Document ID: TEFO-04820-EN °
Document title: FSN (Customer Centric)
Module: Global Vigilance (Corp) lvo C I a r

Module owner: Expert Global Vigilance

Urgent use and safety notice (03-2026-001-R)

Adhese 2 DC VivaPen Kits and DC Cannulas for VivaPen

Dear valued Adhese 2 user,

you are receiving this urgent use and safety notice because our records indicate that
you received unfortunately Adhese 2 DC VivaPen Kits and/or DC Cannulas for VivaPen
affected by our field safety corrective action (03-2026-001-R) for distribution to
professional users.

As the safety of your patients is of the utmost importance to us, we would like to inform
you about a potential safety risk in conjunction with the DC Cannulas for VivaPen and
about preventive measures that should be taken by you.

The following Adhese 2 DC VivaPen Kits contain DC Cannulas for VivaPen are affected
by this field safety corrective action:

UDI Information
UDI DI/UDI-PI (human readable) and
Barcode/Datamatrix (machine
readable)

(01) 07615208464689
(11) 251030
ZOBFV3 |(17)271030

(10) ZOBFV3

(241) 757028

(01) 07615208464689
(11) 251030
ZOBHSV |(17) 271030

(10) ZOBHSV

(241) 757028

(01) 07615208464689
(11) 251030
Z0BJGV ((17)271030

(10) ZOBIGV

(241) 757028

(01) 07615208464689
(11) 251030
ZOBJGW |(17) 271030

(10) ZOBJGW

(241) 757028

(01) 07615208464689
Z0OBJGX [(11)251030

(17) 271030

Batch No.
Description / Serial
No.

Art.
No.

Adhese 2 DC VivaPen Kit

757028 | 5 1/100

Adhese 2 DC VivaPen Kit

757028 15 /100

Adhese 2 DC VivaPen Kit

757028 | 5 /100

Adhese 2 DC VivaPen Kit

757028 2ml/100

Adhese 2 DC VivaPen Kit

757028 15 11100
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Module: Giobal Vigianee (Gorm). ivoclar
Module owner: Expert Global Vigilance
(10) Z0BJGX
(241) 757028
(01) 07615208464689
. . (11) 251030
757028 ?ﬂ?ﬁ%%z DC VivaPenKit | 7 oprax [17)271030
(10) ZOBKAX
(241) 757028
(01) 07615208464689
. . (11) 251030
757028 §2R2§%2[xszape”Km ZOBLZN  [(17)271030
(10) ZOBLZN
(241) 757028
(01) 07615208464689
. . (11) 251030
757028 ?ﬁﬁﬁ%%ztx;vwape“Km ZOBLZP |(17)271030
(10) ZOBLZP
(241) 757028
(01) 07615208464689
. . (11) 251030
757028 ?ﬂl‘/ﬁ%%z DCVivaPen Kit | 245067 [17) 271030
(10) ZOBM67
(241) 757028
(01) 07615208464689
. . (11) 251217
757028 ?ﬂ?ﬁ%%z DCVivaPen Kit | Zoanwp [(17) 271217
(10) ZOBNWP
(241) 757028
(01) 07615208464689
. . (11) 260112
757028 ?i?ﬁ%%z DC VivaPenKit | Zopp17 [17) 280112
(10) ZOBPTZ
(241) 757028
(01) 07615208464689
. . (11) 260112
757028 ?ﬂ?ﬁso%z DC VivaPenKit | Z45p7v [17) 280112
(10) ZOBR7Y
(241) 757028
(01) 07615208464689
. . (11) 260112
757028 éiﬁﬁ%%z DCVivaPen Kit | 5 0pR77  [17) 280112
(10) ZOBR7Z
(241) 757028
(01) 07615208464689
. . (11) 260112
757028 éiﬁﬁ%%z DCVivaPen Kit | Z0aRryD  [(17) 280112
(10) ZOBRVD
(241) 757028
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(01) 07615208464689
. . (11) 251030
757028 ?ﬂl‘/ﬁ%%z DCVivaPen Kt | qps7¢ [17) 271030
(10) ZOBSTC
(241) 757028
(01) 07615208464689
. . (11) 251030
757028 ?iﬁﬁ%%z DCVivaPenKit | 051D 17) 271030
(10) ZOBSTD
(241) 757028
(01) 07615208464689
. . (11) 251030
757028 ?iﬁﬁ%%z DC VivaPenKit | 26551F |17)271030
(10) ZOBSTF
(241) 757028
(01) 07615208464689
. . (11) 251030
757028 ?ﬂﬁ%%z DCVivaPen Kit | 205516 [17) 271030
(10) ZOBSTG
(241) 757028
(01) 07615208460865
Adhese 2 LC/DC (11) 250603
757026 | VivaPen Starter Kit 0.5 Z0BK52 ((17) 270603
ml (10) ZOBK52
(241) 757026
(01) 07615208460865
Adhese 2 LC/DC (11) 260112
757026 | VivaPen Starter Kit 0.5 Z0BSBW |(17) 280112
ml (10) ZOBSBW
(241) 757026
(01) 07615208460865
Adhese 2 LC/DC (11) 260112
757026 | VivaPen Starter Kit 0.5 Z0BSBX |(17)280112
ml (10) ZOBSBX
(241) 757026
(01) 07615208460865
Adhese 2 LC/DC (11) 260112
757026 | VivaPen Starter Kit 0.5 Z0BSBZ |(17)280112
ml (10) ZOBSBZ
(241) 757026
(01) 07615208460865
Adhese 2 LC/DC (11) 260112
757026 | VivaPen Starter Kit 0.5 Z0BSCO |(17) 280112
ml (10) ZOBSCO
(241) 757026
Adhese 2 LC/DC (01) 07615208460865
757026 | VivaPen Starter Kit 0.5 Z0BSJZ |(11)260112
ml (17) 280112
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(10) ZOBSJZ
(241) 757026
(01) 07615208460865
Adhese 2 LC/DC (11) 260112
757026 | VivaPen Starter Kit 0.5 Z0BSKO |((17)280112
ml (10) ZOBSKO
(241) 757026
(01) 07615208460865
Adhese 2 LC/DC (11) 260114
757026 | VivaPen Starter Kit 0.5 Z0BSK1 |(17)280114
ml (10) ZOBSK1
(241) 757026
(01) 07615208460865
Adhese 2 LC/DC (11) 260114
757026 | VivaPen Starter Kit 0.5 Z0BSK2 |(17)280114
ml (10) ZOBSK2
(241) 757026
(01) 07615208460865
Adhese 2 LC/DC (11) 260114
757026 | VivaPen Starter Kit 0.5 Z0BSK3 |(17)280114
ml (10) ZOBSK3
(241) 757026

The following blue DC Cannulas for VivaPen are affected by this field safety corrective

action:

Art.
No.

Description

Batch No.

/ Serial
No.

UDI Information

UDI DI/UDI-PI (human readable) and
Barcode/Datamatrix (machine
readable)

DC Cannulas
VivaPen/25  (Part
affected kits)

for

of

Z0BP65
Z0BR10
Z0BRVH
Z0BSWY
Z0BRCP
ZOBNNS
Z0BSWX
Z0BPOS
ZOBNNT
Z0BH1P
Z0BHH6
Z0BJS2
Z0BJVR
Z095FM
Z09JXT
Z09LOX
Z095FM
Z0BBPY

N/A
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Z0BR5Z
DC Cannulas for | ZOBPOS
VivaPen/10  (Part  of | Z09JXS IN/A
affected kits) Z095JG
Z095JH
(01) 07615208464757
_ (11) 260107
757036 %%é:amu'aﬁorv'vape” ZOBKPJ |17)280107
(10) ZOBKP)
(241) 757036
(01) 07615208464757
. (11) 260107
757036 %%ganm'aﬁorv'vapen ZOBKPK  [(17)280107
(10) ZOBKPK
(241) 757036
(01) 07615208464757
_ (11) 260123
757036 %é:annmasforvNapen ZOBNFX [(17) 280123
(10) ZOBNFX
(241) 757036
(01) 07615208464757
. (11) 260129
757036 /D1%(jcannu'85forv'vapen Z0BP64 |(17) 280129
(10) ZOBP64
(241) 757036
(01) 07615208464757
. (11) 260204
757036 %Ocamu'a”orv'vape“ ZOBR11 |(17) 280204
(10) ZOBR11
(241) 757036
(01) 07615208464757
_ (11) 260206
757036 %%O(:amu'aﬁorv'vape” ZOBRCL [(17) 280206
(10) ZOBRCL
(241) 757036
(01) 07615208464757
. (11) 260212
757036 %(Cjocamu'aﬁorv'vape” ZOBS9K  |(17) 280212
(10) ZOBS9K
(241) 757036
(01) 07615208464757
. (11) 260212
757036 %%é:amu'aﬁorv'vapen ZOBS9L |(17) 280212
(10) ZOBSOL
(241) 757036
. (01) 07615208464757
757036 %Ocamu'a”orv'vape“ ZOBSKV |(11) 260216
(17) 280216
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(10) ZOBSKV
(241) 757036
(01) 07615208464757
(11) 260216
ZOBSKX |(17)280216
(10) ZOBSKX
(241) 757036

DC Cannulas for VivaPen

757036 /100

Potential safety risk: Reduced bonding of the restauration to the tooth structure and
a potential loss of the restauration.

The Adhese 2 DC product in VivaPen contains blue cannulas that enable a dual curing
functionality of the adhesive. To achieve this function, the blue cannulas are coated
with a defined amount of activator.

During additional quality testing, an unexpected variation in the amount of activator
on some cannulas was observed. Depending on the individual clinical situation, this
amount potentially results in a reduced bonding of the restauration to the tooth
structure and a potential loss of the restauration.

The problem relates exclusively to the blue DC cannulas. The adhesive Adhese® 2 can

be used without any problems with the black cannulas in light-curing mode or with the
single dose brushes in the self-curing mode.

-

. ,4

Picture of affected "Blue DC Cannula for the VivaPen”

Risk Minimizing Measures to be considered by Users of the Device:

1. Identify the affected batch number of Adhese 2 DC VivaPen Kits and DC Cannulas
for VivaPen:
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Module: Global Vigilance (Corp) |Vo C a r
Module owner: Expert Global Vigilance

Adhese 2 DC VivaPen Kit DC Cannulas for VivaPen

Adhese® 2 DC VivaPen® 2ml!/100
Kit

P28 K (81)87615206464689
ABL 7P &f (11)251038
(17)271038
. ¥ (18)208L2P
2025-10-30 o v

Wiy fate

e 2027-10-30

Contents:

T2 Adnese® 7 VivaPen®

4 %25 OC Cannulas for VivaPa-
5% 20 VvaPer® Sleeves

1% Stowage Tin

DC Cannulas for VivaPen /BAG
(Part of the affected kit)

2. Separate and block the devices affected in your practice so that they can no longer
be used for dental restorations.

3 (a). Please contact your Ivoclar Sales Representative immediately to arrange for the
pick-up of the sealed/unopened Adhese 2 DC VivaPen kit .

(or) use the Adhese 2 VivaPen in light-curing option in combination with black VivaPen
Cannulas

3 (b) Please dispose of the blue DC cannulas for VivaPen in the clinical waste bin and
confirm disposal using the attached Customer Reply Form.

4. Confirm receipt of this Field Safety Notice and the implementation of the measures
mentioned using the attached Customer Reply Form and return the completed form
to vigilance.li@ivoclar.com
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Contact Information

Queries regarding the safety measures described in this Field Safety Notice should be
addressed to vigilance.li@ivoclar.com

All gueries by email will be answered within one working day (24 hours).

Important: If you have given the products to a third party, e.g. other dentist please
forward a copy of this information or inform Global Vigilance via
vigilance li@ivoclar.com

Ivoclar Vivadent AG has granted a credit note/replacement delivery for affected
devices to the professional users which they can settle with your Ivoclar Sales
Representative.

Ivoclar will check the availability of required replacement material and let you know
when the replacement material will be shipped to you.

We are very sorry for the inconvenience and thank you for your understanding.

In case you have any questions, please feel free to contact your Ilvoclar Sales
Representative at any time.

Schaan, 2026-03-16

Dr. Falk Brustmann
Expert Global Vigilance
[voclar Vivadent AG
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Customer Reply Form

1. Field Safety Notice (FSN) information

Reference number

03-2026-001

Date

2026-03-16

Product/ Device name

Adhese 2 DC VivaPen Kit
DC Cannulas for VivaPen

Product Codes (Article No.)

/57026
757028
758706
/57036

Lot/Batch or Serialno.

Z0BK52, Z0BSBW, Z0BSBX, ZOBSBY, ZOBSBZ,
Z0BSCO, Z0BSJZ, Z0OBSKO, Z0BSK1, Z0OBSK?2,
Z0BSK3, ZOBFV3, ZOBHSV, ZOBJGV, ZOBJGW,
Z0BJGX, Z0BK4X, ZOBLZN, Z0BLZP, Z0BM67,
Z0BNWP, ZOBPTZ, ZOBR7Y, ZOBR7Z,
Z0BRVD, ZOBSTC, ZOBSTD, ZOBSTF, ZOBSTG,
Z0BKPJ, ZOBKPK, ZOBNFX, Z0BP64, ZOBP65,
Z0BR11, ZOBRCL, Z0BS9K, ZOBS9L, ZOBSKYV,

Z0BSKX, ZOBRY7Y, Z0BR7Z

2. User Details (to be completed by the user of the affected medical devices)

Name / Company / Dental Lab /
Dentists Office

Address

Contact Name

E-Mail

Distributor

(Please name the distributor from
whom you have purchased the
affected medical devices)

3. Customer action undertaken on behalf of Healthcare Organisation

content.

O | | confirm receipt of the Field Safety Notice and that | read and understood its

O || perform all actions requested by the Field Safety Notice.

O | Ihave Qty: Lot: Date Returned (DD/MM/YY):
returned
devices and Qty: Lot: Date Returned (DD/MM/YY):
received a
replacement Qty: Lot: Date Returned (DD/MM/YY):
Valid as of:08 Sep 2025 14:26:32 (GMT+02:00) Version:2.0 page 9 of 10
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Module owner: Expert Global Vigilance
from ) . .
distributor Qty: Lot: Date Returned (DD/MM/YY):
enter number . . .
of devices Qty: Lot: Date Returned (DD/MM/YY):
returned and C .
date N/A omments:
complete.
O | No affected devices are available for return/ disposal
O | | disposed the affected DC Cannulas for VivaPen
O | | have already used up all of the affected devices
Comment:
Print Name
Signature
Date

4. Return acknowledgement to sender

. E-Mail address to be filled in by the distributor
E-Mail o g
or vigilance.li@ivoclar.com

14 days after receipt of the FSN

Deadline for returning the
customer reply form

5. Replacement Delivery/ Credit Note(this table can be removed if not

needed)
O | requested a replacement delivery from distributor mentioned under section
2
O | requested a credit note from distributor mentioned under section 2

It is important that your organisation takes the actions detailed in the FSN and confirms that you have
received the FSN.

Your organisation's reply is the evidence we need to monitor the progress of the corrective actions.

Valid as of:08 Sep 2025 14:26:32 (GMT+02:00) Version:2.0 page 10 of 10



Document ID: TEFO-04821-EN

h L °
Document title: FSN (Distributor/Importer) I
Module: Global Vigilance (Corp) lvoc a r
Module owner: Expert Global Vigilance

Urgent use and safety notice (03-2026-001-R)

Adhese 2 DC VivaPen Kits and DC Cannulas for VivaPen

Dear valued Ivoclar Distribution Partner,

you are receiving this urgent use and safety notice because our records indicate
that you received unfortunately Adhese 2 DC VivaPen Kits and/or DC Cannulas for
VivaPen affected by our field safety corrective action (03-2026-001-R) for
distribution to professional users.

As the safety of your patients is of the utmost importance to us, we would like to
inform you about a potential safety risk in conjunction with the DC Cannulas for
VivaPen and about preventive measures that should be taken by you.

The following Adhese 2 DC VivaPen Kits contain DC Cannulas for VivaPen are
affected by this field safety corrective action:

UDI Information

UDI DI/UDI-PI (human readable) and
Barcode/Datamatrix (machine
readable)

Batch No.
Description / Serial
No.

Art.
No.

01) 07615208464689
11) 251030

17) 271030

0) ZOBFV3

41) 757028

Adhese 2 DC VivaPen Kit

757028 15 /100

Z0BFV3

) 07615208464689
) 251030

) 271030

) ZOBHSV

1) 757028

Adhese 2 DC VivaPen Kit

757028 15 11100

Z0OBHSV

) 07615208464689
) 251030

) 271030

) ZOBJGV

1) 757028

Adhese 2 DC VivaPen Kit

757028 2mi/100

Z0BJGV

) 07615208464689
) 251030

) 271030

) ZOBJGW

1) 757028

Adhese 2 DC VivaPen Kit

757028 15 1 1/100

Z0BJGW

07615208464689
251030
271030

Adhese 2 DC VivaPen Kit

757028 15 /100

Z0BJGX

Ch oM RO R oM R noNeen o
NkPrRrMhMPONRPRRPRIMONPRPRLPMAMONRFRE

~— ~— ~—
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) ZOBJGX
) 757028

757028

Adhese 2 DC VivaPen Kit
2ml/100

Z0BK4X

) 07615208464689
) 251030

) 271030

) ZOBK4X

) 757028

757028

Adhese 2 DC VivaPen Kit
2ml/100

Z0BLZN

) 07615208464689
) 251030

) 271030

) ZOBLZN

) 757028

757028

Adhese 2 DC VivaPen Kit
2ml/100

Z0BLZP

) 07615208464689
) 251030

) 271030

) ZOBLZP

) 757028

757028

Adhese 2 DC VivaPen Kit
2ml/100

Z0BM67

) 07615208464689
) 251030

) 271030

) ZOBM67

) 757028

757028

Adhese 2 DC VivaPen Kit
2ml/100

ZO0BNWP

) 07615208464689
) 251217

) 271217

) ZOBNWP

) 757028

757028

Adhese 2 DC VivaPen Kit
2ml/100

Z0BPTZ

) 07615208464689
) 260112

) 280112

) ZOBPTZ

) 757028

757028

Adhese 2 DC VivaPen Kit
2ml/100

Z0BR7Y

) 07615208464689
) 260112

) 280112

) ZOBR7Y

) 757028

757028

Adhese 2 DC VivaPen Kit
2ml/100

Z0BR7Z

) 07615208464689
) 260112

) 280112

) ZOBR7Z

) 757028

757028

Adhese 2 DC VivaPen Kit
2ml/100

Z0BRVD

) 07615208464689
) 260112
) 280112
) ZOBRVD

(10
(241
(01
(11
(17
(10
(241
(01
(11
(17
(10
(241
(01
(11
(17
(10
(241
(01
(11
(17
(10
(241
(01
(11
(17
(10
(241
(01
(11
(17
(10
(241
(01
(11
(17
(10
(241
(01
(11
(17
(10
(241
(01
(11
(17
(10
(241) 757028
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Vodule: Global Viglance (Corp) ivoclar
Module owner: Expert Global Vigilance
(01) 07615208464689
. . (11) 251030
757028 ?ﬂﬁﬁ%? DCVivaPenKit | 2457 {17)271080
(10) ZOBSTC
(241) 757028
(01) 07615208464689
. . (11) 251030
757028 éiﬁ%%z DCVivaPen Kit | 2451p {17 271030
(10) ZOBSTD
(241) 757028
(01) 07615208464689
. . (11) 251030
757028 ?S\TE%? DC VivaPenKit | 26551F |17)271030
(10) ZOBSTF
(241) 757028
(01) 07615208464689
. . (11) 251030
757028 ?iﬁﬁ%%z DCVivaPen Kit | - 0ps16 (17) 271030
(10) ZOBSTG
(241) 757028
(01) 07615208460865
Adhese 2 LC/DC (11) 250603
757026 | VivaPen Starter Kit 0.5 Z0BK52 |(17) 270603
ml (10) ZOBK52
(241) 757026
(01) 07615208460865
Adhese 2 LC/DC (11) 260112
757026 | VivaPen Starter Kit 0.5 Z0BSBW |(17) 280112
ml (10) ZOBSBW
(241) 757026
(01) 07615208460865
Adhese 2 LC/DC (11) 260112
757026 | VivaPen Starter Kit 0.5 Z0BSBX |(17)280112
ml (10) ZOBSBX
(241) 757026
(01) 07615208460865
Adhese 2 LC/DC (11) 260112
757026 | VivaPen Starter Kit 0.5 Z0BSBZ |(17)280112
ml (10) ZOBSBZ
(241) 757026
(01) 07615208460865
Adhese 2 LC/DC (11) 260112
757026 | VivaPen Starter Kit 0.5 Z0BSCO |(17)280112
ml (10) ZOBSCO
(241) 757026
Adhese 2 LC/DC (01) 07615208460865
757026 | VivaPen Starter Kit 0.5 Z0BSJZ |(11)260112
ml (17) 280112
Valid as of:08 Sep 2025 14:26:34 (GMT+02:00) Version:2.0 page 3 of 10




Document ID: TEFO-04821-EN

. .. [ J
Vodule: Global Viglance (Corp) ivoclar
Module owner: Expert Global Vigilance
(10) ZOBSJZ
(241) 757026
(01) 07615208460865
Adhese 2 LC/DC (11) 260112
757026 | VivaPen Starter Kit 0.5 Z0BSKO |(17)280112
ml (10) ZOBSKO
(241) 757026
(01) 07615208460865
Adhese 2 LC/DC (11) 260114
757026 | VivaPen Starter Kit 0.5 Z0BSK1 |((17)280114
ml (10) ZOBSK1
(241) 757026
(01) 07615208460865
Adhese 2 LC/DC (11) 260114
757026 | VivaPen Starter Kit 0.5 Z0BSK2 |(17)280114
ml (10) ZOBSK2
(241) 757026
(01) 07615208460865
Adhese 2 LC/DC (11) 260114
757026 | VivaPen Starter Kit 0.5 Z0BSK3 |(17)280114
ml (10) ZOBSK3
(241) 757026

The following blue DC Cannulas for VivaPen are affected by this field safety
corrective action:

UDI Information

UDI DI/UDI-PI (human readable) and
Barcode/Datamatrix (machine
readable)

Batch No.
Description / Serial
No.

Art.
No.

Z0BP65

Z0BR10

Z0BRVH
Z0BSWY
Z0BRCP
ZOBNNS
Z0BSWX

Z0BPOS
DC Cannulas for Z0BNNT

VivaPen/25 (Part of N/A

affected kits) ZZSE?:ILF;

Z0BJS2
Z0BJVR
Z095FM
Z09JXT
Z09LOX
Z095FM
Z0BBPY
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Z0BR5Z
DC Cannulas for | ZOBPOS
VivaPen/10  (Part of | Z09JXS |N/A
affected kits) Z095JG
Z095JH
(01) 07615208464757
. (11) 260107
757036 %gocannu'aﬁorv'vapen ZOBKPJ [(17)280107
(10) ZOBKP)
(241) 757036
(01) 07615208464757
. (11) 260107
757036 %gocarm“'as‘corv'vape” ZOBKPK [(17) 280107
(10) ZOBKPK
(241) 757036
(01) 07615208464757
. (11) 260123
757036 %Ocannu'as‘corv'vape” ZOBNFX [(17) 280123
(10) ZOBNFX
(241) 757036
(01) 07615208464757
. (11) 260129
757036 %%O(:am“'as‘corv'vape” Z0BP64 |(17) 280129
(10) ZOBP64
(241) 757036
(01) 07615208464757
. (11) 260204
757036 %OCannmasforvlvapen ZOBR11 [(17) 280204
(10) ZOBR11
(241) 757036
(01) 07615208464757
. (11) 260206
757036 %gocamu'a”orv'vapen ZOBRCL [(17) 280206
(10) ZOBRCL
(241) 757036
(01) 07615208464757
. (11) 260212
757036 %gocannu'aﬁorv'vapen Z0BS9K  |(17) 280212
(10) ZOBS9K
(241) 757036
(01) 07615208464757
. (11) 260212
757036 %%gam“'as‘corv'vape” ZOBS9L [(17) 280212
(10) ZOBSOL
(241) 757036
. (01) 07615208464757
757036 %OCannmasforvlvapen ZOBSKV [11) 260216
(17) 280216
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(10) ZOBSKV

(241) 757036

(01) 07615208464757

. (11) 260216

757036 %Oc:annmas forVivaPen | - qa5kx (17)280216

(10) ZOBSKX

(241) 757036

Potential safety risk: Reduced bonding of the restauration to the tooth structure
and a potential loss of the restauration.

The Adhese 2 DC product in VivaPen contains blue cannulas that enable a dual
curing functionality of the adhesive. To achieve this function, the blue cannulas are
coated with a defined amount of activator.

During additional quality testing, an unexpected variation in the amount of
activator on some cannulas was observed. Depending on the individual clinical
situation, this amount potentially results in a reduced bonding of the restauration
to the tooth structure and a potential loss of the restauration.

The problem relates exclusively to the blue DC cannulas. The adhesive Adhese® 2

can be used without any problems with the black cannulas in light-curing mode or
with the single dose brushes in the self-curing mode.

-

» /

.-

Picture of affected "Blue DC Cannula for the VivaPen "

What are you as distributor expected to do in order to support a compliant
execution of the FSCA?

1. ldentify the affected batch number of Adhese 2 DC VivaPen Kits and DC
Cannulas for VivaPen:
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Adhese 2 DC VivaPen Kit DC Cannulas for VivaPen

Adhese® 2 DC VivaPen® 2m!/100
Kit

|REF| 75?__ _._"I!ﬂ‘_ (01)07615208464589
107 70BLZP % (manee

- S e
o 2027-10-30

Contents:

1% 2mi Adnese® 2 VivaPen®

4 %25 LT Cannulas for VivaPue-®
5 % 20 VvaPer® Sleeves

1% Stovage Tin

DC Cannulas for VivaPen /BAG
(Part of the affected kit)

.
'

2. Separate and block the devices affected in your warehouse so that they can no
longer be sold to professional users.

3. Please inform the user you have provided the affected products with the Field
Safety Notice (Customer Centric) provided as an attachment to this notification.

4. Please contact Ivoclar Global Partner Support immediately via email at
dlliglobalpartnersupport@ivoclar.com to arrange for the pick-up of the devices
affected by this FSCA.

5. Confirm receipt of this Field Safety Notice and the implementation of the
measures mentioned using the attached Customer Reply Form and return the
completed form to vigilance.li@ivoclar.com

Contact Information

Queries regarding the safety measures described in this Field Safety Notice should
be addressed to vigilance li@ivoclar.com
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All gueries by email will be answered within one working day (24 hours).
Important: If you have given the products to a third party, e.g. other distributor

please forward a copy of this information or inform Global Vigilance via
vigilance li@ivoclar.com

Ivoclar Vivadent AG has granted a credit note/replacement delivery for affected
goods to the professional users who have purchased the affected devices from
you. The affected professional users will contact you, valued partner, regarding the
credit/replacement delivery, which they can settle with the responsible Sales
Representative.

Ivoclar will check the availability of required replacement material and let you know
when the replacement material will be shipped to you.

We are very sorry for the inconvenience and thank you for your understanding.

In case you have any questions, please feel free to contact Global Partner Support.
Schaan, 2026-03-16

Dr. Falk Brustmann

Expert Global Vigilance
Ivoclar Vivadent AG
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Customer Reply Form

1. Field Safety Notice (FSN) Information

Reference number 03-2026-001
Date 2026-03-16
Product/ Device name Adhese 2 DC VivaPen Kit
DC Cannulas for VivaPen
: /57026
Product Codes (Article No.) 787058
758706
757036
Lot/Batch or Serialno. Z0BK52, ZOBSBW, Z0BSBX, ZOBSBY,

Z0BSBZ, Z0BSCO, Z0BSJZ, Z0OBSKO,
Z0BSK1, Z0BSK2, Z0OBSK3, ZOBFV3,
Z0BHSV, Z0BJGV, Z0BJGW, ZOBJGX,
Z0BK4X, ZOBLZN, ZOBLZP, Z0BMé&7,
ZO0BNWP, Z0BPTZ, Z0OBRVD, ZOBSTC,
Z0BSTD, ZOBSTF, ZOBSTG, ZO0BKPJ,
Z0BKPK, ZOBNFX, Z0BP64, Z0BP65,
Z0BR11, ZOBRCL, Z0BS9K, ZO0BS9L,
Z0BSKYV, Z0BSKX, Z0BR7Y, ZOBR7Z

2. Distributor Details (to be completed by the distributor of the affected devices)

Distributor

Address

Contact Name

E-Mail

3. Actions to be taken by the distributor

| confirm receipt of the Field Safety Notice and that | read and understood its
content.

O | | perform all actions requested by the Field Safety Notice

O |1 have separated | Qty(box): | Lot: Date (DD/MM/YY):

and blocked the

affected devices Oty(box): | Lot

Qty(box): | Lot:

N/A N/A Comments:

O | No affected devices are available for pick-up by Ivoclar/ Affected devices already
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sold / made available to professional users

O | | do not have any affected devices.

Print Name

Signature

Date

It is important that your organisation takes the actions detailed in the FSN and confirms that you have
received the FSN.

Your organisation's reply is the evidence we need to monitor the progress of the corrective actions.
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