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June 30, 2025

Dear Valued Customer,

URGENT MEDICAL DEVICE RECALL
NOTIFICATION LETTER

Hygenic Dental Dam

This letter serves as notification of a voluntary recall of Hygenic Latex Dental Dam. Recall was initiated by The
Hygenic Company, LLC for their Dental Dam — Latex due to the label on the bottom or back of the package
incorrectly stating “latexfrei” next to the German or DE language bubble. All other languages on the label
correctly state Latex and have the Latex symbol. We are notifying you since you may have purchased the

affected product, which can be found in Table 1 below, from Performance Health.

Table 1: Impacted Product Information

Performance , Product Manufacturing | Distribution Expiration Reason for Recall
Manufacturer’s
Health Part Name Lot Number | Dates Dates Dates
Product Number ..
Number (Description)
15498 15498 Hygenic 039A February 8/9/2028 Incorrect
Dental Dam, 046A 2025-April 8/16/2028 translation of
. 4/17/2025 -
6x6in, Green, | J191138 2025 6/18/2025 10/22/2028 | product
Thin, 36/PK 2/8/2025 description in
2/15/2025 German
4/23/2025
. 12/7/2024
15499 15499 Hygenic 342N1 2/8/2025 4/17/2025 - 6/7/2028 Incorrect
Dental Dam, 039A 3/1/2025 5/29/2025 8/9/2028 translation of
6x6in, Green, | 060A 8/30/2028 product description
4/23/2025 |
Med, 36/PK J191137 10/22/2028 | in German
15500 15500 Hygenic 039A February 4/17/2025 - 7/10/2028 Incorrect
Dental Dam, J191136 2025-April 5/29/2025 10/22/2028 | translation of
6x6in, Green, 2025 product description
Hvy, 36/PK 2/8/2025 in German
4/23/2025
15501 15501 H i 342N1 12/7/2024 4/17/2025 6/7/2028 | t
ygenic 4/23/2025 © | 10/22/2028 | "cOrreC
Dental Dam, J191135 5/27/2025 5/28/2025 11/25/2028 translation of
6x6in, Green, | J191896 product description
Med, 360/PK in German
15502 15502 Hygenic 321N 11/16/2024 4/17/2025 - 5/17/2028 Incorrect
Dental Dam, J191134 4/23/2025 5/28/2025 10/22/2028 | translation of
6x6in, Green, product description
Med, 52/PK in German

Reason for Recall:
Description of product in German incorrectly states the product is latex free., shown below.
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fruits tropicaux ou de vanilie. (5 0.1%)

Hygenic® Kofferdar'r_i. latexfrei .

«  ZurVerwendung durch Zahnirzte Bestimmt.—

e g —




PERFORMANCE
HEALTH

Risk to Health:

URGENT MEDICAL DEVICE RECALL

NOTIFICATION LETTER
Hygenic Dental Dam

If a person has a sensitivity or allergy to latex products use of this product could result in an allergic reaction.

Actions to be Taken by Customers:

1. Immediately check your stock for the affected product numbers listed in the above table, which will be
located on the product label shown below.

Top Box

|IDam

B0 ) 152 8 15w

Bottom Box Version Used, groorn corract latax
statements, red only regulatory line incorrect

Correct Bottom Box Version, Latex reamoved from
reguistory line descriptions because not required

r) Do dersirio Hygenic®, | 51 mm | i v —
i Hpgamie® oMerdam, 153 ey 153 ’ % =
iy Hpgbrkc® koMardam, 153 mmy 152 . s R

| bhpgeric™ aemardare, 152 x 133 T o

T spgersc® krfardam, 15t mm 152 L

- Ol e Hygesic, 152 mm %) B Tim, @ el # UK

|
m mwmuﬁ:u:mm ‘EEHCE

Haaf deriar Fygenk® 152 me x 152 mm dn tex
 Bobra presycada Hyjpanic® 161 mm 1 1.2 mm a2 lnwkiom
= 157 mmrm w142 pmem 8 clbviahom Lstere

CREEEERREEE

Hygew’
“F My i 183 rarmn 151 mem aubng brana od letelsa
I Hpgeric® 15T ramx 193 e T dmedTasbbeinisd TR0 ¢ ATERs
F1n i Hypenit® 157 mmx 152 o Dental Dam Lateiey
s €1 Dt b na Ipaeaaded Hy G #Rie® 157 i 115 s, mareaee

e ol i ] Sipere—_t e

R Mygeniac™ Depcal D, Sabl (13200 S
TP (igur dunrsre Mrgec ', bubpe [ VRls | idmmi
B Hygaran” Mifirdar, 66 Zol (1532315 b
\u g seraldol. 13.1x1 Smes nbbum)

£

§ ilmm - Wherame o {1 53e15 e

3L Mygenic™® darky witvaess, ik oalng || K3 15men]
Hygaric® cobviratsecbias aisvega, Sich-colan {1 574188l
Siatati

Wigraic®, bafinda (142308 e}

00 MeTas 33 e pie Hygerec ]

D) Hygris” Dee b Durs, ot 1
] Kosmepeya Hperic, a.uoummn:-.

L+ (I e ey
—— o

2. Please record the affected quantity on hand on the Form on the next page and return to Performance
Health at the email address indicated on the Form.

3. Avreturn label will be provided for on-hand units. Performance Health will replace the product.

4. |If you are a distributor or have resold or transferred this product to another company or individual, you
are requested to provide the information regarding sales of this product and contact information or
agree to contact the distributor or customer. Please request that customer’s document and return any
affected product and include your customer's quantities on your response form.

Should you have any questions regarding these instructions, please contact us at

Quality@performancehealth.com.

We apologize for the inconvenience and thank you for your cooperation in this effort.

Best Regards,

Paul Hanneman,

Vice President, Quality and Regulatory

Performance Health


mailto:Quality@performancehealth.com

;; PERFORMANCE URGENT MEDICAL DEVICE RECALL
HEALTH Medline Alcohol Prep Pads

Response Form

Customer Contact
Name: Akura World sl Name:
Account Number (if known): Title:
Address: Email:
Phone:

Affected Product:

Performance | Manufacturer’s

Health Part Product Product Name Expiration

Number Number (Description) Lot Number Manufacturing Dates Distribution Dates Dates Reason for Recall

15499 15499 Hygenic Dental Dam, Incorrect translation of
6x6in, Green, Med, product description in
36/PK German

15500 15500 Hygenic Dental Dam, Incorrect translation of
6x6in, Green, Hvy, product description in
36/PK German

Total quantity on hand:

Customer Signature:

Printed Name Title Signature Date

Return completed forms to: Quality@PerformanceHealth.com Page 1 0f 1
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URGENT MEDICAL DEVICE RECALL
Medline Alcohol Prep Pads

Response Form

Customer

Name:

Sigma Dental Systems Emasdi GmbH

Contact

Account Number (if known):

Name:

Address:

Title:

Affected Product:

Email:

Phone:

Performance | Manufacturer’s

Health Part Product Product Name Expiration

Number Number (Description) Lot Number Manufacturing Dates Distribution Dates Dates Reason for Recall

15498 15498 Hygenic Dental Dam, Incorrect translation of
6x6in, Green, Thin, product description in
36/PK German

15499 15499 Hygenic Dental Dam, Incorrect translation of
6x6in, Green, Med, product description in
36/PK German

15500 15500 Hygenic Dental Dam, Incorrect translation of
6x6in, Green, Hvy, product description in
36/PK German

15502 15502 Hygenic Dental Dam, Incorrect translation of
6x6in, Green, Med, product description in
52/PK German

Total quantity on hand:

Customer Signature:

Return completed forms to: Quality@PerformanceHealth.com
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URGENT MEDICAL DEVICE RECALL
Medline Alcohol Prep Pads

Response Form

Printed Name

Title

Signature

Date

Return completed forms to: Quality@PerformanceHealth.com
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