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. 11

JAEKJAPAIIIA ITPO BIAIIOBIIHICTD
Ne 4/ver. 11

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 and Dental Ultrasonic
Surgical Device C-EXPLORER PRO

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, 17 and 18 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, cToMaToJIOri4YHi YyJbTPa3BYKOBI
xipypriuni cucremn C-EXPLORER ta C-EXPLORER
PRO

srinHo  mepeniky B Jomatky 1 mo Jexnmapauii mpo
BIIMOBIOHICTE BUMOTaM TEXHIYHOTO pErIaMeHTy II0J0
MEIWYHUX BHUpPOOIB (sfkuil 3aTBep/pkeHUi I[locTaHOBOIO
Ka6inery MinictpiB Ykpainu Bix 02 >xoBTHs 2013 p. Ne 753)
Bupo6Huk:

@®OIIAHb KOKCO MEJIIKII
JIMITLA

anpeca: Ne 17, I'yvaumin Ase., Heto Jlaiit Copc Inmactpian
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 «OJUIEH-IEHTAJI»

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

€IPTIOY: 42749088

Tem.: +380934477575

E-mail: dir_ollen@ukr.net

IHCTPYMEHT KO,

Kaacugikauniss 3a3HauyeHux Meaum4yHux BupoOiB: Kimac lla
srigHo 3 myHKTamMu 14, 17 ta 18 Jomatky 2 TexHiduHOTO
periaMeHTy 00 MEANYHUX BHUPOOIB.

IIpoayKiiir0 CYnpoOBO/DKYE 3HAK BIAMOBIAHOCTI
TexHIYHOTO perjJaMenTy:

BHUMOTI'aM

&

UA.TR.099
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TOB «OJIJIEH /IEHTAJT»

04119, m. Kuis, Byn. FOpis Iinenxka 83 /1, oic 117
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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
UAMD.366-21 version 06 valid from 09.10.2025 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 02.01.2026 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.

IIpounexypa ominkm BignmoBimmocri: [lomatok 3 (3a
BUKJTFOUCHHIM NYHKTIB 8-11) TeXHIYHOTO permaMeHTy Moo
MeIUYHUX BUPOOiB, 3aTBepmkeHoro Ilocranosoro Kabinery
MisictpiB Ykpainu Ne 753 Bix 2 sxoBtH: 2013 p.
IMpu3zHawenuit opran 3 ouiaku BigmosimHocti TOB
«YKPMEJCEPT», Byn. [IparomanoBa, OyauaOk 1-A, odic 2,
M. Kuis, 02059, Vkpaina, akpeantoBanmii HarioHampHUM
areHTCTBOM 3 akpemuTamii Ykpainm, atectat Ne 10240,
nmpu3HaYeHuH MIHICTEPCTBOM  €KOHOMIKM  YKpaiHH — 3a
inenTru(ikamiitauM Homepom UA.TR.099.

Ceptudikar mpo BiOMOBIAHICTE MEAUTHUX BUPOOIB BUMOTAM
TexHIYHOTO  PETIaMEHTy  MOA0 MCIUYHUX  BHPOOIB
Ne UA.MD.366-21 penaxuist 06, Tepmin xii Bix 09.10.2025 no
27.05.2026.

3a3HaueHi MeAWYHI BHPOOM  BIANOBIZAIOTH  BHMOTAM
HALiOHAIBHUX, €BPONEHCHKUX T MDKHAPOIHUX HOPMATHUBHO-
MIPAaBOBUX AKTIB Ta CTAHIAPTIB, sKi HaBexeHi B JJomatky 2 mo
nmanoi Jlexmapamii mpo BiAmoBiAHICTE.

Hexmapanis mpo BignosigHicTs naiticna 3 02.01.2026 mo
27.05.2026.

Hesin’emno0r0 yacTrHOO qanHoi Jlekiapamnii mpo BiAMOBITHICT
€ HacTymHi Jonatku;

Jlomatoxk 1 3 mepenikoM MeANYHUX BHPOOIB,

Jomatox 2 3 mepemikoM HAMIOHATBHHUX, €BPOMCHCBKHX Ta
MDKHAPOTHNX HOPMATHBHO-TIPABOBHX AKTIiB TA CTAHAAPTIB.

Lsa Jexmapariss mpo BiANOBIOHICTE BHUIAHA MiJ BUKIIOYHY
BiIMOBITATBHICTE BUPOOHUKA.

Valeriya Rimek /

/’ Y. Fénaturq[ Stamp /

P/ '/ ITigmuc, megaTka

Pimex B. ®.
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TOB «OJIJIEH /IEHTAJT»

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

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

Annex 1 to Declaration of Conformity No 4/ver. 11/
Honatok 1 1o dexnapamnii npo BignoBiguicte Ne 4/ver. 11
List of the medical devices / [lepexik MmeanuyHuX BUPOGiB

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

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

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

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

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

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

6. Haxoneunuk mjist iziomicniencepa C6-19 Handpiece for Dental Implantation Systems C6-19

7. Haxoneunuk s diziopicnencepa C6-22 Handpiece for Dental Implantation Systems C6-22

8. Haxouneunuk mjist ¢isiogicnercepa C6-23 Handpiece for Dental Implantation Systems C6-23

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

10. Enmo motop C-SMART-mini AP Endo motor C-SMART-mini AP

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

12. Enno motop C-SMART-miHi2 Endo motor C-SMART-mini2

13. Enmo morop C-SMART-miHi Endo motor C-SMART-mini

14. Enmo morop C-SMART-I PRO Endo motor C-SMART-I PRO

15. Enmo morop C-SMART-V Endo motor C-SMART-V

16. Enmo morop C-SMART-I Endo motor C-SMART-I

17. | Engo morop C-SMART-I PILOT Endo motor C-SMART-I PILOT

18. Enmo motop C-Smart nova Endo motor C-Smart nova

19. | Enmo motop C-Smart Nova X Endo motor C-Smart Nova X

20. Enno motop C-SMART-Mini AP+ Endo motor C-SMART-Mini AP+

21 C1-17M TonoBa [yt KOHTPKyTOBOro HakoHeunuka 1:1 | C1-17M 1:1 mini push button contral angle head from
' Big Enno motop C-SMART Endo motor C-SMART

29 C1-19M TonoBa st KOHTpKyTOBOTO HakoHewnuka 1:1 | C1-19M 1:1 mini push button contral angle head from
’ Big Enno motop C-SMART Endo motor C-SMART

23 C4-1M TonoBa anst KOHTpKyTOBOro Hakoneunuka 16:1 | C4-1M 16:1 mini push button contral angle head from
' Big Enno motop C-SMART Endo motor C-SMART

24 C4-19M T'onoBa st KOHTPKYTOBOrO HakoHeunuka 16:1 | C4-19M 16:1 mini push button contral angle head from
' Big Enno motop C-SMART Endo motor C-SMART

o5 C1-16M T'onoBa st KOHTpKyTOBOro HakoHeunuka Bif | C1-16M mini push button contral angle head from Endo
' Enmo morop C-SMART motor C-SMART

2 C4-2M TonoBa s KOHTPKYTOBOro HakoHeuHuka Bin | C4-2M mini push button contral angle head from Endo
' Enmo morop C-SMART motor C-SMART

97 C5-4M TonoBa i KOHTPKYTOBOro HakoHeuHuka Bin | C5-4M mini push button contral angle head from Endo
' Enmo motop C-SMART motor C-SMART

28. OO0typariitaa cucrema C-FILL Obturation system C-FILL

29. | OoOrypauiiina cucrema C-FILL wmiHi Obturation system C-FILL mini

30. | OOrypamniiina cucrema C-FILL X Obturation system C-FILL X SET
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Ne Ha3Ba MenquuHOro BUpo0y YKpaiHCHKOK MOBOK) Name of the medical device in English
31. | O6ryparop C-FILL X Obturation system C-FILL X

32. Imwkekrop mictoner C-FILL Obturation Gun C-FILL

33. | Imxekrop microner C-FILL mini G Obturation Gun C-FILL mini G

34. | Tomku ass iHXKEKTOp micTonera 23 ga Needles for Obturation Gun 23 ga

35. | Tomkw mytst ivokeKTOp TicToNeTa 25 ga Needles for Obturation Gun 25 ga

36. Tonku Uist 1HXXEKTOp MiCTONIETa MIKC Needles for Obturation Gun mix

37. | Tomku aust idKeKkTOp micToneta MiHi 23 ga Needles for Obturation Gun mini 23 ga
38. | Tonkw 1uist iHXKEKTOP MmicTonieTa MiHi 25 ga Needles for Obturation Gun mini 25 ga
39. [onku 17151 1HOKEKTOP MICTOJIeTa MiHI MIKC Needles for Obturation Gun mini mix

40. | Tepmormuarep C-FILL Obturation Pen C-FILL

41. | Tepmommarep C-FILL mini P Obturation Pen C-FILL mini P

42. Hacanku Ha Tepmormmarep 0.02 #45 Heat plunger 0.02 #45

43. | Hacanku Ha Tepmorutarep 0.04 #50 Heat plunger 0.04 #50

44, Hacanku Ha Tepmormarep 0.06 #55 Heat plunger 0.06 #55

45. | Hacaaku Ha Tepmorutarep 0.08 #55 Heat plunger 0.08 #55

46. | Hacaaku Ha TepMmoILiarep Mikc Heat plunger mix

47. | Hacagku Ha Tepmoruarep MiHi 0.02 #45 Heat plunger mini 0.02 #45

48. | Hacaaku Ha Tepmoruiarep mini 0.04 #50 Heat plunger mini 0.04 #50

49. | Hacaaku Ha Tepmoruarep mini 0.06 #55 Heat plunger mini 0.06 #55

50. | Hacamku Ha Tepmorutarep mini 0.08 #55 Heat plunger mini 0.08 #55

51. | Hacaaku Ha TepMoruiarep MiHi Mikc Heat plunger mini mix

52. | Xomnomwi miarepa Vertical pressure device

53. Armekc nmokarop 3 cencopHoto manemto C-ROOT | Root Apex Locators C-ROOT |

54 5?peHeBHﬁ Armekc nokatop 3 mymsnrectepom C-ROOT Root Apex Locators C-ROOT VI

55. Kopeneswii aniekc gokarop C-ROOT 11 Root Apex locator C-ROOT |11

56. Kopewnesuii aniekc okarop C-ROOT | (V) Root Apex locator C-ROOT | (V)

57. | EanoyneTpasBykoBuii aktuBatop Ultra Smart Endo Ultrasonic Activator Ultra Smart
58. | EnnoysnbrpasBykoBuii aktuBaTop Ultra Smart Al Endo Ultrasonic Activator Ultra Smart Al
59. ?ﬁf;gfl caiiep i HoBiTpaHuii nonipysanbHuii anapar PT Dental Scaler and Air Polisher PT Master
60. g(osal_a(;%né)gqﬂa Y/ILTPasByKoBa Xipypritna cucrema C- Dental Ultrasonic Surgical System C-EXPLORER
61. Cromarosoriuna yiI,TpassyKosa xipypriuma cucrema C- Dental Ultrasonic Surgical Device C-EXPLORER PRO

EXPLORER PRO

JlonomiskHi 3aco0u Ta KOMILUIEKTYBaJLHI BHpoou / Auxiliary e

guipment and accessories:

62.

Morop 3 kabenem s diziomicnercepa C-SAILOR

Motor with wire for Dental Implantation Systems C-
SAILOR

63.

TpybOka, sika momae Bomy i (isiogicencepa C-

Water supply pipe for Dental Implantation Systems C-
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Ne Ha3Ba MenquuHOro BUpo0y YKpaiHCHKOK MOBOK) Name of the medical device in English
SAILOR SAILOR

64. | Menam s disionicnencepa C-SAILOR goAci':_ ocF(zntroI for Dental Implantation Systems C-

65 brok ympasminas mus  ¢isiomicmencepa C-SAILOR | Control unit for Dental Implantation Systems C-SAILOR
" | PRO+ PRO+

66 Kabens xwusmenns st ¢isiomicencepa C-SAILOR | Power cord for Dental Implantation Systems C-SAILOR
" | PRO+ PRO+

67. | 3anob6ixuuk ans ¢iziogiciencepa C-SAILOR PRO+ Fuse for Dental Implantation Systems C-SAILOR PRO+

68 [MixBicka ms ipuramii ast disioxicencepa C-SAILOR | Irrigation hanger for Dental Implantation Systems C-
" | PRO+ SAILOR PRO+

69 Mortop 3 kabenem mis ¢isiogicnencepa C-SAILOR | Motor with cable for Dental Implantation Systems C-
" | PRO+ SAILOR PRO+

70 [lincraBka i HakoHeyHuWKa (isiomicnencepa C- | Handpiece stand for Dental Implantation Systems C-
" | SAILOR PRO+ SAILOR PRO+

71 3axucHa 3arnymika s ¢isiogicnencepa C-SAILOR | Protective plug for Dental Implantation Systems C-
" | PRO+ SAILOR PRO+

72. Hosxna megans mst diziogiciencepa C-SAILOR PRO+ E%()Ct)fedal for Dental Implantation Systems C-SAILOR

73. | Kponmreitn 1 disiopicnencepa C-SAILOR PRO+ Eéaéliet for Dental Implantation Systems C-SAILOR

74, Tpimau Tpy6ku s isiogicrencepa C-SAILOR PRO+ ggté;holder for Dental Implantation Systems C-SAILOR

75. USB-npucrtpiit s ¢iziogicnencepa C-SAILOR PRO+ | USB for Dental Implantation Systems C-SAILOR PRO+

76. | Hoxna memans mis cepii engo moropie C-SMART Foot pedal for endo motors C-SMART series

77. | Amanrep (DC5V, 1.5 A) Adapter (DC 5V, 1.5 A)

78. Apnantep (DC 10V, 1.5 A) Adapter (DC 10V, 1.5 A)

79. | Amanrep (DC5V, 1.0 A) Adapter (DC 5V, 1.0 A)

80. | Apmanrep (DC5V, 0.5A) Adapter (DC 5V, 0.5 A)

81. Kabens 3aryonuka mis enago motopa C-SMART-I Lip hook line for endo motor C-SMART-I

82 Tpumau daitnie aas ewgo moropa C-SMART-I i amekc | File holder for endo motor C-SMART-I and apex
" | noxaropis C-ROOT | (VI) locators C-ROQOT I (V1)

83. TecroBuii kabenp aist exno motopa C-SMART-I Test wire for endo motor C-SMART-I

84. Pyuka mnst motopa miist eno moropa C-SMART-I Motor handle for endo motor C-SMART-I

85. | Axymymsrop ns enno moropis C-SMART-I/C-SMART | Battery for endo motors C-SMART-I/C-SMART

86 Tpumau ¢aiinis anst engo moropa C-SMART-I PRO i | File holder for endo motor C-SMART-I PRO and apex
) anekc Jokaropy C-ROOT | locator C-ROOT |

87. | Anmanrep s engo moropa C-SMART-I PRO Adapter for endo motor C-SMART-I PRO

88. LED mnincsiwyBanus mis enao motopa C-SMART -mini Mini LED for endo motor C-SMART-mini

89. | Tecrosuii kabenp ajis anekc tokaropy C-ROOT | Test wire for apex locator C-ROOT |

90. | Ananrep ans anekc snokaropy C-ROOT | Adapter for apex locator C-ROOT |

91. | 3y6wui 30uau mis anekc gokaropis C-ROOT | (V1) Tooth probes for apex locators C-ROOT | (VI)

92. | TecroBa pyuka mis anekc nokatopis C-ROOT | (V1) Test handle for apex locators C-ROOT | (VI)

93. | Axymymsrop s anekc jgokaropis C-ROOT | (V1) Battery for apex locators C-ROOT I (V1)
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Ne Ha3Ba MenquuHOro BUpo0y YKpaiHCHKOK MOBOK) Name of the medical device in English
94 Brynka mns EnnmoynetpasBykoBux axtuBatopiB Ultra | Sleeve for Endo Ultrasonic Activators Ultra Smart and
" | Smart i Ultra Smart Al Ultra Smart Al
95 Kimou nnms EnmoynetpasBykoBux aktuBatopi  Ultra | Wrench for Endo Ultrasonic Activators Ultra Smart and
" | Smart i Ultra Smart Al Ultra Smart Al
96 MincraBka 1mst HakoHeuHuka EnpoymbrTpasBykoBux | Handpiece stand for Endo Ultrasonic Activators Ultra
' aktuBatopiB Ultra Smart i Ultra Smart Al Smart and Ultra Smart Al
97. Iglr?](:;)tma st ExnoysetpassykoBoro aktuBatopa Ultra Endo Ultrasonic Activator Tip
98, Hacanka CU1l s EnnoynbTpa3sBykoOBOTO akTHBaTOpa Endo Ultrasonic Activator Tip CU1
Ultra Smart Al
99. Hacanxa CU2 nns EnmoynabTpa3ByKOBOTO aKTHBATOPa Endo Ultrasonic Activator Tip CU2
Ultra Smart Al
100. Hacanka CU3 mms EHDOymBTpa3ByKOBOTO aKTHBaTOpa Endo Ultrasonic Activator Tip CU3
Ultra Smart Al
101. Ir]{g\?;pKyTOBHH HaxonewHui Jui Erpio motopa C-Smart Contra Angle for Endo motor C-Smart nova
102. | Hakoneunuk motopa st Enmo motopa C-Smart nova Motor Handpiece for Endo motor C-Smart nova
103. | Ananrep mis Engo moropa C-Smart nova Adapter for Endo motor C-Smart nova
104. | CunikonoBa ocuoBa st Exmo moropa C-Smart nova Silicone base for Endo motor C-Smart nova
105 Onakon gns  ipwramii mis  3y6GHoro ckanepy i | Irrigation bottle for Dental Scaler and Air Polisher PT
" | moBiTpsiHOTO TOJTipyBajibHOTO anapaty PT Master Master
106 5{??3 Mﬂﬂz()p(;mgzojigﬂ HjsaizeHHOFio 3?;T;°yiii?§ Powder chamber for prophy use (black) for Dental Scaler
' p A Y Py P and Air Polisher PT Master
noJipyBanbHOro anapary PT Master
107 éi“ﬁg’aai];:)o P OJEKY3 Hgsogéﬂ :;:;:omi 3?1:30}’23};?2 Powder chamber for perio use (orange) for Dental Scaler
' ap AL 3y Py P and Air Polisher PT Master
noJiipyBajibHOro anapaty PT Master
108. mH.yp KUBICHH U 3y0roro ckanepy i nosirpanoro Power cord for Dental Scaler and Air Polisher PT Master
noJiipyBajibHOro anapatry PT Master
109. AHa.HTep Jus - 3yOHOTO cKaiepy i HOBITpAHOTO Adapter for Dental Scaler and Air Polisher PT Master
noJiipyBasibHOro anapatry PT Master
110. HO)I.(Ha mepam, arA 3yGHOro craiepy i HOBITpAHOTO Foot pedal for Dental Scaler and Air Polisher PT Master
noJiipyBajibHOro anapaty PT Master
111 Bbnok ymnpasninns s 3yoHoro ckanepy i nositpstaoro | Control unit for Dental Scaler and Air Polisher PT
" | momipyBanmpHOTO amapary PT Master Master
Haxoneunui it nopotky (a1 MALACCHIOTO | b\ handpiece (for prophy use) for Dental Scaler and
112. | 3acrocyBanust) i 3yOHOrO cKaiepy i MOBITPSIHOTO X .
. Air Polisher PT Master
noJipyBanbHOro anapary PT Master
Haxoneunmk s mopouncy  (ana | [WAACCHHOTO | b\ ey handpiece (for perio use) for Dental Scaler and
113. | 3acrocyBanust) it 3yOHOrO cKajepy i MOBITPSIHOTO . .
. Air Polisher PT Master
noJiipyBajibHOro anapatry PT Master
114 VibTpasBykoBuii HakoHeuHMK it 3yOnoro ckanepy i | Ultrasonic handpiece for Dental Scaler and Air Polisher
" | moBiTpstHOTO MOTTipyBasibHOTO anapary PT Master PT Master
115 VierpassykoBi Hacagku gus 3y6Horo ckanepy i | Ultrasonic tips for Dental Scaler and Air Polisher PT
" | moBiTpstHOTO MONTipyBasibHOTO anapary PT Master Master
Hacama — (ans T ACCHHOTO BHKOPHCT.aHHﬂ) M Nozzle (for perio use) for Dental Scaler and Air Polisher
116. | 3y6Horo ckajnepy 1 HOBITPSHOTO MOJIPYBAJILHOTO
PT Master
anapaty PT Master
117 Tpuxonosuii 6ok mis 3yOHOro ckanepy i moitpsiHoro | Three-way unit for Dental Scaler and Air Polisher PT

nonipyBasisHoro anapary PT Master

Master
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Ne Ha3Ba MenquuHOro BUpo0y YKpaiHCHKOK MOBOK) Name of the medical device in English
118. HOB.ITpﬂHHH @HLTP A 3yomoro  cxanepy i Air filter for Dental Scaler and Air Polisher PT Master
HOBITPAHOr0 noJaipyBanbHoro anapary PT Master
119. CDIH.I’Tp Jutst BoZ 1t 3yGHOTO CKanepy i MOBITpAHOTO Water filter for Dental Scaler and Air Polisher PT Master
noJipysainpHoOro anapary PT Master
Habip CBITJOMIOMMHX — CBITHILHIKIE A 3yGoro LED light set for Dental Scaler and Air Polisher PT
120. | ckanepy i TOBITpstHOrO ToOJipyBajbHOrO amapary PT
Master
Master
191 3anacHe yuIiipHIOBaNIbHE Kinble st 3yonoro ckanepy i | Spare O-ring for Dental Scaler and Air Polisher PT
' | moBiTpsiHOTO TOJipyBajibHOTO anapaty PT Master Master
122. pr.G Ka JUUT TIOMAHHA BORH JUIA 3ybnoro cianepy i Water tube for Dental Scaler and Air Polisher PT Master
MOBITPSAHOTO NoJipyBaibHoro anapary PT Master
123. HOB.ITp AU IIAHT A1 3YOHOTO CKANepy i HOBITPAHOTO Air hose for Dental Scaler and Air Polisher PT Master
noJiipyBajibHOro anapaty PT Master
124 foyT;?:( )M’[MCTegHg;a;gl c%;ﬂe HaKfH?O};?Kaﬂﬁifg Sterilization case (for powder handpiece) for Dental
' POLIKY) A Y Py P Scaler and Air Polisher PT Master
noJiipyBajibHOro amapaty PT Master
195 IacTpyment aust po36iokyBanus aist 3yoHoro ckanepy i | Unlocking tool for Dental Scaler and Air Polisher PT
" | moBiTpstHOTO TIONipyBaskHOTO anapary PT Master Master
TaiikoBuii kimou (s Hacaaku) it 3yoHoro ckamepy i | Spanner wrench (for nozzle) for Dental Scaler and Air
126. . . .
MOBITPSIHOTO ToJTipyBasbHOTO anapaty PT Master Polisher PT Master
@ymiAp Ui crepuisaiii - (i YALTPAIBYROBOTO | gtarjjization case (for ultrasonic handpiece) for Dental
127. | nakoHeuHuka) i 3yOHOrO cKajepy 1 HOBITPSHOIO . .
. Scaler and Air Polisher PT Master
noJipysanpHoro anapary PT Master
128 Juuamomerpuununit wmou mis 3ybHoro ckamepy i | Torque wrench for Dental Scaler and Air Polisher PT
" | moBiTpsiHOTO TOJTipyBaJibHOTO anapaty PT Master Master
Paiixosuit  icrioy (gna TOBITPAHOTO anmpa) it Spanner wrench (for air filter) for Dental Scaler and Air
129. | 3y6Horo ckajepy 1 HOBITPSHOTO MOJIPYBAJILHOTO -
Polisher PT Master
anapaty PT Master
1%.IMWMImmamM3wMM)wwwylH%Hmmm Flat needle for Dental Scaler and Air Polisher PT Master
noJiipyBajibHOro anapatry PT Master
131 KaGenr wHoxnoi mnemami s 3y6Horo ckamepy i | Foot pedal cable for Dental Scaler and Air Polisher PT
" | moBiTpstHOTO TIONipyBaskHOTO anapary PT Master Master
132. pr.6 Ka JULA TIOMARHA MKy UL 3ybuoro ciazepy i Sand tube for Dental Scaler and Air Polisher PT Master
MOBITPSAHOT O NoJipyBaibHoro anapary PT Master
133 ngjim Si H;gg;ezgﬁghdngg rg;ﬁi?;;}; ﬂ;fa 333;61{05}) Powder handpiece tube for Dental Scaler and Air
' MasteI;y P 24 paty Polisher PT Master
134 Brnok ynpasninas st CromaTosnorivnoi yiaerpa3sykoBoi | Control unit for Dental Ultrasonic Surgical System C-
" | xipyprignoi cuctemu C-EXPLORER EXPLORER
135 Oyrnsip  anst crepumizanii s Cromarosnoriunoi | Sterilization case for Dental Ultrasonic Surgical System
" | yapTpasBykoBoi xipypriunoi cuctemu C-EXPLORER C-EXPLORER
136. | Crovaronoriaat smuapasmysonat xpyprianct entrew | Handpiece (including Handpiece cord) for - Dental
C-EXPLORER Ultrasonic Surgical System C-EXPLORER
137 Kponmrreitn it Ctomatonorignoi  yiuerpassykosoi | Bracket for Dental Ultrasonic Surgical System C-
" | xipypriunoi cucremu C-EXPLORER EXPLORER
138 Hoxna memans s Cromarosoridnoi yiaerpa3BykoBoi | Foot pedal for Dental Ultrasonic Surgical System C-
" | xipypriunoi cucremu C-EXPLORER EXPLORER
139 Tpumau HaKOHEYHHKA JUTSt Cromaromoriunoi | Handpiece Holder for Dental Ultrasonic Surgical System

yabTpa3BykoBoi xipypriunoi cucremun C-EXPLORER

C-EXPLORER
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140 CeiTmomionuuit  cBitwapHuk s Cromatonoriunoi | LED Light for Dental Ultrasonic Surgical System C-
" | ynpTpa3BykoBoi xipypriudoi cucremu C-EXPLORER EXPLORER
141 Tpumau Hacanku st CromaronorivuHoi yiapTpassykosoi | Tip Holder for Dental Ultrasonic Surgical System C-
" | xipypriunoi cucremu C-EXPLORER EXPLORER
142 Ipuranifinuii rak mis Cromarosoriudoi yiptpassykosoi | Irrigation Hanger for Dental Ultrasonic Surgical System
" | xipypriunoi cucremu C-EXPLORER C-EXPLORER
143 [MincraBka s HakoHeunwka  Cromatonoriunoi | Handpiece Stand for Dental Ultrasonic Surgical System
" | ynpTpa3BykoBoi xipypriudoi cucremu C-EXPLORER C-EXPLORER
144 3anobixuuk mas  Cromatonoriunoi yipTpasBykosoi | Fuse for Dental Ultrasonic Surgical System C-
" | xipypriunoi cucremu C-EXPLORER EXPLORER
145 Juunamomerpuunmii  kmou it Cromaronoriunoi | Torque Wrench for Dental Ultrasonic Surgical System
" | ympTpa3BykoBoi xipypriunoi cuctemu C-EXPLORER C-EXPLORER
146 VubtpassykoBi  Hacaakum g Cromarosoriunoi | Ultrasonic Tips for Dental Ultrasonic Surgical System C-
" | ympTpa3BykoBoi xipypriunoi cuctemu C-EXPLORER EXPLORER
147 Kabens JKUBIICHHS JUIS Cromaromoriunoi | Power Cord for Dental Ultrasonic Surgical System C-
" | ympTpa3BykoBoi xipypriunoi cuctemu C-EXPLORER EXPLORER
148 Tpumau Tpyoku miss Cromatonoriunoi ynetpa3zsykoBoi | Tube Holder for Dental Ultrasonic Surgical System C-
" | xipyprignoi cuctemu C-EXPLORER EXPLORER
149 Ipurariiina TpyOKa TSt Cromaronoriunoi | Irrigation Tube for Dental Ultrasonic Surgical System C-
" | ympTpa3BykoBoi xipypriunoi cuctemu C-EXPLORER EXPLORER
150. ﬂ;ﬁOHeqHHK motopa st Exto motopa C-SMART-Mini Motor Handpiece for Endo motor C-SMART-Mini AP+
151. | Bapsana 6a3a aus Exnmo motopa C-SMART-Mini AP+ Charging Base for Endo motor C-SMART-Mini AP+
KontpkyroBuii HakoHeuHuk 11t Enmo wmortopa C- _ M
152. SMART-Mini AP+ Contra Angle for Endo motor C-SMART-Mini AP+
153. | 3amoxk daiina nns Enno moropa C-SMART-Mini AP+ File clip for Endo motor C-SMART-Mini AP+
154. E/II;:;IX(}))THBHHH Apit i Ento motopa C-SMART- Measuring wire for Endo motor C-SMART-Mini AP+
155. g\;‘icoPHHH parauc s Enpio motopa C-SMART-Minti | 1 o prope for Endo motor C-SMART-Mini AP+
156. ﬁie”" sarybrmica i Eino motopa C-SMART-Mint | | i ook for Endo motor C-SMART-Mini AP+
Apantep 3MiHHOrOo ctpymy s Enpo wmoropa C- i M
157. SMART-Mini AP+ AC adapter for Endo motor C-SMART-Mini AP+
158. | Tectep nnst Enno motopa C-SMART-Mini AP+ Tester for Endo motor C-SMART-Mini AP+
159. | Kutou st Enmo motopa C-SMART-Mini AP+ Wrench for Endo motor C-SMART-Mini AP+
160, | Posmumosaibha nacaka At Enso motopa C-SMART- Spray Nozzle for Endo motor C-SMART-Mini AP+
Mini AP+
161. | Kimbne ans Enno motopa C-SMART-Mini AP+ Ring for Endo motor C-SMART-Mini AP+
162 CuitikoHOBI 4oxJM KyToBoro HakoHeunuka st Emmo | Contra Angle silicone Covers for Endo motor C-
" | motopa C-SMART-Mini AP+ SMART-Mini AP+
163. | Pyuka mnst oOtypauii aist O6typaropa C-FILL X Obturation Handle for Obturation system C-FILL X
164. | 3apsana 6a3a qst O6typaropa C-FILL X Charging Base for Obturation system C-FILL X
165. | Anmantep 3minHoro crpymy st O6typaropa C-FILL X | AC adapter for Obturation system C-FILL X
166 Tlonka mus BBenmeHHs ryramepui s OGryparopa C- | Gutta percha injecting needle for Obturation system C-
" | FILL X FILL X
167. | Kirou mist O6typartopa C-FILL X Wrench for Obturation system C-FILL X
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168. | Mlirka mst wnmennst st O6Typaropa C-FILL X Cleaning Brush for Obturation system C-FILL X
169. | Tepmo3zaxucHumii koBrayok st Ootypatopa C-FILL X Thermal protector cap for Obturation system C-FILL X
170. | Tect ryramepui mist O6typaropa C-FILL X Test gutta-percha for Obturation system C-FILL X
171. | Brok ynpasmisms s disionicriencepa C-SAILOR S1 gi)ntrol unit for Dental Implantation Systems C-SAILOR
172. | Morop s diziogicnencepa C-SAILOR S1 Motor for Dental Implantation Systems C-SAILOR S1
173. | Hosma nesams ns disionicnercepa C-SAILOR S1 ggot pedal for Dental Implantation Systems C-SAILOR
174. | Kpoumrreiin s disiogicnencepa C-SAILOR S1 Bracket for Dental Implantation Systems C-SAILOR S1
175. | KaGens xuBnenns ans ¢iziomicnencepa C-SAILOR S1 giwer cord for Dental Implantation Systems C-SAILOR
176 MiaBicka mis ipurarnii qns diziomicnencepa C-SAILOR | Irrigation hanger for Dental Implantation Systems C-
" | S1 SAILOR S1
177. | Tpumau tpy6iu s disionicnencepa C-SAILOR S1 ;ijbe holder for Dental Implantation Systems C-SAILOR
178 KyroBuii nakoneunuk (20:1) must ¢isiomicnencepa C- | Contra-angle handpiece (20:1) for Dental Implantation
" | SAILOR S1 Systems C-SAILOR S1
179. | 3ano6ixuuk mis ¢iziogicnencepa C-SAILOR S1 Fuse for Dental Implantation Systems C-SAILOR S1
180. | Baxucha 3armymika ajs diziogicnencepa C-SAILOR S1 Protective plug for Dental Implantation Systems C-
SAILOR S1
181. | Ipuraniiina Tpy6ka ans disionicnercepa C-SAILOR S1 Irrigation tube for Dental Implantation Systems C-
SAILOR S1
182. gfdligHéogiﬂbHe kinbue i disionicnencepa - C- O-ring for Dental Implantation Systems C-SAILOR S1
183 MincraBka mausi HakoHeuHwka isiomicnencepa C- | Handpiece stand for Dental Implantation Systems C-
" | SAILOR S1 SAILOR S1
184. | Briok ynpassisms s disionicnencepa C-Sailor Air X?rntrol unit for Dental Implantation Systems C-Sailor
185. | Morop mis ¢isiogicniencepa C-Sailor Air Motor for Dental Implantation Systems C-Sailor Air
186. | Hoxxna nenmans uis ¢isiogicnencepa C-Sailor Air Foot pedal for Dental Implantation Systems C-Sailor Air
187. | Kponmureitn ajis ¢iziogicnencepa C-Sailor Air Bracket for Dental Implantation Systems C-Sailor Air
188. | Lilnyp xusnenns a3 disionicnencepa C-Sailor Air Z(i);/ver cord for Dental Implantation Systems C-Sailor
189. | Ipwurariiinuii rak st ¢isiogicercepa C-Sailor Air gar:?::ig:]r hanger for Dental Implantation Systems C-
190. | Tpimau tpy6iu s disiogicrencepa C-Sailor Air ;Lijrbe holder for Dental Implantation Systems C-Sailor
Kontpkyrosuii Hakoneunuk (20:1) st disiomiciencepa | Contra-angle handpiece (20:1) for Dental Implantation
191. : . . .
C-Sailor Air Systems C-Sailor Air
192. | BaxucHa 3arnymika s isiogicriencepa C-Sailor Air Zri?tectlve plug for Dental Implantation Systems C-Sailor
193. | Tpuraniiina Tpy6ka ams disionicniercepa C-Sailor Air llorj:gatlon tube for Dental Implantation Systems C-Sailor
194 [incraBka mis HakoHedHHKa Ui ¢isiomicmencepa C- | Handpiece stand for Dental Implantation Systems C-
" | Sailor Air Sailor Air
195. | 3anoGixHuk as dizionicnencepa C-Sailor Air Fuse for Dental Implantation Systems C-Sailor Air
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196. | Ceitnomionna amma mis disiomgicnencepa C-Sailor Air | LED lamp for Dental Implantation Systems C-Sailor Air
197. | USB-axomsysas s isiogicncricepa C-Sailor Air | oor Siorege device for Dental Implantation Systems C-
198. | Tpumau macamu s disionicmencepa C-Sailor Air Xiorzzle holder for Dental Implantation Systems C-Sailor
BHyTpimmHs posnmimoBanbHa Hacamka Ta Y-momiOumit | Internal spray nozzle & Y connector for Dental
199. L : . ; . .
KOHeKTOp st Gisiomiciercepa C-Sailor Air Implantation Systems C-Sailor Air
200. | Pyuka mis Enmo motopa C-Smart Nova X Handle for Endo motor C-Smart Nova X
201. | 3apsiana 6a3a qis Enmgo moropa C-Smart Nova X Charging base for Endo motor C-Smart Nova X
202. | Anmanrep nmst Enno motopa C-Smart Nova X Adapter for Endo motor C-Smart Nova X
203. | 3amok oaiina ais Engo motopa C-Smart Nova X File clip for Endo motor C-Smart Nova X
204. Kabex, cymicuuii 3 anexc noxaropom s Eino motopa Root Apex wire for Endo motor C-Smart Nova X
C-Smart Nova X
205. Tonosmuii G0k A1 Koperesoro aneke jokaropa C- Main unit for Root Apex locator C-ROOT | (V)
ROOT I (V)
206. TecrtoBuii kabeib JJIA KOPEHEBOI'O aIllCKC JIOKATOpa C- Test wire for Root Apex locator C-ROOT | (V)
ROOT I (V)
207. ’g/ﬂ)amep AL Kopenesoro anexe Jokatopa C-ROOT | Adapter for Root Apex locator C-ROOT | (V)
208. ?%‘;K (aiina s kopenesoro anexc fokaropa C-ROOT File clip for Root Apex locator C-ROOT | (V)
209. ?\e};y@{m JUIsL KOPEHCBOTO atieke Jiokatopa C-ROOT | Lip hook for Root Apex locator C-ROQOT | (V)
210, | M Cromaronoriunoi  yneTpa3BykoBoi  xipypriguaoi | Control box (with motor handle) for Dental Ultrasonic
" | cucremu C-EXPLORER PRO Surgical Device C-EXPLORER PRO
211 IMemane  gms  Cromaronoriunoi  yneTpassykoBoi | Pedal for Dental Ultrasonic Surgical Device C-
" | xipypriunoi cuctemu C-EXPLORER PRO EXPLORER PRO
212 Kponmrreitn g Cromaronoriunoi  yietpasBykoBoi | Bracket for Dental Ultrasonic Surgical Device C-
" | xipypriunoi cuctemu C-EXPLORER PRO EXPLORER PRO
213 Ipuraritinuii rak mis Ctomarosoriudoi ynetpassykosoi | Irrigation hanger for Dental Ultrasonic Surgical Device
" | xipypriunoi cuctemu C-EXPLORER PRO C-EXPLORER PRO
Ipuraniiina . Tp.y6Ka. i Cromaronoriunoi Irrigation tube for Dental Ultrasonic Surgical Device C-
214. | ymprpa3BykoBoi Xipypriunoi cucremu C-EXPLORER
PRO EXPLORER PRO
215 Hakxoneunuk jgnst Cromaronoriunoi yiprpa3BykoBoi | Handpiece for Dental Ultrasonic Surgical Device C-
" | xipypriunoi cuctemu C-EXPLORER PRO EXPLORER PRO
216 H;ECT::aKOig )I:iaKOI;?::(I;;Kacﬂi[ngHCTg_\g;%Hfg;Eg Handpiece stand for Dental Ultrasonic Surgical Device
iR PP C-EXPLORER PRO
HHHaMOMeTpH‘{HmfI 1ot AU Cromaronoriof Torque wrench for Dental Ultrasonic Surgical Device C-
217. | yaprpa3BykoBoi xipypriunoi cucremu C-EXPLORER
PRO EXPLORER PRO
218 MInyp sxusnenns mis Ctomaronorignoi yibtpassykosoi | Power cord for Dental Ultrasonic Surgical Device C-
" | xipypriunoi cuctemu C-EXPLORER PRO EXPLORER PRO
ym’Tp%ByKOBI.. pacaji U Cromatosoriukoi Ultrasonic tips for Dental Ultrasonic Surgical Device C-
219. | yabrpazBykoBoi xipypriunoi cucremu C-EXPLORER
PRO EXPLORER PRO
290 IlizcraBka i yiapTpasBykoBux  Hacamok s | Ultrasonic tip stand for Dental Ultrasonic Surgical

CroMaToJoriuHoi yIBTPa3BYKOBOI XipypridYHOi CHCTEMH

Device C-EXPLORER PRO
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C-EXPLORER PRO
TpuMad  HAKOHEYHHMKA Ui CToMaTONOTiYHOT . . . .
221. | ynerpasBykoBoi xipyprigaoi cucremun C-EXPLORER Iggﬁgﬁ%ﬁgﬁi ;ergr Rentl, Clmsome Srgical Deviee
PRO
CTepI/U'IBaI_IlI/IH?.II/I : (byT.mP.. mm  CIOMATOnOriEO] Sterilization case for Dental Ultrasonic Surgical Device
222. | ynprpasBykoBoi xipyprigaoi cucremun C-EXPLORER C-EXPLORER PRO
PRO
73 3anobixkauk st CtomaromorigHoi ymbrpa3BykoBoi | Fuse for Dental Ultrasonic Surgical Device C-
" | xipypriunoi cucremu C-EXPLORER PRO EXPLORER PRO
Ceitnomiogae miaceiueHHs mmsat  CTOMATONIOTidHOL . . . .
224. | ynerpasBykoBoi xipyprigaoi cucremun C-EXPLORER E])E(I;Llol%iléRf%rRoDemal Ultrasonic Surgical Device C-
PRO
295 Tpumau TpyOkm 1t CTOMaTonormgwuymrga}%yxosm Tube holder for Dental Ultrasonic Surgical Device C-

fu

EXPLORER PRO—

Xipyprivnoi cucremu C- EXPLQRﬁkPRO s

e

Valeriya Rimek /

32 ////

‘34

E(tamp / Pimex B. ®.
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Annex 2 to Declaration of Conformity No. 4/ver. 11
Honatok 2 xo dexnapamnii npo BignoBiguicte Ne 4/ver. 11

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, sIKi BiANOBiTa10TH
€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 OCHOBHHX po0OOuYMX XapakTepucTuk. JlomaTkoBuii cranmapt. EnextpomarHiTHi 30ypeHHs. Bumorm Tta
BUTIPOOYBaHHS.

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

4) JACTY EN 62304:2014 IlporpamHe 3a0e3neueHHs MEIMYHHUX NpUCTpoiB. I[Ipouecu >XKUTTEBOrO LUKITY
MPOTPAaMHOTO 3a0€3MeYeHHS.

5) JACTY EN 60601-1-6:2015 Bupobu mennuni enekrpuuHi. YactuHa 1-6. 3arampHi BUMOTH MOA0 Oe3meKn
Ta OCHOBHHUX pO00OYMX XapakTepucTuk. JlonaTkoBuii ctanaapt: ExcruryaTaniiiina IpuIaTHICTB.

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

7 JACTY EN ISO 17664:2018 Crepumnizanis MeAn4HUX BUpoOiB. [Hopmauis, sKy Hamae BHPOOHUK
MEIUYHHUX BUPOOIB 100 CTEpUITiZalil METUYHUX 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 3MIHAMH } :

1) 3axoH Ykpainu “TIpo TexHiUHI perlaMeHTH Ta OLiHKY BiXNOBITHOCTI .

2) 3axoH Ykpainu “TIpo 3a0e3nedeHHst (yHKIIIOHYBAHHS YKPAiHCHKOI MOBH SIK IEPKABHOI .

3) 3axoH Ykpainu “TIpo 3arampHy O€3MEYHICTh HEXaPIOBOI MPOAYKIT .

4) Iocranosa KabGinety MinicTpiB Ykpainu Bixm 02.10.2013 p. Ne 753 “TIpo 3arBepmxeHHS TexHIYHOTO
PETIAMEHTY IOI0 MEAWIHUX BHPOOIB”.

5) IMTocranosa Kabinery Minictpi Ykpainu Bix 30.12.2015 p. Ne 1184 “IIpo 3aTBepmxeHHA ()OPMH, ONHCY
3HAKA BIJIIOBIAHOCTI TEXHITHUM PETIIAMEHTAM, ITPABUII TA YMOB HOTO HAaHECEHHS .

6) Hakxa3 MinicTepcTBa €KOHOMIYHOTO PO3BHTKY 1 TopriBmi Ykpaiam Bixm 04.08.2015 p. Ne 914 “IIpo

3aTBEPKCHHS BU3HAYCHb OCHOBHUX OMMHUIG SI, HA3B Ta BU3HAYEHD MMOXIMHUX OOWHULE S, JECATKOBUX KPATHHX i
YACTUHHUX BiX OAWHULG SI, TO3BONEHUX MMO3aCUCTEMHNX OIMHHIIb, 4 TAKOXK 1X MMO3HAYEHB Ta [IpaBmin 3aCTOCYBaHHS
OVHWIG BUMIPIOBAHHS i HATTUCAHHS HA3B TA TO3HAYCHB OIMHUIb BUMIiPIOBAHHS i CHMBOJTiB BSJTHIUH .

7 Haka3 MisictepcTtBa oxopoHH 3m0poB’st Ykpaiam Bim 22.01.2020 p. Ne 142 “TIpo 3aTBEpKEHHA
METOIMYHHUX PEKOMEHIAMIN 13 3acTOCYyBaHHA TEXHIYHOTO PErJIaMeHTy MO0 MEIWYHHX BHUPOOIB, 3aTBEPIKEHOTO
noctaHoBoro Kabinery MinictpiB Yipaian Big 02 sxoBtHSI 2013 poxy Ne 753, TexHIYHOTO periamMeHTy IIONO
MEIMYHUX BHPOOIB TSI MIarHOCTHKH in Vitro, 3aTBepKeHOr0 nmocraHoBowo Kabinmery Minictpis Ykpainu Bixm 02
#oBTHA 2013 poky Ne 754 Ta TexHIYHOTO PErIAMEHTY IIOJO AKTHBHUX MEIWIHHUX BUPOOIB, AKi IMIUIAHTYIOTH,
3aTBEpKEHOT0 MocTaHoBoro Kabinery Minictpis Yipainu Bix 02 xosraA 2013 poxy Ne 7557

8) Haxka3 MinicrepcTa oxoponu 310poB’st Ykpaiau Bix 11.10.2017 p. Ne 1245 “TIpo 3aTBEpmKEHHS NEPETIKY
HAIOHANBHUX CTAaHIAPTIB, meklﬁhm; SKAM HAJa€ MPE3yMIMII0 BiAMOBITHOCTI MEIUYHHUX BHPOOIB BUMOTAM
TexuiHOro pernamenty woAo Menwmmmﬁapoﬁs” ¢
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