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Medical Device List Rev. date 08.09.2015
According to EU Directive 93/42
3 8 Risk Z : 2isk % :
Product] | Nk | ompN Text Product Risk | GmDN Text
class class
Admira/ Caps lia 38764 |Light-cured dental restorative Argion la 16704 | Cement, dental, glass ionomer
composite resin
A Bordik la 42483 | Adbhesive. dentine Argion Molar AC lla 16704 | Cement, dental, glass ionomer
ight- i Bifix SE ] 35870 | Cemenlt, dental, polymer based
Admira Flow/ Caps lia 38764 (L:;gmhég:;gdr;’;zta' restoralive o 5 i
¢ Ao = oo Light-cured dental restorative Bifix QM : lla 35870 | Cement, dental, polymer based
composite resin % ; Dental cement, composite,
- - Bifix Temp lla 46939
Adimira Eusion xS a 38764 | Light-cured dental restorative temporary
composite resin v : Chart, dental, colour
- - e Bifix Try-In i | 38651 discrimiah
Admira ProtectySD | 1la 31780 Den?al material, pit/fissure e : iscrimination
sealing, p(;l;;mer based Bifluorid 5/SD lla 35698 | Cavity varnish solution, dental
Roe Light-cured dental restorative ,
Alfacomp LC S lia 98764 composite resin Bifluorid 10/SD lla 35698 | Cavity varnish solution, dental
Amalgam Liner ~lla 35698 | Cavity varnish solution, dental Bondfix ila 42483 Adhesive, dentine
Amaris/Caps il lla 38764 Light—cu.red de‘ntal restorative Calcicur lla 16182 | Cavity liner, calcium hydroxide
; composite resin
: iahi- ] Calcimol ' lla 16182 | Cavity liner, calcium hydroxide
Amaris Flow : ila 38764 E‘;:)gmh})ggirlidrg;:tal recioaing
o = e Light-cured dental restorative Calcimol LC lla 16182 | Cavity liner, calcium hydroxide
composite resin Caries Marker lla 33995 | Detector, caries, optical
Aqua lonofil Plus lla 16704 | Cement, dental, glass ionomer :
Ceramic Bond Ila 34782 E;;ggl bonding:agent, polymer
Aqua Meron lla 16704 | Cement, dental, glass ionomer
Tt ST R Cimara Ila 11171 Denture repair kit
APt I 387 ight-cured dental restorative
rapes a el composite resin Clean Joy ! 11168 | Dentifrice
Arabesk Flow! Caps lla 38764 h;gmh;g:iieedr:;gtal (g Clip/ Caps lla 38778 Dental material, filling, temporary
e it -~ \lcipr lla 38778 | Dental material, filling, termparary
Arébesk Top/Caps lla T e
¥ R A Y PrRlTEs | | Clip Flow la 38778 | Dental material, filling, temporary
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According to LU Directive 93/42
{. 'k ~ 7 "l . ; N
Product Risk | GMDN Text Product Risk | GmpN Fext
class class
Dental material, pit/fissure : : :
Control Seal lla 31780 : ! Grandio SO Light-cured dental restorative
sealing, polymer based Flow/Caps lla Sa7ed composite resin
Easy Glaze lla a7, | Detel matdtia,
_ glazing/hardening Grandio SO Heavy la ag764 | Hight-cured dental restorative
Final Varnish LG | 34771 D{en?al materlal., Flow/ Caps composnele resin
glazing/hardening s i 31783 | Crown/Bridge, temporary,
Fissurit, Fissurit F / la 31780 Dental material, pit/ffissure polymer based
RlsSnEE S ?ﬂa"”g- polyier balsed Individo Lux ! 34808 | Dental base plate
3 mpression material, dental, s
giles Clei [ e silicone lonobond lla 16704 | Cement, dental, glass ionomer
Futurabond NR / SD lla 42483 Adhesive, dentine Ionofﬂ = : 7 e 16704 Cement, dental, glass ionomer
Futurabond DC/SD_ | lla 42483 . | Adhesive, dentine lonofil Plus/AC lla 16704 | Cement, dental, glass ionomer
Futurabond M/SD - lla 42483 | Adhesive, dentine . lonolux > lla 38766 | cement, dental, EBA, light-cured
FutrabondiMix: s lla 42483 | Adhesive, dentine lonoseal lla 16704 | Cement, dental, glass ionomer
FLthrahondiit gl le dev:c idnesive; dontine lonoStar Molar lla 16704 | Cement, dental glass ionomer
Slasiosite j0aLs e 40592 . | Pentalimaterial, gencral lonoStar Plus lla 16704 | Cement, dental glass ionomer
Grandio / Caps la 38764 Light-cufed de_ntal restorative Klint I 11168 Dentifrice
composite resin
; LC Dam | 15571 cover
S:?endlo Gore. Oudl lla 40592 Dental material, general 5 el
(Soé’wéﬁ)m’ % lla 34524 | Dental solution, cleansing
g Light-cured dental restorative
Srandio Elow Cans i 28704 composite resin Meron/AC lla 16704 | Cemenl, dental, glass ionomer
Gtandio Sedl la 31780 E:a?itﬁl mpz:)tlerrisgrpgt;fézzure Meron Plus / AC lla 35870 Cement, dental, polymer based
e N s Modellsilikon  (Die | 34811 | Dental material, modelling,
Grandio SO/Caps . | lla O e silicone) polymer based
' e Eerect Bloach Office lla 38785 | Dental Bleaching Agent
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Medical Device List Rev. date 08.09.2015
According to LU Directive 93/42
Product 3:;; GMDN Text Product l}fsl: GMDN ! -Tcxt

Polofi NHT lla 38764 tfg;g‘;{édrg;g‘a‘ (oolorily s Structur 2 SC lla 31783 g;%“n':‘é i mmpoen,
Polofil NHT Flow lla 38764 tjf;‘l;gg{gdrg;ﬂ‘a' oo Structur 3 Il 31783 g;f’;;’ﬂ”é s
Polofil Supra lla 38764 ';i,gmh;ggﬂzd rg:iﬁtal restarative Structur Premiuhl QM lla 31783 gé%ﬁé?gggsgd ‘emmporary;
Profibase | 34808 | Dental base plate Traypurol | 46937 | Dental instrument cleaning agent
g:g:;‘gg:,g&wmnl G/ lla 46939 tz?:;aoirggnem, composite, Traypurol Tabs | 46937 | Dental instrument cleaning agent
Quick Up I 17600 | Dertura raliner. hard Twinky Star lla 40592 | Dental material, general
Rebilda DC/QM lla 40592 | Dental material, general TWiiKy Star How g2 |: M00v2 | Denlimatenial igenera)
Rebilda LC lla 40592 | Dental material, general i Satiard o I 11909 | Betre reliney, hard
Rebilda Post i lla 38609 | root canal post, prefabricated Ufi Gel hard C 10:1 L e e
Rebilda Post D”" lla 43311 | Drill, dental, pin/post Ufi Gel P | 34770 | Denture reliner, elastic, long-term
Rebilda SC lla 40592 | Dental material, general Ufi Gel SC =i 34770 | Denture reliner, elastic, long-term
Registrado X-ira | 35866 Lr;i;é:)?]s;;ion material, dental, Vococid lla 36153 | Dental etching composite
Registrado Claar | 35866 L?iggis;ion material, dental, \\;oco lono?l Mo:ar/AC lla 16704 | Cement, dental, glass ionomer
Remin Pro/SDhM I 11168 | Dentifrice Q?j(i:gklono [ MSieras lla 16704 | Cement, dental, glass ionomer
Remin Pro forte i | 11168 | Denltifrice \\;:?r?isiggfgipoule lla 35698 | Cavity varnish solution, dental
Solobond M lla 42483 | Adhesive, dentine x-tra base lla 38764 tggr:;ggggteedrg;’r‘fai [osoreiNg
301@9@;9;?5.,_, gl lla 42483 | Adhesive, dentine xetra fill Caps a 38764 tfr:gg:ifzdrgseigtal restorative
StructurZ 'Q'M'“:' A lla 31783 Crown/Bridge, temporary,

polymer based

PN |
/
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Applicator, dental, resin
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According to LU Dlrective [],’;/4?
Accessories
is Ris
Product Risk | Mo Text Product sk | oMDN Text
class class
AC Applicator,  typa 1 I 15015 E;fggz:e"- liquid, general Easy Brush | 35697 | Applicator, dental, resin
T T : Di liouid | mixing spatulae | 35697 | Applicator, dental, resin
AC Applicator,  lypw 2 I 35015 epafloh UGy genord X
S WA purpose Curvy | 45007 Dental wedge, single-use

l!ruqh holdar | 35697 | Applicator, dental, resin Dimanto lia 35807 | Disk, dental. abrasive

/ﬂ[)S Dhﬂﬂnﬂﬂr | 35015 Dispenser, liquid, generalpurpose Rebilda Form | 16195 Matrixband, dental

A e A light dental, palymerization

Celalux Il ! 35775 a%ﬁvalor i) mixing pad | 35697 | Applicator, dental, resin
Fndo Tim | 35697 | Applicator, dental, resin polishing disc | 35807 | Disk, dental, abrasive
o T Cannula, dental, applying, non- : : : [ dental material, filling/restorative,
_!I\?pl.cannulaa ikl | 38795 | Ciorile measuring spoons I 37496 | " illia R
Intraoral tips | 3gres | Sannula, dental, applying, non- | feic grinding bur lla | 35807 |Disk, dental, abrasive
Disposable bruslion | 35697 | Applicator, dental, resin
Dispenser/ Dishﬂrim:r | 35015 Dispenser, liquid, general
QM purpose
Micro Tim | 35697 | Applicator, dental, resin

AR ¥ Cannula, dental, applying, non-
Mnxmg lips | 38795 R o

-

Pele Tim i 35697 | Applicator, dental, resin 4 71 )
Appl.instr./Trifill {/-J y P e

pplinstr./Trifi : : T
instrument | 35697 | Applicator, dental, resin 08 Sep ,{iﬁﬁé rd B AP @@ m.?g rm @ d
AC Activator | 37496 den_ta_l material, filling/restorative, - YOCO Gm n\ ¥

AR auxilliary part Anton-Flettner-Str. 1-3
Sirigle Tim I 35697 27472 Cuxhaven
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Vertimas is angly kalbos

Apzv. data: 2015-09-08

Proadinhiting Rizikos | GMDN Tekstas Produktas Rizikos | GMDN Tekstas
klasé klasé
Adinlia/Capu Ila 38764 | Sviesoje kietéjanti danty atstatymui Argion Ila 16704 | Cementas, dantims, stiklo jonomeras
kompozitiné derva )
Adiniin Hond Ila 42483 Dentino suriséjas Argion Molar AC Ila 16704 | Cementas, dantims, stiklo jonomeras
Adinbia [la 38764 | Sviesoje kietéjanti danty atstatymui Bifix SE Ila 35870 | Cementas, dantims, polimerinio
Flow/C ap kompozitiné derva pagrindo
Adiniia Fuston la 38764 | Sviesoje kietéjanti danty atstatymui Bifix QM Ila 35870 | Cementas, dantims, polimerinio
kompoziting derva pagrindo .
Adiien Fuston x- Ia 38764 | Sviesoje kietéjanti danty atstatymui Bifix Temp Ila 46939 | Cementas dantims, kompozitinis,
1 kompozitiné derva laikinas
At Ila 31780 MedZiaga dantims, ertmiy/vageliy Bifix Try-In [ 38651 | Danty schema, isiskirian&iy spalvy
Frotect/Sh uZpildas, polimerinio pagrindo
Alticonp 1.0 lla 38764 | Sviesoje kietéjanti danty atstatymui Bifluorid 5/SD Ila 35698 | Ertmiy lakavimo tirpalas, dantims
kompozitin¢ derva
Atiialpain Liner Ila 35698 Ertmiy lakavimo tirpalas, dantims Bifluorid 10/SD Ila 35698 | Ertmiy lakavimo tirpalas, dantims
A/ Ila 38764 | Sviesoje kietéjanti danty atstatymui Bondfix Ila 42483 | Dentino suriséjas
kompoziting derva
Ammarin Flow ITa 38764 | Sviesoje kietéjanti danty atstatymui Calcicur Ila 16182 | Ertmiy pamusalas, kalcio hidroksidas
kompozitiné derva
Aninrin Cingiva ITa 38764 | Sviesoje kietéjanti danty atstatymui Calcimol Ila 16182 | Ertmiy pamu3alas, kalcio hidroksidas
kompozitiné derva
Aquin lanofil Plus Ila 16704 | Cementas, dantims, stiklo jonomeras Calcimol LC Ila 16182 | Ertmiy pamus3alas, kalcio hidroksidas
Aquin Meron 1Ia 38764 | Cementas, dantims, stiklo jonomeras Caries Marker Ila 33995 | Detektorius, karieso, optinis
Arabienk Ila 38764 | Sviesoje kietéjanti danty atstatymui Ceramic Bond 1la 34782 | Danty suri§imo medZiaga, polimero
kompozitiné derva pagrindu
Arihonk Ila 38764 | Sviesoje kietéjanti danty atstatymui Cimara Ila 11171 | Danty taisymo priemoniy
Flow/Cips kompozitin¢ derva komplektas
Arabenk Top/Caps Ila 38764 | Sviesoje kietéjanti danty atstatymui Clean Joy I 11168 | Danty pasta
kompozitiné derva
Clip/ Caps 1la 38778 | Medziaga dantims, laikinas uZpildas
Clip F Ila 38778 | MedZiaga dantims, laikinas uZpildas
Clip Flow 1la 38778 | MedZiaga dantims, laikinas uZpildas
lAntspanday:
Maolestiniy tyrimy ir kontrolés departamentas * Puslapis 1 i3 4
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Medieinos priemoniy lapas Apzv. data: 2015-09-08
Pagal 1113 Dircktyva 93/42

Produldns Rizikos | GMDN Tekstas Produktas Rizikos | GMDN Tekstas
klasé klas¢
Control Seal Ila 31780 | MedZiaga dantims, ertmiy/vageliy uzpildas, | Grandio SO Ila 38764 | Sviesoje kietéjanti danty atstatymui
polimerinio pagrindo Flow/Caps kompozitiné derva
Lasy Giluze Ila 34771 | Medziaga dantims, blizgumui/apsaugai Grandio SO Ila 38764 | Sviesoje kietéjanti danty atstatymui
Heavy Flow/ kompozitiné derva
Caps
Final Varnmsh 1LC 1 34771 | MedZiaga dantims, blizgumui/apsaugai GrandTEC Ila 31783 | Kartin¢lems/tiltams, laikina, polimero
pagrindu
Fissnnit, Vst 1/ ITa 31780 | MedZiaga dantims, ertmiy/vageliy uZpildas, | Invido Lux 1 34808 | Danty pagrindo ploksté
Fissurlt I'X polimerinio pagrindo
Fit Tent C&13 I 35866 | Atspaudy medZiaga, dantims, silikonas Tonobond 1la 16704 | Cementas dantims, stiklo jonomeras
Futurabond NR/SD Ila 42483 | Dentino suri§éjas Tonofil Ila 16704 | Cementas dantims, stiklo jonomeras
Futurabond DC/SD Ila 42483 | Dentino suri§éjas lonofil Ila 16704 | Cementas dantims, stiklo jonomeras
Plus/AC
Futurabond Ila 42483 | Dentino suri§¢jas Tonolux JIE:] 38766 | Cementas dantims, EBA, Sviesa
M/SD kietinamas
Futarabond M ITa 42483 | Dentino suriS¢jas Ionoseal ITa 16704 | Cementas dantims, stiklo jonomeras
Futurabond U Ila 42483 | Dentino suri¢jas Ionostar Ila 16704 | Cementas dantims, stiklo jonomeras
Molar
Glustonite Caps Ila 40592 | Medziaga dantims, bendroji lIonoStar Plus 1la 16704 | Cementas dantims, stiklo jonomeras
Grandio / Caps Ila 38764 | Sviesoje kietéjanti danty atstatymui Klint I 11168 | Danty pasta
kompozitiné derva
Grandio Core Dual Ila 40592 | MedZiaga dantims, bendroji LC Dam I 15571 | Uzdangalas
cure
Girandio Ila 38764 | Sviesoje kietéjanti danty atstatymui Losungsmittel Ia 34524 | Danty tirpalas, valantis
Flow/Crp kompoziting derva (Solvent)
Grandio Seal Ila 31780 | MedZiaga dantims, ertmiu/vageliy uzpildas, | Meron/ AC Ila 16704 | Cementas dantims, stiklo jonomeras
polimerinio pagrindo
Grandio 5O/Caps Ila 38764 | Sviesoje kietéjanti danty atstatymui Meron Plus / Ila 35870 | Cementas dantims, polimerinio pagrindo
kompoziting derva AC
Modellsilikon I 34811 | MedZiaga dantims, modeliavimui,
(Die silicone) polimerinio pagrindo
Perfect Bleach Ila 38785 | Danty balinimo medZiaga
Office+

LAntspaniday:
Malesindiy tyrimy ir kontrolés departamentas * Puslapis 2 i§ 4
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Muaedicinos priemoniy lapas
Fagul 113 Direktyva 93/42

Apzv. data: 2015-09-08

Poohu bt

Polatl N

Folatil N Flow

I*aliolil 'n|I|ll|I|

Irolibise

rovical, Mrovicol
C/ Movieol GM

Quick tp

Iebildn DC/OM

IRebilda 10!

Iebilda Post

Rebildn Post Drill

Rebildn S

Repintrndo X-tra

Repistrado Clear

“Remin Pro/SD

Remin 'ro forte

" Solobond M

Solobond Plus

Structur 2 QM

Rizikos | GMDN Tekstas Produktas Rizikos | GMDN Tekstas
klasé klas¢
Ila 38764 | Sviesoje kietéjanti danty atstatymui Structur 2 SC Ila 31783 | Vainikéliams /tiltams, laikinas, polimery
kompozitiné derva _ pagrindu
Ila 38764 | Sviesoje kietéjanti danty atstatymui Structur 3 lla 31783 | Vainikéliams /tiltams, laikinas, polimery
kompozitiné derva B pagrindu
1la 38764 | Sviesoje kietéjanti danty atstatymui Structur ITa 31783 | Vainikéliams /tiltams, laikinas, polimery
kompozitiné derva Premium/QM pagrindu
| 34808 | Danty pagrindo plokste Traypulor | 46937 | Danty instrumenty valymo medZiaga
Ila 46939 | Cementas dantims, kompozitinis, laikinas Traypulor I 46937 | Danty instrumenty valymo medZiaga
Tabs
1 17609 | Danty pataisoms, kieta Twinky Star Ila 40592 | MedZiaga dantims, bendroji
Ila 40592 | MedZiaga dantims, bendroji Twinky Star Ila 40592 | Medziaga dantims, bendroji
Flow
la 40592 | Medziaga dantims, bendroji Ufi Gel I 17609 | Danty pataisoms, kieta
Hard/ C
Ila 38609 | Sakny kanaly kaistis, paruotas Ufi Gel hard I 17609 | Danty pataisoms, kieta
C 10:1
ITa 43311 | Graztas danty kaisciui Ufi Gel P 1 34770 | Danty pataisoms, elastinga, ilgalaiké
Ila 40592 | MedZiaga dantims, bendroji Ufi Gel SC 1 34770 | Danty pataisoms, elastinga, ilgalaiké
1 35866 | Atspaudy medZiaga dantims, silikonas Vococid ITa 36153 | Danty esdinimo priemoné, kompoziting
I 35866 | Atspaudy medZiaga dantims, silikonas Voco Ionofil Ila 16704 | Cementas dantims, stiklo jonomeras
Molar /AC
I 11168 | Danty pasta Voco lonofil JIE:] 16704 | Cementas dantims, stiklo jonomeras
Molar AC
Quick
I 11168 | Danty pasta Voco Ila 35698 | Ermiy lakavimo tirpalas, dantims
Profluorid
Varnish/SD/
ampoule
Ila 42483 | Dentino suris¢jas x-tra base Ila 38764 | Sviesoje kietéjanti danty atstatymui
kompozitiné derva
Ila 42483 | Dentino suris¢jas x-tra fil/ [1a 38764 | Sviesoje kietéjanti danty atstatymui
Caps kompoziting derva
ITa 31783 | Vainikéliams/tiltams, laikinas, polimery

pagrindu

IAntspandas:
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Medicinos priemoniy lapas
Pagal 1113 Direktyva 93/42

Apzv. data: 2015-09-08

Produling Rizikos | GMDN Tekstas Produktas Rizikos GMDN Tekstas
klasé klasé
AC Applicator / aktyvuojamy I 35015 | Aplikatorius, bendros Easy Brush I 35697 Aplikatorius dantims,
kapsuliy aplikatorius/ tipas 1 paskirties /lengvas Sepetélis/ dervai
AC Applicator,/ aktyvuojamy I 35015 | Aplikatorius, bendros mixing spatulae I 35697 Aplikatorius dantims,
Kapsuliy aplikatorius/ tipas 2 paskirties /maifymo mentelé/ dervai
Brush holder 1 35697 | Aplikatorius dantims, dervai Curvy I 45007 Pleistas dantims,
Isepetelio laikiklis/ vienkartinis
Caps Dispenser 1 35015 | Aplikatorius, bendros Dimanto Ila 35807 Diskas dantims §lifuoti
tkapsuliy aplikatorius/ paskirties
Celalux 111 I 35775 | Sviesos kiekinimo lempa, Rebilda form [ 16195 Formos dantims
I polimerizavimo aktyvatorius
Endo Tim I 35697 | Aplikatorius dantims, dervai mixing pad I 35697 Aplikatorius dantims,
/mai§imo padeklivkai/ dervai
Appl. cannulae I 38795 | Kaniulé — aplikatorius polishing disc I 35807 Diskas dantims $lifuoti
dantims, nesterili /poliruojantis diskas/
Intraoral tips I 38795 | Kaniulé — aplikatorius measuring spoons [ 37496 Danties medZiagoms,
lanigalinkai / dantims, nesterili /matavimo Sauksteliai/ restauraciniams uZpildams,
papildanti dalis
Disposable brushes I 35697 | Aplikatorius, dantims, dervai | SIC grinding bur Ila 35807 Diskas dantims §lifuoti
Ivienkartiniai Sepetéliail Alifavimo priemoné/
Dispenser /aplikatorius / I 35015 | Aplikatorius, bendros
Dispenser QM paskirties
Micro Tim I 35697 | Aplikatorius dantims, dervai 2015 rugséjo 08 d. /parasas/ PATVIRTINTA
Mixing tips I 38795 | Kaniulé — aplikatorius
lantgaliai maisymuil dantims, nesterili /Spaudas: VOCO GmbH
Pele Tim I 35697 | Aplikatorius dantims, dervai Anton-Flettner-Str. 1-3
Appl.instr./ I 35697 | Aplikatorius dantims, dervai 27472 Cuxhaven
Trifill /instrumentas/ Vokietija
AC Activator /aktivatorius I 37496 | Danty medZziagoms, uzpildams VOCO/
kapsuléms/ restauracijoms - pagalbiné
priemoné
Single Tim I 35697 | Aplikatorius dantims, dervai
[Antspaudas:
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