TOB «OJIJIEH /IEHTAJT»

04119, m. Kuis, Byin. FOpis Lnenka 83 1, odic 117
€IPTIOY 42749088,

Ten.: +38(093)4477575,
E-mail: dir_ollen@ukr.net

DECLARATION OF CONFORMITY
No. 4/ver. 12

JEKJIAPALISA PO BIAIMOBIJAHICTD
Ne 4/ver. 12

Manufacturer:

FOSHAN COXO MEDICAL INSTRUMENT CO., LTD.
address: No. 17, Guangming Ave., New Light Source
Industrial Base, Nanhai National High-tech Zone, Foshan
528226, Guangdong P.R. China

Tel.: +86 757 66692050

E-mail: coxosale8@gmail.com

BupoOHuk:

FOSHAN COXO MEDICAL INSTRUMENT CO., LTD.
(POIIAHb KOKCO MEJIIKJ IHCTPYMEHT KO.,
JIIMITLI)

agpeca: Ne 17, I'yvaamin Ase., Hrto Jlaiit Copc Iamactpian
Beiis, Hanpxaii Hemenan Xaii-rexk 3oyH, ®omans 528226,
nposiamis ['yannyn, Kuraiicbkka Haponna PecrryOmika

Ten.: +86 757 66692050

E-mail: coxosale8@gmail.com

declares that

JeKJIapYyeE, 10

medical devices:
Active dental devices and instruments

MeIW4HI BUPOOH:
AKTHMBHI CTOMATOJIOTiYHi BUPOOHU Ta iHCTPYyMEHTH

listed in the Annex 1 to this Declaration of Conformity
comply with the requirements of the Technical Regulation on
Medical Devices (approved by the Resolution of the Cabinet
of Ministers of Ukraine No. 753 dated October 02, 2013)

srigHo  mepenmiky B [omatky 1
BIIMOBIIHICTE

BIANOBIIAIOTE BUMOraM TEXHIYHOTO periaMeHTy IIoJ0
MEIWYHUX BHUpPOOIB (sfkuii 3aTBep/pkeHUi I[locTaHOBOIO
Kabinery MinictpiB Ykpainu Big 02 sxoBtHs 2013 p. Ne 753)

no [MHexmapamii  1mpo

Authorized Representative in Ukraine:

LLC «OLLEN-DENTALY

address: 04119, Kyiv, Yuriia Illienka str., 83 D, of. 117,
Ukraine

EDRPOQU code: 42749088

Tel.: +380934477575

E-mail: dir_ollen@ukr.net

YrnoBHOBaKeHUH NMPeICTABHUK B YKpaiHi:

TOB «OJUUIEH-AEHTAJI»

anpeca: 04119, Ykpaina, m. Kuis, Byn. Opis Ienxka, 83 ]
od. 117

€IPTIOY: 42749088

Ten.: +380934477575

E-mail: dir_ollen@ukr.net

Medical devices classification: Class Ila according to points
14, 17 and 18 of Annex 2 of Technical Regulation on Medical
Devices

Kaacugikauniss 3a3HauyeHux Meaum4yHux BupoOiB: Kimac lla
srigHo 3 myHkramu 14, 17 ta 18 Jlomatky 2 TexHiuHOTrO
periamMeHTy 100 MEANYHUX BUPOOiB

The medical devices are marked with a sign of conformity
with the Technical Regulations:

@

UA.TR.099

Mennunai  BUpOOM MAapKYIOTBCS 3HAKOM  BIATIOBIAHOCTI
TexHiYHUM periiaMeHTaM:
UA.TR.099

Conformity Assessment Route: Annex 3 The procedure for
ensuring performance of the comprehensive quality
management system (with the exception of items 8-11) to the
Technical Regulation on Medical Devices

Ipoueaypa ouinku BigmoBiaHocti: I[lopsnox mnpoBeneHHs
npoueaypu 3abesneueHHs (QYHKIIOHYBaHHS KOMIUIEKCHOT
CHCTEMH YIpaBIiHHA dKicTio 3rigHo 3 Jlomatkom 3 (3a
BHKITIOYEHHSAM IYyHKTIB §-11) TexHI4HOTO periamMeHTy Moo
MEIWYHHUX BHPOOiB
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TOB «OJIJIEH /IEHTAJT»

04119, m. Kuis, Byn. FOpis Innenka 83 /1, oic 117
€IPIIOY 42749088,

Ten.: +38(093)4477575,
E-mail: dir_ollen@ukr.net

Certificate of Conformity Ne UA.MD.366-21 version 07 valid
from 28.05.2026 until 27.05.2031.

The abovementioned medical devices comply with the
requirements of the national, European, international
regulations and legal acts and standards which are listed in the
Annex 2 to this Declaration of Conformity.

Ceptudikar mpo Bignosigaicte Ne UA.MD.366-21 penmaxiis
07, Tepmin mii Bix 28.05.2026 mo 27.05.2031.

3a3HadeHi MEAWYHI BHPOOM  BIANIOBIZAIOTH  BUMOTAM
HALiOHAIBHUX, €BPONEHCHKUX TAa MDKHAPOIHUX HOPMATHBHO-
IIPAaBOBUX AKTIB Ta CTAHIAPTIB, sKi HaBeneHi B Jlomatky 2 1o
nmanoi Jlexrapanii mpo BinmoBigHICTS.

Declaration of Conformity valid from 28.05.2026 to
27.05.2031.

Jexmapauis mpo BigmosimHicTh milicHa 3 28.05.2026 mo
27.05.2031.

Further Annexes are an integral part of this Declaration of
Conformity:

Annex 1 with the list of the medical devices,

Annex 2 with the list of auxiliary equipment and accessories,
Annex 3 with the list of national, European, international

regulations and legal acts and standards.
A,
N o mel

Hesin’emHor0 yactuHOIO naHoi Jlexnmapamii mpo BiAmoBiqHICTE
€ HacTymHi lomatku:;

Homatok 1 3 mepenikoM MEIUYHIX BHPOOIB,
Jlomatok 2 3 TepemikoM  JOTOMIKHHX
KOMIUIEKTYBAIBHIX BUPOOIB,

Jomatox 3 3 mepemikoM HAMIOHATBHUX, €BPOMCHCBKHAX Ta
MDKHAPOTHNX HOPMATHBHO-TIPABOBHX AKTiB TA CTAHJAPTIB.

3ac00iB  Ta

\\\ AAN L \,i///

Valeriya Rimek /
Pimex B. @.

Ilignuc, meuaTka
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TOB «OJIJIEH /IEHTAJT»

04119, m. Kuis, Byin. FOpis Lnenka 83 1, odic 117
€IPTIOY 42749088,

Ten.: +38(093)4477575,
E-mail: dir_ollen@ukr.net

Annex 1 to Declaration of Conformity No 4/ver. 12/
Honatok 1 1o dexnapamnii npo BignoBiguicte Ne 4/ver. 12
List of the medical devices / [lepexik MmeanuyHuX BUPOGiB

Ne Name of the medical device in English Ha3zBa Menuunoro Bupo0y yKpaiHCbK0I0 MOBOIO

1. Dental Implantation Systems C-SAILOR diziogicnencep C-SAILOR

2. Dental Implantation Systems C-SAILOR PRO dizionicnencep C-SAILOR PRO

3. Dental Implantation Systems C-SAILOR PRO+ diziopicnencep C-SAILOR PRO+

4. Dental Implantation Systems C-SAILOR S1 dizionicnencep C-SAILOR S1

5. Dental Implantation Systems C-Sailor Air diziopicniencep C-Sailor Air

6. Endo Motor and Apex Locator Unit C-Smart-Mini AP | Exno motop 3 anekc nokaropom C-Smart-Miui AP

7. Endo motor C-SMART-mini LED Enmgo motop C-SMART-mini LED

8. Endo motor C-SMART-mini2 Enno motop C-SMART-MiHi2

9. Endo motor C-SMART-mini Enno motop C-SMART-MiHi

10. Endo motor C-SMART-I PRO Exnmo morop C-SMART-I PRO

11. | Endo motor C-SMART-I PILOT Enpmo motop C-SMART-I PILOT

12. Endo Motor and Apex Locator Unit C-Smart Nova Enno motop 3 anekc nokaropom C-Smart Nova

13. Endo Motor and Apex Locator Unit C-Smart Nova X Enno motop 3 amnekc okaropom C-Smart Nova X

14, E\I;io Motor and Apex: Locator Unit C-Smart-Mini Enymo MoTop 3 anekc gokatopom C-Smart-Miui AP+

15. Eng? Motor and Apex Locator Unit, model C-Smart-| EH10 MOTOp 3 amekc 1okaTopoM, Moaens C-Smart-1 Pilot

16. Geared Angle Handp_ieces CX235C1 for Endo Motor | Konrpkyrosuii Hakonednnk CX235C1 ans eno Motopa
and Apex Locator Unit, model C-Smart-1 Pilot 3 amnekc Jlokatopom, mozeabs C-Smart-1 Pilot

17 Geared Angle Handp_ieces CX235C4 for Endo Motor | Kontpkyrosuii Hakoneunnk CX235C4 s eno Motopa
and Apex Locator Unit, model C-Smart-I Pilot 3 arekc Jiokatopom, mozeibr C-Smart-1 Pilot

18, Geared Angle Handp_ieces CX235C6 for Endo Motor | KoutpkyroBuii Hakoneunuk CX235C6 JUIsl €HJIO MOTOPa
and Apex Locator Unit, model C-Smart-I Pilot 3 anekc Jiokatopom, mozeibr C-Smart-1 Pilot

19. | Obturation system C-FILL OGtypartiitna cucrema C-FILL

20. | Obturation system C-FILL mini O6typariitna cucrema C-FILL wmini

21. | Obturation system C-FILL X SET OGtypartiitna cucrema C-FILL X

22. | Obturation system C-FILL X O6typatop C-FILL X

23. | Obturation Gun C-FILL ImxexTop microier C-FILL

24. | Obturation Gun C-FILL mini G Imxexrop mictoser C-FILL mini G

25. Needles for Obturation Gun 23 ga Tonku [yist ivoKeKTOp MicToNeTa 23 ga

26. Needles for Obturation Gun 25 ga Tonkn st imkekTop micToneTa 25 ga

27. Needles for Obturation Gun mix Toniku Jyist iHXKEKTOP IMICTONIETA MIKC

28. Needles for Obturation Gun mini 23 ga [oskm 15t iHXKekTOp micTosieTa MiHi 23 ga

29. Needles for Obturation Gun mini 25 ga Tonkm ju1st iHXKeKTOp micToseTa MiHi 25 ga

30. | Needles for Obturation Gun mini mix Tonku utst iHXKEKTOp micToNeTa MiHi MiKC
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TOB «OJIJIEH /IEHTAJT»

04119, m. Kuis, Byin. FOpis Lnenka 83 1, odic 117
€IPTIOY 42749088,

Ten.: +38(093)4477575,
E-mail: dir_ollen@ukr.net

Ne Name of the medical device in English Ha3zBa Menuunoro BUpo0y yKpaiHCbK0I0 MOBOIO

31. | Obturation Pen C-FILL Tepmoruarep C-FILL

32. | Obturation Pen C-FILL mini P Tepmomnarep C-FILL mini P

33. | Heat plunger 0.02 #45 Hacamku Ha Tepmorutarep 0.02 #45

34. Heat plunger 0.04 #50 Hacanku Ha Tepmomarep 0.04 #50

35. | Heat plunger 0.06 #55 Hacamku Ha Tepmorutarep 0.06 #55

36. | Heat plunger 0.08 #55 Hacanku Ha Tepmorutarep 0.08 #55

37. Heat plunger mix Hacaaku Ha TepMoruiarep Mikc

38. Heat plunger mini 0.02 #45 Hacaaxu Ha Tepmoruarep minHi 0.02 #45

39. | Heat plunger mini 0.04 #50 Hacanku Ha Tepmorutarep Mmini 0.04 #50

40. Heat plunger mini 0.06 #55 Hacaaxu Ha Tepmoruiarep mini 0.06 #55

41, Heat plunger mini 0.08 #55 Hacanxu Ha Tepmoruarep miHi 0.08 #55

42. Heat plunger mini mix Hacazaku Ha TepMoruiarep MiHi Mikc

43. Root Apex Locators C-ROOT | Armiekc okarop 3 cencopHoto nanesto C-ROOT |

a4, Root Apex Locators C-ROOT I (V1) E(\;)II;GHCBI/IH Anekc sokarop 3 myabnrecrepom C-ROOT |

45, Root Apex Locators C-ROOT 1 (V) Kopenesuii anekc sokarop C-ROOT | (V)

46. Endo Ultrasonic Activator Ultra Smart EnnoynbrpassykoBuit aktuatop Ultra Smart

47. Endo Ultrasonic Activator Ultra Smart Al Enpoynbsrpa3BykoBuii aktuatop Ultra Smart Al

48. Dental Scaler and Air Polisher PT Master i/lyg;:gfl cranep i nositpammii nonipysanbunii anapar PT

49. Dental Ultrasonic Surgical Device C-EXPLORER S(O;fggjégma y/ILTpasByKoBa Xipypriuua cucrema C-

50. Dental Ultrasonic Surgical Device C-EXPLORER | CromatosnoriuHa yabTpa3ByKoBa xipypriuna cucrema C-
PRO EXPLORER PRO

51. | Dental Ultrasonic Surgical Device C-EXPLORER SG | CTOMATOUIOIIMHA yiLTpassyKoa Xipypriuua cuctema C-

EXPLORER SG
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Annex 2 to Declaration of Conformity No 4/ver. 12/
Honatok 2 no dexaapamnii npo BignoBiguicte Ne 4/ver. 12
Auxiliary equipment and accessories / JlonomizkHi 3aco6u Ta KOMIUIEKTYBAJIbHi BUPOOH

Ha3Ba nonoMizkHuX 3ac00iB Ta

Ne Name of the auxiliary equipment and accessories .
KOMILIEKTYBAJIbHUX BUPOOIB
1. g/l Ac\)lt E:)év ith wire for Dental Implantation Systems C- Mortop 3 xabenem ans disiomicnencepa C-SAILOR
2 Water supply pipe for Dental Implantation Systems C- | TpyOka, sika momae Boay mis (isiomicriencepa C-
' SAILOR SAILOR
3. Foot control for Dental Implantation Systems C-SAILOR | Ienans mis disiogicnencepa C-SAILOR
4 Control unit for Dental Implantation Systems C-SAILOR | brok ynpasminus mis ¢isiogicencepa C-SAILOR
| PRO+ PRO+
5 Power cord for Dental Implantation Systems C-SAILOR | Ka6enp sxuBienns s ¢isiomicmencepa C-SAILOR
) PRO+ PRO+
6. Fuse for Dental Implantation Systems C-SAILOR PRO+ 3anobixuuk s diziomicnencepa C-SAILOR PRO+
7 Irrigation hanger for Dental Implantation Systems C- | IligBicka mns ipuramii mast ¢isiogicnieHcepa C-
) SAILOR PRO+ SAILOR PRO+
8 Motor with cable for Dental Implantation Systems C- | Motop 3 kabenem mist ¢isiogicnercepa C-SAILOR
) SAILOR PRO+ PRO+
9 Handpiece stand for Dental Implantation Systems C- | IlizcraBka mis HakoHeuHuka (isiomicnencepa C-
) SAILOR PRO+ SAILOR PRO+
10 Protective plug for Dental Implantation Systems C- | 3axucHa 3armymka jis ¢isiogicnencepa C-SAILOR
" | SAILOR PRO+ PRO+
1 Foot pedal for Dental Implantation Systems C-SAILOR | Hoxna mnemans mus ¢isiogicnencepa C-SAILOR
" | PRO+ PRO+
12. Eéaaétet for Dental Implantation Systems C-SAILOR Kpommreii 13 isiozicnencepa C-SAILOR PRO+
13 Tube holder for Dental Implantation Systems C-SAILOR | Tpumau tpyOku mis diziomicerncepa C-SAILOR
" | PRO+ PRO+
14. | USB for Dental Implantation Systems C-SAILOR PRO+ gsg;npmpm s disionicniencepa - C-SAILOR
15. | Foot pedal for endo motors C-SMART series Hosxna memans s cepii enno motopie C-SMART
16. | Adapter (DC 5V, 1.5 A) Anantep (DC 5V, 1.5 A)
17. | Adapter (DC 10V, 1.5 A) Ananrep (DC 10V, 1.5 A)
18. | Adapter (DC 5V, 1.0 A) Anantep (DC 5V, 1.0 A)
19. | Adapter (DC 5V, 0.5 A) Anantep (DC 5V, 0.5 A)
20. Lip hook line for endo motor C-SMART-I Kabeunp 3arybouuka s enjgo motopa C-SMART-I
21 File holder for endo motor C-SMART-I and apex locators | Tpumau ¢aitnie aus engo moropa C-SMART-I i
" | C-ROOT I (VI) amrekc siokaropis C-ROOT | (VI)
22. | Test wire for endo motor C-SMART-I TecroBwuii kabens st engo motopa C-SMART-I
23. Motor handle for endo motor C-SMART-I Pyuka s motopa st eago moropa C-SMART-I
24. | Battery for endo motors C-SMART-I/C-SMART SAKAYXIQ#’”OP A ennio motopis - C-SMART-I/C-
25 File holder for endo motor C-SMART-I PRO and apex | Tpumau ¢aiinie aist enno moropa C-SMART-1 PRO
" | locator C-ROOT | i arrekc jgokatopy C-ROQOT |
26. | Adapter for endo motor C-SMART-I PRO Ananrep ais engo motopa C-SMART-1 PRO
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Ha3sBa nonomiskHHX 3ac00iB Ta

Ne Name of the auxiliary equipment and accessories .
KOMILIEKTYBAJILHUX BHPOOiB
27. | Mini LED for endo motor C-SMART-mini EED mincaiuysamz ans ewto motopa C-SMART:
28. | Test wire for apex locator C-ROOT | Tecrorwmii kabens 11st anekc Jokaropy C-ROOT |
29. | Adapter for apex locator C-ROOT | Anarnrrep st areke jokaropy C-ROOT |
30. | Tooth probes for Apex Locators C-ROOT I (V1) 3y6Hi 30Hau 1is anekc jgokatopis C-ROOT | (V1)
31. | Test handle for Apex Locators C-ROOT I (V1) TectoBa pyuka s anekc mokatopis C-ROOT | (V1)
32. | Battery for Apex Locators C-ROOT 1 (VI) AxymysTop s anekc gokatopis C-ROOT | (V1)
33 Sleeve for Endo Ultrasonic Activators Ultra Smart and | Brynka anst Engoynstpa3sykoBux aktusatopis Ultra
" | Ultra Smart Al Smart i Ultra Smart Al
34 Wrench for Endo Ultrasonic Activators Ultra Smart and | Kirou mns Ennoynerpa3BykoBux aktuBaTopis Ultra
" | Ultra Smart Al Smart i Ultra Smart Al
35 Handpiece stand for Endo Ultrasonic Activators Ultra | IligcraBka mis HakoHeYHHKa EHIOYIbTPa3BYKOBHX
" | Smart and Ultra Smart Al aktuaropis Ultra Smart i Ultra Smart Al
36. | Endo Ultrasonic Activator Tip Hacagxa i EHOOYyNbTpa3ByKOBOTO —aKTHUBAaTOpa
Ultra Smart
37. | Endo Ultrasonic Activator Tip CU1 Hacamka — CUL s - EnpoyanTpassykooro
aktuBatopa Ultra Smart Al
38. | Endo Ultrasonic Activator Tip CU2 Hacazxa cu2 A ErzioyssTpassykooro
aktuBatopa Ultra Smart Al
39. | Endo Ultrasonic Activator Tip CU3 Hacazxa CU3 A ErzioysTpassykooro
aktuBatopa Ultra Smart Al
40 Motor Handpiece for Endo Motor and Apex Locator Unit | Hakoxeunuk mortopa mis Engo Moropa 3 amekc
" | C-Smart Nova nmokaropom C-Smart Nova
a1 Adapter for Endo Motor and Apex Locator Unit C-Smart | Axanrep anst Enmo mortopa 3 amekc jokatopom C-
" | Nova Smart Nova
42 Silicone base for Endo Motor and Apex Locator Unit C- | CurikoHoBa ocHoBa s EHZO MoTOopa 3 amekc
" | Smart Nova nokaropom C-Smart Nova
43 Irrigation bottle for Dental Scaler and Air Polisher PT | ®nakon s ipuramii mis 3yOHOro ckanepy i
" | Master MOBITPSIHOTO ToJTipyBanbHOro anapaty PT Master
44 Powder chamber for prophy use (black) for Dental Scaler ii?;zga aHigﬂ (qon(;{];()’mKiﬂ ;ﬂgHor:ai If;;:}mr(;
" | and Air Polisher PT Master OCYB op A Y Py
HOBITPSHOrO noJipyBanbHoro anapary PT Master
Powder chamber for perio use (orange) for Dental Scaler Kawepa  mns  mopomwy = mia  min AICCHHOTO
45, : . 3acTocyBaHHs (MoMapaHuyeBa) s 3yOHOro cKajepy i
and Air Polisher PT Master . X
HOBITPSHOT O NoJipyBanbHoro anapary PT Master
46. | Power cord for Dental Scaler and Air Polisher PT Master LHH.yp PRIBICHHA AT 3ybuoro  ckanepy i
HOBITPSHOTO noJipyBanbHoro anapary PT Master
47. | Adapter for Dental Scaler and Air Polisher PT Master A'Ha.HTGP A 3yOHOTO  CKasepy 1 MOBITPAHOTO
noJiipyBajbHOro anapaty PT Master
48. | Foot pedal for Dental Scaler and Air Polisher PT Master HO)I.(Ha mexam, i 3yOHoro ckanepy i nosirpanoro
noJiipyBajbHOro anapary PT Master
49. | Control unit for Dental Scaler and Air Polisher PT Master BHO.K YUPABJIHHA — JITA 3ybuoro  cranepy i
HOBITPSIHOTO noJipyBansHoro anapaty PT Master
Powder handpiece (for prophy use) for Dental Scaler and Haxoneunux gy - mopouiky — (uia AL ACCHIOTO
50. - . 3acTOCYBaHHs) [uisi 3yOHOTO CKajlepy i MOBITPSHOIO
Air Polisher PT Master .
nojipysansHoro anapary PT Master
51 Powder handpiece (for perio use) for Dental Scaler and | Hakoneunnk a1 mopowmky (Iuist  Iia’siCEHHOTO

Air Polisher PT Master

3actocyBaHHs1) Juisi 3yOHOTO CKajlepy i MOBITPSHOIO
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Ha3sBa nonomiskHHX 3ac00iB Ta

Ne Name of the auxiliary equipment and accessories .
KOMILIEKTYBAJILHUX BHPOOiB
noxiipyBasisHoro anapary PT Master
59 Ultrasonic handpiece for Dental Scaler and Air Polisher | VabrpasBykoBuii HAKOHEUHHK [UIst 3yOHOTO CKalepy
" | PT Master i IOBITpstHOTO NoipyBasbHOro anapary PT Master
53 Ultrasonic tips for Dental Scaler and Air Polisher PT | VYaptpa3BykoBi Hacamku mis 3yOHOTO ckajepy i
" | Master NOBITPsIHOTO NoJipyBasibHOTO anapary PT Master
Nozzle (for perio use) for Dental Scaler and Air Polisher Hacamaa - (an1 [T ACCHHOTO  BUKOPHCT A
54. 3yOHOro CcKajiepy 1 MOBITPSHOrO MOJIPYBAJIBHOTO
PT Master
anapary PT Master
55 Three-way unit for Dental Scaler and Air Polisher PT | Tpuxomouii 6Gmok jus  3yOHOro ckajgepy i
" | Master MOBITPSIHOTO MoJTipyBaibHOro anapaty PT Master
56. | Air filter for Dental Scaler and Air Polisher PT Master HOB.ITpﬂHHH qan’Tp o 3ybuoro  cxanepy i
HOBITPHOrO noJjipysanbHoro anapary PT Master
57. | Water filter for Dental Scaler and Air Polisher PT Master QUIETD I3 BOMM A 3ybroro _cxanepy i
MOBITPSHOT O NoJipyBaigbHoro anapary PT Master
LED light set for Dental Scaler and Air Polisher PT Habip CBITIOMIONTHX ~ CBITHILIMKLE U 3y6uoro
58. CKaJlepy 1 TOBITPSIHOTO MONipyBaJbHOTO amapary PT
Master
Master
3amacHe VIOITBHIOBANIbHE KiUTbIle It 3yOHOTO
59. | Spare O-ring for Dental Scaler and Air Polisher PT Master | ckanepy i moBiTpsiHOro mosipyBaibHoro amapary PT
Master
60. | Water tube for Dental Scaler and Air Polisher PT Master | LPYOK@ /Ul mozamis Boxu auut 3ybuoro cianepy i
HOBITPSHOrO noJjipyBanbHoro anapary PT Master
61. | Air hose for Dental Scaler and Air Polisher PT Master HOB.ITpﬂHHH HLIaHT U 3yGoro ckaepy i
HOBITPSHOr O noJipyBanbHoro anapary PT Master
62 Sterilization case (for powder handpiece) for Dental Scaler nyT(J)IL}IIJII)C ;IMHET%) Hg:;?gl C(If;;e HaKiOHzg:iKZHﬁfg
" | and Air Polisher PT Master POIIKY) X ‘ Py P
noJiipyBajibHOro anapaty PT Master
Unlocking tool for Dental Scaler and Air Polisher PT Therp YMEHT  JUIA p°36HOI.<yBaHHﬂ Ans  3ybHoro
63. CKaJlepy 1 TOBITPSIHOTO MoJjipyBasiibHOrO anapary PT
Master
Master
64 Spanner wrench (for nozzle) for Dental Scaler and Air | afikoBuii kirou (uist Hacaaku) 1uist 3yOGHOTO CKanepy
" | Polisher PT Master 1 OBITPSIHOTO TOJNTipyBanbHOTO anapary PT Master
Sterilization case (for ultrasonic handpiece) for Dental Qymuap - crepuisauii - (as YIIPTPasBYKOBOTO
65. . . HaKOHEYHHKA) Uit 3yOHOTO CKajiepy i MOBITPSITHOTO
Scaler and Air Polisher PT Master )
noJiipyBajibHOro anapaty PT Master
66 Torque wrench for Dental Scaler and Air Polisher PT | unamomerpuunuii o4 juis 3yOHOro ckamepy i
" | Master MOBITPSIHOTO ToJTipyBaibHOro anapaty PT Master
Spanner wrench (for air filter) for Dental Scaler and Air Taiikosuii xmou (I.[M HOBITPAHOTO ‘P%H"Tpa) N
67. - 3yOHOTO CcKajepy 1 TOBITPSHOTO IIONiPYBaIbHOTO
Polisher PT Master
anapaty PT Master
68. | Flat needle for Dental Scaler and Air Polisher PT Master HHO.CKa rofika J1a 3yOHOro CKalepy i MOBITpAHOIo
noJiipyBajibHOro anapaty PT Master
69 Foot pedal cable for Dental Scaler and Air Polisher PT | KaGenp HoxHOI mnemami s 3yGHOro ckaiepy i
) Master MOBITPSIHOTO TIOJTipyBajpHOTO anapary PT Master
70. | Sand tube for Dental Scaler and Air Polisher PT Master pr.6 K& JUDL TIOMAHI THCKY JUTt 3ybuoro cranepy i
HOBITPSHOT O NoJipyBanbHoro anapary PT Master
Powder handpiece tube for Dental Scaler and Air Polisher Tpybxa 3 HAKOHCTHHMKOM JUIA TOPOLIKY AT 3y6uoro
71. CKaJiepy 1 IOBITPSHOTO NoJipyBainbHOro amapary PT
PT Master
Master
72. | Control unit for Dental Ultrasonic Surgical Device C- | Biok YIpaBTiHHS VTS Cromarosoriaaol
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Ha3sBa nonomiskHHX 3ac00iB Ta

Ne Name of the auxiliary equipment and accessories .
KOMILUICKTYBAJIbHUX Bl/lpoﬁlB
EXPLORER YIIBTPa3BYKOBOL xipypriunoi CUCTEMU C-
EXPLORER
Sterilization case for Dental Ultrasonic Surgical Device C- Pymap A crepusamil - Ui CromatonoriHol
73. EXPLORER YIIBTPa3BYKOBOI Xipyprigsoi CHCTEMHU C-
EXPLORER
74 Handpiece (including Handpiece cord) for Dental g?gﬁzigigfigz? }Oq?ﬁ:fp:;:ﬁo:gf OHe;gP;I;?)iqig
Ultrasonic Surgical Device C-EXPLORER cneremi C-EXPLORER
75 Bracket for Dental Ultrasonic Surgical Device C- | Kpoumreiin mis CToMaTonoriyHoi yibTpa3ByKOBOI
" | EXPLORER xipypriuHoi cucremu C-EXPLORER
Foot pedal for Dental Ultrasonic Surgical Device C- Hosxna ey A CTomatozoritHol
76. EXPLORER YIIBTPa3BYKOBOI Xipypriusoi CHUCTEMHU C-
EXPLORER
Handpiece Holder for Dental Ultrasonic Surgical Device Tpuva HaKOHCHIHKa UL Cromatonoriinol
77. C-EXPLORER YJIBTPa3BYKOBOI XIpYpri4HO] CUCTEMU C-
EXPLORER
LED Light for Dental Ultrasonic Surgical Device C- CBITHOHIO}IHHH.. CBITHIIBHII U CTomatozoritHol
78. EXPLORER YIIBTPa3BYKOBOI Xipypriusoi CHUCTEMHU C-
EXPLORER
Tip Holder for Dental Ultrasonic Surgical Device C- Tpnvas Hacatin - A CromatozoriHol
79. EXPLORER YIIBTPa3BYKOBOI Xipyprigsoi CHCTEMHU C-
EXPLORER
Irrigation Hanger for Dental Ultrasonic Surgical Device C- Ipurauiiinnii e o CromatosoriHol
80. EXPLORER YIIbTPa3BYKOBOI Xipyprigsoi CHCTEMHU C-
EXPLORER
Handpiece Stand for Dental Ultrasonic Surgical Device C- Mizcraska DL HAKOHEHHIKA CromarosoriHol
81. EXPLORER YIIBTPa3BYKOBOI Xipyprigsoi CHUCTEMHU C-
EXPLORER
82 Fuse for Dental Ultrasonic Surgical Device C- | 3amo6ixkuuk misi CTOMATONOTIYHOI YIBTPa3BYKOBOI
" | EXPLORER xipypriuHoi cucremu C-EXPLORER
Torque Wrench for Dental Ultrasonic Surgical Device C- HHHaMOMeTpH‘.I.H HHIHOT - AT Cromaronoriinol
83. EXPLORER YIIBTPa3BYKOBOT xipypriuHoi CHUCTEMHU C-
EXPLORER
Ultrasonic Tips for Dental Ultrasonic Surgical Device C- ym’Tpa3ByK°Bl.. Hacamin At Cromaronoriinol
84. EXPLORER YIIBTPa3BYKOBOI XipypriuHoi CHUCTEMHU C-
EXPLORER
Power Cord for Dental Ultrasonic Surgical Device C- Kageun FRMBICHT st CromaronoridHoi
85. EXPLORER YIIbTPa3BYKOBOI Xipyprigsoi CHUCTEMHU C-
EXPLORER
Tube Holder for Dental Ultrasonic Surgical Device C- Tpnva T].J.y6KH LA CromatosoriHo
86. EXPLORER YIIbTPa3BYKOBOI Xipyprigsoi CHUCTEMHU C-
EXPLORER
Irrigation Tube for Dental Ultrasonic Surgical Device C- Ipurauiiina ..pr6KE.l s CromarooriuHoi
87. EXPLORER YJIBTPa3BYKOBOI XipypriuHoi CUCTEMU C-
EXPLORER
88 Motor Handpiece for Endo Motor and Apex Locator Unit | Hakoneunuk mortopa mis EHmo moropa 3 amekc
" | C-Smart-Mini AP+ sokaropom C-Smart-Miui AP+
89 Charging Base for Endo Motor and Apex Locator Unit C- | 3apsana Gasa s EHI0 MOTOpa 3 anekc JOKaTopoM
" | Smart-Mini AP+ C-Smart-Mini AP+
90 File clip for Endo Motor and Apex Locator Unit C-Smart- | 3amok ¢aiina it EHgo MoTopa 3 anekc JOKaTopoM

Mini AP+

C-Smart-Miui AP+
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Ha3sBa nonomiskHHX 3ac00iB Ta

Ne Name of the auxiliary equipment and accessories .
KOMILUICKTYBAJIbHUX Bl/lp061B
91 Measuring wire for Endo Motor and Apex Locator Unit C- | BumiproBaneuuii apit amst EHmo motopa 3 amekc
" | Smart-Mini AP+ nokaropom C-Smart-Miui AP+
92 Touch Probe for Endo Motor and Apex Locator Unit C- | Cencopunit matuuk it EHmZO MoTopa 3 arekc
" | Smart-Mini AP+ nokaropom C-Smart-Miui AP+
93 Lip Hook for Endo Motor and Apex Locator Unit C- | KaGens 3arybruka mis EHmo Mortopa 3 armekc
" | Smart-Mini AP+ nokaropom C-Smart-Miui AP+
94 AC adapter for Endo Motor and Apex Locator Unit C- | Amamrep 3MiHHOTO cTpyMmy juts EHo MOTOpa 3 arekc
" | Smart-Mini AP+ nokaropom C-Smart-Miui AP+
95 Tester for Endo Motor and Apex Locator Unit C-Smart- | Tectep mis Enmo motopa 3 amekc jokatopom C-
" | Mini AP+ Smart-Mini AP+
9% Wrench for Endo Motor and Apex Locator Unit C-Smart- | Kiirou s Exmo motopa 3 amekc Jiokatopom C-
" | Mini AP+ Smart-Mini AP+
97 Spray Nozzle for Endo Motor and Apex Locator Unit C- | PosmuitoBanbHa Hacaaka Juist EHIO MoTOpa 3 amekc
" | Smart-Mini AP+ nokatopom C-Smart-Mini AP+
98 Ring for Endo Motor and Apex Locator Unit C-Smart- | Kimbue mis Exmo motopa 3 amekc nokatopom C-
" | Mini AP+ Smart-Mini AP+
99 Contra Angle silicone Covers for Endo Motor and Apex | CumikoHOBI 40XJIM KyTOBOTO HAaKOHEYHHKA /st EHTO
" | Locator Unit C-Smart-Mini AP+ MoTOpa 3 anekc sokatopom C-Smart-Mini AP+
100. | Obturation Handle for Obturation system C-FILL X Pyuka mis o6typanii mis O6typatopa C-FILL X
101. | Charging Base for Obturation system C-FILL X Bapsiana 6a3a s O6typatopa C-FILL X
102. | AC adapter for Obturation system C-FILL X QﬂaHTep suiHoro ctpymy st Obtyparopa C-FILL
103 Gutta percha injecting needle for Obturation system C- | T'onka ais BBeaeHHs ryrtamepui aus O6typatopa C-
" | FILL X FILL X
104. | Wrench for Obturation system C-FILL X Kirou juist O6typaropa C-FILL X
105. | Cleaning Brush for Obturation system C-FILL X itka st yuinensst st O6ryparopa C-FILL X
106. | Thermal protector cap for Obturation system C-FILL X )T<epM°3aXHCHHH Konauok a1 Obryparopa C-FILL
107. | Test gutta-percha for Obturation system C-FILL X Tecr ryranepui aius O6typaropa C-FILL X
108 Control unit for Dental Implantation Systems C-SAILOR | Biiok ynpasninas anst ¢isiogicnencepa C-SAILOR
‘| st Sl
109. | Motor for Dental Implantation Systems C-SAILOR S1 Mortop anst ¢iziogicniercepa C-SAILOR S1
110. ggot pedal for Dental Implantation Systems C-SAILOR Hosna nexanms 1 disioicrencepa C-SAILOR S1
111. | Bracket for Dental Implantation Systems C-SAILOR S1 Kponmrreiin mist disiogicnercepa C-SAILOR S1
112 Power cord for Dental Implantation Systems C-SAILOR | KaGenp sxuBnenns mis ¢iziomicnencepa C-SAILOR
‘| S1 S1
113 Irrigation hanger for Dental Implantation Systems C- | Ilimsicka mis ipwramii mns  disiomicrencepa C-
" | SAILOR S1 SAILOR S1
114, ;’;Jbe holder for Dental Implantation Systems C-SAILOR Tpima Tpy6iu s isiogicrencepa C-SAILOR S1
115. | Fuse for Dental Implantation Systems C-SAILOR S1 3anobixkuuk s dizionicneHcepa C-SAILOR S1
116 Protective plug for Dental Implantation Systems C- | 3axucHa 3armymika ans ¢isiogicneHcepa C-SAILOR
" | SAILOR S1 S1
117 Irrigation tube for Dental Implantation Systems C- | Ipurauiiina Tpyoka must ¢isiogicnencepa C-SAILOR
" | SAILOR S1 S1
118. | O-ring for Dental Implantation Systems C-SAILOR S1 VurineHIOBaNIbHE Kimble aus  diziomicnencepa C-

9314



TOB «OJIJIEH /IEHTAJT»

04119, m. Kuis, Byin. FOpis Lnenka 83 1, odic 117
€IPTIOY 42749088,

Ten.: +38(093)4477575,
E-mail: dir_ollen@ukr.net

Ha3sBa nonomiskHHX 3ac00iB Ta

Ne Name of the auxiliary equipment and accessories .
KOMILUICKTYBAJIbHUX Bl/lpoﬁlB
SAILOR S1
119 Handpiece stand for Dental Implantation Systems C- | IlizcraBka st HakoHeYHHKa Qiziomicriencepa C-
" | SAILOR S1 SAILOR S1
120. | Control unit for Dental Implantation Systems C-Sailor Air | brox ympasmiaas s ¢isiogicriencepa C-Sailor Air
121. | Motor for Dental Implantation Systems C-Sailor Air Mortop amst ¢isiomicniercepa C-Sailor Air
122. | Foot pedal for Dental Implantation Systems C-Sailor Air Hosxna memans s disiogicrencepa C-Sailor Air
123. | Bracket for Dental Implantation Systems C-Sailor Air Kponwrreiin mai1s ¢iziomicnencepa C-Sailor Air
124. | Power cord for Dental Implantation Systems C-Sailor Air | Illuyp xuBnenns st dizioxicnencepa C-Sailor Air
125. Irr!gatlop hanger for Dental Implantation Systems C- Ipurarifinmii rak ast ¢isiogiciercepa C-Sailor Air
Sailor Air
126. | Tube holder for Dental Implantation Systems C-Sailor Air | Tpumau Tpy6ku ais ¢isiomiciercepa C-Sailor Air
127. Zl}cr)teCtlve plug for Dental Implantation Systems C-Sailor 3axucHa 3ariyika s ¢iziogicnencepa C-Sailor Air
128, 'IAr?rgatlon tube for Dental Implantation Systems C-Sailor Ipraniiina Tpy6ka a1 disionicriencepa C-Sailor Air
129 Handpiece stand for Dental Implantation Systems C-Sailor | ITigcraBka mis HakoHeYHHKA [ist (iziomicieHcepa C-
" | Air Sailor Air
130. | Fuse for Dental Implantation Systems C-Sailor Air 3anoOixkauk s diziomicrieHcepa C-Sailor Air
131. | LED lamp for Dental Implantation Systems C-Sailor Air S\?rlmomom{a namna s isionicnencepa C-Sailor
132. g;ﬁ)rszl;age device for Dental Implantation Systems C- USB-nakonuuyBau s ¢iziogicnencepa C-Sailor Air
133, 'lzl\;)rzzle holder for Dental Implantation Systems C-Sailor Tpimau nacaiu s disioicrencepa C-Sailor Air
Internal spray nozzle & Y connector for Dental | Buytpimss po3nuioBaisHa Hacaaka Ta Y -MoaiOHuUi
134. . . . A . .
Implantation Systems C-Sailor Air koHekTop Juisi piziomicniencepa C-Sailor Air
135 Handle for Endo Motor and Apex Locator Unit C-Smart | Pyuka mis Eno Mmotopa 3 anekc gokatropom C-Smart
" | Nova X Nova X
Charging base for Endo Motor and Apex Locator Unit C- | 3apsiana 6a3a mis EHmo Motopa 3 amekc JIOKaTopoM
136.
Smart Nova X C-Smart Nova X
137 Adapter for Endo Motor and Apex Locator Unit C-Smart | Aganrep ans Exmo motopa 3 amekc jiokatopom C-
" | Nova X Smart Nova X
File clip for Endo Motor and Apex Locator Unit C-Smart | 3amok ¢aiina mis EHgo MoTopa 3 anekc J0KaTropoM
138.
Nova X C-Smart Nova X
Root Apex wire for Endo Motor and Apex Locator Unit | KaGenb, cymicHuii 3 amekc jokatopoM it Exmo
139.
C-Smart Nova X MoTopa 3 anekc jJokaropom C-Smart Nova X
140. | Main unit for Root Apex locator C-ROOT | (V) T'onosnuii bnox 1 kopenesoro anexc gokaropa C-
ROOT I (V)
- TecroBuii Kabenb AJId KOPEHEBOT'O aIleKC JIOKAaTOpa
141. | Test wire for Root Apex locator C-ROOT | (V) C-ROOT I (V)
142. | Adapter for Root Apex locator C-ROOT 1 (V) ‘&/ﬂ)amep U KOPEHEBOTo aneke Jokaropa C-ROOT |
143. | File clip for Root Apex locator C-ROOT 1 (V) 3amox Qailna s Kopenesoro anexc Jiokaropa C-
ROOT I (V)
144. | Lip hook for Root Apex locator C-ROOT 1 (V) ?a(l{/y)@m Ul Koperesoro aneke fiokatopa C-ROOT
145. | Control box (with motor handle) for Dental Ultrasonic | biokx kepyBaHHA (3 pPY4YKOKW [BHIYHA) AJIs
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Ne Name of the auxiliary equipment and accessories .
KOMILIEKTYBAJILHUX BHPOOiB
Surgical Device C-EXPLORER PRO CroMaroyioriyHoi  yJabTPa3BYKOBOI  XipyprigHoi
cuctemu C-EXPLORER PRO
146 Pedal for Dental Ultrasonic Surgical Device C- | Ilemams mas  CToMarosioriuHoi — yiIsTPasByKOBOI
" | EXPLORER PRO xipypriunoi cucremu C-EXPLORER PRO
147 Bracket for Dental Ultrasonic Surgical Device C- | Kpoumreiin mis CTOMATOJIOTIYHOI YIBTPasByKOBOI
" | EXPLORER PRO xipypriunoi cucremu C-EXPLORER PRO
Irrigation hanger for Dental Ultrasonic Surgical Device C- Ipurauiiinnii e oam CromatonoriHol
148. EXPLORER PRO YIIBTPa3BYKOBOI Xipyprigsoi CHCTEMHU C-
EXPLORER PRO
Irrigation tube for Dental Ultrasonic Surgical Device C- Ipurauiiina P y6K? s CromatosoriHol
149. EXPLORER PRO YIIBTPa3BYKOBOI Xipypriusoi CHUCTEMHU C-
EXPLORER PRO
150 Handpiece for Dental Ultrasonic Surgical Device C- | Hakoneunuk misi CTOMATONOTIYHOI YIBTPa3ByKOBOT
" | EXPLORER PRO xipypriuHoi cucremu C-EXPLORER PRO
Handpiece stand for Dental Ultrasonic Surgical Device C- Hixcrania UL HAKOHCHHIKA LA CromatozoriHol
151. EXPLORER PRO YJIBTPa3BYKOBOI XIpYpri4HO] CUCTEMU C-
EXPLORER PRO
Torque wrench for Dental Ultrasonic Surgical Device C- ﬂHHaMOMeTle.I.H HHIOHOT - AT Cromaronoriinol
152. EXPLORER PRO YIIBTPa3BYKOBOI Xipypriusoi CHUCTEMHU C-
EXPLORER PRO
Power cord for Dental Ultrasonic Surgical Device C- Unyp RUBIICHHA U CromatozoriHol
153. EXPLORER PRO YIIBTPa3BYKOBOI Xipyprigaoi CHCTEMHU C-
EXPLORER PRO
Ultrasonic tips for Dental Ultrasonic Surgical Device C- yﬂpraSByKOBl.. Hacallict - 2 Cromaronor Kol
154. EXPLORER PRO YIIbTPa3BYKOBOI Xipyprigsoi CHUCTEMHU C-
EXPLORER PRO
Ultrasonic tip stand for Dental Ultrasonic Surgical Device Mincrasia JUDL - YIPTPasBYKOBHX —HACAZOK VI
155. C-EXPLORER PRO CTOMaTOJIOTIYHOI ~ YJBTPA3BYKOBOI  XipypridyHOi
cucremu C-EXPLORER PRO
Handpiece holder for Dental Ultrasonic Surgical Device Tpuva HAKOHCH MK VLA Cromatooriinol
156. C-EXPLORER PRO YIIBTPa3BYKOBOI XipypriuHoi CHUCTEMHU C-
EXPLORER PRO
Sterilization case for Dental Ultrasonic Surgical Device C- CTemeamHH{m q)y.TH’Ip. v Cromaronoriinol
157. EXPLORER PRO YJIBTPa3BYKOBOI XIpYpriyHOi CUCTEMU C-
EXPLORER PRO
158 Fuse for Dental Ultrasonic Surgical Device C- | 3amo6ixuuk mist CTOMATONOTIYHOI YIBTPa3BYKOBOI
" | EXPLORER PRO xipypriunoi cucremu C-EXPLORER PRO
LED light for Dental Ultrasonic Surgical Device C- CaiTnomonse JACBIACHIA AU CroMatooriHol
159. EXPLORER PRO YIIbTPa3BYKOBOI Xipyprigsoi CHUCTEMHU C-
EXPLORER PRO
Tube holder for Dental Ultrasonic Surgical Device C- Tpnva TP.y6KH LA CromarosoriuHoi
160. EXPLORER PRO YIBTPa3BYKOBO1 X1pypriuyHoi CUCTEMU C-
EXPLORER PRO
Motor handpiece for Endo Motor and Apex Locator Unit, | Hakoneunuk mortopa mins Enpgo Moropa 3 amekc
161. - .
model C-Smart-I Pilot nokatopom, mozens C-Smart-1 Pilot
162 Control unit for Endo Motor and Apex Locator Unit, | OcHoBumit 6nox it ExHmo Mortopa 3 amexc
" | model C-Smart-I Pilot sokatopom, mozens C-Smart-1 Pilot
AC adapter for Endo Motor and Apex Locator Unit, | Amanrep 3minHoro crpymy i EHo MoTopa 3 anexc
163. - :
model C-Smart-I Pilot nokaropom, mojenb C-Smart-1 Pilot
164 Silicone plug for Endo Motor and Apex Locator Unit, | CumikoHoBa 3armymika mias EHgo motopa 3 amekc

model C-Smart-I Pilot

nokatopom, mozens C-Smart-1 Pilot
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Ne Name of the auxiliary equipment and accessories Hassa HORHIEARXAC00IR ra
KOMILUICKTYBAJIbHHAX BHpOﬁlB
165 Contra-angle Silicone Cover for Endo Motor and Apex CJEHIEOH(;BI;P:)TEOEOE ai%i?iﬁiigr%MHaﬁzHging
" | Locator Unit, model C-Smart-I Pilot - e P DOM; MOZ
Smart-I Pilot
166 Spray nozzle for Endo Motor and Apex Locator Unit, | Po3nmmoBansaa Hacanka amst EHmo mortopa 3 amekc
" | model C-Smart-I Pilot nokatopom, mozenb C-Smart-I Pilot
167 Seal rings for Endo Motor and Apex Locator Unit, model | YminearoBameHi Kimbusa mis EHZO MoTOpa 3 amekc
" | C-Smart-I Pilot nokatopom, mozxenb C-Smart-I Pilot
168 Wrench for Endo Motor and Apex Locator Unit, model C- | IaiikoBuii kmrou must Emmo mortopa 3 amekc
" | Smart-I Pilot nmokaropom, moaens C-Smart-I Pilot
169 Lip Hook for Endo Motor and Apex Locator Unit, model | 3aryoruk nmnst EHmo morTopa 3 amekc JIOKaTOpOM,
" | C-Smart-I Pilot Moxenb C-Smart-1 Pilot
Tester for Endo Motor and Apex Locator Unit, model C- | Tectep mns EHmo MoTOpa 3 ameKkc JOKaTOpOM,
170. : .
Smart-I Pilot Moxenb C-Smart-1 Pilot
171 File Clip for Endo Motor and Apex Locator Unit, model | 3aruckaa @Qaiima w1 Enmo wmoTtopa 3 amekc
" | C-Smart-I Pilot nokatopom, moxenb C-Smart-I Pilot
172 Disposable Dental Irrigation Needles for Endo Motor and ]? Hngl)wag(T):l acgzﬁiizﬂgggi lgﬁrﬁgnibrggﬁlgi
" | Apex Locator Unit, model C-Smart-I Pilot Piﬁllit P RON, IO
173 Measuring Wire for Endo Motor and Apex Locator Unit, | BumiproBansanii kabens anst EHmo motopa 3 amexc
" | model C-Smart-I Pilot nokatopom, moxenb C-Smart-I Pilot
174 Screwdrivers for Endo Motor and Apex Locator Unit, | Bukpyrku mmt EHno moTopa 3 amekc IIOKaTopom,
" | model C-Smart-I Pilot Moxenb C-Smart-1 Pilot
175 Mandrel holder for Endo Motor and Apex Locator Unit, | Tpumaa ompasku nmns EHDo Motopa 3  amekc
" | model C-Smart-I Pilot nokatopom, moxenb C-Smart-I Pilot
176 Disposable protective sleeve for Endo Motor and Apex | OmHOpa3oBuii 3axucHuii Yoxon mii EHno mortopa 3
" | Locator Unit, model C-Smart-I Pilot amekc Jjokatopom, moaers C-Smart-I Pilot
177 Saw Blades for Endo Motor and Apex Locator Unit, | Pixyui ne3a mast EHno mMoTopa 3 amekc JIOKaTopom,
" | model C-Smart-I Pilot Moxenb C-Smart-1 Pilot
Ejector Pin for Endo Motor and Apex Locator Unit, model | Bumrosxysau mns EHIo MOTOpa 3 ameke JTIOKaTOpOM,
178. . .
C-Smart-I Pilot Moxenb C-Smart-1 Pilot
179 Thickness Gauge for Endo Motor and Apex Locator Unit, | BumiproBau ToBmmHM amst Erno Motopa 3 amekc
" | model C-Smart-I Pilot nokatopom, moxenb C-Smart-I Pilot
180 Foot pedal for Dental Ultrasonic Surgical Device C- | Hoxna memanb ast CTOMATOJIOTIYHOT YIIBTPa3ByKOBOI
" | EXPLORER SG xipypriunoi cucremu C-EXPLORER SG
181 Ultrasonic tips for Dental Ultrasonic Surgical Device C- y;;m;?y;{::; Hai?ﬂmriqggf Cz;ffgﬁiorm{g
" | EXPLORER SG g, ] pyP
’ 1y,
,' J LRAY / /
Director LLC «OLLEN-DENTAL:»/ N ; / / L
Itupextop TOB «OJLIEH-JTER A/jI» = \\ EN/177, 4 Vall,e.r ‘yi g":l‘fk/
3a Jlopy4eHHsIM Bnpoﬁﬂmca TEHT Slgyature Stamp / e B. O

HII[HI/IC reJyaTKa
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Annex 3 to Declaration of Conformity No. 4/ver. 12
Honatok 3 1o dexaapamnii npo BignoBiguicte Ne 4/ver. 12

List of national, European, international regulations and legal acts and standards /
Ilepenik HAIOHANBHUX, €BPONEHCHKHUX Ta Mi>KHAPOAHUX HOPMATHBHO-TIPABOBHX AKTIB Ta
CTaHIAPTIB

HanionanbHi cranaapTu, siKki BK/II0YeHi 10 nepeiiky HallioHAJbHUX CTAHAAPTIB, AKi BiANOBi1a10TH
€BPOMNeiicCbKUM rapMOHI30BAHMM CTAHJAPTAM Ta J00POBiJIbHE 3aCTOCYBAHHS AKHUX MOKe
cnpuiiMaTics SIK J0Ka3 BiINOBiTHOCTI MeTnyHUX BHPOO6iB BUMoram TexHiuHOro perjiaMeHTy 1ioao
MeIUYHUX BHPOODIB:

. JACTY EN ISO 13485:2018 Bupobu Meanuni. Cucrema ynpasiiHHs SIKICTIO. BuMorn no perymoBaHHs
(EN ISO 13485:2016, IDT; 1SO 13485:2016/EN 1SO 13485:2016/A11:2021);
° JACTY EN ISO 15223-1:2022 Bupo6u menuaai. CHMBOJIH, 3aCTOCOBAHI i Yac MapKyBaHHS Ha MEIUIHHUX

BHUPO0OAax, ETUKETKAaX Ta B CympoBimHiil mokymenraiii. Yactuna 1. 3araneni Bumoru (EN 1SO 15223-1:2021, IDT,;
ISO 15223-1:2021, IDT);

° JACTY EN 60601-1-2:2018 Bupobu mennuni enekrpryHi. Yactira 1-2. 3aramsHi BUMOTH MOA0 Oe3meKn
Ta OCHOBHHX poOounx xapaktepuctuk. JlomatkoBuili crangapt. EnexTpomardiTHa cymicHicTh. Bumoru Ta
sunpoOyBanns (EN 60601-1-2:2015/A1:2021; IEC 60601-1-2:2014/A1:2020);

. JACTY EN 1041:2019 Bupo6u meauusi. [adpopmartis, ssky zHagae Bupooruk (EN 1041:2008);

. ACTY EN 62304:2014 IIporpamue 3a0e3le4eHHS MEIUYHUX MPUCTPOIB. [Ipolecw XUTTEBOTO IUKIY
nporpamuoro 3abesneuenns (EN 62304:2006, IDT). 3i 3minoro 1:2019;

. JCTY EN 60601-1-6:2015 Bupobu menuusi enekrpuuni. Yactuna 1-6. 3araibHi BUMOTH 11040 O€3MeKU

Ta OCHOBHHX po0OYHMX xapakrepucTHK. [lomatkoBuii craHmapt. Excmoyartamiiina mpupataicts (EN 60601-1-
6:2010/A1:2015, IDT; IEC 60601-1-6:2010/A1:2013, IDT);

. JCTY EN 1640:2015 CtomaTosoris. Bupobu Menu4Hi CTOMATOJIOTIYHI. Y CTaTKOBaHHS. 3arajibHi TEXHIYHI
BuMoru (EN 1640:2009);

. ACTY EN ISO 17664:2018 Crepumizamis MmequuHux BupoOiB. [Hopmaris, sxy Hamae BHPOOHHK
MEIUYHUX BUPOOIB 11010 cTepuiizaiii Mmemquunux Bupoois (EN ISO 17664:2017; ISO 17664:2017);

° ACTY EN ISO 10993-5:2022 bionoriyae omiHIOBaHHS MenudHuX BHpoOiB. Yactuna 5. Tectm Ha
OUTOTOKCUYHICT in vitro (EN ISO 10993-5:2009; 1SO 10993-5:2009);

. Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical
devices;

. EN ISO 14971:2019 Medical devices - Application of risk management to medical devices;

. EN 60601-1:2006+A11:2011+A1:2013+A12:2014 Medical electrical equipment - Part 1: General
requirements for basic safety and essential performance;

. EN 60601-1-2:2015 Medical electrical equipment - Part 1-2: General requirements for basic safety and
essential performance - Collateral Standard: Electromagnetic disturbances — Requirements and tests;

. ISO 15223-1:2021 Medical devices - Symbols to be used with information to be supplied by the
manufacturer - Part 1: General requirements;

. EN 1041:2008+A1:2013 Information supplied by the manufacturer of medical devices;

. EN 1SO 1797:2017 Dentistry - Shanks for rotary and oscillating instruments;

o ISO 10993-1:2018 Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk
management process;

. EN 1SO 10993-5:2009 Biological evaluation of medical devices — Part 5: Tests for in vitro cytotoxicity;

. EN 1SO 10993-10:2013 Biological evaluation of medical devices — Part 10: Tests for irritation and skin

sensitization;
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. EN 62366-1:2015 Medical devices - Part 1: Application of usability engineering to medical devices. EN
62304:2006 Medical device software - Software life cycle processes;

. EN 60601-1-6:2010 Medical electrical equipment - Part 1-6: General requirements for basic safety and
essential performance - Collateral standard: Usability;

. EN 1640:2009 Dentistry - Medical devices for dentistry — Equipment;

. EN ISO 7153-1:2016 Surgical instruments - Materials - Part 1: Metals;

. EN ISO 17664:2017 Sterilization of medical devices - Information to be provided by the manufacturer for
the processing of resterilizable medical devices;

. EN ISO 21530:2004 Dentistry - Materials used for dental equipment surfaces - Determination of resistance
to chemical disinfectants;

. EN ISO 14457:2017 Dentistry - Handpieces and motors;

. EN 62471:2008 Photobiological safety of lamps and lamp systems;

. EN ISO 7405:2018 Dentistry - Evaluation of biocompatibility of medical devices used in dentistry;

. EN 60068-2-1:2007 Environmental testing - Part 2-1: Tests - Test A: Cold;

° EN 60068-2-2:2007 Environmental testing - Part 2-2: Tests - Test B: Dry heat;

° EN 60068-2-78:2013 Environmental testing - Part 2-78: Tests - Test Cab: Damp heat, steady state;

. EN 60068-2-31:2008 Environmental testing - Part 2-31: Tests - Test Ec: Rough handling shocks, primarily
for equipment-type specimens;

. EN 60068-2-6:2008 Environmental testing - Part 2-6: Tests - Test Fc: Vibration (sinusoidal);

. EN 80601-2-60:2015 Medical electrical equipment - Part 2-60: Particular requirements for the basic safety
and essential performance of dental equipment;

. Directive 2002/96/EC of the European parliament and of the council of 27 January 2003 on waste electrical
and electronic equipment (WEEE) sexdty, /
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