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INC. VISTA

EC DECLARATION OF CONFORMITY

We, Inter-Med, Inc. located at 2200 South St., Racine, W 53404 USA, ensure and declare that the products listed hereafter
and marketed as medical devices are classified Class Ila, according to the criteria of the European directive 93/42 EEC (as
amended by 2007/47/EC) on medical devices — Annex IX Classification Criteria - and meets the provisions of the directive
which apply to them.

This declaration is based on the various technical documentations demonsirating compliance with essential requirements of
Annex | - General Requirements - of the directive. Furthermore, the Inter-Med, Inc. Management system meets the
requirements of 93/42/EEC Annex V 3.2 and ISO 13485 :2016.

Notified Body: LNE / GMED

Notified Body Address: 1 rue Gaston Boissier
Paris, France 75015
Number of the Notified Body: 0459
Designated Representative: EMERGO EUROPE
Designated Representative Address: Prinsessegracht 20
2514 AP, The Hague
The Netherlands
Tel: +31 (0)70 345 8570
Fax: +31 (0)70 346 7299
Date of Issue: March 29, 2021

B 2

Representative: Alex Johnson .
Quality Assurance / Regulatory Affairs Manager
inter-Med / Vista Dental Products
2200 South St.

Racine, WI 53404 USA GMED (0459) reconnait que son certificat CE est valide
our les djspositifs médicaux décrits
W 5/19/2021
174 /A~

GMED (0459) recognizes that its EC certificate is valid for
the medical devices listed

Inter-Med, Inc | 2200 South Street, Racine, Wi 53404 1.877.418,4782 | 262.636.9760
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®)/NC VISTA
I I Products
QT 7.4-6 Declaration of Conformity - CE Class [la Products
Revision C D E F G | H
Change Request Number CCF256 | CCF271 | CCF270 | CCF358 | CCF400 | CCF424
Medical Device Madical
Medical Device Medical Device
TF Medical Device Description Commercial Reference | GMDN | Devics | Ruls
Product Family Product Line Number (SKU) poidi
TF100A | DentaiNeedsTis | ¥ B“MMW“ 22ga-Black 315222 60366 Ila 8
TF100A | DemaiNeedoTis | * B“'”ﬁm 2290 - Black 315202 60366 lla 6
TF100A | DensiNeedeTips | *i Bendaiie Apphcator 25g8-Orange 315228 60366 lla 6
TF100A | DentaiNeedieTis | ¥ Be“"‘{“;sw 2508-Orange 315205 60366 Ila 6
TF100A | Dental Nesdie Tis Blue-Flo Blue-Flo The 316202 35607 lla 8
TF100A | Dental Neodie Tips Bius-Flo Blue-Fio Tips sozz2 26607 lla 6
TF100A | Dental Needie Tis Pre-Bent Tipe 16geWhite 316316 60366 lla 8
TF100A | Dental Needi Tips Pre-Bent i 16 Whiis 315306 80366 la 6
TF100A | Dental Nesdie Tips Pro-Bent Tipe 20g8-Opeque Black 315320 60366 lla 8
| TF100A | Denisl Noedie Tigs Pre-Bant Tips 20ge-Cpaqus Black 315330 60368 lle 6
TF100A | Dentsl Needie Tis Pre-Bent Tl 258 315325 60366 lia 8
TF100A | Dental Needie Tips Pre-Bent Tip 22a 315322 ™ 6
TF100A | Dentzl Neadi Tine Pre-Bant Tips Nordenta 223 Prebent Tips 31532232 60386 lia 8
TF100A | Dental Needie Tips Pre-Bent Tips Nordents 25ga Prabent Tips 31502532 #0366 ™ 6
TF100A | Dental Neede Tips Pro-Bant Tips Norderrla 25ga Prebent Tips 31533532 80386 lla 6
TF100A | Dental Needie Tips Pro-Bent Tige Nordenta 20ga Prebent Tips 31512032 80366 tia 8
TF100A | Dentsl Needia Tips SpraFlo™ Tips Brush Tips 321450 60386 ™ 6
TF100A | Dental Neede Tips Spia-Flo™ Tips Brush Tips 321400 60366 ™ 8
TF100A | Dental Nesdie Tipe Stat-Flo Tips 19ga-Prebent (Yellow) 312100 B0366 fla 6
TF100A | Dentsl Nesdie Tips Stat-Fio Tips 18ga-Prabent (Yelow) 12102 80366 fia 8
TF100A | Dental Needie Tips Stat.Flo™ Tps 19ga - Pra-bent (Yelow) 312106 80366 fia 8
TF100A | Dental Nesdie Tips Stat-Flo™ Tips Nordsnta Stet Fio Tipe 31210032 80365 lla 8
TF100A | Dental Nesdie Tioe Stat-Fo™ Tips Nordenta Stzt Flo Tips M210232 60366 lia 6
TF100B | DentslNoods Tis | APPEVic™ 34" Sendeble 16ga - White 5116 54403 la 8
TF100B | DentsiNeodis Tips | APPEVAC" Si Bondable 1630 - Whte 315018 BMO3 | 6
TF100B | DentiNeade Tips | APPHVEC" SI¥ Sencatie 1ege - Prnk 315018 M3 | e 8
TF100B | DentalNeod Tips | APPHVEC 34 Bendablo 19a - Brown 315018 M3 | e 8

Inber-Mad, Inc. ! 2200 South Street, Racine, Wi 53404

1.877.418.4782 | 262.636.9760
www.vista-dental.com
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INnte INC Ths T
Dental Products
[ B T Medica! Devi Mods l—__ ]
| Medical Device Medical Device
TF Medical Device Description Commercial Reference GMDN | Devke Rule
| ProductFemly | Product Line Mumber (SKU) T
&1003 Dental Nesdie Tips "‘W"Vﬂi}:‘""" 20ga - Yalow 315020 64403 r lla
TF1008 | Dental Nescl T | APPIHVoc™ 3" Bendatie 238 - Black 31502 64403 [ lla §
TF100B | Dental Noedio Tis """Wﬂﬂ‘;lm 25ga-Blue 315025 8408 | I 6
TF100B | Dental Needio Tips ‘W”"’&Fj“'m 18ga - Pink 35118 64403 lia 6
TF100B | DentalNeedie Tipg | APPI-Vac™ 34" Bendabie 19ga- Brown 315110 64403 a 6
TF100B | Dental Noadi Tipg | APPH-Vac™ 34 Bendable 20ga - Yelow 315120 84403 lia 6
TF100B | Dentat Neadie Tips ‘"""’::g" Bandable 2202 - Black 35122 8403 | I 6
TF100B | Dental Neodio Tis W"m'm 2508 - Be 315125 84403 Nl 8
TF100B | Dentsl Needie Tips W"f;f‘;;"“’b Nowdenta 18ga 34" Tips 3501832 6403 | I 6
TF100B | Denial Noodio Tips | APPIVECT M Bendabee | ooy oy oo gage 315510 64403 lia 6 |
TF100B | Dental Neede Tps | APPRVEC™ 3";&“‘"’" Nordenta Appil-Vac 25ge 34* Tips 31502522 6403 la 8
| TF100B | Dental Needis Tios | Appi-Vac™ Imigating Tioe 23ga-Be 315023 64403 la 6
TF100B | DentalNoedie Tios | Appl-Vac™ imgating Tips Z7ga - Yelow 315027 64403 lla 6
TF100B | Dental Neodks Tips | ApplVac™ Ingating Tipe 30ga-Purple 315030 64403 lla §
TF100B | DentaiNeode Tips | ApplkVec™ iigating Tips 2%iga-Bue 315523 84403 la 6
TF100B | Denial Nesdis Tps | ApplkVac™ Imigating Tigs 27ga- Yolow 35527 84403 X 6
TF100B | DemaiNoodsThs | AppiacTp 308 315530 64403 lla 6
TF100B | Dontal Needlo Tips | Appil-Vac™ Iigating Tips | Nordnis 23ge inigating Tice 31502332 64403 lla 8
TF100B | DentalNesdio Tips | AppiVac™ ingatiig Tise | Nordend 27ga Irigating Tios 31502732 64403 la 8
TF100B | Dentai Needi Tips | ApoiVac™ Ingetng Tips | Nordenta 30ga Iigating Tipe 315080-32 84403 fla 8
TF100B | Denial Needie Tips | FlexiGide™ Uity Tios 30g4 - Opaque Bleck 406320 35607 ™ B
TF100B | Dental NsedioTics | Flexi-Glide™ Uiy Tips 30ga - Opaque Black 406350 35697 lla 8
| TF100B | DerislNoodie Ts | Flex-Gide™ Uty Tios | Norderta 30ga FlexhGide Tis 406320-32 35607 lle §
| TF100B | DentalNeodie Tire | FlaxiGide™ Uy Tis | 2502 - Yollow 408520 35667 lla 3
| TF100B | Dental Needie Tps | FlaxtGide™ Uity Tioe 250 - Yolow 406550 35607 lla 5
|
| TF100B | Dental Neode Tips ﬁm. ,ms’f"""m 13‘”'-'”“"%""“‘"'”9’ 316113 84403 lla 6
TF100B | Dertel Noode Tvs | o0 UBRRDrRgeo e | 120 LeLock Syge wth 27ga 36117 M40 | I 6
Pre- 12cc Luer Lock Syringe with
TF100B | DeriiNosds e | o= ThP!Sricpeswl erLock Syfoge uih 30 316119 6403 | I 6
Pre-Tipped Syringes w/
| TF1008 DemulNeedaTb: | Aok Voo g i | 360LuerLck Syinge wih Zga Tip i 36133 s lla 6
Inter-Med, Inc. | 2200 South Street, Racine, Wi 53404 1.877.418.4782 | 262.636.9760
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INtenglzle ) inc VIS TA
S/ ALY Dental Products
¥ mﬁm Medicu Device | Medical Device Description CommarcaiRafeuncs | GMON | Devks | Rule
Number (SKU) Class
TF1008 | Dontal Nesde Thps Aﬁ;ﬁm% 30c Luer Lock Syringe whh 27ga T 36137 64403 fla §
TF100B | DeriaiNoode Tpa | P TPPE0SPRRON | 300 uer Lock Syinge wih 0ga T 116130 o403 | s 6
TF100B | Dental Needie Tips %“ﬁ‘&fﬁ'ﬁ"’w‘.’g’ 1200 Luer "°°"1§|:"W“”‘ Zga 316213 64403 tl 8
TF100B | Dental Neede Tips %w%;m V20c “‘“*T%"““‘ wih Z7ga 316217 64403 a 5
TF100B | Dental Nesdie Tips Pv:-u?ﬁ%ﬁ’?m 1200 Luer “’"‘nsz'"’“ with 30ga 316218 64403 la 6
TF100B | Dental Needie Tips va:rp Vieco-TIp™ (504cup) 312300 64403 e 6
TF100B | Dental Need Tips ViscoThp Vieco-Tip™ (204cup) 312302 8403 | la 6
TF100B | Dental Needts Tie ViscoTlp Nordenta Vieco Tips 31230232 64403 lla 6
TF100B | Dental Neede T ViscoTip ES kel Whele B Seeler p 315304 84403 la 6
TF100B | Dental Nesdle Tips ViecoTip BC RRM Retrograde Tipe (15/cup) a5 o403 | Ia 6
TFL00B | Dental Nowdie Tips ViscoTip Lowvesptexfoms (10comy | ( FFTID B3 | ma 6
TF100B | Dental Nesdia Tips ViscoTip Low weste fx 8o 96 (20 count) P 64403 fla 6
TF100B | Dental Needle Tips VicoTlp Low waso i o fpe (40 count) FM0 403 | e 8
TF100B | Dentat Needie Tips Visco-Tp Flex B (20 count) KBCSIFT 64403 lla 8
TF100B | DentiNeado T | ViiProbe™ imgatg Ziga-Bhue 5123 04403 lla 5
TF100B | DoctalNeodie Tigs | ¥oProbe™ Imgatig Z7ga- Yellow 512 84403 fla 8
TF100B | Dental Neade Tigs "“"P""f: Imgating 30ga - Purple 3512 64403 la 6
TF100B | Denta! Neadis Tigs """"“’1‘1’2 Iigating 23ga -Ble 315623 64403 fla 6
TF100B | Dental Needo Tips | YWEProES™ Imigeng 27ga - Yelow 315627 54403 la 8
TF100B | DentsiNoodeTips | VaProbe ITietrg 30ga- Pupe 315630 64413 lia 8
TF100B | DentelNeada Tipg | Vea-Fobe™ Iigaing Nordenta 30ge Probe Tips 315630-22 B4 | la 8
TF100B | Dol Noode Tips | Vei-Proe™ Imigating Nordents 27ga Probé Tips 35127-32 84403 lla 8
TF100B | Dental Neode Tips W”’}I’; trigating Nordenta 308 Probe Tis 31513022 MR | ta | 8 |
TF1008 | PSOMIA | orposatioMTA Cariers | Disposatie MTA Gariers 1.6mm 807015 6403 lla 8
TF1008 | DPaleMIA | pepcestieMTA Cariers | Disposable MTA Camers 96mm 807016 B4 | 1 6
TF1008 | Po6XaReMTA | pygpcentieMTA Cariors | Dispossble MTA Camiers 80mm 807017 6403 | 6
| TF100B | PFREBMA | Dagosabio MTA Cariers |  DposebleMIA Cartes Varely 807019 64403 lla 6 |

Inter-Med, Inc. | 2200 South Street, Racine, W1 53404

1.877418.4782 | 262.636,9760
www.ista-dental.com
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g T the medical devices listed
I n e INC. VISTA
Dantal Products
MedicalDevics |  Medical Device . | Wedical Dovice Medical '
TF Product Family Product Line Medical Device Description ] Cnm ?:K:)mu GMDN Dc:l: | Rule
|
| I
Flexible Endodontic
TF1008 Inigating Tis NM Tipa . NI Tips 405106 64403 la 6
Fiaxible Endodontc
TF1008 | Fégte trisd N Tigs NI Tis 405108 64403 lIa 5
TF100B | Dental Needie Tigs NTITip NI Tios 405107 64403 lta 6
Flantble Endodontic .
TF1008 | et NITi Tia Nordenta Short Ni 405107.32 64403 lla §
Flexible Endodontic
TF1008 | Fepe o NITi T Nordenta Mixed NI 40510692 64403 lla 6
Fiexible Endodontic i
TF100B | ™ \ncating Te NITI Tips Nordenta Long Nii 405108-32 64403 lia 6 |
TF102A | EndodomicBrsh | Romional Uty Brush Versa Brueh 204300 45500 lla 8
TF103 | SheetmRoct | 7% EDTA Soktion 480mi botte 31701 45500 lla 8
Root
TF103 | SheigRoot | 7o EDTA Sokuion 120mibotte 317001 50 | 5 6
TF103 | hORYt | 7 EpTA Sohton Unit Dose 317002 45500 la |8
TF103 | SweWoRxt | 17 EDTA Soluton Buk Syringe 503700 50 | 1 | 6
Reat
TF103 | JShetmgRoct | 7 epra souton Canal Pro EDTA - 500mL 31701412 45500 fla 8
TF103 | JhesgRoot | 17 EpTa Soluon Canel Pro EDTA - 100mL 317017-12 45500 e 8
Roat h .
TF103 | JhesthgRoct | 47 EDTA Soluton 480mi bote 3170119 4500 | 1a | 8
= B - |
TF103 | JlesthgRoot | 7w T solon R+ 1 pack bott, 100mL 31702025 o | @ s
TF103 | SheeioRoot | i EovASodon | Nowdenta 17% EDTA 460mi Botie 3701132 46500 la 6
Chelafing Roct
TF103 | ohedRoct | 7 EnTASouon | Nordenta 17% EDTA 120mi Botie 3170012 45500 lla 6
Chelafing Roct
TFI03 | ol o SmearOFF 160z botle 3171 45500 a 8
Tri03 | Jhab oot SmearOFF 4z bottia 312 45500 lla 8
TF103 i 2% CHX 180z botte 317010 45500 lla 8
TF103 | iR 2% CHX 30mL buk syringe 05750 w0 | 1 | 6
TF103 oty 2% CHX 1.2mL syringe Kk 502450 45500 lla §

Inter-Med, Inc. 1 2200 South Street, Racine, W1 53404

1877.418.4782 | 262.636.9760
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. INC. VIS T A
Modical Device Medical
T | ety | "edcaDevics | MedicalDovice Dscriptin | CommercalReforence | GMON | Devics | Ruln
Number (SKU) Clsse
TF103 | Fyelfime 2% CHX CanefPro CHX 2% - 500mL 50391512 500 | la | 6
TF103 | s 2% CHX CanelPro CHX 2% - 100mL s03911-12 5600 | T B
TF103 | foaime 2% CHX Larget+, 1 pack bote, 100mL 317003:25 550 | I 6
TF103 | FgolRme CHXPYB 160z botte 503600 4550 | 1a 6
TF103 | FgelRme CHYPhs 1.2mL sytinge endodontic kt 502925 45500 | e | 8
TF103 | FoaiRmee CHXPhis 1.2 syrnge endodontc ref ki 603530 4500 | 1 8
TF103 | R CHXPis 30mL bulk syinge 503650 450 | e 8
103 | FpaiRme CHXPus 30mL buk syrige Kt 803400 45500 | 6
TF103 | (ioRiee CHXPus 1602 Botte- Scheln 50360011 S0 | s 8
TF103 v CHXPhs 160z Bote - CybefTech 50390014 45500 fla 6
Sodium
TF103 | Hyoohiols |  SodumHypochbre 160z botte - 6% 317008 450 | 1e 6
Sofutions
Sodtum
TF103 | Hypochiors |  Sodum Hypochiote 160z botte - 3% 317018 45600 |t 6
Solutons
Sodium
TF103 | Hypochome | Sodum Hypochbde 12c¢ Prefled Syrnges - 6% 502300 w0 | s 6
Sodhum
TF103 | ‘typochoke |  SodumHypochiorts 1260 Profiled Syrnges - 3% 502315 50 | e 8
Sodium
TF103 | Hypochoe |  SodumHypachiors 3oz Prflled Syrnges - 6% 502350 o0 | s 8
Sodium
TF103 | Hypochofe |  SodumHypochbre 3oc Prflled Syrnges 3% 502365 50 | e 6
Sodium
TF103 | Hypochos |  Sodum Hypochoie 160z botte - 3% 31701841 450 | 6
Sodium
TF103 | Hypocho |  SodumHypochie 180z botle - 3% 317016-14 400 | e 6
Solutons
Sodium
TF103 | ‘Hypochote |  Sodmbypochoite |  CaneProNeOCId%-S00mL atrots-12 450 | e 6
Sodium
TF103 | Hypochome |  SodumHypochiomie |  CanaPmNeOCIS%-500mL atro0s-12 4550 | 6
Sodium
TF103 | Hpohote | SotmHpoctiot 160z botte - 3% 310189 45500 | e 6
Sodium —
3% Sodium Hypochloriie — Parcan
TF103 | Hpochoma |  SoduumHypochiorte o ooty 31708125 450 | 6

Inter-Med, Inc. | 2200 South Street, Racine, Wi 53404

1.877.418.4782 | 262.636.9760
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Inte INC. vt —r‘_
I _ e IR
| Medical Dovice
TE | pictfamy | 'nocapevict | MedicalDavice Descrigion | Commercial Raference | GMON | Device | Ruis
Number (SKU) | Class
R Sodtm 3% Sofum Hypochlole—Parcan | '
TF103 Hypochiartts Sodum Hypochionke e e 31705025 45500 | lia 8
Sodium [
TF103 Hypochiorie Sodium Hypochiohe | Nodent m"’””“ L) 45500 lla §
Solutions
— |
Sodium Sodum Hypochlore < 6%
TF103 Hypochiorka pachietlo < 150z botfle Chior-XTRA™ 503600 45500 lla 6
T Sodian
Sodkum Hypochlorfle 6% | 3cc Preiled Syringes Chior-
TF103 | Hypochiode M Hypoctloe = o Sy 503825 45500 a 8
B ] Retraction and
TF105 |  Astingedent Tissue Management Quick Stat Gel Standand 10t 502804 46423 s 6
Reracion and . -
TF105 |  Astingedert Tissue Management Quick Stat Free Standard Kt 504600 4648 lla 8
Retraction and
TF105 | Astingedent Thsue Management Quick-Stat Gel Buk Syringe Kit 500550 46423 fla 8
Retraction and e
| TF105 |  Astingedent Tiesue Management | Quick-Stat Gl Buk Syrings Reff 503555 46423 a 8
Retrackon and
TF105 | Astingedent Tissue Management | Quick-Stat Froe Buk Syringe Refll 504860 4640 ™ 8
Retraction a7d
TF105 |  Astingedent Tiesue Menagement Quick-Stat Free Buk Syings Kit 504650 842 lla ¢
Retracion and
TF105 Astringedent Tiesue Management Quick-Stat Gel Vafue Pack 502800 4843 la 6
Sohﬂwsw o
TF105 Astringedent Tiasue Management Quick-Siat Free Vakie Pack 504640 48423 1} )
Retracan and | ]
TF105 | Astingedem Tiasus Management Qi Stat Liquid (30mL Bottie) 317120 842 fia 6
Revachonand | !
TF105 Astringedent Tissue Menegement | Quick Stat Liquid (30mL Syringe) 504155 842 lia 5
IL_TFIE | Exchants | 37*""“”'&{“"“5"" BestEich™ StandariKit  sams 36153 fla §
| TF112 Eichents | 37 hosphoric Add Eich Best-Eich™ Buk Eich Kt 502236 3153 la 8
TF112 Echants | ST PIOSPOTCAGIERN | poy s Busk Syringa Rem 502230 Bi | e 8
TF112 Etchasts % "“’""G“"f"‘“" Exch BestEich™ Vake Kit 502200 36153 lla 6
TF112 Eichars Forosleln Etch - 9.5% Porcelein Eich 502500 62474 a 8
Hydrofluoric Add Ech Gel | PovemhBen | i
Porcalain Exch -9.5%
TF112 N o AciEE G Porcelaln Exch Ref 502510 62474 lla 6
| TF112 Echars |  SlaneBordngResh | Skane Refl 502505 62474 | §
Inter-Med, Inc. | 2200 South Street, Racine, Wi 53404 1.877418.4782 | 262.636.9760
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Dental Products

T mﬂ:‘"mz | NollcalDedice | Medical Device Description Commenial Refoace | GMON | Deies Rule
Number (8KU) Class
TF112 Adheshes Sumass Wmm 90000 um2 | e 8
TF112 Adheives Sumpass Refil Botte Set 80001 urs2 | 8
TF112 Adnesives Simplcly Simplcty Gt 80400 W2 | e 8
TF112 Adheaives Simplcly Refll Botdes 80402 u2 | e 8
TF112 Adhesives Superb Superb Kt SoL17 w2 | n 8
TF112 Adbesives Superd Superh Refl Kt S0L18 Mz | e 8
TF112 Adhesives REGEN Universal Universed Adhesive Kit REGEN 90637 w2 | e 8
TF112 Adhesives REGEN Univaral Universal Refll Kit REGEN 90638 um | e 8
TF112 Primens Clean & Boost Liquid 5 pack 80057 U [} 8
TF112 Primarg Clean & Boost Gel 5 pack 90417 34782 Iie 6
TF112 Primers Desensimax Desensimex Kt 90413 &2 | I 8
TF112 Priers Bondeaver Startor SOL16 622 | e 6
TF112 Primers Interiace Interface Ki $0030 6%% | fa 8
TF112 Primers P Botte 80577 6%28 | o g
Inter-Med, Inc. | 2200 South Street, Racine, W1 53404 18774184782 | 262.636.9760
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