Kerr

Via Passanti

174 84018 Scafati (SA) Italy
Phone: 00800 30 32 30 32
KerrDental.com

06 November 2025

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 Hand Files regarding the cleaning time. See Table 1 for affected Hand Files part numbers and Lot
1N#21:f?éited product may have been shipped to your facility from 13 February 2025 to 22 July 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:

“Clean the hand pluggers in an ultrasonic device for five (5) minutes using a neutral-pH
enzymatic ultrasonic detergent (Enzol® Enzymatic Detergent, or equivalent) is recommended.”

The IFU should state:

“Clean the hand files in an ultrasonic device for ten (10) minutes using a neutral-pH enzymatic
ultrasonic detergent (Enzol® Enzymatic Detergent, or equivalent) is recommended.”

There are no immediate or long-range health consequences expected as these files must be inspected
and 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 Hand File

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.

Please return this acknowledgement form, whether you have the affected product
or not to HANDFILE.RESPONSE@ENVISTACO.COM

Please check all that applies.

*We acknowledge receipt of the Hand File
Field Safety Notice.

Contact Person (Print Name)*

Company name*

Signature*

Date*

Contact Number or E-mail*

Mandatory fields are marked with *
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Table 1: Affected Hand Files Part Numbers and Lot Numbers

Part Number | Product Description Lot Number Part Number | Product Description Lot Number
06151E FILES 30MM 10 PURPLE 022512967 61363E KT e e 2IMMSZAS-T0ASST. | 022530906
06153E FILES 30MM 20 YELLOW 022512968 62249E K-FILE, 06 21MM PK-6 032512352
06155E FILES 30MM 25 RED 022512969 821-8021E | K-FILES 21MM #15-40 ASST 032538881
06005E FILES 21IMM 20 YELLOW 022587528 821-8021E | K-FILES 21MM #15-40 ASST 032538890
06014E FILES 21MM 25 RED 022587529 821-8121E | K-FILES 21MM #45-80 ASST 032566858
06062E FILES 25MM 10 PURPLE 022587530 821-8021E | K-FILES 21MM #15-40 ASST 032598197
06062E FILES 25MM 10 PURPLE 022587531 821-8125E | K-FILES 25MM #45-80 ASST 042524357
06063E FILES 25MM 15 WHITE 022587532 821-8025E | K-FILES 25MM #15-40 ASST 042529156
06064E FILES 25MM 20 YELLOW 022587533 821-8021E | K-FILES 21MM #15-40 ASST 042539906
06065E FILES 25MM 25 RED 022587534 821-8025E | K-FILES 25MM #15-40 ASST 042559654
06066E FILES 25MM 30 BLUE 022587535 821-8030E | K-FILES 30MM #15-40 ASST 042566431
06067E FILES 25MM 35 GREEN 022587536 821-8030E | K-FILES 30MM #15-40 ASST 042578354
06069E FILES 25MM 40 BLACK 022587537 821-8130E | K-FILES 30MM #45-80 ASST 042598743
06161E FILES 30MM 50 YELLOW 022587538 821-8025E | K-FILES 25MM #15-40 ASST 102443201
06162E FILES 30MM 55 RED 022587539 821-8025E | K-FILES 25MM #15-40 ASST 102463963
06163E FILES 30MM 60 BLUE 022587540 62251E K-FILE, 06 30MM PK-6 112468881
06166E FILES 30MM 70 GREEN 022587541 821-8025E | K-FILES 25MM #15-40 ASST 112487949
06170E FILES 30MM 80 BLACK 022587542 62249E K-FILE, 06 21MM PK-6 122467696
06014E FILES 21MM 25 RED 032512344 821-8021E | K-FILES 21MM #15-40 ASST 122467702
06064E FILES 25MM 20 YELLOW 032512345 821-8030E | K-FILES 30MM #15-40 ASST 122467703
06155E FILES 30MM 25 RED 032512346 821-8125E | K-FILES 25MM #45-80 ASST 122467704
06163E FILES 30MM 60 BLUE 032512347 821-8130E | K-FILES 30MM #45-80 ASST 122467705
06170E FILES 30MM 80 BLACK 032512348 15130E WEIEXPILES 25MM S2 15 022512977
14127E FILES 21IMM 08 GREY 032512350 15130E WX PSS 25MM S2 15 022512978
06062E FILES 25MM 10 PURPLE 032517023 15130E X P S 2oMM SZ 15 022512979
06063E FILES 25MM 15 WHITE 032517024 15130E T g > 2oMM SZ 15 022512980
06063E FILES 25MM 15 WHITE 032538878 15130E WEIEXPILES 25MM S215 022512981
06063E FILES 25MM 15 WHITE 032538879 15130E WX PSS 25MM S2 15 022512082
14128E FILES 25MM 08 GREY 032538883 15130E X P S 2oMM SZ 15 022512083
14128E FILES 25MM 08 GREY 032538884 15146E KPLEX FILES 25MM 5235 022512985
06004E FILES 21MM 15 WHITE 032538886 15150E g 2oMM 5240 022512986
62250E FILES 06 25 MM 032538887 15222E RTLEX FIEES S0MM 5225 022538982
06063E FILES 25MM 15 WHITE 032538888 15294E oo 2IMM 52 10 022538985
14128E FILES 25MM 08 GREY 032538892 15298E WX Pl ES 2IMM S2 15 022538986
06004E FILES 21IMM 15 WHITE 032566849 15306E K-FLEX 25 21MM 022538987
62250E FILES 06 25 MM 032566851 15154E K-FLEX 45 25MM 022538993
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Part Number | Product Description Lot Number Part Number | Product Description Lot Number
14127E FILES 21IMM 08 GREY 032566852 15158E KFLEX FILES 29MM 5250 022538994
06005E FILES 21MM 20 YELLOW 032566853 15126E KFLEXFILES 25MM SZ 10 022587511
06003E FILES 21MM 10 PURPLE 032566855 15126E KFLEXFILES 25MM SZ 10 022587512
06066E FILES 25MM 30 BLUE 032566856 15126E KFLEX LS 20MM 5210 022587513
06062E FILES 25MM 10 PURPLE 032598193 15126E KL X FLES 25MM 5210 022587514
06003E FILES 21IMM 10 PURPLE 032598198 15126E KFLEXFILES 25MM SZ 10 022587515
06004E FILES 21MM 15 WHITE 032598199 15126E KFLEXFILES 25MM SZ 10 022587516
06014E FILES 21MM 25 RED 032598200 15126E (LN LS 20MM S2 10 022587517
06063E FILES 25MM 15 WHITE 032598202 15126E KL X LS 25MM 5210 022587518
06064E FILES 25MM 20 YELLOW 032598203 15126E KFLEXFILES 25MM SZ 10 022587519
06151E FILES 30MM 10 PURPLE 032598204 15126E KFLEXFILES 25MM SZ 10 022587520
06163E FILES 30MM 60 BLUE 032598206 15126E (LN LS 20MM S2 10 022587521
06170E FILES 30MM 80 BLACK 032598208 15134E MFLEX FILES 29MM 52 20 022587522
14127E FILES 21IMM 08 GREY 032598218 15134E o e > 2oMM 52 20 022587524
06062E FILES 25MM 10 PURPLE 042516600 15134E KFLEX FILES 25MM 52 20 022587525
06062E FILES 25MM 10 PURPLE 042516601 15138E K-FLEX 25 25MM 022587526
06069E FILES 25MM 40 BLACK 042516602 15138E K-FLEX 25 25MM 022587527
06003E FILES 21IMM 10 PURPLE 042516603 15142E KFLEXFICES 25MM 5230 022587543
06004E FILES 21MM 15 WHITE 042524350 15210E (LN FLLES SOMM S2 10 032512351
06152E FILES 30MM 15 WHITE 042524364 821-4021 | KTTEXTILES ZIMMSERIES L1 932538830
06065E FILES 25MM 25 RED 042524371 82140256 | STTEXFIES 2OMMSERIES L 1 35535882
62250E FILES 06 25 MM 042524377 821-41256 | SETCXFIES 2SMMSERIES 2 1 35538885
06015E FILES 21MM 30 BLUE 042524384 821-4021 | KTIEXFILES ZIMMSERIES L1 932538880
06003E FILES 21MM 10 PURPLE 042529151 821-4025E | KTTCXEILES ZSMMSERIES L 1 932538801
06004E FILES 21MM 15 WHITE 042529153 821-41256 | STTEXFIES 2OMMSERIES 2 1 35566847
14128E FILES 25MM 08 GREY 042529155 821-4130E | SaTCAFIESSOMMSERIES 21 35566857
06064E FILES 25MM 20 YELLOW 042529160 15306E K-FLEX 25 21MM 032598222
14127E FILES 21MM 08 GREY 042539905 821-4030E | SCTTXEILES SOMMSERIES L 942508190
06062E FILES 25MM 10 PURPLE 042545587 15122E e e > 2oMM 5208 102443196
06063E FILES 25MM 15 WHITE 042545588 15126E (LN FLLES 20MM S2 10 102443197
06003E FILES 2IMM 10 PURPLE 042545589 15130E WEIEXPLES 25MM 215 102443198
06004E FILES 21IMM 15 WHITE 042559651 15134E KL e S 25MM 52 20 102443199
14128E FILES 25MM 08 GREY 042559653 60144E KX FALES 25MM 52 06 102443200
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Part Number | Product Description Lot Number Part Number | Product Description Lot Number
06064E FILES 25MM 20 YELLOW 042559655 15138E K-FLEX 25 25MM 102452902
K-FLEX FILES 21MM SZ 10
14127E FILES 21MM 08 GREY 042566050 15294E et 102452903
K-FLEX FILES 25MM SZ 10
06151E FILES 30MM 10 PURPLE 042566051 15126E KL XL 102455807
06062E FILES 25MM 10 PURPLE 042578351 15130E \*fVE'I-TEEX E'}'QGES 25MM SZ 15 102455808
06063E FILES 25MM 15 WHITE 042578352 15122 E-F:k\E(X E:&ES 25MM SZ 08 102459625
K-FLEX FILES 25MM SZ 20
06151E FILES 30MM 10 PURPLE 042578353 15134E s 102459626
K-FLEX FILES 25MM SZ 10
06066E FILES 25MM 30 BLUE 042578355 15126E KL XL 112468750
K-FLEX FILES 25MM SZ 10
06067E FILES 25MM 35 GREEN 042598745 15126E St 112468751
K-FLEX FILES 25MM SZ 10
06005E FILES 21MM 20 YELLOW 042598746 15126E et 112468752
K-FLEX FILES 25MM SZ 10
06003E FILES 21MM 10 PURPLE 102443191 15126E erspt 112468753
06062E FILES 25MM 10 PURPLE 102443193 15130E KO LEX PICES 25MM 52 15 112468754
06063E FILES 25MM 15 WHITE 102443194 15130E \*fVE'I-TEEX E'}'QGES 25MM SZ 15 112468755
14128E FILES 25MM 08 GREY 102443195 15142 E'LTJLEEXPFP'('%ES 25MM SZ 30 112468798
K-FLEX FILES 25MM SZ 35
62250E FILES 06 25 MM 102452904 15146E KELEX LS 112468803
06062E FILES 25MM 10 PURPLE 102455801 15150E L LT 112468812
BLACK PK6
06063E FILES 25MM 15 WHITE 102455805 15206E é‘Ff/';\E(X PF:<L6ES 30MM SZ 08 112468818
K-FLEX FILES 30MM SZ 10
14128E FILES 25MM 08 GREY 102455806 15210 et 112468826
06003E FILES 21MM 10 PURPLE 102463962 15214E K-FLEX 15 30MM 112468835
06004E FILES 21IMM 15 WHITE 112468733 15218E K-FLEX 20 30MM 112468844
06062E FILES 25MM 10 PURPLE 112468734 15290E g'gksx FF,LLGES 21MM SZ 08 112468851
06062E FILES 25MM 10 PURPLE 112468735 15298E i 'F:,'}'ggs 2IMM SZ15 112468859
K-FLEX FILES 21MM SZ 20
06062E FILES 25MM 10 PURPLE 112468736 15302E KELEX LS 112468865
06063E FILES 25MM 15 WHITE 112468737 60120E QELKE&(K%LES 21MM SZ 06 112468874
06063E FILES 25MM 15 WHITE 112468738 15174E K-FLEX FILES 25MM SZ 80 122463440
BLACK PK6
K-FLEX FILES 30MM SZ 50
06064E FILES 25MM 20 YELLOW 112468740 15242E ey e 122463441
06065E FILES 25MM 25 RED 112468741 15250E ELTJL&EXPF&ZES 30MM SZ 60 122463442
06066E FILES 25MM 30 BLUE 112468742 15322E K-FLEX FILES 21MM SZ 45 122463443
WHITE PK6
K-FLEX FILES 21MM SZ 50
06151E FILES 30MM 10 PURPLE 112468745 15326E e 122463444
06152E FILES 30MM 15 WHITE 112468746 15334E K-FLEX FILES 21MM SZ 60 122463445
BLUE PK6
14127E FILES 21MM 08 GREY 112468747 15154E K-FLEX 45 25MM 122467662
K-FLEX FILES 25MM SZ 50
14128E FILES 25MM 08 GREY 112468748 15158E LR L 122467663
14129E FILES 30MM 08 GREY 112468749 15162E E'&';EXPE'E;ES 25MM SZ55 122467664
06022E FILES 21IMM 55 RED 122463435 15166E E'LZL::EXPF&'%ES 25MM SZ 60 122467665
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Part Number | Product Description Lot Number Part Number | Product Description Lot Number
K-FLEX FILES 25MM SZ 70
06085E FILES 25MM 70 GREEN 122463438 15170E GREEN PK6 122467666
06005E FILES 21MM 20 YELLOW 122467546 15222E E-EIID_EXP';”G;ES S0MM SZ 25 122467667
06014E FILES 21MM 25 RED 122467547 15226E E'LFULEEXPFPLI%ES S0MM SZ 30 122467668
K-FLEX FILES 30MM SZ 35
06015E FILES 21MM 30 BLUE 122467548 15230E GREEN PK6 122467669
K-FLEX FILES 30MM SZ 40
06016E FILES 21MM 35 GREEN 122467549 15234E BLACK PK6 122467670
06019E FILES 21MM 40 BLACK 122467550 15238E K-FLEX FILES 30MM SZ 45 122467671
WHITE PK6
06020E FILES 21MM 45 WHITE 122467551 15246E E'géEXPEIéES SOMM SZ 55 122467672
K-FLEX FILES 30MM SZ 70
06021E FILES 21MM 50 YELLOW 122467552 15254E GREEN PK6 122467673
K-FLEX FILES 30MM SZ 80
06023E FILES 21MM 60 BLUE 122467553 15258E BLACK PK6 122467674
06024E FILES 21MM 70 GREEN 122467554 15306E K-FLEX 25 21MM 122467675
06067E FILES 25MM 35 GREEN 122467559 15310E E'LFULIIEEXPF&ES 2IMM SZ 30 122467676
K-FLEX FILES 21MM SZ 35
06069E FILES 25MM 40 BLACK 122467560 15314E GREEN PK6 122467677
K-FLEX FILES 21MM SZ 40
06074E FILES 25MM 45 WHITE 122467561 15318E BLACK PK6 122467678
06075E FILES 25MM 50 YELLOW 122467562 15330E E'géEXPEIéES 21MM SZ 55 122467679
06076E FILES 25MM 55 RED 122467563 60193E K-FLEX FILES 30MM Sz 06 122467695
PINK PK/6
06077E FILES 25MM 60 BLUE 122467564 06033E REAMERS 21MM 30 (BLUE) 012579172
06099E FILES 25MM 80 BLACK 122467565 62252E REAMER, 21MM, SIZE .06 032598192
06153E FILES 30MM 20 YELLOW 122467635 821-2025E REAMERS 25MM #15-40 ASST. 032598196
REAMERS 21MM SZ 40
06155E FILES 30MM 25 RED 122467636 06038E BLACK PK6 032598201
06156E FILES 30MM 30 BLUE 122467637 14134E REAMERS 25MM 08 (GREY) 032598219
06157E FILES 30MM 35 GREEN 122467638 61433E REAVIERS 30MM S225 RED 032598223
06159E FILES 30MM 40 BLACK 122467639 06110E REAMERS 25MM 10 (PURPLE) 112468743
06160E FILES 30MM 45 WHITE 122467640 06111E REAMERS 25MM 15 (WHITE) 112468744
11346E HEDSTROM FILES 25MM 25 022512987 06031E REAMERS 21MM 20 (YELLOW) 122463436
11347E HEDSTROM FILES 25MM 30 022512988 06032E REAMERS 21MM 25 (RED) 122463437
11359E HEDSTROM FILES 25MM 15-40 ASST 022539997 14133E REAMERS 21MM 08 (GREY) 122463439
12787E HEDSTROM FILES 21MM 50 022539998 06029E REAMERS 21MM 10 (PURPLE) 122467555
12793E HEDSTROM FILES 21MM 60 022539999 06030E REAMERS 21MM 15 (WHITE) 122467556
12796E HEDSTROM FILES 21MM 70 022540000 06033E REAMERS 21MM 30 (BLUE) 122467557
12832E HEDSTROM FILES 30MM 45 022540001 06034E REAMERS 21MM 35 (GREEN) 122467558
12835E HEDSTROM FILES 30MM 50 022540002 06112E REAMERS 25MM 20 (YELLOW) 122467629
12838E HEDSTROM FILES 30MM 55 022540003 06120E REAMERS 25MM 25 (RED) 122467630
12841E HEDSTROM FILES 30MM 60 022540004 06126E REAMERS 25MM 30 (BLUE) 122467631
11344E HEDSTROM FILES 25MM 15 022587544 06127E REAMERS 25MM 35 (GREEN) 122467632
11345E HEDSTROM FILES 25MM 20 022587545 06131E REAMERS 25MM 40 (BLACK) 122467633
11348E HEDSTROM FILES 25MM 35 022587546 06132E REAMERS 25MM 45 (WHITE) 122467634
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11349E HEDSTROM FILES 25MM 40 022587547 14134E REAMERS 25MM 08 (GREY) 122467661
11344E HEDSTROM FILES 25MM 15 032512354 62253E REAMER, 25MM, SIZE .06 122467697
TRIPLE-FLEX FILES 2IMM S1
11359E HEDSTROM FILES 25MM 15-40 ASST 032566850 821-3021E | Lo CFLEXFILES 2 012567698
TRIPLE-FLEX FILES 25MM S1
12769E HEDSTROM FILES 21MM 20 032598214 821-3025E | Lot o FIEXFILES 2 012567699
TRIPLE-FLEX FILES 25MM S2
12787E HEDSTROM FILES 21MM 50 032598215 821-3125E | Lot CEEXEILES 012567701
TRIPLE-FLEX FILES 2IMM SZ
11359E HEDSTROM FILES 25MM 15-40 ASST 042524392 25035E L e 032566859
TRIPLE-FLEX FILES 25MM SZ
11359E HEDSTROM FILES 25MM 15-40 ASST 042598212 25949E TR FLEXE] 032566861
TRIPLE-FLEX FILES 2IMM SZ
11347E HEDSTROM FILES 25MM 30 102463964 25936E A e 032566862
TRIPLE-FLEX FILES 2IMM SZ
11344E HEDSTROM FILES 25MM 15 112468887 25937E Vv 032566863
11344E HEDSTROM FILES 25MM 15 112468894 25038E IRPLEFLEX FILES 21MM 52 032566864
11344E HEDSTROM FILES 25MM 15 112468899 25939E TRIPLE-FLEX FILES 21MM SZ 032566865
60 BLUE PK6
TRIPLE-FLEX FILES 25MM SZ
11345E HEDSTROM FILES 25MM 20 112468906 25953E B 032566866
11345E HEDSTROM FILES 25MM 20 112468911 25955E TRIPLE-FLEX FILES 25MM SZ 032598187
60 BLUE PK6
TRIPLE-FLEX FILES 30MM SZ
11346E HEDSTROM FILES 25MM 25 112468913 25065E TRELE e E] 032598188
TRIPLE-FLEX FILES 30MM SZ
11346E HEDSTROM FILES 25MM 25 112468914 25067E L e 032598189
TRIPLE-FLEX FILES 30MM SZ
11352E HEDSTROM FILES 25MM 55 122463447 25959E IR FLERE 032598191
11353E HEDSTROM FILES 25MM 60 122463448 25963E ;E'F':ELS'FLEQF'LES 30MM SZ 032598195
12817E HEDSTROM FILES 30MM 20 122463449 250326 TRIPLE-FLEX FILES 21MM 52 112463446
30 BLUE PK6
TRIPLE-FLEX FILES 30MM S2
12820E HEDSTROM FILES 30MM 25 122463450 821-3130E | LPLCFLEXEILES S 112463454
TRIPLE-FLEX FILES 2IMM S2
12823E HEDSTROM FILES 30MM 30 122463451 82131216 | LRPLEFEXEILES 2 122463453
13202E HEDSTROM FILES 30MM 45-80 ASST 122463452 25927E ggg;ifLEPXKE'LES 21MM SZ 122467680
TRIPLE-FLEX FILES 2IMM SZ
11348E HEDSTROM FILES 25MM 35 122467641 25928E L 122467681
TRIPLE-FLEX FILES 21MM SZ
11349E HEDSTROM FILES 25MM 40 122467642 25929E TP ELEXE 122467682
TRIPLE-FLEX FILES 2IMM SZ
11350E HEDSTROM FILES 25MM 45 122467643 25930E N 122467683
11351E HEDSTROM FILES 25MM 50 122467644 25931E ;E'F':ELS'FLE;(GF'LES 21MM SZ 122467684
TRIPLE-FLEX FILES 2IMM SZ
11354E HEDSTROM FILES 25MM 70 122467645 25033E e 122467685
11359E HEDSTROM FILES 25MM 15-40 ASST 122467646 25943E ggRg'F;i'YFLEPXKE'LES 25MM SZ 122467686
TRIPLE-FLEX FILES 25MM SZ
11360E HEDSTROM FILES 25MM 45-80 ASST 122467647 25944E LT L 122467687
TRIPLE-FLEX FILES 25MM SZ
12766E HEDSTROM FILES 21MM 15 122467648 25945E e e 122467688
TRIPLE-FLEX FILES 25MM SZ
12769E HEDSTROM FILES 21MM 20 122467649 25946E LN 122467689
12772 HEDSTROM FILES 21MM 25 122467650 25947E ;?EES'FLE}?GF'LES 25MM SZ 122467690
12775€ HEDSTROM FILES 21MM 30 122467651 25948E TRIPLE-FLEX FILES 25MM SZ 122467691
30 BLUE PK6
TRIPLE-FLEX FILES 25MM SZ
12778E HEDSTROM FILES 21MM 35 122467652 25951E Iy 122467692
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TRIPLE-FLEX FILES 25MM SZ
12781E HEDSTROM FILES 21MM 40 122467653 25952E 45 WHITE  PK6 122467693
TRIPLE-FLEX FILES 30MM SZ
12784E HEDSTROM FILES 21MM 45 122467654 25961E 15 WHITE PK6 122467694
TRIPLE-FLEX FILES 30MM S1
12809E HEDSTROM FILES 21MM 15-40 ASS 122467655 821-3030E SST ASST 15/40 PK/6 122467700
12810E HEDSTROM FILES 21M 45-80 ASST 122467656
12814E HEDSTROM FILES 30MM 15 122467657
12826E HEDSTROM FILES 30MM 35 122467658
12829E HEDSTROM FILES 30MM 40 122467659
13291E HEDSTROM FILES 30MM 15-40 ASST 122467660
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