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Knacudikaunis Kuaac ITa (3rigao JJomatky 2 TeXHIYHOTO periaMeHTy 010 METUIHUX BUPOOIB,
3arBepmkeHoro [locranoBoto Kabinery MinictpiB Ykpainu Ne753 Bix 2 xxoBtHs 2013
POKy

CepTudikar BinnmoBigHocri: Ne R3M 804 079 B7

Bix 12.11.2025
nmiicani mo: 06.02.2027

UATRI37

HauionanbHi crangapTu siki
3aCTOCOBAHI:

- ACTY EN ISO 13485:2018 Bupobu meauuni. CucteMn ynpasiiHHS SKICTIO.

Bumoru mozo perymosanns (EN ISO 13485:2016, IDT; ISO 13485:2016, IDT / AC:2016,
IDT Medical devices - Quality management systems - Requirements for regulatory purposes)

- TexHiYHUI periamMeHT WOoa0 MeAMYHUX BUPOOiB (3aTBepmkenuii [TocranoBoro KMV Bix 02
soBTHS 2013 poky Ne753) — Jlomgarok Ne 33a6e3neucHHsT PYHKI[IOHYBaHHS KOMIDIEKCHOT
CHCTEMH YIIPABJIIHHS SIKICTIO (32 BUHATKOM NEPEBIPKU IIPOEKTY)

Opras 3 oniHKH BixmoBiTHOCTI:

TOB VYxkpaiuckuii [nctutyt CTanmapris: By Onekcanapiserka , 1, M. Kuis, 03062,
VYxpaina, Ten.: Homep npuznauenoro oprany UA.TR.137. Atecrat akpenuranii HAAY
Bzt 30 uepBHs 2020 poxy Ne 80141.

BumieBka3zani BUpoOH BiANOBIIalOTh OCHOBHUM BUMOTaM JUIsl MEIMYHUX BUPOOIB 3rifiHO TeXHIYHOrO perjaMeHTy 11010
Men4HUX BUpoOiB (3atBepmkenuii [TocranoBoro KMV Bin 02 sxoBtHs 2013 poky Ne753) - [lonatok Ne 3 3abe3nedeHHs
(YHKIIOHYBaHHS KOMIUIEKCHOI CUCTEMU YIPABIiHHS SKICTIO (332 BUHATKOM IE€PEBIPKU IIPOEKTY).

Tepmin aii nexaapaunii: 10 06.02.2027 poxy
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Jexnapanis npo BignoBianicts Ne JenD-007.9

Honatok 1

Ne3/m | Homep 3a Ha3a moaudikauii menuaHoro Bupooy Ha3pa moaudikanii Megu4uHOrO
KATaJloroM | YKPaiHCHKOI0 MOBOIO: BHPOOY aHIIiiiCbKOI0 MOBOIO:
24181 Hdxen—/lyallem, Komno3utHuii ieMeHT Jen-DuaCem, Composite dual-cure
MOJBIHHOTO TBEpIiHHS, 4 mmpuy 1o 2 g (macra luting cement,4 syringes for 2 g (paste A
A ta nmacra b) and paste B)
Biarigku: Shades:
1 U-CHM U-CHM
2 A2 A2
3 A3 A3
4 WO WO
5 UB UB
24182 Jxen—/lyallem, Komnosutauii mement Jen-DuaCem, Composite dual-cure
MOIBIHHOTO TBepAiHHSA,2 mmpuny 1o 2 g (macta A | luting cement, 2 syringes for 2g (paste A
Ta mactab) and paste B)
Biarigku: Shades:
6 U-CHM U-CHM
7 A2 A2
8 A3 A3
9 WO WO
10 UB UB
Jxen—/lyallem, KomnosutHuii neMeHT Jen-DuaCem, Composite dual-cure
MOJIBIMHOT'O TBEPIHHS, OABIHHUN mnpui 4.2 g Iuting cement, double syringe 4.2 g
(koMTIOHEHT A, KOMITOHEHT b) (component A, component B)
Bigriaku: Shades:
11 U-CHM U-CHM
12 A2 A2
13 A3 A3
14 WO WO
15 UB UB
Jxen—/lyallem, Komnosutauii nement Jen-DuaCem, Composite dual-cure
MTOIBIHHOTO TBEPIiHHSA, OABIHHMI mmpuIr 8.4 g luting cement, double syringe 8.4 g
(koMTnIOHEHT A, KOMITOHEHT b) (component A, component B)
Bigriaku: Shades:
16 U-CHM U-CHM
17 A2 A2
18 A3 A3
19 WO WO
20 UB UB
Jxen-Ayallem SE Jen-DuaCem SE
CaMoaare3uBHUN KOMITIO3UTHUN LIEMEHT Self-adhesive dual-cure composite
MOJBIMHOTO TBEPIHHS, OABIHHMI mmpun 4.2 g cement, double syringe 4.2 g
(KOMIIOHEHT A, KOMIIOHEHT b) (component A, component B)
Binrinku: Shades:
21 U-CHM U-CHM
22 A2 A2
23 A3 A3
24 WO WO
25 UB UB

Jxen-Ayallem SE

Camoaare3uBHUNA KOMIIO3UTHUH IIEMEHT
MOJIBINHOT'O TBEPIHHS, MTOABIHHUH mmnpuIl 8.4 g
(kOMITOHEHT A, KOMITIOHEHT b)

Binrinku:

Jen-DuaCem SE

Self-adhesive dual-cure composite
cement, double syringe 8.4 g
(component A, component B)
Shades:
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26 vCHM U-CHM

27 A2 A2

28 A3 A3

29 WO WO

30 UB UB
Jxen-Ayallem FR Jen-DuaCem FR
Komrmo3nutHuit IeMEeHT MOIBIHHOTO TBEPIiHHS Fiber-reinforced dual-cure composite
3MIIHEHUH CKIIOBOJIOKHOM, MOABiHHMI mmpuin 4.2 | cement, double syringe 4.2 g (component
g (KOMIOHEHT A, KOMIIOHEHT b) A, component B)
Bigriaku: Shades:

31 U-CHM U-CHM

32 A2 A2

33 A3 A3

34 WO WO

35 UB UB
Jxen-Ayallem FR Jen-DuaCem FR
Komrmo3nutHuil eMeHT MOIBIHHOTO TBEPIiHHS Fiber-reinforced dual-cure composite
3MIIHEHUH CKIOBOJIOKHOM, ITOIBIHHUH MITIPHIT cement, double syringe 8.4 g
8.4 g (kOMIOHEHT A, KOMIIOHEHT b) (component A, component B)
Binrinku: Shades:

36 U-CHM U-CHM

37 A2 A2

38 A3 A3

39 WO WO

40 UB UB
IIposu-xen LC, KomnosutHuit Provi-Jen LC. Composite filling
IUIOMOYBaJIHUI MaTepial Uil TPHBAJIOTO material for long-term temporary sealing
TUMYacoBOTO IUIOMOYBaHHs WNpuI 4 g 4 g syringe
BiaTinku: Shades:

41 2430 I - pixyuwmii kpaii. I - cutting edge

42 2431 UD - yHiBepcanbHUIA ISHTUH UD - Universal dentin;
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