiwv'iUr.MM!
1*lw,ttt«»fpf>H!lr.»'

* te'uA ibWft.K^ijIIU'.'iEI'J'l? IV ly«Ui''iw^VI'.
jiww, hi 'i i hrmj ii ijjrfi! «•. ij.'iiiitJ «i Hi(

« Hiw^MiV-n.iiw,' l/i.irpimMdiwx.ijiiayiii'W

(aiKt)Ni(jiiwn ;:>.'«:u'j:lnî f.|(ij-(fwtif«-l[tifl(,-ii
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MADE WITH SWISS ALPINE HERBS
AVEC DES HERBES ALPINES SUISSES

cough suppressant - throat lozenges - pastilles apaisantes centre la toux

LEMON MINT
CITRON MENTHE

Packaging Irom lotv^onjibia inurcas
-• EmbaHags is'jii iki anurcai laipmiaablm

FSC"C160915

EXP: 13.06.2025
BATCH: 2000115345

M«ilMimd!>yrMrN|iiipM:lbutoim i/.m."'"
i!-« l'""

l«* IKlJ.,lort]

great tasting - soothing relief

soulagement apaisant
^J^ au gout savoureux



jewgf**
* *. . -91 i ,

Sfecirvs DstE; M/t7/2013

Bagging Msehi&e Module "A55 Batch Line Cl^arssee for Unlike Products
?enb3» ths Mowing functions at the esd cf each batch run snd deliver this shsei to Quality
ASSUTSECS TO sis with ths "tsich isccrd:
TS—a fS)/A/ /*7J\~S / I '
^yioC

Check saca as coinplsted:

t/Cossrsi that the Mskess. ccssta: nnnber of 'knpressioiis ran has been entered in the
designated spscs ;ia" <m the Film ln-pression Counts table.

Reset the ̂ krken- counter number to "zero*1 unless this is aiEamaiic for the machine &t tns
p-nn:.Ttg of SSCil H3L

10 YS sny rHmai7tir.s roll/psrtisi zoll of bag ̂ m ^om the bagging machine snd place it
OZi trig? Ssllsr o^" 'nlTT;

__v ^siove 12̂  sgllet cfnlin. feom the enclosurs

t/Kaa ssd drain fee bagging ?ngr.hi-r.?. ̂ 3 drain it, ̂ e scale and Se low level hopper 22x1 all
surfaces of the bucket elevator of any drops,

V deer the low level hcppsr and all sorfkces of fee bucket elevstor of any &ops.

j/CIesr all surfaces of the scale including rsncving the dispersion lable, each
radial trough, pool "hopper, ̂ "cigk hopper and cc-Uectic-i cbites to look for drops.

J/Clssr any drops from the scale plaSoniL

i/Cleai(wct wipe) any dross or droo dust nosi all sur&ces of Ss bsgger.
/
_Ciesr any draps Ironi t*^ seals S!SIKL

j/Clesr any drops from the mockle's floor srsa and &oin the floor trsck between the
d STIES aloss l^e well.

Remove any "bags or partially Med boxes from Us pssk-oiit line
/

i/ Regiove any labels soni t!s pack-osit line.

Klin and. drsiB- tlie bagsnE macbiz-e 10 drain it the scale asd the low level hosier sna all
surfaces cf the bucket elevator of SHY drops and zero adjust the scale.

/ Account for all tools used is the bagging mcd'ole by checking that all are in their
positions on the saodius tool bcarc.

AB arops^ drop dust, bags and labels shcsld nov be cleared Soin your line and it is ok to proceed
•with the sest bset.

Dsts:

\d by QA: Dsts;



Ri«*(» USA Ins. 6 Campus Priva. Suite 205 Psrsippany, NJ 07054

PROVIDENT MARKETING
696 JACKSONVILLE RD
WARMINSTER PA 18974

Delivery address
PROVIDENT MARKETING
696 JACKSONVILLE RD
WARMINSTERPA 18974
Telephone 8007016301

Purchase order
Number Date

4500026875 09/23/2022
Vendor no,

302242
Contact person

Dave Constant
Telephone

+ 1973-984-3206
Email
dave.constant@ncola.com

Delivery date

Page

1/1

10/28/2022

2 8 2022
Lemon Mint batch 2000104867
Exp Date : 13JUN2025 2986 kgs
4500024820 80074894 MSCU5380548 MSC MATTINA 2022-09-27
1 @ 586 & 3 @ 800 : 2986 kgs

Item Material
Description

GTIN Qty. Price
USD

Price unit Total value
USD

0010 3048948 70036602079488
RfC BG LEMON MINT 6x8x19PC
6x8 GTiN: 70036602079488
1x8 GTIN; 30036602079480
19ctbag upc; 036602079489
Tl HI 6x5
Batch 2000115345

We provide the following components:
6000131 Lemon Mint Bulk
9000268 RRP Base Bag Carton 1x8
9000269 Base Bag Master Case 6x8
9000109 4" x 2" Monarch Label (900313)
9000110 4" x 6" Monarch Label (900319)
9013701 CA-neo LemonMint 19ct

810 CS
= 27 PAL

= 135 LG
738.720 SSU

4.79 / 1 CS

Batch Expiry date
2,916.000 KG
4,884.300 PC

814.050 PC
4,908.600 PC

818.100 PC
40.435.20 PC

,879-90

Total value excl. tax

Terms of delivery
Terms of payment

USD 3,879.90

Incoterms 2010: FOB
within 15 days Due net

Ricola USA Inc. 6 Campus Drive, Suite 205, Parsippany. NJ 07054
Phone 973-984-6811 • Fax 973-984-6814



Atticlinjcul I
SOIMI.OAcv.4

Effective Dole: Q7/M/2020

Container Receiving Report
To:

, — Scar
Date: 10/04/2022

3ave Constant, Ricola USA, Inc. From; Associated Production Servi
or Fax: 973-984-6814 100 Louise Drive, Ivyiand, F

Phone: 2 15-672-950!

Date of Arrival Container No.

1 0/03/2022 MSCU5380548

Delivery NoteS

74894

74894

74894

Ricola USA FO#

26874

26876

26875

Batch #

2000101355

2000111630

2000104867

:es
A 18974
Fax:215-672-9507

„, „ , Seal I.D. & No.

scaled? (Y/N) SEALED RICOLA

/ , 4001341 017485

Flavor

Echinacea Honey Lemon

SF Lemon Mint

Lemon Mint

(Circle One) ,
Number of Sacki & Labeled

Weight (kg)
or Number of Cases

1 @ 483 & 2 @ 800 : 2083 kgs

1 @658-S 14 @ 800; 11858kq

1 @ 586 & 3 © 800 : 2986 kqs

Comments:

Receiver's signature: ,i 1



END OF PURCHASE ORDER REPORT

Affre all bulk bag labels for this P.O. to the back of this page. Packaging Line No.:
Product Flavor: .irrf Page / of

Ricota, USA P.O. Number:
Entered

Batch Code (USA):
Checked be w

>M
Date:

Date Container [So. Swiss Batch No. Seal No.
Weight

(Kg)

Bulk hag
tag Savor
matches
actual
flavor

printed OP
drops
VH(V)

~m
"t L

XX
\I s

X

E/*/ *
V

37

Rico la's
Total Weight

Weight Counts (Kg)

("circle one
Completed by Date

Reviewed by:

Eff Attachment #1 Procedure 19.0 Rev. 7



Basefstrasse 31
RlCOla AG CH-4242-Uufen

Schweiz^Switzerland

Distributed by:

Ricola USA Inc.
6 Campus Drive 2nd Floor South

Parsippany, NJ 07054. USA

dieola.

6000131
NATURAL LEMON-MINT HERB THROAT DROPS

.. Big-Bags at 800 Kg /

tot/Lot 2000104867
110KT2022 Pack until

376107004902371075 sscc

N»tio Gewrcht -: Net weight,- Poid net

t'uligew'chV / Filling weight I
Pn;rfc His rempHssage

Gewicht Bag' Weight bag- Poid bag

C'aienengswicht; Pallet weight '<

Pnids df> palette

758 KG

800 KG

805 KG

823 KG

Start-Zest / Start time / temps du decollage

13.06.202206:35
Ende-Zeil / End time ; temps du fin

13.06.2022 16:04

Hiermit bestatige ich. dass die Angaben korrekt sind und
die Zuortinung tur Palettenidentifikation korrekt erfolgte.
Heiewith I confirm the correction of the information and the
conrct allocation to the pallet identification.
Je confirme par la presente que tes informations et que
I'aiuibulion de I'identitication des palettes sont corrects.

Palettenummer / Number of

pallet I Numero de palette

Mitarbeiter
Employee Employe OSNT

(00)376107004902371075



Paletten-ldentifikation
Material: 6000131 HF ZIM GEW USA 004
Charge: 2000104867

•60001312000104867001'

Werk:
1200
Kochlinie:
KO7 PPPI
Druck durch:
OSNT

Start Zeit:

13.06.202206:35

Palette Nr.



Baselstrasse 31
RlCOla AG CH-4242-Laufen

Schweiz/Switzerland

Distributed by:

Ricola USA Inc.
G Campus Drive 2nd Floor South

Parsippany, NJ 07054. USA

6000131
NATURAL LEMON-MINT HERB THROAT DROPS

.. Big-Bags at 800 Kg

Lot Lot 2000104867
11OKT2022 Pack until

376107004902371207

:0

i§

sscc

Metto Gewicht' Net weight / Pcid net

f Lillgewicht/ ' Filling weight /
Poids de remplissage

Gewicht Bag/ Weight bag' Poid bag

Paleftengewicht / Pallet weight;'
Poids de palette

758 KG

800 KG

805 KG

823 KG

Start-Zeit / Start time / temps flu deccilage

13.06.202207:28

Ende-Zen / End time / temps du fin

13.06.202216:37

Hiermit besta(ige ich. dass die Angaben korrekt sind und
tire Zuordnung zur Paleftenidentifikation korrekt erfolgte.
Herewith I confirm f/?e correction of the information and the
Correct allocation (o the pallet identification.
Jp conftrme par la presente que les informations et que
I'annhution de I'identification des palettes son! corrects

Paleltenummer / Number of
pallet / Numero de palelte

Mitarbeiter
Employee Employe OSNT

(00)376107004902371207



Paletten-ldentifikation
Material: 6000131 HF ZIM GEW USA 004
Charge: 2000104867

•60001312000104867002'

Werk:
1200
Kochlinie:
KO7 PPPI
Druck durch:
OSNT

Start Zeit:

13.06.202207:28

Palette Mr.:

002



Baselstrasse 31
R'lCOl 3 AG CH-4242-Laufen

Schweiz/Switzerland

Distributed by:

Ricola USA Inc.
6 Campus Drive 2nd Floor South

Parsippany, NJ 07054. USA

(Rtcoia

6000131
NATURAL LEMON-MINT HERB THROAT DROPS

.. Big-Bags at 800 Kg

2000104867 11OKT2022 Pack until

376107004902371361 sscc

Netlo Gewicht ' Net weight '< Poid net

F-iiilgewicht -' Filling weight /
rempl'ssage

Bag' Weight bag/ Poid hag

/ Pallet weight /
s dft palette

758 KG

800 KG

805 KG

823 KG

Start-Zeit - Start time • temps clit decoliage

13.06.202216:14
Ende-Zeit / End time • temps dn fin

13.06.2022 17:11

Hipmiil bestatige ich, dass die Angaben korrekt sind und
dip Zuotdnung zur Paiettenidentifikation korrekt erfolgte.
Hprewiffi / confirm (he correction of the information and the
co'r^ct allocation to the pallet identification.
Je confirme par la presents que les informations et que
I'atlribution de 1'identification ties paleites sont corrects.

Paleltenummer / Number of
pallet / Numero de palette

Mitarbeiter
Employee Employe OSNT

(00)376107004902371361



Paletten-ldentifikation
Material: 6000131 HF ZIM GEW USA 004
Charge: 2000104867

•60001312000104867003'

Werk:
1200
Kochlinie:
K07 PPPI
Druck durch:
OSNT

Start Zeit:
13.06.2022 16:14

Palette Nr.:

003



Basetstrasse 31

RJCOfa AG CH-*242 Uufen
Schweii'Switzerland

Distributed by;

Ricola USA Inc.
6 Campus Drive 2nd Floor South

Parsippany, NJ 07054. USA

6000131
NATURAL LEMON-MINT HERB THROAT

.. Big-Bags at 800 Kg 6?66
l-ot; Lor 2000104867

11OKT2022 Pack until

376107004902371434 sscc

Netto Gewicht / Net weight • Paid ne!

f ullgewtcht < Filling v îght /
Poids de remplissage

G<!wich! Bag' Weight bag' Pcid Sag

' Pallet weight /
Poids ds pafette

556 KG

586 KG

591 KG

609 KG

Start-Zeit / Start time -' iemps du decollage

13.06.202216:44

Ende-Zeit / End time / temps du fin

13.06.2022 17:40

Hiermit bestatige ich, dass die Angaben korrekl sind und
die Zuordnung zur PaJettenidenltfikation korreht erfolgte.
Herewith I confirm ffte correction of the information and t/ie
correct allocation to the pallet identification.
Jp confirme par ia presente que les informations et que
I'attribution de ('identification des palettes sont corrects.

Paiettenummer / Number of
pallet / Numero de palette

Mitarbetter
Employee Employe OSNT

(00)376107004902371434



Paletten-ldentifikation
Material: 6000131 HF ZIM GEW USA 004
Charge: 2000104867

"60001312000104867004-

Werk:
1200
Kochlinie:
KO7 PPPI
Druck durch:
OSNT

Start Zeit:
13.06.202216:44

Palette Nr.:

004
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Film Lot Change Instractioas: 'f ihe f^hn
lot being us$d cfiaases to z. sew Sim lot, start
s naw sbsst and reset the Vazxsn: coister to
zero. If the Markezn counter cannot be î set
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Reviewed by:

E^SyC^ Dsie: 07/22/2021 AaacansfiEt=i Procedure 50,0 Rev.



STRAIGHT BfLL OF LADING- SHORT FORM - File Copy
RECEIVED, subject to the classifications and tariffs in effect on the date of issue of this Original Bill of Lading.
AM TRANSPORT

OL#: 5590
Date: 10/7/2022
Page: 1 of 1

SHIPPER (FROM)
RICOU-PROVIDENT MARKETING
100 LOUISE DR
IVYLAND, PA 18974

CONSIGNEE (SOLO TO)
RICOLAUSA, INC
6 CAMPUS DRIVE, SECOND FLOOR SOUTH
PARSIPPANY, NJ 0705'

PRO#:

.QELJVER TO (if different from Consignee)
JILLAMY
2955 STATE RC
CROYDON PA 19021

CUST. ORDERS:

ROUTE:
Special Instructions:

COMPLETED PO

26875 OUR ORDER*: DEFT;

SEND FREIGHT BfLL TO: fit different than SHIPPER afcove) OEJrluFJE !̂Ti!ril̂ l̂ l̂ l̂ l

NO.
PKGS

HM
UM (X)

PREPAID
C.O.D. AMOUNT

C.O.D. FEE

Prepaid Q Collect Q

Sutjea ir 5P=>on 7 a' eor.o.iigris of

is lo » delivered So she cornî iee

IriiS slHpmcj'J viribog; ^aynieri 'I 'reign

fX^MMOHgim]

'WEK5HT CLA® HlffC SOB^
PE^WPTK)NOFARTKLES)KIHDOFPApKAGE,SPEClALRWlWSAI*DKGEPT(pHS ^. , .- , .(subject to coriecifen)

869 CASE 3048948 RIC BG LEMON MINT 6X8X19PC BATCH2 2000115345 8342.4

EXP DATE; 13 JUN 2025

28@30 1@29

889 ON 29 PALLETS 8342.4 IBS TOTALS

' if Ifte sn-pmerr( ms«s tflifneen t*r, E«U Py a camef try w«et, ins paw requiies inai ihe eiil ct! ^atiir
sfiil K5IE n'i«ilie- it i 'camels cr dippers weigln."
NOTE - 'fffaic |he rate 15 Cep«raen( w valtc. i'tippers a'= tsq-jirea la Male JBeancallj in wniî e
:ft »0ieea »• Osdiiî l vslve a' lh« propeiiy
The»grMflafdEctsreilvalijeof Uiepiaperiy isncreO/aatedbyKte shwet lo be

! "irt Sl;t S
aid ;;ifiHM' jT

iM âigĵ iiaEsiiMaigraaigiftiai;̂
Trailer Number: W16877

Seal Number:

U.S. DOT Hazmat Reg. Number:

?rinUi EIIU iT tUfs; noti pĵ t vt tJJ ol |p.ij:n; -^pfTived by tfie InfinUI* Cof̂ non Conm îon

SHIPPER'S CERTIRCATION This is to certify that the above-named materials are property classified, described,
packaged. nwXed and labeled, and are In proper condition for transportation according to the applicable
regulations oflhe Department of Transportation.

SHIPPER: RICOLA-PROVIDENT MARKETING

PER: AMBER KENNEY 10/07/2022

Received by: JILLAMY

Carrier/Driver: AM TRANSPORT -

4
Receiving & Carrier Signatures Date

v7.35 Star Bill of Lading Software - v/ww. starbot com



SUMMARY OF NET CHANGES FORM (SNC)

ASSOCIATED PRODUCTION SERVICES, INC.

ATTACHMENT FOR PART 5 RECORDS

RECORD 6 QUALITY ASSURANCE AND PRODUCT RELEASE



• J*"̂  ff^fc^Pfr * Attachment #1
•T *^m ••^^•fc Procedure 27.0 Rev. 8

t k • tt H f '^^^ fl| • 4MP Effective Date: 02/08/2021

Associated Production Services, Inc
Trevose, PA 19053

Product Packaging
Conformance Certificate

Extra Strength Icy Menthol
Extra Fort Menthol Glace

Product: Throat Lozenges

Batch Number: 2000115960

Finished Product Code (Item Number): 3048583

Associated Production Services, Inc. certifies that the following bulk product
and film have been used in the packaging of this batch:

Bulk Product Batch Number: 2000113709

Bulk Product Code (Bulk Material Number): 6002422

Film Job Number(s): 199289

Drop Count: 19

and Associated Production Services, Inc. certifies that the finished packaged
product has satisfactorily met Associated Production Services, Inc. process
controls per SOP 14.0 and was produced in accordance with the agreed upon
packaging specifications provided to APS by Ricola USA, Inc.

Michael J. Smigiel /^^ //^ II //&
APS Quality Assurance 'Signature^ /f Date



Peter Eccles

From:
Sent:
To:
Subject:

Mia Manubag <mia.manubag@ricola.com>
Tuesday, November 15, 2022 2:47 PM
QA@apspackage.com
Material Release

The following Material was released by Ricola USA

Material 3048583, RIC BG XSTRG ICYMNTH 6x8xl9PC, Batch 2000115960, Release date 11/15/2022, Released quantity 3,470.000 of
3,470.000

This e-maii has been sent by a Ricola employee and may contain privileged or confidentia
he named recipients only, if you have received this e-mai error piease notify us immediately by reply e-mail a

delete this message from your system, Any use or retransmission without proper authorization is prohibited. Thank;



SUMMARY OF NET CHANGES FORM (SNC)

ASSOCIATED PRODUCTION SERVICES, INC.

ATTACHMENT FOR PART 5 RECORDS

RECORD 4 PRODUCT RECALL PROCEDURE



Procedure: 22.0

Revision: 3

Page 1 of 1

ASSOCIATED PRODUCTION
SERVICES

Title:
RICOLA PRODUCT RECALL
PROCEDURES
Prepared by:
Peter Eccles

Effective Date;
04/15/2020

QA Apnroved^BV:

Supersedes No.: 22.0 Rev. 2
Supersedes Date: 06/02/2016

1.0 Purpose: To outline the authority, responsibilities and procedures for product recall.

2.0 Scope: This procedure will apply to all Ricola products or materials held at APS.

3.0 Authorities and responsibilities: QA Department will be responsible for enacting
the recall procedure

4,0 Procedure:

4.1 In the event of a recall, APS will follow the guidelines set forth by Ricola
USA contained in their procedure 07-02 (see attached procedure)

5.0 Records, Reports, and Forms

Attachment 1: Ricola USA SOP #07-02 Recall Policy.



DocuSign Envelope ID; 5C4ED373-9769-4Q9C-9919-395AFDD21021

Ricola USA, Inc.

Standard Operating Procedure (SOP)
Originator

Donald Parriott
Quality

William Higgins

Signature
, DocuSigned byr

I %>.//'ll. . ««9F99D691B48e.| MflpWw

Dale

4/14/2020

Date

4/9/2020

Effective Date

April 19, 2020

Supersedes SOP(s)

07-01
SH955GAD735F 4C 1

SOP For

Recall Policy
SOPS

07-02

1.0 OBJECTIVE

The objective of this SOP is to both outline and specify the steps to be taken by Ricola
and its agents if there is need to initiate a product recall or a market withdrawal.

2.0 SCOPE

The scope of this policy will cover all product recalls and market withdrawals. Product
recalls are classified as Class I, II, and III. These are for situations where, either
voluntary (self-imposed) or FDA-requested, it is essential that all of a certain material be
removed from the appropriate location(s) and moved to a Ricola-controlled location for
destruction or other disposition.

Market withdrawals are unclassified. These are for all other situations where there is
need to remove product from the market / distribution channels and return the product
to a Ricola-controlled location for destruction or other disposition.

3.0 DEFINITIONS

Class I Recall

Class II Recall

Class III Recall

A situation in which there is a reasonable probability that the use of,
or exposure to, a violative product will cause serious adverse health
consequences or death.

A situation in which use of, or exposure to, a violative product may
cause temporary or medically reversible adverse health
consequences or where the probability of serious adverse health
consequences is remote.

A situation in which use of, or exposure to, a violative product is not
likely to cause adverse health consequences.

Market Withdrawal A firm's removal or correction of a distributed product which
involves a minor violation that would not be subject to legal action
by the FDA or which involves no violation e.g., normal stock
rotation practices, routine equipment adjustments and repairs, etc.

Page 1 of 6



DocuSign Envelope ID: 5C4ED373-9769-409C-9919-395AFDD21021

sop For

Recall Policy
SOP*
07-02

4.0 RESPONSIBILITY

It is the responsibility of Ricola USA Quality to champion all proceedings involved in
recalls and withdrawals and to ensure accurate and timely completion of all applicable
steps. In addition, it is Quality's responsibility to inform Management of the needed
details so that key actions can be effected when warranted. It is also Ricola USA
Quality's responsibility to inform, on a daily basis (at a minimum), Ricola Ltd. Quality of
the status of the withdrawal / recall - if one is deemed necessary to initiate and is
because of a product defect, etc. which was generated prior to that product's shipment
to the US.

It is the responsibility of Ricola USA Executive Management to execute the
recalls/withdrawals, approve essential steps involved, keep abreast of all issues, and
approve/ sign critical documents.

It is the responsibility of Ricofa Operations to ensure that all facets involved in the
documents of and the logistics of the moving of materials involved in the recall /
withdrawal be completed as planned. Operations will work closely with Quality to keep
management informed and to carry out the recall / withdrawal.

It is the responsibility of all other personnel involved in the recall / withdrawal (i.e., other
company personnel, Ricola's brokers, etc.) to follow instructions given by Executive
Management, Quality, or Operations to aid in effecting the completion of any tasks
pertaining to the recall / withdrawal.

5.0 PROCEDURE

5.1 Pre-determination (to recall / withdraw or not) actions

5.1.1 Upon receipt of any communication / documentation /information which
may potentially lead to the need for a product recall / withdrawal, that
Ricola employee will notify Quality. Quality will evaluate the information
and schedule a meeting with Operations and Executive Management if a
potential recall/withdrawal is warranted.

5.1.2 Quality, Operations, or Executive Management will notify Legal of the
potential need for a recall / market withdrawal.

5.1.3 A meeting involving Executive Management, Operations, Quality, and
Legal (and any other parties the persons present believe are essential) will
be conducted.

5.1.4 During this meeting, the following must occur:

5.1.4.1 Discussion of the information present at the time

Page 2 of 6



DocuSign Envelope ID: 5C4ED373-9769-409C-9919-395AFDD21021

SOP For

Recall Policy
SOP*

07-02

5.1.4.2 Determination of "Is a recall /withdrawal warranted or not?"
5.1.4.3 Documentation of the decision of the Head of Quality
5.1.4.4 If the decision cannot be made, another meeting time will be

decided on and step 5.1.4 will be repeated.

5.1.5 A decision to recall / withdrawal must be made within 72 hours of Quality,
Operations, and Executive Management first learning of the situation.

5.1.6 The Head of Quality, in conjunction with Legal, shall fife a Field Alert with
the FDA District Office, within three (3) working days of the decision to
recall, to notify the Agency of the deficiency or possible deficiency and any
action the Company has decided to take.

5.2 No recall / withdrawal warranted

5.2.1 Document that a decision has been made to not recall / withdrawal the
product

5.2.2 This documentation shall be retained by Quality and included in the
associated investigation record.

5.3 Recall / withdrawal warranted

5.3.1 Initiation of a recall type and class or market withdrawal is made as per
the conditions listed under Scope and Definitions - dependent upon the
nature and severity of the product deficiency or possible deficiency.

5.3.2 Executive Management, Operations, Legal, and Quality, along with any
other parties deemed appropriate by the above, will convene to discuss
what steps are required to effect the recall / withdrawal. Contact
information of key personnel at Ricola is provided within this SOP
(Attachment* 1). The steps required to conduct a recall / market
withdrawal may include, but not be limited to (due to circumstances), the
following items listed below.

5.3.3 If applicable, any testing of product (returned / retained / or that still in
warehousing) will be conducted to determine the exact properties of the
product and to further evaluate the risk associated with the deficiency or
the possible deficiency; thus justifying (or not justifying) the need to
conduct the market withdrawal / recall and to help determine the
appropriate level in the distribution chain to which the recall should extend.

5.3.4 The Head of Quality will assign responsibilities to other persons or
departments as required based on the recall type / class or market
withdrawal. These assignments will be made in writing.

Page 3 of 6



DocuSign Envelope ID: 5C4ED373-9769^Q9C-9919-395AFDD21021

SOP For

Recall Policy
SOP*

07-02

5.3.5 It is essential to understand the urgency of conducting every task involved
in a recall / market withdrawal. All action items should be given top priority
to ensure their expeditious completion.

5.3.6 Notification of a market withdrawal / recall will be made by the Head of
Quality, with help from Legal, to the FDA. Pertinent information provided
may include, but not be limited to, that which is included within this SOP
(Attachment # 2). The specific content of such notification shall be
determined on a case-by-case basis. A sample Drug Recall Letter and
Return Postcard are provided for purposes of general guidance only
(Attachment #3).

5.3.7 In the event that a determination is made that the product subject to
market withdrawal or recall may pose a significant health hazard, a press
release may be issued. The decision as to whether a press release
should be issued will be made by Executive Management, Quality, and
Legal, Draft press releases will be generated by Marketing and will follow
a general documented format (Attachment # 4). All press releases shall
be reviewed and approved by Executive Management, Operations,
Quality, and Legal, and FDA, if they so request, before being finalized and
issued.

5.3.8 All public inquiries (i.e., inquiries from the press) should be directed to
Executive Management for a response. The form and content of any
response to such inquiry shall be determined by Executive Management,
Quality, and Legal. Ail documentation of public inquiries and any
responses thereto shall be kept as part of the recall / market withdrawal
records for a period of no less than 3 years following their receipt and/or
issuance

5.3.9 Accounts having received affected defective or possibly defective product
will be determined.

5.3.10 These accounts will be notified of the recall/market withdrawal and will be
instructed as to how to handle their portion of the recall / market
withdrawal.

5.3.11 Ricola USA will take all reasonable steps to contact affected customers
and (1) retrieve product subject to the recall/withdrawal or request he
customer to dispose of such product (2) document that the product is in
commercial distribution,

5.3.12 All returned product will be quarantined along with any remaining
inventory (of the recalled / withdrawn material).

Page 4 of 6



DocuSign Envetope ID: 5C4ED373-9769-409C-9919-395AFDD21021

Recall Policy
SOP*

07-02

5.3.13 Follow-up communications will be made by Marketing for both respondent
and non-respondent accounts, until product accountability is satisfactory.
The method and form of such follow-up communications shall be subject
to the review and approval of Executive Management, Quality, and Legal.

In addition to the follow-up communications described above,
effectiveness checks may be conducted so as to verify that the targeted
consignees have received notification and have taken appropriate action.

5.3.14 Satisfactory product accountability will be determined by Executive
Management, Operations, and Quality. Justification for determination of
satisfaction will be documented within the recall / market withdrawal
report.

5.3.15 Periodic status reports will be prepared and submitted by the Head of
Quality, in cooperation with Legal, to the FDA. These will include, but not
be limited to, information on the effectiveness of the recall or market
withdrawal and estimated time of completion.

5.3.16 The Head of Quality will notify the FDA when the recall or market
withdrawal has been completed, A final recall / withdrawal report will be
submitted to FDA as part of the recall/withdrawal termination

5.3.17 A recall or market withdrawal will be terminated after the FDA has
reviewed the appropriate documents and has sent a letter of termination to
Ricola, if applicable.

5.3.18 Disposition of the product will be made after a final accountability of all
returned product and review of all documentation has been conducted by
the Head of Quality.

5.3.19 Disposition may involve destruction, re-labeling, re-working, etc., and is
dependent on the reason for the recall or market withdrawal.

5.3.20 A notice of proposed disposition of the product wiil be issued to
management and FDA as required.

5.3.21 Disposition authorization (by the FDA, if applicable) will be obtained prior
to actual carrying out of the disposition.

5.3.22 Disposition of the product will be witnessed by the FDA, if required or
requested by the agency.

5.3.23 A final report will be issued and signed by Executive Management,
Operations, and Quality, All pertinent documents involved with the recall /
market withdrawal will be kept with the report. All records will be kept by
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Quality for a period of seven (7) years from the date of the receipt of
notice of the deficiency or possible deficiency.

END OF SOP

Additional Approvals Required:

K
DocuSigned by:

life Frtrt,

Ricola USA, Inc. Operations

DocuSi(jnett by:

8DB735B6A2*WB 1 ..

Ricola USA, Inc. Legal

4/9/2020

Date

08Apr2020

Date
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ATTACHMENT 1

Ricola USA, Inc. Market Withdrawal / Recall Key Personnel Contact Information

President
William Higgins

Head of Quality
Donald Parriott

Legal Counsel
AHison Fulton

Work Phone
973-984-3200

Work Phone
973-984-3204

Work Phone
202-747-2195

Cell Phone
862-242-9176

Cell Phone
973-903-5215

Cell Phone
202-276-8950
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ATTACHMENT!

Required information to be obtained prior to or directly after first notifying the FDA of
an intended market withdrawal / recall.

Reason for recall / market withdrawal
Assessed evaluation of the risk associated with the (possible) deficiency
Brief chronology of events leading up to the need for recall / market withdrawal

Recalling firms information
Name
Address
Fax
Phone
Email address
Mailing address

Product involved
Name
Strength
Description of product

Dosage form
Product code number
Packaging
Other

Batch number(s)
Quantity produced
Quantity in distribution

Geographical assessment of distribution
Dates of distribution

Quantity still in-house
Retrieval of material

Proposed strategy for conducting the market withdrawal / recall
Notify

Holders of in-question material
Shipment site for in-question material

Receive initial material
Ensure that daily receipt reports (of material) are being generated and
distributed to Ricola
Receive last expected material

Completion of market withdrawal / recall
Determination of "satisfactory completion"; criteria involved in such
Notification of parties that the market withdrawal / recall is complete

FDA
Product consignees
Public

SOP 07-01 Attachment 2 -1 -
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Disposition of material
Determination of final disposition
Completion of disposition action (destruction, etc.)

Notification of FDA that the market withdrawal / recall material has been
dispositioned

Final report
Signed
Copy sent to FDA, if required
Stored

Recall / market withdrawal contact person:
Donald Parriott, Head of Quality, Ricola USA, Inc., 6 Campus Drive, 2nd Floor South,
Parsippany. NJ 07054
Phone 973-984-3204
Fax 973-984-6814
E-mail don.parriott@ricola.com

SOP 07-0! Attachment 2 -2-



DocuSign Envelope ID: 5C4ED373-9769-409C-9919-395AFDD21021

ATTACHMENT 3

MODEL DRUG RECALL LETTER AND RETURN POSTCARD

[Insert name and address of customer]

[Date]

URGENT: PRODUCT RECALL - [Name of Product]

Re: [Name of Product]
Lot No{s). [Insert]

Recent information shows that the above-referenced lot number(s) of this product is [fill in test
results]. Consequently, we are recalling this lot from the market. Other lot numbers are not
involved.

Please examine your stocks immediately to determine if you have any of Lot No(s). on hand. If
so, discontinue distributing the lot and promptly return via [insert method of delivery] to the
following address:

[Insert address]
ATTENTION: RETURNED GOODS

[NOTE: If a sub-recall is indicated in a particular recall situation, the following paragraph
should be added:

If you have distributed any of Lot No(s). [insert], please immediately contact your accounts,
advise them of the recall situation, and have them return their outstanding recalled stocks to you
Return the stocks as indicated above.]

You will be reimbursed by check or credit memo for the returned goods and postage.

Please return the enclosed card immediately providing the requested information.

This recall is being made with the knowledge of the Food and Drug Administration. The FDA
has classified this recall as class [insert].

We appreciate your assistance.

William Higgins
President

Encl.

SOP 07-01 Attachment 3 -1 -



DocuSIgn Envelope ID; 5C4ED373-9769-409C-9919-395AFDD21021

MODEL RECALL RETURN POSTCARD

PLEASE FILL OUT AND RETURN

[ ] We do not have any stock of [Product Name. Lot No(s).] on hand.

[ ] We have requested our accounts to return their stocks of this merchandise to us.

We are returning [insert quantity and containers] of [Product Name, Lot No(s).].

Name

Address

City State Zip Code

SOP 07-01 Attachment 3 -2-
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ATTACHMENT 4

Model Market Withdrawal / Recall Ricola "Press Release"

Ricola USA, Inc. announced today that it is conducting a (market withdrawal / recall) for
the product , batch(es) numbers) , in the total
quantity of (cases / units).

The (market withdrawal / recall) has been initiated because Ricola USA has reason to
believe that the product may have been . Ricola has taken
corrective action to ensure that all of its products are safe and meet all requirements.

No illness or injuries have been reported to Ricola USA as a result of consumption of this
product.

(Distributors / consumers) who possess any of the suspect product are being asked to
return it to the location below. Refunds may be obtained from .

This recall is being conducted in cooperation with the FDA.

Consumers: Return all product to . (Only Class I recalls).

Distributors: Return all product to .

SOP 07-01 Attachment 4 -1-



SUMMARY OF NET CHANGES FORM (SNC)

ASSOCIATED PRODUCTION SERVICES, INC.

ATTACHMENT FOR PART 6 RECORDS

LIST OF PRODUCTS PACKAGED AND LABELLED AT THE SITE



List of Products Packaged and Labelled at Associated Production Services, Inc., 100 Louise Drive, Ivyland, Pennsylvania 18974 USA

Product Name

Ricola Berry Medley Bagged Throat Lozenges

Ricola Cherry Honey Cough Suppressant Bagged Throat
Lozenges

Ricola Extra Strength Icy Menthol Cough Suppressant Bagged
Throat Lozenges

Ricola Green Tea with Echinacea, Cough Suppressant , No
Sugar Added- Bagged Throat Lozenges

Ricola Honey Lemon With Echinacea Cough Suppressant
Bagged Throat Lozenges

Ricola Lemon Mint No Sugar Added Cough Suppressant
Bagged Throat Lozenges

Ricola Smoothers (name change to Throat Balm) Bagged

Ricola The Original Natural Herb Cough Drops, Cough
Suppressant Bagged Throat Lozenges

Hicola Action Plus Honey-Lemon, Cough Suppressant Oral
Anesthetic;
Nicola Menthol Centres - Honey Lemon Bagged Throat
^ozenges

Nicola Mountain Herb, Cough Suppresant Bagged Throat
_,ozenges, No Sugar Added;

Ricola Mountian Herb with Stevia, Cough Suppressant Throat
Drops, Sugar Free; Bagged Throat Lozenges

Nicola Original Herb, Cough Suppressant Throat Lozenges,
No Sugar Added

Ricola Natural Lemon Mint Cough Suppressant Bagged
Throat Lozenges;
Nicola Lemon Mint Cough Suppressant Bagged Throat
^ozenges

Dosage Form

Throat Lozenges

Throat Lozenges

Throat Lozenges

Throat Lozenges

Throat Lozenges

Throat Lozenges

Throat Lozenges

Throat Lozenges

Throat Lozenges

Throat Lozenges

Throat Lozenges

Throat Lozenges

Throat Lozenges

Throat Lozenges

Throat Lozenges

Product Type

Cough Suppres<>ent

Cough Suppressent

Cough Suppressent

Cough Suppressent

Cough Suppressent

Cough Suppressent

Cough Suppressent

Cough Suppressent

Cough Suppressent

Cough Suppressent

Cough Suppressent

Cough Suppressent

Cough Suppressent

Cough Suppressent

Cough Suppressent

Route of
Administration

Oral

Oral

Oral

Oral

Oral

Oral

Oral

Oral

Oral

Oral

Oral

Oral

Oral

Oral

Oral

Natural
Product

Number (NPN)

80113906

80025378

80086168

80014874

80027475

80079154

80117102

80028321

80074184

80028699

80014340

Storage
Conditions
Requirements
Temperature SO°F-85°F
Humidity <75%

Temperature SO'F-SS'F
Humidity <75%

Temperature 50°F-85°F
Humidity <75%

Temperature SO'F-85'F

Humidity <75%

Temperature 50°F-85°F
Humidity <75%

Temperature 50"F-85I>F
Humidity <75%

Temperature 50°F-85°F
Humidity £75%

Temperature 50°F-85°F

Humidity 575%

Temperature 50°F-85°F
Humidity £75%

Temperature 50°F-85°F
Humidity S75%

Temperature 50°F-85"F
Humidity S75%

Temperature 50"F-85°F

Humidity S75%

Temperature 500F-85"F

Humidity <75%

Temperature 50°F-85°F

Humidity S75%

Temperature 50°F-85°F
Humidity S75%


