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06 novembris 2025
STEIDZAMI: OPERATIVS DROSUMA PAZINOJUMS PAR MEDICINAS IERICEM
Cienfjamais klient!

Uznémums Kerr brivpratigi sniedz operativo pazinojumu par ZenFlex rot€josas failes lietoSanas
instrukcijas konstatétu neatbilstibu attieciba uz tirisanas laiku. letekméto ZenFlex dalu numuri un partiju
kodi ir noradtti 1. tabula.

letekmétais produkts var bt nositits jisu iestadei laika no 2025. gada 28. februara lidz 2025. gada 19.
janijam.

Nesen mums kluva zindms, ka lietoSanas instrukcija ir radusies kliGda tiriSanas sadalas 1. soll, kas
attiecas uz ultraskanas cikla laiku. Lieto8anas instrukcija ir nepareizi noradits:

“leteicams izmantot piecu (5) minGsu ultraskanas ciklu un pH neitralu enzimatisku ultraskanas
tiriSanas Skidumu.”

LietoSanas instrukcija pareizi jabGt noraditam:

“‘leteicams izmantot desmit (10) minGsu ultraskanas ciklu un pH neitralu enzimatisku ultraskanas

tiridanas Skidumu (Enzol® Enzymatic Detergent vai lidzigu).”

Netiek prognozétas talit€jas vai ilgtermina sekas veselibai, jo $is failes pirms lieto8anas nepiecieSams
sterilizét.

Uznémums Kerr lidz Jus sadarboties, aizpildot un pa e-pastu nositot atpakal pievienoto
apstiprinajuma veidlapu, lai neatkarigi no ta, vai jasu inventara saraksta ir Sads izstradajums,
apliecinatu, ka sanémat So véstuli ar operativo droSuma zinojumu.

Ja esat pilnvarots uznémuma Kerr izplatitajs, més aicinam Jus identificét klientus, kuriem, iespé&jams, ir
piegadats ietekmétais izstradajums, un sazinaties ar Siem klientiem, lai informétu vinus par $o
problému.

Més atvainojamies par neértibam, ko $T situacija radijusi Jums un Jisu klientiem!

Ja jums ir jautajumi, sazinieties ar Kerr klientu apkalpo3anas dienestu pa e-pastu CustomerService-
EMEA@kerrdental.com.

Pateicamies par Jisu pacietibu un atbalstu.
Ar cienu

Kerr komanda
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URGENT: MEDICAL DEVICE FIELD SAFETY NOTICE

Dear Valued Customer:

Kerr is initiating a voluntary field notice due to identifying a discrepancy on the Instructions for Use (IFU)
for ZenFlex Rotary File regarding cleaning time. See Table 1 for affected ZenFlex part number and lot
numbers.

The affected product may have been shipped to your facility from 28 February 2025 to 19 June 2025.

It has recently come to our attention that the IFU has an error in the cleaning section step #1 for the
ultrasonic cycle time. The IFU incorrectly stated:

“An ultrasonic cycle of five (5) minutes using a neutral-pH enzymatic ultrasonic solution is
recommended.”

The IFU should state:

“An ultrasonic cycle of ten (10) minutes using a neutral-pH enzymatic ultrasonic solution
(Enzol® Enzymatic Detergent, or equivalent) is recommended.”

There are no immediate or long-range health consequences expected as these files must be sterilized
prior to use.

Kerr kindly requests your cooperation in completing and emailing back this enclosed
acknowledgement form in order to confirm your receipt of this field safety notice letter,
regardless of whether you have any product in your inventory.

If you are an authorized Kerr distributor, we request that you identify those customers that may have
been shipped the affected product and contact these customers to inform them of the issue.

We sincerely apologize for the inconvenience this situation causes you and your customers.

If you have any questions, contact Kerr Customer Care at CustomerService-EMEA@kerrdental.com.

Thank you for your patience and support.

Sincerely Yours,

The Team at Kerr
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Acknowledgement Form for ZenFlex Rotary File
Apstiprinajuma veidlapa par ZenFlex rotéjoso faili

Please refer to the enclosed Part Number & Lot Number Table, Table 1, to determine if you have any of the
affected product in your inventory.

Lhdzu, skatiet pievienoto dalu numuru un partiju kodu tabulu (1. tabula), lai noteiktu, vai Jlsu inventara
saraksta ir kads no ietekmétajiem izstradajumiem.

Please return this acknowledgement form, whether you have the affected product or not to

Neatkarigi no ta, vai Jums ir ietekmétais izstradajums, lidzu, nositiet So apstiprinajuma
veidlapu atpakal uz e-pasta adresi

ZENFLEX.RESPONSE@ENVISTACO.COM

Please check all that applies.
Lddzu, atziméjiet visas atbilstosas atbildes.

*We acknowledge receipt of the ZenFlex
u Field Safety Notice.

* Més apstiprinam ZenFlex operativa droSuma
zinojuma sanems$anu.

I have checked my stock and
H quarantined inventory.

Es parbaudiju savas iestades krajumus un
karantina ievietoto inventaru.

| have identified customers that received
] | ormay have received this device.
Es identificéju klientus, kuri ir sanémusi vai var
bat sanémusi So ierici.
I have informed the identified customers
H of this FSN.

Es informé&ju identificétos klientus par o
operativo droSuma pazinojumu.
I have received confirmation of reply
H from all identified customers.

Es sanému apstiprindjumu vai atbildi no visiem
identificétajiem klientiem.

Please attach a list of affected stock so that customer
care can process your return or replacement.

Lddzu, pievienojiet ietekméto krajumu sarakstu, lai klientu
apkalpos$anas dienests varétu apstradat izstradajumu
atgrieSanu vai nhomainu.

If applies, please enter date of communication:
Ja attiecinams, noradiet sazinas datumu:

| have returned affected devices - enter
number of devices returned and date
] | complete.

Es atgriezu atpakal visas ietekmétas ierices;
noradiet atgriezto ieri¢u skaitu un datumu.

Please attach a list that states the quantity, Part
Number, Lot/Serial Number, and Date Returned so that
customer care can process your return or replacement.
Ladzu, pievienojiet sarakstu, kura noradits daudzums, dalas
numurs, partijas/sérijas kods un atgrie§anas datums, lai
klientu apkalpoSanas dienests varétu apstradat izstradajumu
atgrieSanu vai nomainu.

Neither | nor any of my customers has
] |any affected devices in inventory.

Ne man, ne maniem klientiem krajuma nav
nevienas ietekmétas ierices.

Contact Person (Print Name)*
Kontaktpersona (vards un uzvards)*
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Signature*
Paraksts*

Date*
Datums*

Contact Number or E-mail*
Talruna numurs vai e-pasta adrese sazinai*

Mandatory fields are marked with *
Obligati aizpildamie lauki ir atziméti ar *

DC MP 14-14 Form 3, Rev. 0 DMC-HHE-25004
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Table 1: Affected ZenFlex Part Numbers and Lot Numbers
1. tabula. letekméto ZenFlex dalu numuri un partiju kodi
Part Number | Product Description Lot Number Part Number | Product Description Lot Number
20/.04/21mm ZENFLEX ROTARY 45/.04/2Tmm ZENFLEX ROTARY NITI
§18-1206 NITI FILE REFILL PACK EU/ROW 012579964 818-1456 FILE REFILL PACK EU/ROW 012579966
20/.04/25mm ZENFLEX ROTARY 45/.04/25mm ZENFLEX ROTARY NITI
818-1207 NITI FILE REFILL PACK EU/ROW 012579936 818-1457 FILE REFILL PACK EU/ROW 022579945
20/.04/25mm ZENFLEX ROTARY 45/.04/25mm ZENFLEX ROTARY NITI
818-1207 NITI FILE REFILL PACK EU/ROW 022579937 818-1457 FILE REFILL PACK EU/ROW 022579946
20/.04/25mm ZENFLEX ROTARY 45/.04/25mm ZENFLEX ROTARY NITI
818-1207 NITI FILE REFILL PACK EU/ROW 022579938 818-1457 FILE REFILL PACK EU/ROW 042559657
20/.04/25mm ZENFLEX ROTARY 45/.04/31mm ZENFLEX ROTARY NITI
818-1207 NITI FILE REFILL PACK EU/ROW 032526142 818-1458 FILE REFILL PACK EU/ROW 022579957
20/.04/25mm ZENFLEX ROTARY 55/.04/21mm ZENFLEX ROTARY NITI
818-1207 NITI FILE REFILL PACK EU/ROW 032571516 818-1556 FILE REFILL PACK EU/ROW 022579967
20/.04725mm ZENFLEX ROTARY 55/.04/25mm ZENFLEX ROTARY NITI
818-1207 NITI FILE REFILL PACK EU/ROW 032571516 818-1557 FILE REFILL PACK EU/ROW 022579969
20/.04/25mm ZENFLEX ROTARY 55/.04/31mm ZENFLEX ROTARY NITI
818-1207 NITI FILE REFILL PACK EU/ROW 042545592 818-1558 FILE REFILL PACK EU/ROW 022579970
20/.04/25mm ZENFLEX ROTARY ZENFLEX .06/21mm ASSORTED
818-1207 200, 04125mm ZEN L EX ROTAR Y 042545592 818-1621 ARy 012579958
20/.04/25mm ZENFLEX ROTARY ZENFLEX .06/21mm ASSORTED
818-1207 o N e RO 042545592 818-1621 ANy 042566049
20/.04/31mm ZENFLEX ROTARY ZENFLEX .06/25mm ASSORTED
818-1208 o N e ROt 022579947 818-1625 ANy 012579994
25/.04/21mm ZENFLEX ROTARY ZENFLEX .06/25mm ASSORTED
818-1256 O e ek SO 032526132 818-1625 P 042526135
20/.06/21mm ZENFLEX ROTARY NITI
25/.04/25mm ZENFLEX ROTARY
818-1257 O e ek SOy 012579948 818-2206 _IFK_PEERREFILL PACK EU/ROW, 06 042513321
20/.06/25mm ZENFLEX ROTARY NITI
25/.04/25mm ZENFLEX ROTARY
818-1257 O e ek SOy 032526136 818-2207 _IFK_PEERREFILL PACK EU/ROW, 06 012579959
20/.06/25mm ZENFLEX ROTARY NITI
25/.04/25mm ZENFLEX ROTARY
818-1257 O N e RO 032526137 818-2207 _IFK_EEF;EFILL PACK EU/ROW, 06 042571520
20/,06/3Tmm ZENFLEX ROTARY NITI
25/.04/25mm ZENFLEX ROTARY
818-1257 O N e B 032526137 818-2208 _IFK_EEF;EFILL PACK EU/ROW, 06 012579960
25/.06/21mm ZENFLEX ROTARY NITI
25/.04/31mm ZENFLEX ROTARY
818-1258 N e ROt 012579965 818-2256 _IFK_EEF;EFILL PACK EU/ROW, 06 022579971
25/.06/25mm ZENFLEX ROTARY NITI
30/.04/21mm ZENFLEX ROTARY
818-1306 S N e ROt 012579949 818-2257 _IIZ_IALEERREFILL PACK EU/ROW, 06 012579943
25/.06/25mm ZENFLEX ROTARY NITI
30/.04/25mm ZENFLEX ROTARY
818-1307 o N e ROt 012579950 818-2257 _IIZ_K_EER};EFILL PACK EU/ROW, 06 012579944
25/.06/25mm ZENFLEX ROTARY NITI
30/.04/25mm ZENFLEX ROTARY
818-1307 o N e RO 032526134 818-2257 _IIZ_IALFI%EF};EFILL PACK EU/ROW, 06 022579942
25/.06/25mm ZENFLEX ROTARY NITI
30/.04/25mm ZENFLEX ROTARY
818-1307 o N e RO AR 042545590 818-2257 _IIZ_IALEERREFILL PACK EU/ROW, 06 042517026
25/.06/25mm ZENFLEX ROTARY NITI
30/.04/31mm ZENFLEX ROTARY
818-1308 S N e RO AR 022579951 818-2257 FILE REFILL PACK EUROW. 05 042517026
25/.06/25mm ZENFLEX ROTARY NITI
35/.04/21mm ZENFLEX ROTARY
818-1356 S N e RO 022579952 818-2257 FILE REFILL PACK EUROW. 05 042526144
25/.06/25mm ZENFLEX ROTARY NITI
35/.04/25mm ZENFLEX ROTARY
818-1357 357 04120mm ZENF L EX ROTAR Y 012579931 818-2257 _IFK_PEERREFILL PACK EU/ROW, 06 042526144
25/.06/25mm ZENFLEX ROTARY NITI
35/.04/25mm ZENFLEX ROTARY
818-1357 357 0a120mm 2N EX ROTAR Y 012579934 818-2257 _IFK_PEERREFILL PACK EU/ROW, 06 042559656
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Part Number | Product Description Lot Number Part Number | Product Description Lot Number
25/.06/31mm ZENFLEX ROTARY NITI
35/.04/25mm ZENFLEX ROTARY
818-1357 e B 022579935 818-2258 _IT_R_FI?ERREFILL PACK EU/ROW, 06 022579973
30/.06/21mm ZENFLEX ROTARY NITI
35/.04/25mm ZENFLEX ROTARY
818-1357 e B 022579935 818-2306 _IT_R_FI?ERREFILL PACK EU/ROW, 06 032513317
30/.06/25mm ZENFLEX ROTARY NITI
35/.04/25mm ZENFLEX ROTARY
818-1357 N e i A 032526138 818-2307 _IFK_PEERREFILL PACK EU/ROW, 06 012579961
30/.06/25mm ZENFLEX ROTARY NITI
35/.04/25mm ZENFLEX ROTARY
818-1357 S e Rty 032526139 818-2307 _IFK_PEERREFILL PACK EU/ROW, 06 042526133
30/.06/31mm ZENFLEX ROTARY NITI
35/.04/25mm ZENFLEX ROTARY
818-1357 N b S 042529161 818-2308 _IFK_PEERREFILL PACK EU/ROW, 06 012579975
35/.06/21mm ZENFLEX ROTARY NITI
35/.04/25mm ZENFLEX ROTARY
818-1357 N b S 042529161 818-2356 _IFK_PEERREFILL PACK EU/ROW, 06 012579976
35/.06/25mm ZENFLEX ROTARY NITI
35/.04/31mm ZENFLEX ROTARY
818-1358 N BUROW 012579953 818-2357 _IFK_PEERI;EFILL PACK EU/ROW, 06 012579962
35/.06/31mm ZENFLEX ROTARY NITI
35/.04/31mm ZENFLEX ROTARY
818-1358 e BUROW 042559658 818-2358 _IFK_EERREFILL PACK EU/ROW, 06 012579977
40/.06/21mm ZENFLEX ROTARY NITI
40/.04/21mm ZENFLEX ROTARY
818-1406 e SO ROW 022579954 818-2406 _IIZ_IALEERREFILL PACK EU/ROW, 06 012579963
40/.06/25mm ZENFLEX ROTARY NITI
40/.04/25mm ZENFLEX ROTARY
818-1407 N BOAOW 022579939 818-2407 _IIZ_IALEEF};EFILL PACK EU/ROW, 06 012579978
40/.06/31mm ZENFLEX ROTARY NITI
40/.04/25mm ZENFLEX ROTARY
818-1407 T RO ROW 022579939 818-2408 _IIZ_IALEEF};EFILL PACK EU/ROW, 06 012579980
45/.06/21mm ZENFLEX ROTARY NITI
40/.04/25mm ZENFLEX ROTARY
818-1407 N RO 022579940 818-2456 _IIZ_IALEERREFILL PACK EU/ROW, 06 012579981
45/.06/25mm ZENFLEX ROTARY NITI
40/.04/25mm ZENFLEX ROTARY
818-1407 N RO 042539908 818-2457 _IIZ_IALEER};EFILL PACK EU/ROW, 06 012579982
45/.06/31mm ZENFLEX ROTARY NITI
40/.04/31mm ZENFLEX ROTARY
818-1408 N RO 022579955 818-2458 _IT_R_FI?ERREFILL PACK EU/ROW, 06 012579983
'50/.06/21mm ZENFLEX ROTARY NITI
40/.04/31mm ZENFLEX ROTARY
818-1408 N B 042598741 818-2506 _IT_R_FI?ERREFILL PACK EU/ROW, 06 012579984
ZENFLEX ROTARY NITI FILE '50/.06/25mm ZENFLEX ROTARY NITI
818-1421 ASSORTED PACK 04 Taper 012579956 818-2507 FILE REFILL PACK EU/ROW, 06 012579985
EU/ROW TAPER
'50/.06/31mm ZENFLEX ROTARY NITI
818-1425 ZENFLEX .04/5mm ASSORTED 022579990 818-2508 FILE REFILL PACK EU/ROW, 06 012579986
PACK ROW e
55/.06/21mm ZENFLEX ROTARY NITI
818-1425 ZENFLEX .04/5mm ASSORTED 022579991 818-2556 FILE REFILL PACK EU/ROW, 06 022579987
PACK ROW TameR
55/.06/25mm ZENFLEX ROTARY NITI
818-1425 ZENFLEX .04/5mm ASSORTED 032526140 818-2557 FILE REFILL PACK EU/ROW, 06 022579988
PACK ROW TameR
55/.06/31mm ZENFLEX ROTARY NITI
818-1425 ZENFLEX .04/5mm ASSORTED 042517027 818-2558 FILE REFILL PACK EU/ROW, 06 022579989
PACK ROW TameR
55/.06/31mm ZENFLEX ROTARY NITI
818-1425 ZENPLEX .04/5mm ASSORTED 042517027 818-2558 FILE REFILL PACK EU/ROW, 06 022579989
PACK ROW st
ZENFLEX .04/5mm ASSORTED
818-1425 APIEYAY 042517027
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