TOB «OJIJIEH /IEHTAJT»

04119, m. Kuis, Byn. FOpis Innenka 83 /1, odic 117
€IPTIOY 42749088,

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

DECLARATION OF CONFORMITY
No. 4/ver. 8

JAEKJAPAIIIA ITPO BIAIIOBIIHICTD
Ne 4/ver. 8

Name of the medical devices — Root Apex Locators C-
ROOT, Dental Implantation Systems and Handpieces for
Dental Implantation Systems C-SAILOR, Endo motors C-
SMART and mini push button contral angle heads from
Endo motors C-SMART, Obturation systems C-FILL and
C-FILL X, Obturation Guns and Obturation Pens C-
FILL, Vertical pressure device, Heat plungers and Needles
C-FILL, Endo Ultrasonic Activators Ultra Smart, Dental
Scaler and Air Polisher PT Master, Dental Ultrasonic
Surgical System C-EXPLORER

listed in the Annex 1 to this Declaration of Conformity, to the
requirements of Technical regulation concerning medical
devices (approved by the Decree of the Cabinet of Ministers of
Ukraine No. 753 dated October 02, 2013)

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

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

Medical devices classification: Class Ila according to points
14 and 17 of Annex 2 of Technical regulation concerning
medical devices.

The products is accompanied by the mark of conformity to the
requirements of Technical regulation:

&

UA.TR.099

HasBa menuunux Bupo6iB — Kopenesi anekc gokxaropu C-
ROOT, ¢izionicnencepu Ta HAKOHEYHUKH s
¢iziogicnencepis C-SAILOR, engo motopu C-SMART Ta
roJIOBU [Jisl KOHTPKYTOBHX HAKOHEYHMKIB Bix eHI0
motTopiB C-SMART, o0typaniiini cucremn C-FILL,
ooryparop C-FILL X, inikekTop microsern Ta
Tepmomiarepu C-FILL, xonoani mniarepa, Hacaaku i
roaku C-FILL, engpoyabrpa3BykoBi aktuBatopu Ultra
Smart, 3y0Huii ckajep i NoBiTpsiHMI mNoJipyBaNbHUM
anapatr PT Master, cromartoJioriyHa YJbTpPa3ByKOBa
xipypriuna cuctrema C-EXPLORER

srinHo mepeniky B Jomatrky 1 mo Jexmapamii  mpo
BIJITIOBIZHICT, BHMOTaM TEXHIYHOTO pPEriIaMEHTy MO0
MEIWYHUX BHUpPOOIB (sfkuil 3aTBep/pkeHUi I[locTaHOBOIO
Ka6inery MinictpiB Ykpainu Bix 02 >xoBTHs 2013 p. Ne 753)
Bupo6Huk:

®OHIAHb KOKCO MEJIKII
JIMITIZ

anpeca: Ne 17, I'yvaumin Ase., Hrto Jlaiit Copc Irmactpian
beit3, Hanbxait Hemenan Xaii-rek 3oyH, @omans 528226,
npoginnis ['yanayn, Kuraiicbka Haponna PecryOnika

Ten.: +86 757 66692050

E-mail: coxosale8@gmail.com

YrnoBHOBaKeHU NMPeICTABHUK B YKpaiHi:

TOB «OJUUIEH-IEHTAJI»

anpeca: 04119, Ykpaina, m. Kuis, Byn. HOpis Lutenka, 83 ]I
od. 117

€IPTIOY: 42749088

Tem.: +380934477575

E-mail: dir_ollen@ukr.net

IHCTPYMEHT KO.,

Kaacugikauniss 3a3HayeHux Meaum4yHux BupoOiB: Kimac lla
srinHo 3 nyHktamu 14 Ta 17 Jomarky 2 TexHiuHOTrO
periamMeHTy 00 MEANYHUX BHUPOOIB.

[Mponykuito CynpoBOPKYE 3HAK BiJIIOBIIHOCTI BUMOTam

TexHIYHOTO perjaMenTy:

@

UA.TR.099
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Ten.: +38(093)4477575,
E-mail: dir ollen@ukr.net

Conformity Assessment Route: Annex 3 (with the exception
of items 8-11) of Technical Regulation on medical devices
approved by the Cabinet of Ministers of Ukraine Resolution
No. 753 of October 2, 2013 Conformity assessment body LLC
«UKRMEDCERT», 1-A Drahomanova str., office 2, Kyiv,
02059, Ukraine, accredited by the National Accreditation
Agency of Ukraine Certificate No. 10240, designated by the
Ministry of Economic of Ukraine, under the identification
number UA.TR.099.

Certificate of Conformity of medical devices with
requirements of Technical Regulation on medical devices Ne
UA.MD.366-21 version 04 wvalid from 02.09.2024 until
27.05.2026.

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.

Declaration of Conformity valid from 02.09.2024 to
27.05.2026.

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 national, European, international
regulations and legal acts and standards.

This Declaration of Conformity is issued under the sole
responsibility of the manufacturer.

Ipouexypa ouninku BigmoBignocri: Jlomarok 3 (3a
BUKIIFOUYCHHSAM NTYHKTIB 8-11) TexmiuHOTO permameHTy MO0
MEINYHUX BUpOOiB, 3aTBepykeHoro IloctanoBoro KaOineTy
MinictpiB Yipaiau Ne 753 Bin 2 xoBTHS 2013 p.
[lpusnadyenuit opran 3 omiHKK BigmoBigHocTi TOB
«YKPMEJICEPT», Byn. JIparomanoBa, OyauHOK 1-A, odic 2,
M. Kui, 02059, VYkpaina, axpeauroBanuit HamioHamsHIM
areHTCTBOM 3 akpenuTarii Yxpainm, atectaT Ne 10240,
npm3HadeHnit  MIHICTEPCTBOM  €KOHOMIKM —~ YKpaiHH — 3a
ineatudikariitanm HomMepom UA.TR.099.

CeptudikaT mpo BIANOBITHICTh MEANIHUX BHPOOIB BUMOTaM
TexHIYHOrO  periJaMeHTy  IOJO0  MeJUYHUX  BHPOOIB
Ne UA.MD.366-21 penaxriis 04, Tepmin xii Big 02.09.2024 o
27.05.2026.

3a3HadeHi MeIWYHI BUpOOM  BIANOBIJAIOTH  BUMOTaM
HAIIOHAILHUX, €BPONCHCHKUX Ta MIKHAPOHUX HOPMATUBHO-
MPaBOBUX aKTIB Ta CTAHAApPTIB, K1 HaBejeHi B JlomaTky 2 10
naHoi Jekmapartii mpo BIAMOBIIHICTb.

Jlexmaparis mpo BignmoBigHICTh fificHa 3 02.09.2024 nmo
27.05.2026.

Hesix’emHOI0 9acTHHOIO AaHOi Jlekmapariii Ipo BIIHOBITHICT
€ HacTynHi JlogaTtku:

Jlonatoxk 1 3 mepenikoM MeANYHIX BHPOOIB,

Jlomatox 2 3 mepeiikoM HAIIOHATHHUX, €BPOMECHCHKAX Ta
MDKHAPOHAX HOPMATHBHO-TIPABOBUX aKTiB Ta CTAHAPTIB.

IIs Jexmapariisi mpo BIAMOBIAHICTS BUAaHA I BUKIIOYHY
BIIIIOBIIANBHICT BUPOOHUKA.

A
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Valeriya Rimek /

Jtupexrop TOB «OJUIEH-JEHTATIY
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Annex 1 to Declaration of Conformity No 4/ver. 8/
Honartok 1 xo Jexaapauii mpo Biamosignicts Ne 4/ver. 8
List of the medical devices / [lepexik MmegnuHuX BUPOGiB

Ne Ha3Ba MenquuHOro BUpPoOy YKPaiHCHKOK MOBOI) Name of the medical device in English

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

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

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

4. Haxoneunuk 1 diziopicnencepa C6-19 Handpiece for Dental Implantation Systems C6-19

5. Haxouneunuk mjist ¢isiogicnerncepa C6-22 Handpiece for Dental Implantation Systems C6-22

6. Hakoneunuk mist diziogicencepa C6-23 Handpiece for Dental Implantation Systems C6-23

7. Enmo morop C-SMART Endo motor C-SMART

8. Enno motop C-SMART-miHi AP Endo motor C-SMART-mini AP

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

10. | Enmo morop C-SMART-MiHi2 Endo motor C-SMART-mini2

11. | Enmo morop C-SMART-mini Endo motor C-SMART-mini

12. | Enno motop C-SMART-I PRO Endo motor C-SMART-I PRO

13. Enxmo morop C-SMART-V Endo motor C-SMART-V

14. | Enno motop C-SMART-I Endo motor C-SMART-I

15. Enmo morop C-SMART-I PILOT Endo motor C-SMART-I PILOT

16. | Enmo motop C-Smart nova Endo motor C-Smart nova

17. | Enmo morop C-SMART-Mini AP+ Endo motor C-SMART-Mini AP+

18 C1-17M TonoBa st KOHTpKyTOBOro HakoHeunuka 1:1 | C1-17M 1:1 mini push button contral angle head from
’ Big Enno motop C-SMART Endo motor C-SMART

19 C1-19M TonoBa st KOHTPKyTOBOro HakoHeunuka 1:1 | C1-19M 1:1 mini push button contral angle head from
' Big Enno motop C-SMART Endo motor C-SMART

20 C4-1M TonoBa s KOHTPKYTOBOrO HakoneuHwka 16:1 | C4-1M 16:1 mini push button contral angle head from
' Big Enno motop C-SMART Endo motor C-SMART

21 C4-19M T'onoBa [uist KOHTPKyTOBOTO HakoHeunuka 16:1 | C4-19M 16:1 mini push button contral angle head from
' Big Enno motop C-SMART Endo motor C-SMART

29 C1-16M TonoBa [yt KOHTPKyTOBOTO HakoHewnuka Bix | C1-16M mini push button contral angle head from Endo
' Enmo morop C-SMART motor C-SMART

23 C4-2M TonoBa s KOHTPKyTOBOro HakoHeunuka Bin | C4-2M mini push button contral angle head from Endo
’ Enmo morop C-SMART motor C-SMART

o4 C5-4M TonoBa [uisi KOHTPKyTOBOro HakoHeuHuka Bing | C5-4M mini push button contral angle head from Endo
' Enmo morop C-SMART motor C-SMART

25. | Obrypauniiina cucrema C-FILL Obturation system C-FILL

26. | OoOtypauiiina cucrema C-FILL wmiHi Obturation system C-FILL mini

27. | Obrypamniiina cucrema C-FILL X Obturation system C-FILL X SET

28. | Obryparop C-FILL X Obturation system C-FILL X

29. | Imxexrop micromer C-FILL Obturation Gun C-FILL

30. | Imxekrop microner C-FILL mini G Obturation Gun C-FILL mini G
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Ne Ha3Ba MenquuHOro BUpo0y YKpaiHCHKOK MOBOK) Name of the medical device in English
31. | Tomkwu ms imkekTop micronera 23 ga Needles for Obturation Gun 23 ga

32. | Tomku mss iHxkekTop micTonera 25 ga Needles for Obturation Gun 25 ga

33. | Tomku mstst iHXKEKTOP TiCTONIeTa MiKC Needles for Obturation Gun mix

34. | Donkw st imkekTop micronera MiHi 23 ga Needles for Obturation Gun mini 23 ga
35. | Domkw miist imkekTOp TmicTonera Mini 25 ga Needles for Obturation Gun mini 25 ga
36. | ['omkw muist iHXeKTOp ITicToIeTa MiHi MiKC Needles for Obturation Gun mini mix

37. | Tepmormrarep C-FILL Obturation Pen C-FILL

38. | Tepmomnarep C-FILL wmini P Obturation Pen C-FILL mini P

39, Hacanku Ha Tepmormmarep 0.02 #45 Heat plunger 0.02 #45

40. Hacanxu Ha Tepmoruiarep 0.04 #50 Heat plunger 0.04 #50

41. Hacanku Ha Tepmormmarep 0.06 #55 Heat plunger 0.06 #55

42. | Hacanku na Tepmorarep 0.08 #55 Heat plunger 0.08 #55

43. | Hacaxku Ha TepMoruiarep Mikc Heat plunger mix

44, | Hacaaxu Ha Tepmorunarep mini 0.02 #45 Heat plunger mini 0.02 #45

45. | Hacaaxu Ha Tepmormarep mini 0.04 #50 Heat plunger mini 0.04 #50

46. | Hacaaku Ha Tepmorarep mini 0.06 #55 Heat plunger mini 0.06 #55

47. | Hacanku Ha Tepmomnarep mini 0.08 #55 Heat plunger mini 0.08 #55

48. | Hacaaku Ha Tepmoruiarep MiHi Mikc Heat plunger mini mix

49. | Xomoxui rmarepa Vertical pressure device

50. Armekc nmokarop 3 cencopHoto nmanemto C-ROOT | Root Apex Locators C-ROOT |

51 5?peHeBHﬁ Anekc nokarop 3 myisntectepom C-ROOT | Root Apex Locators C-ROOT VI

52. | Kopenesnii anexc noxarop C-ROOT Il Root Apex locator C-ROOT IlI

53. | ExnoymnerpasBykoBuii aktuBatop Ultra Smart Endo Ultrasonic Activator Ultra Smart
54. | ExnoymnerpasBykoBuii aktuBarop Ultra Smart Al Endo Ultrasonic Activator Ultra Smart Al
55 :Hg:gfl ckasep 1 noBiTpsiuuii monipysanbuuit anapar PT | Dental Scaler and Air Polisher PT Master
56, Cromarosoriuda ynbTpa3BykoBa xipypriuna cucrema C- | Dental Ultrasonic Surgical System C-EXPLORER

EXPLORER

Jonomixui 3aco6u Ta KoMIUIeKTYBaJILHI BUpoOu / Auxiliary e

quipment and accessories:

57. Morop 3 kabenem as diziogicnencepa C-SAILOR Motor with wire for C-SAILOR

58, TpyOka, sika monae Boxy i ¢izionmicieHcepa C- Water supply pipe for C-SAILOR
SAILOR

59. Menans s ¢piziomiciencepa C-SAILOR Foot control for C-SAILOR

60. ]SJI;OOK-I_ ynpasiians uiss - Qiziogicnencepa C-SAILOR Control unit for C-SAILOR PRO+

61 53606115 xuBieHHs it (isiomicriencepa C-SAILOR Power cord for C-SAILOR PRO+

62. Banobixuuk s ¢isiogicnencepa C-SAILOR PRO+ Fuse for C-SAILOR PRO+
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Ne Ha3Ba MenquuHOro BUpo0y YKpaiHCHKOK MOBOK) Name of the medical device in English

63. Eggiﬂa qutst ipurarii s ¢iziogicnencepa C-SAILOR Irrigation hanger for C-SAILOR PRO+

64. lgdlé)é(j-p 3 kabenmem s ¢iziomicnencepa C-SAILOR Motor with cable for C-SAILOR PRO+

65. IS_IX:T_TS?;R(H)T naomeunnka - gisionicnencepa  C- Handpiece stand for C-SAILOR PRO+

66. gaggiﬂa 3armymka Juia ¢iziogicnencepa C-SAILOR Protective plug for C-SAILOR PRO+

67. | Hoxna memans mis ¢isiogicnencepa C-SAILOR PRO+ | Foot pedal for C-SAILOR PRO+

68. Kponmrreiin ms ¢iziogiciencepa C-SAILOR PRO+ Bracket for C-SAILOR PRO+

69. Tpumay tpy6xu s diziomicnencepa C-SAILOR PRO+ | Tube holder for C-SAILOR PRO+

70. USB-npucrtpiit s ¢isiogicnencepa C-SAILOR PRO+ | USB for C-SAILOR PRO+

71. Hoxwna negans s cepii C-SMART Foot pedal for C-SMART series

72. | Amantep (DC5V, 1.5 A) Adapter (DC 5V, 1.5 A)

73. Anantep (DC 10V, 1.5 A) Adapter (DC 10V, 1.5 A)

74. | Amantep (DC5V, 1.0 A) Adapter (DC 5V, 1.0 A)

75. | Amanrtep (DC5V, 0.5 A) Adapter (DC 5V, 0.5 A)

76. | KaGeunsb 3ary6onuka s C-SMART-I Lip hook line for C-SMART-I

77. | Tpumau daitnie m1 C-SMART-1 1 C-ROOT | (VI) File holder for C-SMART-I and C-ROOQOT I (V1)

78. TecroBuii kadenpb st C-SMART-I Test wire for C-SMART-I

79. | Pyuka aust motopy s C-SMART-I Motor handle for C-SMART-I

80. | Axymymstop mis C-SMART-I/C-SMART Battery for C-SMART-I/C-SMART

81. | Tpumau daitnis gius C-SMART-I PRO i C-ROOT | File holder for C-SMART-I PRO and C-ROOT |

82. Anantep nist C-SMART-I PRO Adapter for C-SMART-1 PRO

83. LED mniacsiuysauust s C-SMART -mini Mini LED for C-SMART

84. Tecrosuii kadens 11 C-ROOT | Test wire for C-ROOT |

85. | Amamrep mst C-ROOT | Adapter for C-ROOT |

86. 3y6Hi 30114 1t C-ROOT | (V) Tooth probes for C-ROOT | (VI)

87. Tecrosa pyuka st C-ROOT | (VI) Test handle for C-ROOT 1 (VI)

88. Axymynsitop s C-ROOT | (V1) Battery for C-ROOT I (VI)

89. Brynka nns Enpoynstpassykosux aktuaropiB Ultra | Sleeve for Endo Ultrasonic Activators Ultra Smart and
Smart i Ultra Smart Al Ultra Smart Al

90. Kirou s EnpoynerpaszBykoBux aktuaropis Ultra | Wrench for Endo Ultrasonic Activators Ultra Smart and
Smart i Ultra Smart Al Ultra Smart Al

91 HiZlCTaBKa. JUISL HaKOHEUHHKA EnnoynerpaszBykoBux | Handpiece stand for Endo Ultrasonic Activators Ultra
axruBaropiB Ultra Smart i Ultra Smart Al Smart and Ultra Smart Al

9. I;Ir?](;a;ima s ExnoysetpassykoBoro aktuBatopa Ultra Endo Ultrasonic Activator Tip

93, Hacagka CUl mis EnpoynbTpa3ByKOBOTO akTHBaTOpa Endo Ultrasonic Activator Tip CU1
Ultra Smart Al

94, Hacagka CU2 s EnpoynbTpa3ByKOBOTO akTHBAaTOpa Endo Ultrasonic Activator Tip CU2

Ultra Smart Al
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Ne Ha3Ba MenquuHOro BUpo0y YKpaiHCHKOK MOBOK) Name of the medical device in English
95, Hacanka CU3 s EnoynbTpa3sBykoBOTO akTHBaTOpa Endo Ultrasonic Activator Tip CU3
Ultra Smart Al
96. Eg\?;pKyTOBHH HaxoHeuHuK At Ennio motopy C-Smart Contra Angle for Endo motor C-Smart nova
97. | Hakoneunuk motopa mist Exmo motopy C-Smart nova Motor Handpiece for Endo motor C-Smart nova
98. Ananrep nis Exno moropy C-Smart nova Adapter for Endo motor C-Smart nova
99. | CuiikonoBa ocHoBa s Enmo motopy C-Smart nova Silicone base for Endo motor C-Smart nova
100 Onakon gnst  ipuramii mis  3y6uoro ckanepy i | lrrigation bottle for Dental Scaler and Air Polisher PT
" | moBiTpstHOTO TIOTNipyBaskHOTO anapary PT Master Master
Kawepa s mopomiy i mp Oq)maKTmHorq Powder chamber for prophy use (black) for Dental Scaler
101. | 3acrocyBanuss (uopHa) s 3yOHOro ckaiepy i . .
. ) and Air Polisher PT Master
MOBITPSAHOTO NoJipyBaibHoro anapary PT Master
Kawepa s moporuky s VEPIOAIAROTO SACTOCYBARIA | by ey chamber for perio use (orange) for Dental Scaler
102. | (momapanueBa) s 3yOHOro cKajaepy i HOBITPSHOTO . .
. and Air Polisher PT Master
noJipysanbHoro anapary PT Master
103. KaG.e b JKHBIICHHA JU13 3yOHOTO CKanepy i MOBITpAHOro Power cord for Dental Scaler and Air Polisher PT Master
noJipysanbpHoro anapary PT Master
104. AHa.HTep A 3ybHOro ckaiepy i MOBITAHOTO Adapter for Dental Scaler and Air Polisher PT Master
noJipysanbpHoro anapary PT Master
105. HO)I.{Ha mepanh s 3yOHOro craiepy i MOBITPAHOTO Foot pedal for Dental Scaler and Air Polisher PT Master
noJipysanbHoro anapary PT Master
106 Brok ynpasninns st 3yOHoro ckanepy i nositpsiHoro | Control unit for Dental Scaler and Air Polisher PT
" | monipyBasbHoro anapaty PT Master Master
Haxoneunuk s mopouky (s Hpc.’(bmaK.quoro Powder handpiece (for prophy use) for Dental Scaler and
107. | 3acrocyBanust) mis 3yOHOrO cKajepy i MOBITPSIHOTO . .
. Air Polisher PT Master
noJiipyBajibHOro anapatry PT Master
Haxoneunu i mopouky  (mis MEPIOAMATOTO | gy handpiece (for perio use) for Dental Scaler and
108. | 3acrocyBaHHs) aist 3yOHOro CKaiepy i MHOBITPSHOTO . .
. Air Polisher PT Master
noJiipyBajibHOro anapatry PT Master
109 VYibTpa3sBykoBHii HakoHeuHHK Juiss 3yonoro ckanepy i | Ultrasonic handpiece for Dental Scaler and Air Polisher
" | moBiTpstHOTO TIONipyBasTkHOTO anapary PT Master PT Master
110 VibTpassykoBi Hacagku gusi 3ybHoro ckanepy i | Ultrasonic tips for Dental Scaler and Air Polisher PT
" | moBiTpstHOTO TIONipyBasTkHOTO anapary PT Master Master
Hacamaa  (nra  nep JOAUTTHOTO BHKOPHCT.aHHH) P Nozzle (for perio use) for Dental Scaler and Air Polisher
111. | 3y6Horo ckajepy 1 HOBITPSHOTO MOJIPYBAJILHOTO
PT Master
anapaty PT Master
112 Tpuxomosuii 6ok mis 3yoHOTO cKanepy i moitpsiHoro | Three-way unit for Dental Scaler and Air Polisher PT
" | momipyBansHOTrO amapary PT Master Master
113. HOB.ITP’IHHH (b}m’Tp A 3ybmoro  canepy i Air filter for Dental Scaler and Air Polisher PT Master
HOBITPAHOTO NoJipyBaibHoro anapary PT Master
114. q)m.”p JUlst BOZW 1t 3yOHOTO CKanepy i MOBITpAKOTO Water filter for Dental Scaler and Air Polisher PT Master
noJiipyBaiibHOro anapatry PT Master
Habip CBITIOMIOMHIX — CBITHIIBHUKIB  JTA 3ybnoro LED light set for Dental Scaler and Air Polisher PT
115. | ckanepy i moBiTpsHOrO mOMipyBajbHOTO amapaty PT
Master
Master
116 3anacHe yIiIbHIOBaNIbHE Kinblie it 3yoHoro ckanepy i | Spare O-ring for Dental Scaler and Air Polisher PT
' | moBiTpstHOTO TMOJTipyBasibHOTO anapaty PT Master Master
117. Tpybra s moxasi Boma Ami 3ybmoro cxamepy i Water tube for Dental Scaler and Air Polisher PT Master

HOBITPSIHOTO MoJipyBasibHOTO anapary PT Master
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118. HOB.ITpﬂHHH uuIaHr 11 3y6HOro ckazepy i nosiTpaHoro Air hose for Dental Scaler and Air Polisher PT Master
noJipysainpHoro anapary PT Master
119 SOYT;’IIIi )ﬂmmﬂegug;ﬁn c(If;nHe HaKiOH?OIE:aﬂHﬂOJ;g Sterilization case (for powder handpiece) for Dental
' POLKY) ~ A Y Py P Scaler and Air Polisher PT Master
noJipysainpHoOro anapary PT Master
120 IHcTpymeHT a1 po36iokyBanus st 3yoHoro ckanepy i | Unlocking tool for Dental Scaler and Air Polisher PT
' | moBiTpsiHOTO TOJTipyBajibHOTO anapaty PT Master Master
191 laiikoBuii kirou (U1t Hacagku) Uit 3yOHOTO cKalepy i Spa_nner wrench (for nozzle) for Dental Scaler and Air
' | moBiTpsiHOTO TOJipyBajibHOTO anapaty PT Master Polisher PT Master
Dyrasp Al CTepumIsAUl (11 YABTPABYKOBOIO | guoiyisarion case (for ultrasonic handpiece) for Dental
122. | HakoHeyHHKa) 111 3yOHOTO CKalepy i MOBITPSHOTO . .
. Scaler and Air Polisher PT Master
noJiipyBajibHOro anapaty PT Master
123 Juuamomerpuunuii wiod s 3ybHoro ckamepy i | Torque wrench for Dental Scaler and Air Polisher PT
" | moBiTpstHOTO TIONipyBaskHOTO anapary PT Master Master
124 TaiikoBuii xitou (mist dinerpa) as 3yoHoro ckanepy i | Spanner wrench (for air filter) for Dental Scaler and Air
" | moBiTpsiHOTO TMOJNTipyBajibHOTO anapaty PT Master Polisher PT Master
195 Bnok ynpasninas s Cromatonorivnoi yiaerpa3sykoBoi | Control unit for Dental Ultrasonic Surgical System C-
" | xipyprignoi cuctemu C-EXPLORER EXPLORER
126 Oyrmsip  anst crepumizanii s Cromatonorivnoi | Sterilization case for Dental Ultrasonic Surgical System
" | ympTpa3BykoBoi xipypriunoi cuctemu C-EXPLORER C-EXPLORER
127, | Crowaranorianel yatpasnyonel xipyprimci entrewns | HaNOBiEce  (including Handiece cor) for - Derta
C-EXPLORER Ultrasonic Surgical System C-EXPLORER
128 Kponmrreitn st Cromaronoriunoi  yipTpasBykosoi | Bracket for Dental Ultrasonic Surgical System C-
" | xipypriunoi cucremu C-EXPLORER EXPLORER
129 Hoxna nenmans juisn Cromatonoriunoi ynbtpassykoBoi | Foot pedal for Dental Ultrasonic Surgical System C-
" | xipypriunoi cucremu C-EXPLORER EXPLORER
130 Tpumau HaKOHEYHHKA JUTSt Cromaromnoriunoi | Handpiece Holder for Dental Ultrasonic Surgical System
" | yapTpasBykoBoi xipypriunoi cuctemu C-EXPLORER C-EXPLORER
131 CeiTmomioguuit  cBitmapHuk s Cromatonoriunoi | LED Light for Dental Ultrasonic Surgical System C-
" | ympTpa3BykoBoi xipypriunoi cuctemu C-EXPLORER EXPLORER
132 Tpumau nacanku gt Cromarosoriunol ynetpassykosoi | Tip Holder for Dental Ultrasonic Surgical System C-
" | xipypriunoi cuctemn C-EXPLORER EXPLORER
133 Ipuramiiinuii rak qis Cromaronoriunoi ynbtpaszsykoBoi | Irrigation Hanger for Dental Ultrasonic Surgical System
" | xipypriunoi cuctemu C-EXPLORER C-EXPLORER
134 IlincraBka  gus  HakoHeunwka  Cromarosoriunoi | Handpiece Stand for Dental Ultrasonic Surgical System
" | ympTpa3BykoBoi xipypriunoi cuctemu C-EXPLORER C-EXPLORER
135 3anobixkuuk s Ctomaronoriunoi ynbrpasBykoBoi | Fuse for Dental Ultrasonic Surgical System C-
" | xipypriunoi cuctemu C-EXPLORER EXPLORER
136 Juuamomerpuunmii  kmou s Cromaronoriunoi | Torque Wrench for Dental Ultrasonic Surgical System
" | ympTpa3BykoBoi xipypriunoi cuctemu C-EXPLORER C-EXPLORER
Vierpassykosi Hacaaku (US1x1, US2x2, US4x1, | Ultrasonic Tips (US1x1, US2x2, US4x1l, US5Hx1,
137. | US5x1, UC1x1, UL3x1l) i Cromaronoriunoi | UC1x1, UL3x1) for Dental Ultrasonic Surgical System
yibTpa3BykoBoi xipypriunoi cucremu C-EXPLORER C-EXPLORER
138 KaGeb YKUBJIEHHSI JUTSL Cromaromnoriunoi | Power Cord for Dental Ultrasonic Surgical System C-
" | ynbTpa3BykoBoi xipypriunoi cucremu C-EXPLORER EXPLORER
139 Tpumau Tpyoku mias CromarosoriuHoi yibTpasBykosoi | Tube Holder for Dental Ultrasonic Surgical System C-
" | xipypriunoi cucremu C-EXPLORER EXPLORER
140 Ipurariiina TpyOKa TSt Cromaromnoriunoi | Irrigation Tube for Dental Ultrasonic Surgical System C-

yibTpa3BykoBoi xipypriunoi cucremu C-EXPLORER

EXPLORER
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No Ha3Ba Mequ4HOro BHPOOY YKPaiHCHKOK MOBOK) Name of the medical device in English

141. Ha.K(.)HeHHHK moropa st Bapp mMoropy O-SBIART- Motor Handpiece for Endo motor C-SMART-Mini AP+
Mini AP+

142. | 3apsnmna 6a3a mist Exmo motopy C-SMART-Mini AP+ Charging Base for Endo motor C-SMART-Mini AP+
KontpkyroBuii Hakoneunuk i1 Enmo wmoropy C- o

143. SMART-Mini AP+ Contra Angle for Endo motor C-SMART-Mini AP+

144. | 3amoxk daiina ama Eano motopy C-SMART-Mini AP+ File clip for Endo motor C-SMART-Mini AP+

145. fﬁrilpAI%iaanHH mpir T B Moropy ‘C-SMARL Measuring wire for Endo motor C-SMART-Mini AP+

146. i;licopmm AeravE. pus BEnp Moropy C-SMART-Mim Touch Probe for Endo motor C-SMART-Mini AP+

147. ﬁ)ﬁf”" Aney e, ot By sozepy C-SMART-Mil | o gy pr Brde molor CHSNUART-ini AP+
Apnantep 3MigHOTO cTpymMy it EHgo wmortopy C- .

148. SMART-Mini AP+ AC adapter for Endo motor C-SMART-Mini AP+

149. | Tecrep mia Eago motopy C-SMART-Mini AP+ Tester for Endo motor C-SMART-Mini AP+

150. | Kuroug nnma Exno motopy C-SMART-Mini AP+ Wrench for Endo motor C-SMART-Mini AP+

151. PO.mHmOBaHLHa HacamE 7o e, NETOpy C-SMART - Spray Nozzle for Endo motor C-SMART-Mini AP+
Mini AP+

152. | Kigpne nisg Eago motopy C-SMART-Mini AP+ Ring for Endo motor C-SMART-Mini AP+

153 CHITIKOHOBI 9OXJIM KyToBOro HakoHewnwmka i Emmo | Contra Angle silicone Covers for Endo motor C-

~ | motopy C-SMART-Mini AP+ SMART-Mini AP+

154. | Pyuka nus o6rypamii it O6typatopa C-FILL X Obturation Handle for Obturation system C-FILL X

155. | 3apsamna 6a3a mis O6typatopa C-FILL X Charging Base for Obturation system C-FILL X

156. | Amamtep 3minHOTO cTpyMmy At O6typaropa C-FILL X | AC adapter for Obturation system C-FILL X

157 lomka mis BBemenHs ryramepui s O6typatopa C- | Gutta percha injecting needle for Obturation system C-

" FILLX FILL X

158. | Kurou g O6typartopa C-FILL X Wrench for Obturation system C-FILL X

159. | Hlitka mrs unmenss gt O6typaropa C-FILL X Cleaning Brush for Obturation system C-FILL X

160. | Tepmo3axucHuUit KOBIAYOK ﬂn{l\Qﬁ\I‘}'lf)hﬁfépang ILL X Thermal protector cap for Obturation system C-FILL X

161. :

Tecr ryramnepui s O6Typ<_a(i‘\6pa Q-ElLLX &
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Annex 2 to Declaration of Conformity No. 4/ver. 8
Honartok 2 xo Jexaapauii mpo BiamoBiguicts Ne 4/ver. 8

List of national, European, international regulations and legal acts and standards /
Ilepenik HaNiOHATBHUX, €EBPONEHCHKHUX Ta Mi’KHAPOAHUX HOPMATHBHO-TIPABOBHX AKTIB Ta
CTaHIAPTIB

HamionanbHi cranaapTu, siKi BKJII0OYeHi 10 nepeiiky HallioHAJbLHUX CTAHAAPTIB, AKi BiANOBi1a10TH
€BPOMNeiiCbKUM rapMOHI30BAHMM CTAHJAPTAM Ta J00POBiJIbHE 3aCTOCYBAHHS AKHUX MOKe
crnpuiiMaTHcs SIK 10Ka3 BiIMOBiTHOCTI MeIMYHMX BHPOOiB BUMoram TexHIiYHOro perjiaMeHTy 11010
MeJIMYHUX BUPOOIB:

1) JACTY EN ISO 13485:2018 Menuuni Bupobu. CructemMa yrpaBiiHHS SKICTIO. BUMoru 1o perymroBaHHS.

2) JACTY EN 60601-1-2:2015 Bupobu meaunuHi enextpuyti. Yactuna 1-2. 3arajnbpHi BAMOTH IOA0 Oe3MeKH
Ta OCHOBHHUX poOOYMX XapakTepucTuk. JlomaTkoBuii craHmapt. EnektpomarHiTHi 30ypeHHs. Bumoru ta
BUTIPOOYBaHHS.

3) JACTY EN 1041:2015 Bupo6u meanusi. [apopmartis, Ky Hamae BUpOOHUK.

4) JACTY EN 62304:2014 IlporpamHe 3a0e3neueHHs MEIUYHHMX NpUCTpoiB. [Ipomecu »KUTTEBOrO LHUKITY
MPOTPAaMHOTO 3a0€3MeYeHHS.

5) JACTY EN 60601-1-6:2015 Bupobu mennuni enekrpryHi. Yactira 1-6. 3arampHi BUMOTH MOA0 Oe3mekn
Ta OCHOBHHUX pOOOYMX XapakTepucTuk. JlonaTkoBuii ctanaapt: ExcrutyarauiiiHa npuaaTHICTb.

6) JCTY EN 1640:2015 CtomaTosnoris. Bupobu Menu4Hi CTOMATOJIOTIYHI. Y CTaTKOBaHHS. 3arajibHi TEXHIYHI
BUMOTH.

7 JACTY EN ISO 17664:2018 Crepunizauis MenuuHux BUpoOiB. [Hdopmamis, sKy Hajae BHPOOHUK
MEIUYHHUX BUPOOIB 100 CTepUITiZalil MEJIMYHUX BUPOOIB.

8) JACTY EN ISO 10993-5:2015 BionoriuHe oIiHIOBaHHS MeIUYHUX BHpoOiB. UactuHa 5. BunpoOoByBaHH:

Ha IIATOTOKCUYHICTH in Vitro.

Mi:kHapoaHi cTaHIApPTH, perjJiaMeHTH, HACTAHOBH, peKOMeH/Ialii:

1) Council Directive 93/42/EEC of 14 June 1993 concerning medical devices.

2) EN ISO 13485:2016 Medical devices - Quality management systems - Requirements for regulatory
purposes.

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

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

5) 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.

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

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

8) EN ISO 1797:2017 Dentistry - Shanks for rotary and oscillating instruments.

9) ISO 10993-1:2018 Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk

management process.

10) EN ISO 10993-5:2009 Biological evaluation of medical devices — Part 5: Tests for in vitro cytotoxicity.

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

12) EN 62366-1:2015 Medical devices - Part 1: Application of usability engineering to medical devices.

13) EN 62304:2006 Medical device software - Software life cycle processes.
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14) EN 60601-1-6:2010 Medical electrical equipment - Part 1-6: General requirements for basic safety and
essential performance - Collateral standard: Usability.

15) EN 1640:2009 Dentistry - Medical devices for dentistry - Equipment.

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

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

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

19) EN ISO 14457:2017 Dentistry - Handpieces and motors.

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

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

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

23) EN 60068-2-2:2007 Environmental testing - Part 2-2: Tests - Test B: Dry heat.

24) EN 60068-2-78:2013 Environmental testing - Part 2-78: Tests - Test Cab: Damp heat, steady state.

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

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

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

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

29) MEDDEYV 2.7.1 rev. 4 Clinical Evaluation: A guide for manufacturers and notified bodies.

3akonu Ykpainn, noctanosu KaGinery MinicTpiB Ykpainu, Haka3u MiHicTepcTB {i3 3MiHaAMH }:

1) 3akon Ykpainu “IIpo TexHIYHI peTTaMeHTH Ta OIIHKY BIIMOBITHOCTI .

2) 3akon Ykpainu “IIpo 3abesnedenns ¢ yHKIIOHyBaHHSA YKPaiHCHKOI MOBH SIK JIEPXKaBHOI .

3) 3akon Ykpainu “IIpo 3arampHy 6e3medHICTs HEXapY0BO1 MPOAYKITIi” .

4) [TocranoBa Kab6imery Mimictpie Ykpaiau Bixg 02.10.2013 p. Ne 753 “TIpo 3aTtBepmxkenHs TexHIYHOTO
peTIaMeHTy MO0 MEANIHAX BUPOOIB™.

5) [TocranoBa Ka6inery MinictpiB Ykpainu Big 30.12.2015 p. Ne 1184 “TIpo 3aTBepmkeHHs Gopmu, omucy
3HaKa BIJIIOBITHOCTI TEXHITHAM peTrJIaMeHTaM, IPaBIII Ta YMOB HOTO HaHECEHHS .

6) Hakas MinicTepcTBa €KOHOMIYHOTO PO3BHUTKY 1 TopriBm Yxkpaiam Bim 04.08.2015 p. Ne 914 “TIpo

3aTBEP/KEHHS BU3HAYCHb OCHOBHUX OJMHUI SI, Ha3B Ta BU3HAYCHDH MOXITHUX OJUHHIL SI, TECATKOBUX KpaTHUX 1
YaCTHHHUX B1J OAMHUIKG SI, T03BOIEHNUX MM03aCHCTEMHUX OJIMHUIb, a TAKOX iX Ho3HaYeHb Ta [IpaBui 3acTocyBaHHA
OJIVHUITG BUMIPIOBAHH 1 HAITMCAHHA Ha3B Ta [T03HAYEHb OJMHUIH BUMIPIOBAHHS 1 CHMBOJIIB BEJIMINH .

7 Hakas MinictepcTBa oxopoHU 3710poB’s Ykpaiam Bim 22.01.2020 p. Ne 142 “Tlpo 3aTBepmKCeHHA
METOJMYHUX PEKOMEHJAMIN 13 3acTOCYBaHHA TEeXHIYHOTO PErIaMeHTy MO0 MEAWIHHX BHPOOIB, 3aTBEPIKEHOTO
moctanoBoro Kabinety MinictpiB Ykpaiam Bix 02 xoBrHA 2013 poxy Ne 753, TexHidHOTO periaMeHTy MIOAO
MeIMYHUX BUPOOIB JUIS JIarHOCTHKH in Vitro, 3aTBeppkeHOro HocTaHoBOk0 Kabinety MinicTpiB Ykpainu Big 02
woBTHI 2013 poky Ne 754 ta TexHIYHOTO periaMeHTy MIOAO0 aKTHUBHUX MEIUYHUX BHUPOOIB, AKI IMIDIAHTYIOTH,
3aTBep keHoro ocTaHoBoro Kabinery MinictpiB Ykpaiau Bif 02 xoBTHSI 2013 poky Ne 7557,

8) Haxkas MinictepctBa oxoponu 370poB’st Ykpaiau Bix 11.10.2017 p. Ne 1245 “IIpo 3aTBepKCHHS MEPETIKY
HAIOHATBFHUX CTAHJAPTIB, BIMOBIMHICTh SKUM HaJa€ IMPE3YMIIIiI0 BiIMOBITHOCTI MEIUYHUX BHUPOOIB BIMOTaM
TexHITHOTO perJIaMeHTy MO0 Me%nganX?BﬁpoﬁiB”.
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