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BupoGHuk: AMI™ Xewmiw-®apmauoiitiwe ®abpik Mm6X, EnbraywTrpacce 248, 22547
FambBypr, Himeuuuna,
Manufacturer: DMG Chemisch-Pharmazeutische Fabrik GmbH, ElbgaustralRe 248,
22547, Hamburg, Germany

MPeAcTaBneHui  yNnoBHOBaXEHUM  NpPeACTABHUKOM B Ykpaivi: TOB «®APMA
KOHCANTWHI», Byn. [loposxHa, 25, M. Opeca, 65031, Ykpaina, kog €OPINOY 41209050, Ten.
8:23%-6?&12%27;34-34-00 B 0c0obi AupekTopa CasaHcskoro C.B., wo aie 3a AosipeHicTio Ne 6/H Big
represented by the authorized representative in Ukraine: PHARMA CONSULTING LLC,
25 Dorozhna str., Odesa, 65031, Ukraine, Code EDRPOU 41209050, tel. +38-048-734-34-00, in the
person of the Director Mr. S.V. Sazanskyi acting under Power of Aftorney No. w/o did 02.06.2022,

NIATBEP/DKYE, WO MeanyHi Bupobu: CTomaronoriyni MaTepianu Ta iHCTPYMEHTH, HaBejeHi
B [logarky Ne 1 ao uiei [eknapaii npo BianoBigHICTb, ToproBoi mapku DMG, knac lla,
HECTepuIbHI, ki BATOTOBNSIOTLCS Ha BUPOBHUUMX NOTYXHOCTSX:
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= f; confirms that medical devices: Dental materials and instruments, indicated in Annex No.1 to this %
=8| Declaration of Conformity, of DMG brand. class lla, non-sterile, produced at the manufacturing site:

DMG Chemisch-Pharmazeutische Fabrik GmbH,

Elbgaustrale 248, 22547, Hamburg, Germany,
BIANOBIAAIOTL BAMOTaM TEXHIYHOTO pPernameHTy LWOAO MEegUYHUX BUpOGIB, 3aTBEpAKEHOro
MocraHosolo KMY Ne 753 Big 02.10.2013 p., Ha eTanax NPOEKTYBaHHA Ta pPo3pobneHHs,
BUPOBHULITBA, 30EpiraHHs Ta PO3NOBCIOAKEHHS. Mpoueaypa oujiHkK BigNOBIAHOCTI NpoBeaeHa
3riAHO 3 3a3HayeHnm TexHIYHUM PEernameHToM LWOAO MEeANYHUX BupobiB, pogatok Ne 3
3abeaneyerHs (DYHKUIOHYBaHHS KOMMMEKCHOI CUCTEMM YMpaBfiHHS SKICTIO (3a BUHATKOM
nepeBipk4 MpoekTy). BUPOBHUK aeknapye BWKOHAHHS OCHOBHWUX BUMOT LOAO MeANYHINX
BUPOOGIB 3rigHo AoaaTky 1 TexHiYHOro pernamenTy.
meet the requirements of the Technical Regulation on medical devices approved by the Resolution of
Cabinet of Ministers of Ukraine No. 753 dtd 02.10.2013 at the stages of design and development,
manufacturing, storage and distribution. Conformity assessment procedure has been conducted
according to the mentioned Technical Regulation on medical devices under Annex N 3 ensuring the
functioning of full quality assurance system (except for the design examination). The manufacturer
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‘f‘?) /wé declares the fulfillment of the basic requirements for the medical devices according to Annex 1 of the | - * ‘3"
\/; Technical Regulation. 7 DG
“2d| Ceprudikat signosigHocri (Certificate of Conformity) Ne R3M 276 111 B1 pata Buaavi (issue = \;*3‘
\/_ date) 30.06.2022, swaawwit opraHom 3 OuiHKM BignosigHocTti TOB "YKpaiHcukuit IHCTUTYT R,
%230 Cranpaprie” (issued by the notified body Ukrainian Standards Institution LLC). Ve
s555 4l | Tepwin aii go / Valid till 02.06.2027. B
“3 [exnapauiio CKnageHo nif BUKITIOUHY BiANOBRIAANLHICTL BUPOGHMKA. \
ee“&{f This Declaration is made under the sole responsibility of the manufacturer. */QJ'
eﬁ/\f C.B. CasaHcokuit/ S.V. Sazanskyi / k
st | Oupextop TOB «®APMA KOHCAITFIE .
54| Director of PHARMA CONSULTING'| O
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to Declaration of Conformity Ne 3006-22 eia/ dtd 30.06.2022

Class/ Knac lla

Dopnaror/ Annex Ne 1 of 30.06.2022
Ao [exnapauii npo signosigHicTe

Ne Hassa meauuHoro eupoby aHrnificskow

moBo/ Medical device description in
English

Haasa meguyHoro Bupoby ykpaiHCsKo MoBOH/
Medical device description in Ukrainian

1. | lcon Proximal,

caries infiltrant,

Kit of 7 Treatment units each including:

1 syringe 0.30 ml Icon Etch, 1 syringe 0.45
ml icon Dry, 1 syringe 0.45 ml Icon
Infiltrant, 6 proximal tips, 1 Luer-Lock Tip,

AKOH anpoKCUMarbHIA,

iHpinbTpaT Kapiecy,

Habip 3 7 nikyBanbHUX KOMMNEKTIB, KOXHWM
BKntouae: 1 wnpwy 0,30 mn AlikoH ETy, 1 wnpuy
0,45 mn AvikoH ,Qpav:, 1 wnpuy 0,45 mn AkoH
iHinbTPaT, B anpokcuMansHUX KaHions, 1

4 dental wedges, KaHtons Luer-Lock, 4 3yGHMX knuHis,
REF 220237 apr. 220237

2. | lcon Proximal, AVIKOH anpoKcuMansHuiA,
caries infiltrant, iHpinsTPaT Kapiecy,
Starter Kit: 2 treatment units each crapToBui Habip: 2 nikyBarnsHWx KOMMNeKTy,
including: 1 syringe 0.30 ml Icon Etch, 1 KOXHWA BKntoyae: 1 wnpuy 0,30 mn AkoH ETy, 1
syringe 0.45 mi Icon Dry, 1 syringe 0.45 m! | wnpuy 0,45 mn AiikoH [pai, 1 wnpwy 0,45 mn
Icon Infiltrant, 6 proximal tips, 1 Luer-Lock | AdikoH iHbinbTpaT, 6 anpoKCMMAanbHIUX KaHKOTb,
Tip, 4 dental wedges, 1 kanrons Luer-Lock, 4 3y6rHux knuHis,
REF 220341 apT. 220341

3. | lcon Vestibular, AlikoH BecTuBynapHWN,
Infiltration Concept, iHPinbTPavis,
Kit of 7 Treatment units each including: 1 Habip 3 7 nikyBarbHX KOMMNEKTIB, KOXHWIA
syringe 0.45 ml Icon Etch, 1 syringe 0.45 Bkniovae: 1 wnpuy 0,45 mn AikoH Ety, 1 wnpuy
ml lcon Dry, 1 syringe 0.45 ml lcon 0,45 mn Ankor [pan, 1 wnpuy 0,45 M AiKoH
Infiltrant, 6 Vestibular Tips, 1 Luer-Lock iHIneTpaT, 6 KaHNb BeCTMBYNApHUX, 1 KaHKMsA
Tip, REF 220238 Luer-Lock, apT. 220238

4. | lcon Vestibular, AlikoH BecTuBynapHWiA,
Infiltration Concept, iH@INbTPaLis,
Starter Kit: 2 Treatment units each cTapToBWUK Habip: 2 niKyBanbHUX KOMIINEKTY,
including: 1 syringe 0.45 ml Icon Etch, 1 KOXHWI BkNrovae: 1 wnpuy 0,45 mn AlikoH ETv, 1
syringe 0.45 ml Icon Dry, 1 syringe 0,45 ml | wnpwuy 0,45 mn AiikoH Apait, 1 wnpuy 0,45 mn
Icon Infiltrant, 6 Vestibular Tips, 1 Luer- AKOH IHDINbTPaT, 6 KaHtosb BeCTUBYNAPHUX, 1
Lock Tip, REF 220343 kaHrons Luer-Lock, apt. 220343

5. | lcon Vestibular Etch, AVikoH ET4 BecTubynspHuii,
etching gel, renb ANs NpoTpaseHHs,

3 syringes x 0,45 ml Icon Etch, 15
Vestibular Tips, REF 220384

3 wnpuum no 0,45 mn AikoH ETy, 15 karonb
BecTubynsapHux, apT. 220384

6. | lonosit Baseliner,
light-curing compomer base liner,

loHociT BevicnariHep,
CBITTNIOTBEPAIYUIA KOMNOMEPHU NPOKNaaKoBUA
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"‘:’,‘ Q economy pack: 20 Saferinges x 0.33 g, marepian, exkoHoMi4Ha ynakoeka: 20 wnpuuis /
36 REF 209538 Saferinges no 0,33 r, QG
RS apt. 209538 3
4| [7. | Tonosit Baseliner, lorociT Bevicnaiivep, :
7’*}{* light-curing compomer base liner, CBITNOTBEPAIOHUI KOMNOMEPHWIA NPOKNaaKoBWi | it <3¢
s economy pack: 6 syringes x 1.5 g, mMarepiarn, eKoHOMiYHa yrakoBka: 6 Lwnpuwis no ;{;;?
sy 40 Luer-Lock Tips, 1,51, 40 kaHons Luer-Lock, et
gy REF 213001 apr. 213001 >
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za*r 6 Ne Haasa MEAMYHOra BUPOBY aHrMiACEKaK Hassa meguuHoro supoby ykpaiHCLKOK MOBOK/
— Mosor/ Medical device description in Medical device description in Ukrainian
Sl English
2R | 8 | lonosit Baseliner, loHociT BeicnaiiHep,
.,596 Iight-_curing compomer base liner, CBITNOTBEPAI0YMIA KOMMOMEPHUIA NPOKIAaKOBUN
I 2 syringes x 1.5 g, 20 Luer-Lock Tips, marepian, 2 wnpwvum rno 1,5 r, 20 karons Luer-
= ‘D’Q REF 213002 Lock, apr. 213002
_ﬂ\/* 9. | lonosit Baseliner, loHociT BeicnaitHep,
/\ light-curing compomer base liner, CBITNOTBEPAIYUIA KOMMOMEPHUIA MPOKMaAKOBUA
p ’\\4 3 Saferinges x 0.33 g, marepian, 3 wnpuuyy Saferinges no 0,33 r,
s REF 220091 apr. 220091
"”}{‘" 10. | LuxaBond Total Etch, Jiokcaborp Totan ETy,
S dual cure adhesive system, afresueHa cuctema noABiiHOro TBEpAIHHS,
“tf/ 3 Intro Kit: 1 bottle 5 ml Pre-Bond, 1 bottle IHTpo-Habip: 1 conakoH 5 mn Pre-Bond, 1
\/ 5ml Bond A, 1 bottle 5 ml Bond B, 1 ¢bnakoH 5 mn Bond A, 1 ¢onakoH 5 mn Bond B, 1
eEyg syringe 2 ml Etching Gel, 25 endobrushes | wnpuu 2 mn ETYiHr Fenk, 25 yepBoHUx
4 red, 25 endobrushes black, 3 Luer-Lock eHpoannikaTopie, 25 YopHUX erfoannikaTtopis, 3
?gx‘f Tips, 1 mixing pallet, kaHoni Luer-Lock, 1 noTok aAnsi aMilLyBaHHS,
b REF 212384 apt. 212384
#5
8| 11, | LuxaCore Z Dual, JlrokcaKop 3ea [yen,
“‘f} {, core bpi!d-up composite, KOMMO3WT ANs CTBOPEHHA KyKCH, _
ER3 1 cartridge 48 g (25 ml) paste, shades: LO | 1 kapTpumx 48 r (25 mn) nacty, sigTiHku: LO
%p 7 (Light-Opaque), A3, Biue, 30 Automix Tips | (csitno-onakoBui), A3, cuHii, 30 XOBTUX KaHIOMb
92 yellow, 20 Intraoral Tips yellow, 10 Endo- | AsTomike, 20 %OBTUX iHTPAOPAnkHUX KaHomb, 10
_M\/* Tips yellow, XOBTUX KaHonb EHAo,
AN REF 213332, 213330, 213331 apTukynu: 213332, 213330, 213331
11 | 12. | LuxaCore Z Dual, TrokcaKop 3ep Jyen,
=3 core build-up composite, KOMMO3WUT ANs CTBOPEHHSA KYKCH,
el 2 Smartmix syringes x 9 g (5 ml), shades: | 2 wnpuyy CmapTmike no 9 r (5 mn), BiaTiHKK: LO
\/ LO (Light-Opaque), A3, Blue, 20 Smartmix | (caiTno-onakoauii), A3, ciHil, 20 KaHnks
b Tips, REF 213336, 213334, 213335 CmapTmike, apTukynu: 213336, 213334, 213335
e 43| | 13. | LuxaPost, TNiokearlocr,
o< glass fiber composite posts, CKIMOBONOKOHHI KOMMO3UTHI LTUGDTH,
x2+}{b Refill: 5 posts @ 1.25 mm, @ 1.375 mm, @ | poaarkosmi Habip: 5 WTndTIB @ 1,25 mm, @
ol 1.5mm, @ 1.75 mm, 1,375 MM, @ 1,5 MM, @ 1,75 MM,
r&@ REF 110781, 110782, 110783, 110961 aptukynu: 110781, 110782, 110783, 110961
“H501 | 14, | Luxatemp Glaze & Bond, NiokcaTemn Mnena exn bowa,
~g+\ 4 light-curing high-gloss varnish and bonding | caitnoTeepaito4ui BUCOKOTTIAHLEBWIA Nak Ta
/\ agent, 1 bottle 5ml, 25 brushes, BoraiHrosuit areHT, 1 hnakox 5 Mn, 25
SN REF 211927 nexHanukie, apr. 211927
AN
At | 15. | Luxatemp Handmix, TiokcaTemn XeHAMiIkE, ' I
ey temporary crown and bridge material, mMarepian Ana TUMYECOBUX KOPOHOK | MOCTIB,
¢ starter kit: 1 tube base paste 106 g shade crap'rosuu Habip: 1 ToGKK 6a3osoi nactm 106 T,
= A2, 1 tube catalyst paste 6 g, mixing pad, 1 BigTiHOK A2, 1 THOBKK nacTu kataniaatop 6 r, 650K
spatula, 1 application syringe LANS 3MiLLyBaHHs, 1 wnarens, 1 Wwnpwuy,
35 REF 110111 apt. 110111
16. | Luxatemp Star, Nioxkcatemn Ctap, #*:

temporary crown and bridge material,
Refill: 1 Smartmix syringe 15 g, shades:
A2 A3, B1, BL (Bleach Light), 10
Smartmix Tips, REF 110901, 110902,
110904, 110905

&

4
A

4 A

7]

marepian Ans TUM4YacoBUX KOPOHOK i MOCTIB,
poparkosui Habip: 1 wnpuy CmapTtmike 151,
BiaTiHku: A2, A3, B1, BL (Bubinerun ceitrui), 10
Kanone CMapTMIKC,

aptukynu: 110901, 110902, 110904, 110905
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Hasea MeanYyHOro BUpoBy aHrMincsLKo
mMoBor/ Medical device description in
English

Haasa meaunyHoro supoby yKpaiHCHKOI0 MOB
Medical device description in Ukralman

temporary crown and bridge material,
economy pack: 5 cartridges x 76 g,
shades: A2, A3, 75 Automix Tips,
REF 110912, 110913

17. | Luxatemp Star, Trokcaremn Crap,
temporary crown and bridge material, mMarepian 4ns TUM4acoBUX KOPOHOK | MOCTIB,
Refill: 1 cartridge 76 g, shades: A1, A2, [oaatkoBui Habip: 1 kapTpuax 76 T, BIATIHKM:
A3, A3.5, B1, BL (Bleach Light), 15 A1, A2, A3, A3.5, B1, BL (BuBineHun caitnui),
Automix Tips, 15 kaHons ABTOMIKC,
REF 1108086, 110807, 110908, 110908, aptukynu: 110906, 110907, 110908, 110908,
110910, 110911 110910, 110911

18. | Luxatemp Star, Jltokcatemn Ctap,

marepian And TUMYacoBMX KOPOHOK | MOCTIB,
ESKOHOMIYHa ynakoBka: 5 kapTpuaxie no 76,
BiaTiHKKU: A2, A3, 75 KaHons ABTOMIKC,
aptukynu: 110912, 110913
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C.B. Casancekuit/ S.V. Sazanskyi
AupexTop TOB «®APMA KOHC
Director of PHARMA CONSULT (o8,
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