Carl Zeiss Meditec

From: Megan Manary
Guality Assuran ce
mailto: megan. manany(@zeiss.com

Cregted on: 19 March 2026
status: firel

Field safety Notification: Field safety Comrective Action for IFU in DEX Forceps and Scisscrs

Dear Custommer,

Thank you very much for being a valued user of cur DEX forceps and scissors. We highly appreciate
your loyaly and trust in our products, With this Field Safety Motification, we would like to draw
your attention to the Instruction for Use QFLD for DEX products with part numbers listed in Table 1.

kindly note: a comprehensive table of sffected lof numbers is found in Annex 1 of this F5M. Each

custormer will receive an individual list in another attachrment.

TAELE 1
PART MUMBER DESCRIPTION
DWF4005-23 23ga DEX ManoTapered AWH Forceps
DYF4005-25 2573 DEX ManoTapered AWH Forceps
DVYF4005-25- 257 DEX 56l NanoTapered AWH Foreeps
DVF4005-27 27ga DEX 56T NanoTapered AWH Forceps
DVF4010-25 23ga DEX Morris Paralovea Forceps
DVF4010-25 25ga DEX Morris Paralovea Forceps
DVF4010-25- 2573 DEX Suil Honey Badger Foreeps
OWF4010-27 27ga DEX Stll Honey Badger Forceps
OWF4014-23 23ga DEX Asyrametrical Tano Forceps
OWF4014-25 2573 DEX Asyrnmetrical Tano Forceps
OVF4014-25- 25ra DEX Sull Asyrarmelrical Tano Foreeps
DVF4015-25 23Fa DEX Serrated Forceps
DVYF4015-25 2573 DEX Serrated Forceps

DWF4015-25-5

2573 DEX 54Tl Serrated Foreeps

DVFa4019-23 23ga DEX Marulorhesis Foreeps
OWF4018-25 2573 DEX Maculorhesis Forceps
OWF4015-25- 25ga DEX Stll MaculorhesisForeeps

OWF4019-27 27ga DEX Stll Maculorhesis Foreeps
DVF4nz2-25 23fa DEX End Grasping Forceps
DVF4nz2-25 2573 DEX End Grasping Forceps
DVF4Nzz-25- 2573 DEX 54IT End Grasping Forceps

ODVFanzz-27 27Fa DEX 54T End Grasping Forceps
DVF4n34-23 23ga DEX Super Grip Forceps
OWF4034-25 2573 DEX Super Grip Forceps

DWF4034-25-5

2573 DEX SLIll Super Grip Forceps

OWF4034-27

27ga DEX ST Super GripForceps

DW55101-25-5

25ga DEX Sl Wertical Scissors
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The correct IFU for these DEX products, intended to be implemented in March 2025, includes:

appropriste CE mark (marked in red)

another precaution (marked in yellow)

changes the verbiage in “ADWVERSE REACTIOMNS to "KNCWMN/POSSIBLE COMPLICATICGNS
AMD ADVERSE EVEMTS" to clarify potential complications (marked in red)

The incorrect IFU does not indude the CE rmark and does not identity these potential

complications. These are pictured in images 1 and 2.
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Image 2: Incorrect IFU
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The IFU that should have been included reflects potential adverse effects that the user should be
aware of. These changes do not affect the safety of the product itself but could have the unlikely
potential to affect the perdformance of the product based on user familiarity with the product,
Untfortunately, the utilization of the incorrect IFL with the part numbers listed in Table 1 does not
comply with some applicable standards and our internal procedures,
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FIELD SAFETY ACTIONS REQUIRED

As & customer identified in the receipt of one or more of the affected lots, you are
requestedirequired to take the following steps:

1. Please confirm receipt of this Field Satety Motification by emadl, either by replying to the
sender or using the email addresses listed in the signature at the bottom of this notice,

2. Reviewthe ‘Individualized List of Aftected Lot Murbers by Customer prowvided in the email
for lots that were distributed to wour facility. |dentify all of these |ots that currently remain
in your stock and place them on hold.

3. Provide information to Katalyst Surgical team identifying which lots are currently in stock
and on hold at your facility. Katabyst Surgical will send a replacement correct |FU for each
sffected box

4 Upcon receipt of the correct IFU, remove the incorrect IFU, replace the correct IFU in the
bex, and destroy the incorrect IFU.  Approval for Modification including instructions will
accompany the replacement [FUs.

5. We recommend you reach out to your customersfusers of these DEX products with this
information.  Katalyst Surgical will gladly provide correct replacement IFU documents to
you for further distribution.

katalyst Surgical deeply regrets the inconvenience this causes. We assure you of our continuous
support and comritrment to safety and quality. Please do nct hesitate to contact our team if you
hawe any further questions.

Yours sincerely,

-
fak]
au]

i
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ANMEX 1:

Lot Mumber Part Number

M 50529 OYFA0a5-23 Argenting
WA 50530 OVFA0a5-25 Argenting; 54
Mas363 DA T 255 France
Ma73e4 OWFAD 4 255 France
M475EE DR 255 France
MaFE2 OYFA0T 6255 France
ARG OWFADT 255 Franze
M31138 DR 255 France
ke | O30T 23 France
51128 OFA01%23 France
R1491 &4 OFA078-25 Peru; Karea
492 58 OWVFA0T5-25 Karea

M 492 &5 OFA075-25 lapan
MaSF 73 D403 25 Peru

e ¥ s OF0T325 lapan; LS4
UL = el OWFAT1 825 France; US4 lapan
s OFA075- 25 Franze
LT OWVFA0T5-25 France

W Mo DA% 25 Peru

MW 5400 72 DR 325 France

MW S} 21 DR 8- 25 France

W1 50 200 OWFA0T59-25 France
M50533 OFADT5-25 Franze
M50535 OVFA0159-25 France
Mas1 22 OWFAD T 255 France
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ANMEX 1:

Lot Mumber Part Mumber

mMaF s OWF418- 255 France
MaT3 36 DWFAT 8 25-5 France
MWaB3 08 DVFAT 255 France
MABE LD DR 3 255 154

1493 9 DR 255 France, LI5A
M%7 84 OWF4a7 S 25-5 France
Ma9g35 OWFAT 8- 25-5 France

Lt = BRI DWFAT S 255 France, USA
Ma9325 DR 255 54

K453 30 DR S 255 France, LI5A
M5215 OWFA0T 3255 154

M52 7 OWEA0T S 25-5 France

M5 28 ORI S25-5 1154
M50425 DWFAT S 255 154

MW154M0 73 DRSS 27 France, Japan
M52 BT DRSS 27 lapan, France
M5 77 OWFA1S- 27 lapan
54551 OVFA018-27 lapan, France
M314071 DVFA 827 Japan

M1 5M 93 O0FA0E 8- 255 France
M52 93 DWF40E - 255 528, Franoe
M502 16 OF40E - 25-5 54

M 53543 OWFA02 - 255 1154

M54 31 DWFAdz2 - 25-5 154

M 50634 DFA0E 8- 255 54
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ANMEX 1:

Lot Number

M S0

MaF &

MA81 &

W4aB2 75

MaB303

W49 &8

h1a932 70

Ma92 B

MWa932 85

W97 75

MA9825

MATD05

M52 89

150208

W 5402 D3

M55 15

mM51433

514074

M31234

51521

mMarI3y

54521

mMa733

48044

Mag1 &3

Part Numbear

OF4a2 - 25-5

OFA54-25

DFA034 25

DFA054 25

OoFAa34 25

OF4a34- 25

OWFAa34 25

DFA034 25

OFA05425

OWFA0534 25

OFA034- 25

OWF4a34- 25

DFAa54 25

DFA034 25

OFA054 25

OWFA0534 25

OoF4a34 25

OWF4a34- 25

DFA034 25

OFA0534 25

DR 255

OWFA034 255

OWEAa34 27

OFA54-27

OFA054 27

54

lapan, France
France, USA
lapan, US4
lapan

54

524, lapan
Japan
lapan

54

Japan
lapan
lapan
Japan
lapan
lapan
France
lapan
Japan
lapan, France
54

54

lapan
lapan

lapan

BIPage

Derainiaacs, C
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ANMEX 1:

Lot Number

mMare1d

A8 71

W48 &4

Wa84 70

484 71

Magaa3

mMare11

a8 2

485 58

MABE 57

M35 &9

W39 0

Mao2 87

MasFFF

W39y 75

K398 30

MA9831

hAG025

Ma9a25

150539

W58 32

5303

M5129d

M51293

Part Numbear

OvF4a34-27

OFAa54- 27

DFA034 27

OFA054 27

OWFA0534 27

OF4a34- 27

OWF4a34-27

DFA3 27

OFA0534 27

OFAa5E 27

OvFA034-27

OWEAa34 27

OFA54-27

DFA3 27

OWFA054 27

OWFA054 27

OvF4a34-27

OWEAa34 27

DFA034 27

OFA054 27

OWFA0534 27

OWFAa34-27

OWF4a34-27

OFAa54- 27

lapan
lapan
Japan
lapan
lapan
lapan
lapan
Japan
lapan
lapan
lapan
lapan
lapan
japan
lapan
lapan
lapan
japan
japan
j=pan
lapan
Japan
lapan

lapan
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Lot Mumber Part Number Country

M50529 OFA005- 25 Argentina
M 50530 OF4005- 25 Argentina: L5A
MaTIES DWFA01 4 25-5 France
a7 64 DR 255 France
Ma7588 0RO 255 France
MaT58L DR B 255 France
MB35 OF401 B 25-5 France
M514038 OWFA0T B 255 France
M1A9321 DWFAT 823 France
W51128 DR %25 France
14497 &4 DR 3 25 Perw: Karea
h1a932 &8 OWFA1 825 Karea
M35 &5 OWEA0T 325 lapan
Ao 73 OWFAIT1 825 Peru

MasF ¥ DWEAT 825 Japan; L&A
L = el DWFA1 325 France; US4 lapan
h149333 DR % 25 France

W Sk T OWFA18- 25 France

A Sk OWEA0T 325 Peru

M504 72 DWFA01 825 France
153421 DR 525 France

M 543 240 OWFA1325 France
M53533 OWFAT 325 France
M5I535 OWFA1 8- 25 France
a7y 22 DWFAT 8 25-5 France
MaF 23 DR 255 France
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Lot Number

Ma733e

Wa8308

MABE D

1493 9

Ma57 84

Ma9835

A5G 10

hA9325

MAA93 30

M55

M543 7

M5 28

M 53425

WA 54MD 73

M52 87

WS 77

i 541301

51071

A Sk 93

M52 93

M52 15

50543

534 31

M 53e34

W 5403

Mar e

Part Number

OWFA0T 3 25-5

OWF418- 255

DWFAT 8 25-5

DVFAT 255

DR 3 255

DR 255

OWF4a7 S 25-5

OWFAT 8- 25-5

DWFAT S 255

DR 255

DR S 255

OWFA0T 3255

OWEA0T S 25-5

OWFAIT 8- 27

DWEAT S 27

DRSS 27

DRSS 27

OWFA1S- 27

OWFA02 - 25-5

DWFA0E - 255

O0FA0E 8- 255

DWF40E - 255

OF40E - 25-5

OWFA02 - 255

DWFAdz2 - 25-5

OFA0534 25

Country
Franze
France

1154

France, U4
France
France
France, 54
1154

France, U5
54

France

54

154

France, lapan
Japan, France
lapan

lapan, France
lapan

Franze

54, France
154

154

1154

1154

1154

lapan, France
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Lot Number

h1481 &2

Mag2 75

MAB3 03

W39 &8

1493 ¥

ha92 85

Ma932 85

MaoF I5

Wa9829

MASD05

M50 B9

1540208

1WA 5402 e

W51 &

M314033

M514d74

51234

M51521

Mar3zs

50321

Ma733

hagaa4

48163

mMare1d

A8 71

W48 &4

Part Number

OFA034- 25

OF4a34- 25

DFAa54 25

DFA034 25

OFA054 25

OWFA0534 25

OoF4a34 25

OWF4a34- 25

DFA034 25

OFA0534 25

OoFAa34 25

OWFA034-25

OWFAa34 25

OFA54-25

DFA034 25

DFA054 25

OFAa534 25

OF4a34- 25

OWF4a534 25-5

DWFA034 25-5

OFA054 27

OWFA0534 27

OWFAa34-27

OWF4a34-27

OFAa54- 27

OFA0534 27

Country
France, L5A
lapan, LS4
lapan

154

154, lapan
lapan
lapan

1154

Japan
lapan
lapan
lapan
lapan
lapan
France
lapan
lapan
lapan, France
154

154

lapan
lapan
Japan
lapan
lapan

lapan
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Lot Number

1484 ¥

Ma84 1

Ma8043

MaFe11

484 ¥

484 58

MAaBE 5T

W39 &5

1391 F0

a9 87

Lt Farr

MaaF 76

M358 30

MADE31

MA9a25

WA9a25

1540539

W1 5400 32

W S0

M31292

M31293

Part Number

OWFAa34-27

OvF4a34-27

OFAa54- 27

DFA034 27

OFA054 27

OWFA0534 27

OF4a34- 27

OWF4a34-27

DFA3 27

OFA0534 27

OFAa5E 27

OvFA034-27

OWEAa34 27

OFA54-27

DFA3 27

OWFA054 27

OWFA054 27

OvF4a34-27

OWEAa34 27

DFA034 27

OFA054 27

Country

Japan
lapan
lapan
Japan
lapan
lapan
lapan
lapan
Japan
lapan
j&pan
lapan
lapan
lapan
japan
jEpan
jEpan
lapan
lapan
Japan

lapan
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