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. 13

JEKJIAPALISA PO BIAIMOBIJAHICTD
Ne 4/ver. 13

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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Certificate of Conformity Ne UA.MD.366-21 version 08 valid
from 10.09.2026 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 BignmoBigHicTe No UA.MD.366-21 pemakiis
08, tepmin aii Bix 10.09.2026 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 10.09.2026 to

27.05.2031.

JHexmapanis mpo BigmosimHicTe nmificna 3 10.09.2026 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. LT
4\\? Shelbaclotly //
K\l AT

Hesin’emHor0 yactuHOIO naHoi Jlexnmapamii mpo BiAmoBiqHICTE
€ HacTymHi JonaTtku;

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

E{ =
Director LLC «OLLEN-DENT;
Jupexrop TOB «OJLIEH-JIBHT:

Valeriya Rimek /
Pimex B. @.

3a JlopydennsM BUDOOHHKA * f‘.\.il,:r‘ —

N

ITignwuc, meuaTka

2318
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04119, m. Kuis, Byin. FOpis Lnenka 83 1, odic 117
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Ten.: +38(093)4477575,
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Annex 1 to Declaration of Conformity No 4/ver. 13/
Honatok 1 1o dexnapamnii npo BignoBiguicte Ne 4/ver. 13
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 Handpi_eces CX235C1 for Eqdo Motor Konrpkyrosuii Hakoneuruk CX235C1 ans enzio motopa
and Apex Locator Unit, model C-Smart-1 Pilot 3 amnekc Jlokatopom, mozeabs C-Smart-1 Pilot

17 Geared Angle Handpi_eces CX235C4 for En_do Motor Konrpkyrosuii nakoneunnk CX235C4 st enjo Motopa
and Apex Locator Unit, model C-Smart-I Pilot 3 arekc Jiokatopom, mozeibr C-Smart-1 Pilot

18, Geared Angle Handpi_eces CX235C6 for En_do Motor Konrpkyroswuii Hakoneunuk CX235C6 JUI @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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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 nokarop 3 myisntectepom 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;:grl/l ckanep I NOBITpAHHii noNipyBanLHui anapar PT
49. | Dental Scaler and Air Polisher PT EX A E};?}XM ckaep I NOBITpAHHii MoNIpyBaLHui anapar PT
50. | Dental Scaler and Air Polisher PT EX B E};?%HH ckanep I NoBITpAHHii nonipyBaskHui anapar PT
51 | Dental Air Polisher PT EX C CroMaroorivHuii HoIipyBalbHUH MiCKOCTPYMUHHHII
amapatr PT EX C
. . L~ Cromarosioriuta yIibTpa3ByKoBa Xipypriuta cucTemMa
52. Dental Ultrasonic Surgical Device C-EXPLORER C-EXPLORER
53 Dental Ultrasonic Surgical Device C-EXPLORER Cromarosoriyia yipTpa3ByKoBa XipypriuHa cucrema
) PRO C-EXPLORER PRO
54. | Dental Ultrasonic Surgical Device C-EXPLORER SG CTomatosoriKa y/ILTpassyKoBa Xipypriuna cuctema

C-EXPLORER SG
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Annex 2 to Declaration of Conformity No 4/ver. 13/
Honatok 2 no dexaapamnii npo BignoBiguicte Ne 4/ver. 13
Auxiliary equipment and accessories / JlonomizkHi 3aco6u Ta KOMIUIEKTYBAJIbHi BUPOOH

Ha3Ba nonoMizkHuX 3ac00iB Ta

Ne Name of the auxiliary equipment and accessories .
KOMILIEKTYBAJIbHUX BUPOOIB
1 Motor with wire for Dental Implantation Systems Morop 3 kabestem 3 dhisioicrencepa C-SAILOR
C-SAILOR
2 Water supply pipe for Dental Implantation Systems TpyOka, sika ojiae Boay Jis ¢isiomicriercepa
' C-SAILOR C-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 ynpasniaas 1t ¢disiomiciiercepa C-SAILOR
) PRO+ PRO+
5 Power cord for Dental Implantation Systems C-SAILOR Kab6enb xusnennst ast ¢iziogicnercepa 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 [MixBicka mist ipuramii amnst iziomicreHcepa
) C-SAILOR PRO+ C-SAILOR PRO+
8 Motor with cable for Dental Implantation Systems Mortop 3 kabenem st iziomiciencepa C-SAILOR
) C-SAILOR PRO+ PRO+
9 Handpiece stand for Dental Implantation Systems [TixcTaBKa 1y HAKOHEYHHKA (iziomicriencepa
) C-SAILOR PRO+ C-SAILOR PRO+
10 Protective plug for Dental Implantation Systems 3axwucHa 3arymka s ¢isiogicnencepa C-SAILOR
" | C-SAILOR PRO+ PRO+
1 Foot pedal for Dental Implantation Systems C-SAILOR Hoxxna nemans aist ¢iziomiciencepa 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 tpy6ku ais diziomicnencepa C-SAILOR
" | PRO+ PRO+
14. | USB for Dental Implantation Systems C-SAILOR PRO+ gsg;npmpm s disionicrencepa 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 daiinis s engo moropa C-SMART-I i
" | C-ROOT I (VI) amrekc siokaropis C-ROOT | (VI)
22. | Test wire for endo motor C-SMART-I TecroBuii kabens st enao motopa C-SMART-I
23. Motor handle for endo motor C-SMART-I Pyuka s motopa st eago moropa C-SMART-I
) e AKyMyIATOp IJIs1 €HAO0 MOTOPIB
24. | Battery for endo motors C-SMART-I/C-SMART C-SMART-I/C-SMART
25 File holder for endo motor C-SMART-1 PRO and apex Tpumay ¢aitnis s enno moropa C-SMART-I 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
. i i LED mniacBidyBaHHS Ui €HIO MOTOPA
27. | Mini LED for endo motor C-SMART-mini C-SMART-miHi
28. | Test wire for apex locator C-ROOT | Tecrorwmii kabens st aneke Jokaropy C-ROOT |
29. | Adapter for apex locator C-ROOT | Anarnrrep st areke jokaropy C-ROOT |
30. | Tooth probes for Apex Locators C-ROOT | (V1) 3y6Hi 30uau 15t aneke Jokatopis C-ROOT | (V1)
31. | Test handle for Apex Locators C-ROOT I (V1) TectoBa pyuka s anekc Jokaropis C-ROOT | (V1)
32. | Battery for Apex Locators C-ROOT I (V1) Axymynstop s anekc nokaropie C-ROOT | (V1)
33 Sleeve for Endo Ultrasonic Activators Ultra Smart and Brynka anst Ennoynsrpa3BykoBux aktuBatopis Ultra
" | Ultra Smart Al Smart i Ultra Smart Al
34 Wrench for Endo Ultrasonic Activators Ultra Smart and Kurou st EnpoynetpasBykoBux akruBaropis Ultra
" | Ultra Smart Al Smart i Ultra Smart Al
35 Handpiece stand for Endo Ultrasonic Activators Ultra [TincraBka mis HakOHEYHHKA EHIOYIBTpa3ByKOBUX
" | Smart and Ultra Smart Al aktuaropis Ultra Smart i Ultra Smart Al
36. | Endo Ultrasonic Activator Tip Hacanxa nins EHOYIbTpa3ByKOBOIO aKTUBAaTOpa
Ultra Smart
37. | Endo Ultrasonic Activator Tip CU1 Hacanka CUL nna EnoynsTpasBykoBoro
aktuBatopa Ultra Smart Al
38. | Endo Ultrasonic Activator Tip CU2 Hacanxa CU2 11 EHzoynbTpa3sBykoBOro
aktuBatopa Ultra Smart Al
39. | Endo Ultrasonic Activator Tip CU3 Hacanxa CU3 nna EngoynsTpasBykoBoro
aktuBatopa Ultra Smart Al
40 Motor Handpiece for Endo Motor and Apex Locator Unit | Hakoxeunuk motopa mist EHI0 MOTOpa 3 amekc
" | C-Smart Nova nmokaropom C-Smart Nova
a1 Adapter for Endo Motor and Apex Locator Unit C-Smart Anantep nist EHIO MOTOpA 3 anekc JI0KaTopoM
" | Nova C-Smart Nova
42 Silicone base for Endo Motor and Apex Locator Unit CuikoHOBa 0cHOBA it EHI0 MOTOpa 3 anekc
" | C-Smart Nova nokaropom C-Smart Nova
43 Irrigation bottle for Dental Scaler and Air Polisher PT ®dnakoH juis ipurarii st 3yOHOTO cKaiepy i
" | Master MOBITPSIHOTO ToJTipyBaibHOTO anmapaty PT Master
44 Powder chamber for prophy use (black) for Dental Scaler ii?;zga Z;szo(zzm}g m;; }éaléljg:gtiﬁe ;
" | and Air Polisher PT Master OCYB bra) A 3y Py
HOBITPSHOrO noJipyBanbHoro anapary PT Master
Powder chamber for perio use (orange) for Dental Scaler Kawepa a1 moporicy At A’ CEHHOTO .
45, : . 3acTocyBaHHs (moMapaH4eBa) it 3yOHOTO CKajepy i
and Air Polisher PT Master . .
HOBITPSHOT O NoJipyBanbHoro anapary PT Master
46. | Power cord for Dental Scaler and Air Polisher PT Master LHH.yp PRUBIICHHA 11 3ybHoro cxaepy i
HOBITPSHOTO noJipyBanbHoro anapary PT Master
47. | Adapter for Dental Scaler and Air Polisher PT Master A'Ha.HTGP At 3ybHoro ckazepy i MOBITpAHOTo
noJiipyBajbHOro anapaty PT Master
48. | Foot pedal for Dental Scaler and Air Polisher PT Master HO)I.(Ha neAait, Al 3yOHOTo CKalepy i NOB{TpAHOro
noJiipyBajbHOro anapary PT Master
49. | Control unit for Dental Scaler and Air Polisher PT Master BHO.K YTPABJIHHA 213 3ybuoro cxanepy i
HOBITPSTHOTO MoJipyBansHOro anapary PT Master
Powder handpiece (for prophy use) for Dental Scaler and HaxoHeuHuK Ju1 nopowky (s Hax AICCHHOTO
50. - . 3aCTOCYBaHHsI) isl 3yOHOTO CKajepy i MOBITPSHOrO
Air Polisher PT Master .
nojipysansHoro anapary PT Master
51 Powder handpiece (for perio use) for Dental Scaler and HakoHeuHHK Ut MOPOIIKY (IJ1s1 TiJ’ SICEHHOTO

Air Polisher PT Master

3acTocyBaHHs1) Uil 3yOHOTO CKajiepy i MOBIiTPSHOrO
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Ha3sBa nonomiskHHX 3ac00iB Ta

Ne Name of the auxiliary equipment and accessories .
KOMILIEKTYBAJILHUX BHPOOiB
noJipyBansHOro amapary PT Master
59 Ultrasonic handpiece for Dental Scaler and Air Polisher VieTpa3ByKkoBHil HAKOHEYHHK 171t 3yGHOTO CKaepy
" | PT Master i IOBITpstHOTO NoJTipyBajibHOTrO anapary PT Master
53 Ultrasonic tips for Dental Scaler and Air Polisher PT VY pTpa3ByKoBi Hacaaku At 3yOHOTO cKajepy i
" | Master NOBITPsIHOTO NoJipyBasibHOTO anapary PT Master
Nozzle (for perio use) for Dental Scaler and Air Polisher Hacanxa (nus iz JICEHHoro BHKOPHC.TaHHﬂ) oA
54. 3y0OHOro cKajiepy i HOBITPSHOTO MOJIiPYBAJILHOTO
PT Master
anapary PT Master
55 Three-way unit for Dental Scaler and Air Polisher PT Tpuxonosuit 6510k 1711 3yOHOTO CcKanepy i
" | Master MOBITPSIHOTO MoJTipyBaibHOro anapaty PT Master
56. | Air filter for Dental Scaler and Air Polisher PT Master HOB.ITpﬂHHH (blm’.Tp s 3ybuoro ckanepy i
HOBITPHOrO noJjipysanbHoro anapary PT Master
57. | Water filter for Dental Scaler and Air Polisher PT Master DUILTD L1 BOMK JULA 3y0noro ckanepy |
MOBITPSHOT O NoJipyBaigbHoro anapary PT Master
LED light set for Dental Scaler and Air Polisher PT Habip CBITIOMIOHX CBITHILIHIILB U 3ybuoro
58. CKaJIepy 1 MOBITPSIHOTO MOJipyBanbHOTO anapaty PT
Master
Master
3amacHe yIIiTbHIOBaJIbHE Kijblle A 3yOHOTO
59. | Spare O-ring for Dental Scaler and Air Polisher PT Master | ckanepy i nmoBiTpsiHOro mojiipyBanbHoro amnapary PT
Master
60. | Water tube for Dental Scaler and Air Polisher PT Master | | PYOKa A1 MOMARHA BOM At 3yOHOTO CKanepy i
HOBITPSHOrO noJjipyBanbHoro anapary PT Master
61. | Air hose for Dental Scaler and Air Polisher PT Master HOB.ITP’IHHH HUTAHE AT 3yGuoro ckazepy i
HOBITPSHOr O noJipyBanbHoro anapary PT Master
62 Sterilization case (for powder handpiece) for Dental Scaler nyT(J)IL}IIJII)C ﬂ;“ﬂfg"%ﬂ;ﬁgtgﬁ: H?ﬁ:}jﬁ:iﬁfgﬂ
| and Air Polisher PT Master POLLIKY) ATA 5y Py p
noJiipyBajibHOro anapaty PT Master
Unlocking tool for Dental Scaler and Air Polisher PT Therp YMEHT JUT1 p036H0KyB.aHHﬂ A 3ybroro
63. CKaJlepy 1 MOBITPSIHOTO MoJlipyBaibHOTO anapaty PT
Master
Master
64 Spanner wrench (for nozzle) for Dental Scaler and Air IaiikoBuit kirou (1u1st HacaKK) AJst 3yOHOTO cKajiepy
" | Polisher PT Master 1 OBITPSIHOTO TOJNTipyBanbHOTO anapary PT Master
Sterilization case (for ultrasonic handpiece) for Dental DyTAp LA CTEpUITizaILi (21 YAILTPASBYKOBOTO
65. - . HaKOHEYHHKA) 71 3yOHOTO CcKaJiepy i MOBITPSTHOTO
Scaler and Air Polisher PT Master )
noJiipyBajibHOro anapaty PT Master
66 Torque wrench for Dental Scaler and Air Polisher PT JluHamMoMeTpuIHU Kitrod [yt 3yOHOTo cKaepy i
" | Master MOBITPSIHOTO ToJTipyBaibHOro anapaty PT Master
Spanner wrench (for air filter) for Dental Scaler and Air Paiixosuit k0w (I.[M TTOBITPAHOTO (plm’Tpa) e
67. - 3yOHOTrO0 cKaiepy i HOBITPSHOTO MOJIiPYBaJILHOTO
Polisher PT Master
anapaty PT Master
68. | Flat needle for Dental Scaler and Air Polisher PT Master HHO.CKa roJika Ji1s 3yOHOro cKanepy i HoBiTpAHOro
noJiipyBajibHOro anapaty PT Master
69 Foot pedal cable for Dental Scaler and Air Polisher PT KaGenp HOHOT TIegani st 3yGHOTO cKaepy i
) Master MOBITPSIHOTO TIOJTipyBajpHOTO anapary PT Master
70. | Sand tube for Dental Scaler and Air Polisher PT Master pr.6 K@ JUTA TIOZIATHA TICKY JUTA 3y6oro cranepy i
HOBITPSHOT O NoJipyBanbHoro anapary PT Master
Powder handpiece tube for Dental Scaler and Air Polisher Tpybxa 3 HAKOHCHIHKOM JUA TIOPOIIKY JIT 3ybmoro
71. CKaJIepy 1 MOBITPSIHOTO MOJIIPYBAJIbHOTO anapary PT
PT Master
Master
72. | Control unit for Dental Ultrasonic Surgical Device brok ynpasninus asst CToMaToONOTi4uHOT
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C-EXPLORER YIBTPa3BYKOBOI XipypriuHOi CHCTEMHU
C-EXPLORER
Sterilization case for Dental Ultrasonic Surgical Device Dyraap Ana CTCPHIIZALILL JUIA Cromatozorimof
73. C-EXPLORER YIIBTPa3BYKOBOI XipypTidHOI CHCTEMH
C-EXPLORER
74 Handpiece (including Handpiece cord) for Dental gjgﬁzigigfiéii?o;:?zfgmfgfo?ilfOHefﬁﬁﬁ) oA
" | Ultrasonic Surgical Device C-EXPLORER cHCTeM C-EXPL(})IREIFJQ Y pyp
75 Bracket for Dental Ultrasonic Surgical Device Kpownmrreiin st CTOMATONOTIYHOT YIbTPa3ByKOBOT
" | C-EXPLORER xipypriuHoi cucremu C-EXPLORER
Foot pedal for Dental Ultrasonic Surgical Device Hoxxa nezas o CTO.MaT.(.)HOHqHOI
76. C-EXPLORER YIBTPa3BYKOBOI XIPYpPri4HOI CUCTEMHU
C-EXPLORER
Handpiece Holder for Dental Ultrasonic Surgical Device Tpivat HAKOHEHMIKA /I QTOMaTOHOHqHOl
77. C-EXPLORER YJIBTPa3BYKOBOI XIPYPIiuHOI CUCTEMU
C-EXPLORER
LED Light for Dental Ultrasonic Surgical Device CB]THOHIOHHHI{I..CI%ITHHL.HHK..MH CromatozoriHol
78. C-EXPLORER YIBTPa3BYKOBOI XIPYpPr14HOI CUCTEMHU
C-EXPLORER
Tip Holder for Dental Ultrasonic Surgical Device Tpnvas HacaliH U C.T OMETOJOTTAHOL
79. C-EXPLORER YIBTPa3BYKOBOI XIPYypri4HOI CUCTEMU
C-EXPLORER
Irrigation Hanger for Dental Ultrasonic Surgical Device Ipurauiiinnii raK At C.TOME.l.TonorquOI
80. C-EXPLORER YIBTPa3BYKOBOI XIPYypri4HOI CUCTEMU
C-EXPLORER
Handpiece Stand for Dental Ultrasonic Surgical Device Mizcraska fis HAKOHCHHHEKA CromarosoriHo
81. C-EXPLORER YIBTPa3BYKOBOI XIPYypri4HOI CUCTEMU
C-EXPLORER
82 Fuse for Dental Ultrasonic Surgical Device 3ano6ixauK 111 CTOMATOIOTIYHOI YIBTPa3ByKOBOT
" | C-EXPLORER xipypriuHoi cucremu C-EXPLORER
Torqgue Wrench for Dental Ultrasonic Surgical Device HHHaMOMeTpH‘.I.H HIH IO T Cromarosoriof
83. C-EXPLORER YIIBTPa3BYKOBOI XipypriuHOi CHCTEMHU
C-EXPLORER
Ultrasonic Tips for Dental Ultrasonic Surgical Device yHI’Tp%ByKOBl..H%CwKIfI A Cromarooriinof
84. C-EXPLORER YIABTPa3BYKOBOI XIPYypPri4HOI CUCTEMHU
C-EXPLORER
Power Cord for Dental Ultrasonic Surgical Device Kageun PRHBIICHHA U1 .CTOIY.IaTOHOHqHOl
85. C-EXPLORER YIBTPa3BYKOBOI XIPypri4HOI CUCTEMU
C-EXPLORER
Tube Holder for Dental Ultrasonic Surgical Device Tpnva pr6KP.I. o CT.OMaTOHOFHHOl
86. C-EXPLORER YIBTPa3BYKOBOI XIPypri4HOI CUCTEMU
C-EXPLORER
Irrigation Tube for Dental Ultrasonic Surgical Device Ipurauiiina pr?K.a HM.CTO.WTOHOFHHOI
87. C-EXPLORER YJABTPa3BYKOBOI XIPYpPri4HOI CUCTEMHU
C-EXPLORER
Motor Handpiece for Endo Motor and Apex Locator Unit | Hakoreunuk motopa mist EHIo MoTOpa 3 arekc
88. C-Smart-Mini AP+ sokaropom C-Smart-Mini AP+
89 Charging Base for Endo Motor and Apex Locator Unit 3apsiana 6a3a st EHo MOTOpa 3 arekc JTI0KaTopoM
" | C-Smart-Mini AP+ C-Smart-Mini AP+
90 File clip for Endo Motor and Apex Locator Unit 3amok daitna s EHmo MoTopa 3 arnekce J0KaTopoM

C-Smart-Mini AP+

C-Smart-Miui AP+
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91 Measuring wire for Endo Motor and Apex Locator Unit BumiproBansauit apit st EHgo MoTopa 3 anekc
" | C-Smart-Mini AP+ nokaropom C-Smart-Miui AP+
92 Touch Probe for Endo Motor and Apex Locator Unit Cencopumuii matuuk st EHI0 MOTOpa 3 arekc
" | C-Smart-Mini AP+ nokaropom C-Smart-Miui AP+
93 Lip Hook for Endo Motor and Apex Locator Unit KaGemns 3ary6ouunka mist EHmo MoTopa 3 arekc
" | C-Smart-Mini AP+ nokaropom C-Smart-Miui AP+
94 AC adapter for Endo Motor and Apex Locator Unit Anarnrep 3MiHHOTO cTpyMy Iu1st EHII0 MOTOpa 3 arekc
" | C-Smart-Mini AP+ nokaropom C-Smart-Miui AP+
95 Tester for Endo Motor and Apex Locator Unit Tecrep s EHo MoTOpa 3 amekc J0KaTopoM
" | C-Smart-Mini AP+ C-Smart-Mini AP+
9% Wrench for Endo Motor and Apex Locator Unit Kutrou uist EHIo MOTOpa 3 arekc J0KaTopoM
" | C-Smart-Mini AP+ C-Smart-Mini AP+
97 Spray Nozzle for Endo Motor and Apex Locator Unit PosnumoBansHa Hacaaka st EHIo MOTOpa 3 anekc
" | C-Smart-Mini AP+ nokatopom C-Smart-Mini AP+
98 Ring for Endo Motor and Apex Locator Unit Kinbue mis Eno Motopa 3 arekc 10KkaTopom
" | C-Smart-Mini AP+ C-Smart-Mini AP+
99 Contra Angle silicone Covers for Endo Motor and Apex CuitikoHOBI 9OXJIH KyTOBOTO HAKOHEYHHKa Jiisi EHT0
" | 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 3MiHROTO cTpyMy st O0ryparopa C-FILL
103 Gutta percha injecting needle for Obturation system Tonka mist BBeACHHS rytamnepui st O6typartopa
| C-FILL X C-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 Konatox A O6typatopa 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 ynpasninns st diziogicnencepa 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 Kabeunp sxusnenns aist ¢isiogicnieHcepa C-SAILOR
‘| S1 S1
113 Irrigation hanger for Dental Implantation Systems [MixBicka st ipurauii anst ¢izioxicneHcepa
" | C-SAILOR S1 C-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 3axucHa 3ariymka juist ¢isiogicnencepa C-SAILOR
" | C-SAILOR S1 S1
117 Irrigation tube for Dental Implantation Systems Ipurauniiina Tpy6ka st diziopicnencepa C-SAILOR
" | C-SAILOR S1 S1
118. | O-ring for Dental Implantation Systems C-SAILOR S1 VYiurinsHIOBaNIbHE KiNbIle A5t (izionicieHcepa
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C-SAILOR S1
119 Handpiece stand for Dental Implantation Systems IMincraBka juis HaKOHEYHUKA (iziomiceHcepa
" | C-SAILOR S1 C-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. Imgqtlon h.anger for Dental Implantation Systems Ipurarifinmii rak ast ¢isiogiciercepa C-Sailor Air
C-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 | IlizcTaBka aist HakOHeUHHKa AJIs (iziogicneHcepa
" | Air C-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 disionicnencepa C-Sailor
132. g-ssijg?rig? device for Dental Implantation Systems USB-nakonuuyBau s ¢iziogicnencepa C-Sailor Air
133, 'lzl\;)rzzle holder for Dental Implantation Systems C-Sailor Tpimau nacaiu s disiosicrencepa C-Sailor Air
Internal spray nozzle & Y connector for Dental BHyTpiliHs po3nuiioBalibHa HacaaKa Ta Y -1oi0Hui
134. - . . S . .
Implantation Systems C-Sailor Air koHekTop Juisi piziomicniencepa C-Sailor Air
135 Handle for Endo Motor and Apex Locator Unit C-Smart Pyuxa nnst Enyio motopa 3 anekc gokaropom C-Smart
" | Nova X Nova X
136 Charging base for Endo Motor and Apex Locator Unit 3apsiana 6a3a st EH0 MoTOpa 3 amekc JTIoKaTopoM
" | C-Smart Nova X C-Smart Nova X
Adapter for Endo Motor and Apex Locator Unit C-Smart | Amanrep aiast EHgo MoTOpa 3 anekc JIoKaTopoM
137.
Nova X C-Smart Nova X
File clip for Endo Motor and Apex Locator Unit C-Smart | 3amok ¢aiina aus Exmo MoTopa 3 anekc J0KaTopoM
138.
Nova X C-Smart Nova X
Root Apex wire for Endo Motor and Apex Locator Unit Kab6enb, cymicHuit 3 amekc siokatopom miist EHio
139.
C-Smart Nova X MoTopa 3 anekc jJokaropom C-Smart Nova X
. . ) I'onoBHwMIA 670K 111 KOPEHEBOT'O areKc JoKaTopa
140. | Main unit for Root Apex locator C-ROOT I (V) C-ROOT I (V)
- TecroBuii kabeanb JUI1 KOPEHEBOI'O aIleKC JIOKaTopa
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 JU1s KOpEHEBOro aneke Jokaropa C-ROOT |
. . . 3aMoK (bai/'ma JJIs1 KOPEHEBOTI'O all€KC JIOKaTopa
143. | File clip for Root Apex locator C-ROOT 1 (V) C-ROOT I (V)
144. | Lip hook for Root Apex locator C-ROOT 1 (V) ?a(l{/y)@m LIS KOPEHEROTO aneke Hokatopa C-ROOT
145. | Control box (with motor handle) for Dental Ultrasonic brok xepyBaHHS (3 pYYKOIO JBUTYHA) IS
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Surgical Device C-EXPLORER PRO CToMaToJIoTi9HO1 YIbTPa3BYKOBOI XipypridHOl
cucremu C-EXPLORER PRO
146 Pedal for Dental Ultrasonic Surgical Device IMenans mist CTOMATONIOTIYHOT YIBTPa3BYKOBOT
' | C-EXPLORER PRO xipypriunoi cuctemu C-EXPLORER PRO
147 Bracket for Dental Ultrasonic Surgical Device Kponmrreiin a1t CTOMATOIOTIYHOI YIIBTPa3ByKOBOT
' | C-EXPLORER PRO xipypriunoi cuctemu C-EXPLORER PRO
Irrigation hanger for Dental Ultrasonic Surgical Device Ipurauiiinnii raK C.TOM%TOHOFHHOI
148. C-EXPLORER PRO YIIBTPa3BYKOBOI XipypTidHOI CHCTEMH
C-EXPLORER PRO
Irrigation tube for Dental Ultrasonic Surgical Device Ipurauiia Tp y..6K? Mﬂ.cm}.wamnormm
149. C-EXPLORER PRO YJIBTPa3BYKOBOI XIPYPIiuHOI CUCTEMU
C-EXPLORER PRO
150 Handpiece for Dental Ultrasonic Surgical Device Hakoneunuk st CTOMATOIOTIYHOT yABTPa3ByKOBOI
" | C-EXPLORER PRO xipypriuHoi cucremu C-EXPLORER PRO
151 Handpiece stand for Dental Ultrasonic Surgical Device ?;Ef;i;;g:;f :f;;;ﬁ:g? SJQEJZMMOHOFHHOI
C-EXPLORER PRO C-EXPLORER PRO
Torque wrench for Dental Ultrasonic Surgical Device ﬂHHaMOMeTle.I.H P IR0 AL Cromarosoriof
152. C-EXPLORER PRO YJIBTPa3BYKOBOI XIPYPIiuHOI CUCTEMU
C-EXPLORER PRO
153 Power cord for Dental Ultrasonic Surgical Device y%fgg:;ﬂfgf{;?pgﬁg?TC;E(;ZE;O1
C-EXPLORER PRO C-EXPLORER PRO
Ultrasonic tips for Dental Ultrasonic Surgical Device yﬂpraSByKOBl..H%caHKP.I o CromarosoriHoi
154. C-EXPLORER PRO YIIBTPa3BYKOBOI XipypTidHOI CHCTEMH
C-EXPLORER PRO
Ultrasonic tip stand for Dental Ultrasonic Surgical Device Mincrasia FUUL YIIDTPAsBYIOBHX HACANOK A
155. C-EXPLORER PRO CTOMaTOJNIOTIYHOI yJIBTPa3BYKOBOI XipypridHOi
cuctemu C-EXPLORER PRO
Handpiece holder for Dental Ultrasonic Surgical Device Tpivas HAKOHCHHHIA 1A QTOMaTOHOHqHOl
156. C-EXPLORER PRO YIIBTPa3BYKOBOI Xipyprid4HOI CHCTEMH
C-EXPLORER PRO
157 Sterilization case for Dental Ultrasonic Surgical Device S;:fgg;;g;i}é?zg}}gﬁigf iﬂﬁgﬁfonormm
C-EXPLORER PRO C-EXPLORER PRO
158 Fuse for Dental Ultrasonic Surgical Device 3ano6ixHuK 1511 CTOMATOIOTIYHOI YIBTPa3ByKOBOT
" | C-EXPLORER PRO xipypriunoi cucremu C-EXPLORER PRO
159 LED light for Dental Ultrasonic Surgical Device S;igz?;;isz(Eliic;;;?i{f;o?zic(;?M}:IaTononqHOl
C-EXPLORER PRO C-EXPLORER PRO
160 Tube holder for Dental Ultrasonic Surgical Device gﬁfgz;?ggﬁ iji?yg:i?{ﬁ?iocii?:;{zl
C-EXPLORER PRO C-EXPLORER PRO
Motor handpiece for Endo Motor and Apex Locator Unit, | Hakoneunuk MoTtopa mist EHIo MoTopa 3 anekc
161. . .
model C-Smart-I Pilot nokatopom, mozens C-Smart-1 Pilot
162 Control unit for Endo Motor and Apex Locator Unit, OcHoBHuit 6110k st EHo MoTopa 3 amnekc
" | model C-Smart-I Pilot sokatopom, mozens C-Smart-1 Pilot
AC adapter for Endo Motor and Apex Locator Unit, Anarrtep 3minHOTO cTpyMy muist EHIO MoTOpa 3 arekc
163. ] ;
model C-Smart-I Pilot nokaropom, mojenb C-Smart-1 Pilot
164 Silicone plug for Endo Motor and Apex Locator Unit, CurtikoHoBa 3aruyrika it Exmo Motopa 3 anekc

model C-Smart-I Pilot

nokatopom, mozens C-Smart-1 Pilot
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Contra-angle Silicone Cover for Endo Motor and Apex CHIIKOHOBHI 10XOI KOHTPKYTOBOTO HAKOHCHHHKA
165. . - s Exo MmoTopa 3 arekc JI0KkaTopoM, MOJIEIb
Locator Unit, model C-Smart-1 Pilot X
C-Smart-1 Pilot
Spray nozzle for Endo Motor and Apex Locator Unit, PosmiroBansHa Hacaaka st EHmo MoTopa 3 anekc
166. . ;
model C-Smart-1 Pilot nokaropom, moenbs C-Smart-1 Pilot
Seal rings for Endo Motor and Apex Locator Unit, model | YurinerroBanbHi kimbit must EHTo MoTOpa 3 arekc
167. . )
C-Smart-I Pilot nokaropom, moaerb C-Smart-1 Pilot
Wrench for Endo Motor and Apex Locator Unit, model TaiikoBuit ki1r04 st EHIo MoTOpa 3 arekc
168. - ;
C-Smart-I Pilot nokatopom, mozens C-Smart-1 Pilot
Lip Hook for Endo Motor and Apex Locator Unit, model 3aryOnuk s EHo MOTOpa 3 amekc J0KaTopoM,
169. . .
C-Smart-1 Pilot mozens C-Smart-I Pilot
Tester for Endo Motor and Apex Locator Unit, model Tectep s EHmo MoTOpa 3 anekc J0KaTopoM,
170. - .
C-Smart-1 Pilot mozens C-Smart-I Pilot
File Clip for Endo Motor and Apex Locator Unit, model 3aruckau ¢aitna ans Exo motopa 3 anekc
171 . -
C-Smart-I Pilot nokatopom, mozens C-Smart-1 Pilot
172 Disposable Dental Irrigation Needles for Endo Motor and gngﬁfs;)sl:TSO;ZTKOCH;Z::;lpoyﬁaﬁ?}'elniogfg rflgft—l
" | Apex Locator Unit, model C-Smart-I Pilot Pilgt p POM, MO
Measuring Wire for Endo Motor and Apex Locator Unit, BumiproBanbHuii kabens 11t Eno Mortopa 3 anekc
173. . -
model C-Smart-I Pilot nokatopom, Mojes C-Smart-1 Pilot
174 Screwdrivers for Endo Motor and Apex Locator Unit, Bukpytku ains EHIo MOTOpa 3 anekc JI0KaTopoM,
" | model C-Smart-1 Pilot mozens C-Smart-I Pilot
Mandrel holder for Endo Motor and Apex Locator Unit, Tpumau onpaBku it EHIO MOTOpa 3 amekc
175. . .
model C-Smart-I Pilot nokaropom, mojeis C-Smart-1 Pilot
176 Disposable protective sleeve for Endo Motor and Apex OnHOpa3oBHii 3aXUCHU# 4oxo0i it EHo MoTopa 3
" | Locator Unit, model C-Smart-I Pilot arekc Jiokaropom, mojierr C-Smart-1 Pilot
177 Saw Blades for Endo Motor and Apex Locator Unit, Pixyui nie3a aist EHI0 MOTOpA 3 anekc JOKaTOpOM,
" | model C-Smart-1 Pilot mojens C-Smart-1 Pilot
Ejector Pin for Endo Motor and Apex Locator Unit, model | BuiuroBxysau st EH0 MOoTOpa 3 arnekc Jiokatopom,
178. - .
C-Smart-1 Pilot mojens C-Smart-1 Pilot
Thickness Gauge for Endo Motor and Apex Locator Unit, | BuwmiproBau ToBumuu st EHo MoTopa 3 armekc
179. - .
model C-Smart-I Pilot nokaropom, mojeis C-Smart-1 Pilot
180 Foot pedal for Dental Ultrasonic Surgical Device HoxHa mefans ajst CTOMaToJI0T 9HOT yIbTPa3ByKOBOT
" | C-EXPLORER SG xipyprignoi cucremu C-EXPLORER SG
Ultrasonic tips for Dental Ultrasonic Surgical Device yHBTpaSByKOBl..chaHKP.I AU CTOMATOJIOTTHHOL
181. C-EXPLORER SG YIIBTPa3BYKOBOI XipypTidHOT CHCTEMH
C-EXPLORER SG
182. | Control Unit for Dental Scaler and Air Polisher PT EX A BHO.K YUPABJIHI JUTA 3yboro ckanepa i
HOBITPSIHOTO nouipyBansHoro anapata PT EX A
183. | Water Bottle for Dental Scaler and Air Polisher PT EX A Peg?pByap JUIA BOZIH JUTA 3ybnoro cranepa i
HOBITPsIHOTO nmoJlipyBansHoro anapata PT EX A
184 Powder Chamber (For Prophy Use) (Black) for Dental ii“;gga i?Hgo(Eng;Mizagsgffggﬁe ai
" | Scaler and Air Polisher PT EX A OCYB )PHA) JUTA 3y P
MOBITpstHOTO moutipyBanbHOTO anapata PT EX A
Powder Chamber (For Perio Use) (Orange) for Dental Kawepa a1t noporuiy st i iceHHoro .
185. 3acTocyBaHHs (MoMapaHyeBa) Ul 3yOHOTO cKalepa i

Scaler and Air Polisher PT EX A

MOBITPstHOTO moutipyBanbHOTO anapata PT EX A
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186. | Foot Pedal for Dental Scaler and Air Polisher PT EX A Hooxaa niesats fis 3YGHOTO CKaZIePa i MOBITPAHOTO
noJsiipyBansHoro anapara PT EX A
187. | Power Cord for Dental Scaler and Air Polisher PT EX A ULty sKHBJICHHS A1 3YOHOTO CKanepa i
MOBITPSIHOTO NoJipyBanbHoro anapara PT EX A
188. | Adapter for Dental Scaler and Air Polisher PT EX A Aﬂa.mep UL 3YGHOTO CKANEpa i HOBITPAHOrO
noJsiipyBansHoro anapara PT EX A
Powder Handpiece (For Prophy Use) for Dental Scaler Haxoneunuk 1,141 noporky (A4 Hax AICCHHOTO
189. . . 3aCTOCYBaHHs) JUIA 3yOHOTO CKajepa i MOBITPSHOTO
and Air Polisher PT EX A .
noJiipyBansHoro anapara PT EX A
Powder Handpiece (For Perio Use) for Dental Scaler and | [1AKOHCHHHK I HOPOLIKY (U MiX'ACCHHOTO
190. - . 3aCTOCYBaHHs) I 3yOHOTO CKajepa i MOBITPSHOTO
Air Polisher PT EX A .
nosipyBanpHoro anapara PT EX A
191 Ultrasonic Handpiece for Dental Scaler and Air Polisher VIbTpa3ByKOBHI HAKOHEUHUK JUIs 3yOHOTO CKaepa i
" | PTEXA HOBITPsIHOTO MoJipyBansHoro anapara PT EX A
192. | Powder Tube for Dental Scaler and Air Polisher PT EX A | 1 PYOKa Al IOAHH HOPOMIKY A1 3YOHOrO CKarlepa
1 OBITPSIHOTO noJipyBasibHOrO anapata PT EX A
Nozzle (For Perio Use) for Dental Scaler and Air Polisher Hacamxa (a2 A ACCHHOTO BHKOPHC.TaHHH) o
193. 3yOHOTO cKajepa i MOBITPSIHOTO MOJIiPYBAJILHOTO
PTEXA
amapara PT EX A
194. | Flat Needle for Dental Scaler and Air Polisher PT EX A HHO.CKa roJIKa Juis 3yGHOro CKanepa i HOBITPAHOTO
noJsiipyBansHoro anapara PT EX A
. . . Hacanmku mist 3yOHOTO CcKanepa i MoBITPSTHOTO
195. (Séil)i[ Tégs)(;orGaiTallaf;ile;;an II/-:’\A;I;;) lisher PT EX A nonipyBansHoro anapara PT EX A (G1x1, G2x1,
' ' ’ ' ’ G4x1, P1x1, P3x1, P4x1)
Tree-way Connector for Dental Scaler and Air Polisher PT | T-3’eanyBau (koHEKTOp) [uist 3yOHOTO cKasepa i
196. . .
EXA MOBITPSTHOTO moJtipyBanbHOro anapata PT EX A
197. | Air Filter for Dental Scaler and Air Polisher PT EX A HOB.HP;IHHH qnm’.Tp U1 3yOHOro canepa i
MOBITPSIHOTO NoJiipyBajbHoro anapara PT EX A
198. | Air Hose for Dental Scaler and Air Polisher PT EX A HOB}TP;{HHH HUTanT Ut 3ybHoro crazepa i
MOBITPsTHOTO moJtipyBansHoro anapata PT EX A
Powder Handpiece Tube for Dental Scaler and Air Tpyora 3 HAKOHCHHITKOM JUTT TIOPOTIIKY LA 3yonoro
199. . cKajiepa i HOBITPSIHOTO MoJIipyBaibHOTO anapaTta PT
Polisher PT EX A
EXA
Unlocking Tool for Dental Scaler and Air Polisher PT EX Therp YMEHT AT p036H0KyB.aHHﬂ A 3yOHOTO
200. A cKaJiepa 1 HOBITPSHOTO MoJipyBansHOro anapara PT
EXA
201 Spanner Wrench (For Nozzle) for Dental Scaler and Air IaiikoBuit Kirou (U151 HACAKK) AJIsl 3yOHOTO cKajiepa
" | Polisher PT EX A i IoBiTpstHOrO NoyipyBanbHoro anapara PT EX A
202 Torque Wrench for Dental Scaler and Air Polisher PT EX | JlunamoMeTpuyHui KITFOY AJIst 3yOHOT0 cKajepa i
1A MOBITPSTHOTO moutipyBanbHOro anapata PT EX A
Spanner Wrench (For Air Filter) for Dental Scaler and Air Taiixosuit k0w (.MH HOBITPAHOTO @HMpa) oA
203. - 3yOHOTO cKayepa i MoBITPSHOTO MOJIiPyBaIbHOTO
Polisher PT EX A
anapara PT EX A
04, | SPAre O-Ring (For Water Botde) (912°1) for Dental | 22191 YWbnusjonanun i (171 pescpryaps
" | Scaler and Air Polisher PT EX A JULL BOAL ) UL 3Y p
MOBITPSIHOTO noJipyBansHoro anapata PT EX A
Spare O-Ring (For Powder Handpiece) ((93,5*1,5)x4, Sigarfgeo};;lf(m; ?;g;a?:?es;(;Zblé;giﬁﬂs})lizo}[eq}mm
205. | (08*1,5)x4, (©0,8*0,4)x3) for Dental Scaler and Air JULA TIOPOLLICY ) 1s0)X5, )X

Polisher PT EX A

(00,8*0,4)x3) nnst 3yOHOTO CKayepa i MoBITPSIHOTO
noJipyBanibHOTO anapara PT EX A
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Ha3sBa nonomiskHHX 3ac00iB Ta

Ne Name of the auxiliary equipment and accessories .
KOMILIEKTYBAJTbHUX BUPOOIB
3anacHe yIIiTbHIOBAIbHE KiTbIle (1S
206 Spare O-Ring (For Ultrasonic Handpiece) (@1,35*1) for YIIBTPa3BYKOBOTO HaKOHEUHHKa) (D1,35%1) musa
" | Dental Scaler and Air Polisher PT EX A 3yOHOTO CcKayiepa i IOBITPSHOTO TOJiPYBAIBHOTO
anapara PT EX A
207. | Tip Holder for Dental Scaler and Air Polisher PT EX A Tp VIMEAT HACAIUH JUITA 3ybuoro cxanepa i
MOBITPsTHOTO ToJtipyBanbHOTro anapata PT EX A
208. | Silicone Plug for Dental Scaler and Air Polisher PT EX A CHH.IKOHOBa sarylka i 3ybuoro ckanepa i
MOBITPsIHOTO moJtipyBanbHOro anapata PT EX A
209. | Control Unit for Dental Scaler and Air Polisher PT EX B | DY1OK YIpaButiis At 3y6uoro ckazepa i
HOBITPHOT 0 noaipyBanbHoro anapara PT EX B
210. | Water Bottle for Dental Scaler and Air Polisher PT EX B Pe3?pByap JUTA BOZIH JUTA 3ybHoro crazepa i
MOBITPsIHOTO noutipyBanbHoro anapata PT EX B
Powder Chamber (For Prophy Use) (Black) for Dental Kawmepa At mopotmiy Juist Ha' ICCHHOTo .
211. . \ 3aCTOCYyBaHHs (40pHA) st 3yOHOTO cKaepa i
Scaler and Air Polisher PT EX B . .
HOBITPHOr 0 noaipyBainbHoro anapara PT EX B
212. | Foot Pedal for Dental Scaler and Air Polisher PT EX B HOX.{Ha mea, LA 3YOHOTO CKanepa i NOBITpAHOro
nonipyBanbHoro anapara PT EX B
213. | Power Cord for Dental Scaler and Air Polisher PT EX B LHH.yp PKUBJICHHA /A 3y6uoro cxaepa i
HOBITPsHOr0 noaipysanbHoro anapara PT EX B
214. | Adapter for Dental Scaler and Air Polisher PT EX B AM.HTep JUt 3yGHOTO CKalepa i HOBITpAHOTo
noJiipyBansHoro anapara PT EX B
Powder Handpiece (For Prophy Use) for Dental Scaler HaxoHeHuK 11 MOPOMIKY (13 Han AACCHHOTO
215. . . 3aCTOCYBaHHs) JUIA 3yOHOTO CKajepa i MOBITPSHOTO
and Air Polisher PT EX B .
noJiipyBansHoro anapara PT EX B
Ultrasonic Handpiece for Dental Scaler and Air Polisher VY bTpa3ByKOBHI HAKOHEYHUK JUTs 3yOHOTO CKaepa i
216. . .
PTEXB MOBITPSTHOTO moJtipyBanbHOro anapata PT EX B
217. | Powder Tube for Dental Scaler and Air Polisher PT EX B .pr6.K & JUDL TIOZIAMHA TIOPOIIKY VLA 3ybuoro ckazepa
1 NOBITpsIHOTO NoJdipyBanbHOro anapara PT EX B
218. | Flat Needle for Dental Scaler and Air Polisher PT EX B HHO.CKa ro/ia 1t 3yGHOro CKanepa i noBiTpanoro
nonipyBaiibHoro anapara PT EX B
. . . Hacamxu mist 3yGHOT0 ckajiepa i moBITPSHOTO
219. ?GC?LI)?{ TégsxiorGaiTaLifile;;;f ﬁllll;(z;) lisher PT EX B nonipyBansHoro amapara PT EX B (G1x1, G2x1,
' ' ' ' ' G4x1, P1x1, P3x1, P4x1)
Tree-way Connector for Dental Scaler and Air Polisher PT | T-3’eanyBau (koHEKTOP) Jyist 3yGHOTO CKayepa i
220. . .
EXB HOBITPHOT 0 noJaipyBainbHoro anapara PT EX B
221. | Air Filter for Dental Scaler and Air Polisher PT EX B HOB.ITPHHHH (blm’.Tp AUt 3yOHOrO cKanepa i
MOBITpsiHOTO nonipyBasibHOrO anapara PT EX B
222. | Air Hose for Dental Scaler and Air Polisher PT EX B HOB.ITPHHHH HUTAHE AT 3ybuoro ckanepa i
HOBITPHOr0 noaipyBaibHoro anapara PT EX B
Powder Handpiece Tube for Dental Scaler and Air TpyOxa 3 HAKOHEUHUKOM I3 OPOMIKY A1 3yOHOTO
223. . cKaziepa 1 HOBITPSIHOTO MOJIIpyBabHOro anapaTta PT
Polisher PT EX B EX B
Unlocking Tool for Dental Scaler and Air Polisher PT EX IHCprMe.HT e p036H0KyB.aHHH AUt 3yOHOTO
224, B cKazepa 1 HOBITPSIHOTO MOJIIpyBabHOro anapaTta PT
EXB
295 Torque Wrench for Dental Scaler and Air Polisher PT EX | IluHamomeTpuyHuil Kt Aj1s 3yOHOTO cKanepa i
| B HOBITpsIHOTO ToJipyBansHoro anapara PT EX B
Spanner Wrench (For Air Filter) for Dental Scaler and Air Taiixosuii k0w (.ﬂm HOBITPAHOTO (le’ma) Aot
226. 3yOHOTO cKaliepa i MOBITPSIHOTO TOJIiPYBaIbHOTO

Polisher PT EX B

arapata PT EX B
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Ha3sBa nonomiskHHX 3ac00iB Ta

Ne Name of the auxiliary equipment and accessories .
KOMILUICKTYBAJIbHUX Bl/lpoﬁlB

Spare O-Ring (For Water Bottle) (@12*1) for Dental 3anacHe yIiTLHIOBATLHE KIILIE (17 PE3CPBYapa

221. Scaler and Air Polisher PT EX B M’I.BOM) (012*.1) U1 3yGHOTO CKanepa i
MOBITPsTHOTO moJTipyBanbHOTo anapata PT EX B
3amacHe yIIiTbHIOBaJIbHE KiJbIle (151 HAKOHEYHHUKA

228 Spare O-Ring (For Powder Handpiece) ((93,5*1,5)x2, Ut opomiky) ((93,5%1,5)x2, (08*1,5)x2 mus

" | (©8*1,5)x2 for Dental Scaler and Air Polisher PT EX B 3yOHOTO CcKayiepa i IOBITPSHOTO TOJiPYBaIBHOTO
anapara PT EX B
3amacHe yIIiTbHIOBAJIbHE KiJIbIlE (71
299 Spare O-Ring (For Ultrasonic Handpiece) (1,35*1) for YIIbTPa3BYKOBOIO HaKOHEUHHUKA) (D1,35%1) mus
" | Dental Scaler and Air Polisher PT EX B 3yOHOTO cKanepa i MOBITPSHOTO MOJIPyBaIbHOTO
arnapata PT EX B

Tpumau HacaaKu i 3yOHOTO cKajepa i

230. | Tip Holder for Dental Scaler and Air Polisher PT EX B . )
HOBITPHOr 0 noaipyBainbHoro anapara PT EX B

CuIiKOHOBA 3arTyIKa JJis 3yOHOTo cKasepa i

231. | Silicone Plug for Dental Scaler and Air Polisher PT EX B . ;
HOBITPsHOr0 noaipyBainbHoro anapara PT EX B

brnok ympasitiHHS 1151 CTOMATOJIOTYHOTO

232. | Control Unit for Dental Air Polisher PT EX C MOJIPYBAJILHOTO ITiCKOCTpyMHUHHOTO anapara PT EX
C
Pe3epByap miist BOOH TSl CTOMATONOTTIHOTO

233. | Water Bottle for Dental Air Polisher PT EX C MOJIPYBAIBHOTO MCKOCTpYMHUHHOTO anapara PT EX
C

Kamepa 1u1st TOpOMIKY ISt Ha[  ICEHHOTO

Powder Chamber (For Prophy Use) (Black) for Dental Air | 3actocysanHs (40pHa) AJisE CTOMATOJIOT IHOTO
Polisher PTEX C MOJIPYBAIBLHOTO MiCKOCTpyMHUHHOTO anapara PT EX
C

234.

Kamepa s mopomky uist i’ sCeHHOTO

Powder Chamber (For Perio Use) (Orange) for Dental Air | 3actocysanns (moMapaHdyeBa) Uil CTOMATOJIOTIYHOTO
Polisher PTEX C MOJIPYBAJILHOTO MiCKOCTpyMHUHHOTO anapara PT EX
C

235.

HosxHa memans i CTOMaTOIOTi9HOTO
236. | Foot Pedal for Dental Air Polisher PT EX C MOJIPYBAJILHOTO IMiCKOCTpyMHUHHOTO anapara PT EX
C

IHyp *KUABICHHS! TSI CTOMATOJIOTIYHOTO
237. | Power Cord for Dental Air Polisher PT EX C MOJIPYBAIBHOTO MCKOCTpYMHUHHOTO anapara PT EX
C

AnanTep U1 CTOMaTOJIOTIYHOTO MOJiPYBAIEHOTO

238. | Adapter for Dental Air Polisher PT EX C HickocTpyMuHHOTO anapata PT EX C

HaxoHewyHHK 11 TOPOMIKY (VIS Ha T ICCHHOTO

239 Powder Handpiece (For Prophy Use) for Dental Air 3aCTOCYBaHHS) JIJIsl CTOMATOJIOT YHOTO
" | Polisher PTEX C MOJIPYBAIBHOTO MCKOCTpYMHUHHOTO anapara PT EX
C
HakoHeuHHK 15 MOPOIIKY (AJIs i1 SICCHHOTO
Powder Handpiece (For Perio Use) for Dental Air Polisher | 3acTocysanHs) 1jist cCTOMATOIOT YHOTO
240. . .
PTEXC HOJIIPYBAJILHOT'O MiCKOCTpyMUHHOTO anapaTta PT EX
C
TpyOka [UIs TOAaHHS TIOPOIIKY JUTst
241. | Powder Tube for Dental Air Polisher PT EX C CTOMATOJIOTTYHOT'O MOJIIPYBATBHOTO

nickoctpymuaHOTr0 anapata PT EX C

Hacanaxka (y1st miz1'sCeHHOTO BUKOPUCTAHHS) JIS
242. | Nozzle (For Perio Use) for Dental Air Polisher PT EX C CTOMATOJIOTIYHOTO TIOJIIPYBaJILHOTO
nickocrpymuHHoro anapara PT EX C
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Ne Name of the auxiliary equipment and accessories Hassa HORHIEARXAC00IR ra
KOMIUIEKTYBAJILHHX BHPOOiB
ITocka romka Uit CTOMaTOIOTiHHOTO
243. | Flat Needle for Dental Air Polisher PT EX C MIOJTIPYBAIBHOTO TTicKOCTpyMHHHOTO armapara PT EX
C
T-3’eqHyBaY (KOHEKTOP) U CTOMATOJIOTITHOTO
244. | Tree-way Connector for Dental Air Polisher PT EX C MOJTIPYBAIBHOTO TTicCKOCTpyMHHHOTO armapara PT EX
C
[NoBiTpsiHMIA QiTBTP IS CTOMATOIOTIIHOTO
245. | Air Filter for Dental Air Polisher PT EX C MOJTIPYBAIBHOTO TTicKOoCcTpyMuHHOTO armapara PT EX
C
[NoBiTpsHMUI IITAHT TSI CTOMATOJIOTIYHOTO
246. | Air Hose for Dental Air Polisher PT EX C MOJTIPYBAIBHOTO ITicKOoCTpyMHIHHOTO armapara PT EX
C
TpyOKa 3 HAKOHEYHUKOM IS IIOPOIIKY IS
247. | Powder Handpiece Tube for Dental Air Polisher PT EX C | ¢cToMaTomOTi9HOr0 MOIiPyBaTEHOTO
nickoctpymuHHOTro0 anapara PT EX C
[HCTpYMEHT 10151 PO30IOKYBAHHS IS
248. | Unlocking Tool for Dental Air Polisher PT EX C CTOMATOJIOTIYHOT0 TOTiPYBaTHHOTO
nickoctpymuaHOTro anapara PT EX C
Spanner Wrench (For Nozzle) for Dental Air Polisher PT Tafionuit KITFO ki Ha CAIIKH) T
249, CTOMATOJIOTIYHOr0 NOJIPYBAIBHOTO
EXC .
mickoctpymuraHOTO amapata PT EX C
Spanner Wrench (For Air Filter) for Dental Air Polisher Taiixosuit (ot (A TOBITPAHOTO (insTpa) An
250. CTOMATOJIOTIYHOr0 NOJIPYBaIBHOTO
PTEXC .
mickocTpymuraHOTO anmapata PT EX C
3amacHe yIIiTbHIOBATRHE KibIIE (171 pe3epByapa
251 Spare O-Ring (For Water Bottle) (@12*1) for Dental Air st Boan) (P12*1) ot cTOMaTONOTiYHOTO
" | Polisher PTEX C MIOJTIPYBAIBHOTO TTicKOoCTpyMHuHHOTO armapara PT EX
C
3amacHe yIIiTbHIOBATRHE KibIE (115 HAKOHCUHUKA
Spare O-Ring (For Powder Handpiece) ((93,5*%1,5)x4, Ut mopotky) ((93,5*%1,5)x4, (08*1,5)x4,
252. | (98*1,5)x4, (120,8*0,4)x3) for Dental Air Polisher PT EX | (&0,8*0,4)x3) miast CTOMaTOJIOTIIHOTO
C MIOJTIPYBAIBHOTO TTicKOCTpyMHHHOTO armapara PT EX
C
CurikoHOBa 3aTIyUIKa 7S CTOMATOJIOTIYHOTO
253. | Silicone Plug for Dental Air Polishen PT;EX C nompyBanLHor cTpyMHHHOrO anapata PT EX
—S /, '/’ C L —
Director LLC «OLLEN-DENTAL» / / a -
Jlupexcrop TOB «OJUIEH-AEHTAT, Ll 2 / / Vialewiya Rimelc/
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Annex 3 to Declaration of Conformity No. 4/ver. 13
Honatok 3 1o dexaapamnii npo BignoBiguicte Ne 4/ver. 13

List of national, European, international regulations and legal acts and standards /
Ilepenik HAIOHATBHUX, €BPONEHCHKHUX Ta Mi’KHAPOAHMX HOPMATHBHO-TIPABOBHX AKTIB Ta
CTaHIAPTIB

HanionanbHi cranaapTu, siKki BK/II0YeHi 10 nepeiiky HallioHAJbHUX CTAHAAPTIB, AKi BiANOBi1a10TH
€BPOMNeiicCbKUM rapMOHI30BAHMM CTAHJAPTAM Ta J00POBiJIbHE 3aCTOCYBAHHS AKHUX MOKe
cnpuiiMaTHcs SIK J0Ka3 BiIMOBiTHOCTI MeTnYHUX BUPOOGiB BUMoram TexHiYHOT0 perjiaMeHTy 11010
MeIUYHUX BHPOODIB:

. JACTY EN ISO 13485:2018 Bupobu meanuni. CuctemMa ynpaBiiHHS SIKICTI0. BUMoru 1o peryioBaHHS
(EN ISO 13485:2016, IDT; 1SO 13485:2016/EN 1SO 13485:2016/A11:2021);
° JACTY EN ISO 15223-1:2022 Bupo6u menuuai. CHMBOJIH, 3aCTOCOBAHI ITiJ] 9aC MapKyBaHHS Ha MEIIIHIX

BUpPOOAax, ETUKETKAaX Ta B CyMpoBimHiil mokymenraiiii. Yactuna 1. 3aranehi Bumoru (EN ISO 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 xapakrepuctuk. JlomatkoBuii crangapr. EnexTpomarHiTHa 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 3a0e3ledYeHHS MEIUYHHAX IMPHUCTPOIB. [Ipolecu >KUTTEBOTO IMUKITY
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 po0OYMX xapakrepucTHk. [lomarkoBuii crammapt. Excmnyaramiiina mpupatHicts (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);

. JACTY EN ISO 17664:2018 Crepwrizamis MenudyHux BHpoOiB. I[Hopmaris, sKky Hamae BHUPOOHHUK
MEIUYHUX BUPOOIB 11010 cTepuiizaiii Mmemquunux Bupoois (EN ISO 17664:2017; ISO 17664:2017);

° ACTY EN ISO 10993-5:2022 bionoriuae omiHIOBaHHS MenudHuX BHpoOiB. Yactmra 5. Tectm Ha
HUTOTOKCHYHICTS 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;

17318



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

. 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 equlpment

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