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. 7

JAEKJAPAIIIA ITPO BIAIIOBIIHICTD
Ne 4/ver. 7

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,
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

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-DENTALYy

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

HaszBa menuunux Bupo6iB — Kopenesi anekc jgokaropu C-
ROOT, ¢izionicnencepu Ta HAKOHEYHHKH s
¢iziogicnencepis C-SAILOR, engo motopu C-SMART Ta
roJIOBU [Jisl KOHTPKYTOBHX HAKOHEYHMKIB Bix eHI0
motTopiB C-SMART, o0typaniiini cucremn C-FILL,
imkekTop microsiern Ta Tepmormuiarepu C-FILL, xosonni
miiarepa, nacagku i roaku C-FILL, ennoyasTpa3ByKoBi
aktuBatopu Ultra Smart, 3youmii ckajep i moBiTpsiHui
noaipysanbHuii anapar PT Master

srinHo mepeniky B Jomatrky 1 mo J[exmapamii mpo
BIJITIOBIZIHICT, BHMOTaM TEXHIYHOTO pPEriaMEHTy MI0J0
MEIUYHUX BHpOOIB (KMl 3aTBep/keHud [locTaHOBOINO
Kabinery MinictpiB Ykpainu Big 02 sxoBTHs 2013 p. Ne 753)

Bupo6Huk:

®OIIAHb KOKCO MEJIKII
JIMITIZ

anpeca: Ne 17, I'yvaumin Ase., Hrto Jlaiit Copc Irmactpian
beits, Hanpxait Hemenan Xaif-rek 3oyH, ®@owans 528226,
npoginnis ['yanayn, Kuraiicbkka Haponna Pecry0ika

Ten.: +86 757 66692050

E-mail: coxosale8@gmail.com

YnoBHoBakeHHIl NPEeACTABHUK B Y KpaiHi:

TOB «OJUIEH-AEHTAJI»

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

€IPTIOY: 42749088

Ten.: +380934477575

E-mail: dir_ollen@ukr.net

IHCTPYMEHT KO.,

Kaacugikauniss 3a3HauyeHux Meaum4yHux BupoOiB: Kimac lla
srinHo 3 nyHkTamu 14 Ta 17 Jomarky 2 TexHiuHOTrO
pernamMeHTy 100 MEANYHUX BUPOOIB.

[Iponykuito CynpoBOIKYE 3HAK BiJIOBIJHOCTI BUMOTam

TexHIYHOTO perjJaMenTy:

&

UA.TR.099
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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. 80047 wvalid until
14.11.2027 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 03 wvalid from 27.03.2024 until
27.05.2026.

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

Declaration of Conformity valid from 27.03.2024 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. W,
\\\/ . 17,

Ipouexypa ouninku BigmoBignocri: Jlomarok 3 (3a
BUKIIFOUYCHHAM TYHKTIB 8-11) TexHIuHOTO permamMeHTy o0
MEINYHUX BUpoOiB, 3aTBepykeHoro IloctanoBoro KabineTy
MinictpiB Yipaiau Ne 753 Bin 2 xoBTHS 2013 p.
[lpusnadyeHnwnit opran 3 omiHKK BigmoBigHocTi TOB
«YKPMEJICEPT», Byn. JlparomanoBa, OyauaOK 1-A, odic 2,
M. Kui, 02059, VYkpaina, axpeauroBanuii HamioHaasHIM
areHTCTBOM 3 akpeauTaIiii Ykpainu, atectar Ne 80047
guaanit o 14.11.2027, npusHaueHwii MiHicTepcTBOM
EKOHOMIKM YKpaiHum 3a IICHTU]IKAMIIHAM  HOMEpPOM
UA.TR.099.

CeptudikaT mpo BIANOBITHICTh MEIWIHUX BHPOOIB BUMOTaM
TexHIYHOrO  periJaMeHTy  IOJ0  MeJUYHUX  BUPOOIB
Ne UA.MD.366-21 penaxriis 03, Tepwmin xii Big 27.03.2024 1o
27.05.2026.

3a3HadeHi MeIWYHI BUpOOM  BIANOBIJAIOTH  BUMOTaM
HAIIOHAILHUX, €BPONECHCHKUX Ta MIKHAPOHUX HOPMATUBHO-
MPaBOBUX aKTIB Ta CTAHAApPTIB, AKI HaBejeHi B JlomaTky 2 10
naHoi J[exmaparii mpo BiATIOBLIHICTb.

Jlexmapariis mpo BigHOBiMHICTH fificHa 3 27.03.2024 no
27.05.2026.

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

Jlonatox 1 3 mepenikoM MeANYHIX BHPOOIB,

Jlomatox 2 3 mepeiikoM HaIOHANBHUX, €BPOMEUCHKUX Ta
MDKHAPOIHAX HOPMATHBHO-TIPABOBUX aKTiB Ta CTAHIAPTIB.

IIs Jexmapartiss mpo BIAMOBIAHICTS BUAaHA i BUKIIOYHY
BIIIIOBIABHICTh BUPOOHUKA.

A\
\Y_

Director LLC «OLLEN-DENTAI\Z\»\\/ £\

Valeriya Rimek /

Tupextop TOB «OJUIEH-TEHTAJI»

//'»'\ ,.‘i/'
= S’lgnature/{tamp /
"' Minuuc, nevaTka

Pimex B. ®.
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Annex 1 to Declaration of Conformity No 4/ver. 7/
Honartok 1 1o Jexaapauii npo Bigmosignicts Ne 4/ver. 7
List of the medical devices / [lepexik MmeanuyHuX 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 C1-17M TonoBa st KOHTpKyTOBOro HakoHeunuka 1:1 | C1-17M 1:1 mini push button contral angle head from
' Bin Enno motop C-SMART Endo motor C-SMART

18 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

19 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

20 C4-19M T'onoBa 1151 KOHTPKYTOBOro Hakoneunuka 16:1 | C4-19M 16:1 mini push button contral angle head from
' Big Enno motop C-SMART Endo motor C-SMART

21 C1-16M T'onoBa misi KOHTpKyTOBOro HakoHeunwka Bij | C1-16M mini push button contral angle head from Endo
' Enmo morop C-SMART motor C-SMART

29 C4-2M TonoBa mnsi KOHTpKyToBoro HakoHeunuka Bijg | C4-2M mini push button contral angle head from Endo
' Enmo morop C-SMART motor C-SMART

23 C5-4M TosnoBa s KOHTPKyTOBOro HakoHeunuka Bin | C5-4M mini push button contral angle head from Endo
' Enmo morop C-SMART motor C-SMART

24. | Obrypamiiina cucrema C-FILL Obturation system C-FILL

25. | Obrypamniiina cucrema C-FILL wmini Obturation system C-FILL mini

26. | Irmxexrop micronmer C-FILL Obturation Gun C-FILL

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

28. | lomkwm nuist imxekTop micronera 23 ga Needles for Obturation Gun 23 ga

29. | Tomkw miast imokexToOp micTonera 25 ga Needles for Obturation Gun 25 ga

30. | lomkw nuist imxKeKTOp IicToeTa Mike Needles for Obturation Gun mix
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Ne Ha3Ba MenquuHOro BUpo0y YKpaiHCHKOK MOBOK) Name of the medical device in English
31. | Domkw st imkekTop micronera MiHi 23 ga Needles for Obturation Gun mini 23 ga
32. | Donkw auist imkekTop micronera MiHi 25 ga Needles for Obturation Gun mini 25 ga
33. | Domkw mytst iHXKEKTOp TMicTONeTa MiHI MiKC Needles for Obturation Gun mini mix

34. | Tepmomnarep C-FILL Obturation Pen C-FILL

35. | Tepmormmarep C-FILL mini P Obturation Pen C-FILL mini P

36. Hacanxu Ha Tepmorutarep 0.02 #45 Heat plunger 0.02 #45

37. Hacanku Ha Tepmormmarep 0.04 #50 Heat plunger 0.04 #50

38. | Hacanku nHa Tepmorutarep 0.06 #55 Heat plunger 0.06 #55

39, Hacanku Ha Tepmormmarep 0.08 #55 Heat plunger 0.08 #55

40. | Hacanxu Ha Tepmomarep Mikc Heat plunger mix

41. | Hacanku Ha Tepmorarep mini 0.02 #45 Heat plunger mini 0.02 #45

42. | Hacanku Ha Tepmorarep mini 0.04 #50 Heat plunger mini 0.04 #50

43. | Hacanku Ha Tepmorutarep mini 0.06 #55 Heat plunger mini 0.06 #55

44, | Hacanku Ha Tepmoruarep mini 0.08 #55 Heat plunger mini 0.08 #55

45, Hacanxu Ha TepMmoruiarep MiHi Mikc Heat plunger mini mix

46. | XomoxHi miarepa Vertical pressure device

47. | Anekc nokarop 3 cencopHoro naneio C-ROOT | Root Apex Locators C-ROOT |

48, {(/(I)peHeBHI‘/'I Armekc nokarop 3 mymsntectepom C-ROOT | Root Apex Locators C-ROOT VI

49, Kopereswuii anexc mokarop C-ROOT Il Root Apex locator C-ROOT 11

50. | ExmoymeTpasBykoBwuii aktuBatop Ultra Smart Endo Ultrasonic Activator Ultra Smart
51. | EnnoysnprpassykoBuit aktuBatop Ultra Smart Al Endo Ultrasonic Activator Ultra Smart Al
52 3y6uwuii ckaep i moBiTpsiHuit mosipysansuuii anmapat PT | Dental Scaler and Air Polisher PT Master

Master

Jlonomiskui 3aco0u Ta KOMILIEKTYBaJbLHI BHpoou / Auxiliary e

quipment and accessories:

53. | Motop 3 kabenem anst ¢izioxicnencepa C-SAILOR Motor with wire for C-SAILOR

54 TpyOka, sika momae Bomy i (isiomgiciencepa C- Water supply pipe for C-SAILOR
SAILOR

55. Ienane mis diziomicnercepa C-SAILOR Foot control for C-SAILOR

56, ];Jl;lz(g(-'- ynpaBmiHHsA gnsg  Qisiomicnencepa C-SAILOR Control unit for C-SAILOR PRO+

57 Ié;%efb kuBieHHS Uit disiogiciencepa C-SAILOR Power cord for C-SAILOR PRO+

58. 3amobixuuk s ¢iziopicnencepa C-SAILOR PRO+ Fuse for C-SAILOR PRO+

59, E&zgafxa qutst ipurarii s ¢iziogicniencepa C-SAILOR Irrigation hanger for C-SAILOR PRO+

60. 1|:\>/IR0(T)(ip 3 kabenem mans ¢iziomiciencepa C-SAILOR Motor with cable for C-SAILOR PRO+
IlizcraBka pans HakoHeuHHWKa (isiomicrencepa C- . i

61. SAILOR PRO+ Handpiece stand for C-SAILOR PRO+

62. BaxucHa 3arnmymka Uit Qisiomicnencepa C-SAILOR | Protective plug for C-SAILOR PRO+
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Ne Ha3zBa Menquunoro BUpo0y yKkpaincbKoI0 MOBOIO Name of the medical device in English
PRO+

63. Hoxna nemans mist ¢pisiogicnercepa C-SAILOR PRO+ | Foot pedal for C-SAILOR PRO+

64. Kponmrreiin ms ¢iziomiciencepa C-SAILOR PRO+ Bracket for C-SAILOR PRO+

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

66. USB-npucrtpiit st ¢iziogicnencepa C-SAILOR PRO+ | USB for C-SAILOR PRO+

67. | Hoxna nenans mis cepii C-SMART Foot pedal for C-SMART series

68. | Amamnrtep (DC5V, 1.5A) Adapter (DC 5V, 1.5 A)

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

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

71. | Apanrep (DC5V, 0.5 A) Adapter (DC 5V, 0.5 A)

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

73. | Tpumau ¢aitnis st C-SMART-11 C-ROQOT 1 (VI) File holder for C-SMART-1 and C-ROOT I (V1)

74. TectoBuii kabens 111 C-SMART-| Test wire for C-SMART-I

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

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

77. | Tpumau ¢aitnis aiust C-SMART-1 PRO i C-ROOT | File holder for C-SMART-1 PRO and C-ROOT |

78. | Amanrep mst C-SMART-I PRO Adapter for C-SMART-I PRO

79. LED mnincsiwyBanus miss C-SMART -mini Mini LED for C-SMART

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

81. | Amanrep mst C-ROOT | Adapter for C-ROOT |

82. 3y6Hi 30114 1t C-ROOT | (V) Tooth probes for C-ROOT | (VI)

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

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

85, BTyJIK'c} s EnpoynerpassykoBux aktuBatopiB Ultra | Sleeve for Endo Ultrasonic Activators Ultra Smart and
Smart i Ultra Smart Al Ultra Smart Al

86. Knrou s EnnoynsrpasBykoBux aktusaropiB Ultra | Wrench for Endo Ultrasonic Activators Ultra Smart and
Smart i Ultra Smart Al Ultra Smart Al

87 HiZ[CTaBKa. JUISL HAKOHEUHHKA Ennoynprpa3BykoBux | Handpiece stand for Endo Ultrasonic Activators Ultra
aktuBatopis Ultra Smart i Ultra Smart Al Smart and Ultra Smart Al

88, IS{rle]caa:)t:LKa it EunoynerpasBykoBoro aktuBaropa Ultra Endo Ultrasonic Activator Tip

89. Eﬁizﬂggaﬁ% A EHIOYIIETPA3BYKOBOTO aKTHBATOPA | £ jjrasonic Activator Tip CU1

90. Eﬁigﬂggaﬁ% At EHIOYIETPA3BYKOBOTO. aKTHBATOpA Endo Ultrasonic Activator Tip CU2

91. Eﬁigﬂgr?larctlﬁ At EHIOYIITPA3BYKOBOTO aKTHBATOpA Endo Ultrasonic Activator Tip CU3

92. I:g:;pKyTOBHﬁ HakoHeuruk Jua Enno motopy C-Smart Contra Angle for Endo motor C-Smart nova

93. | Hakoneunuk motopa mis Exmo motopy C-Smart nova Motor Handpiece for Endo motor C-Smart nova

94. | Anmanrep mst Enno motopy C-Smart nova Adapter for Endo motor C-Smart nova
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Ne Ha3Ba MenquuHOro BUpo0y YKpaiHCHKOK MOBOK) Name of the medical device in English
95. | CuiikonoBa ocHoBa s Enmo motopy C-Smart nova Silicone base for Endo motor C-Smart nova
96 Onakon gns ipuramii  gms 3yOnoro ckamepy i | Irrigation bottle for Dental Scaler and Air Polisher PT
) HOBITPSHOTO MoJipyBansHOro anapary PT Master Master
Kamepa — ama mopomncy s Hpoq)lnaKTmHOm Powder chamber for prophy use (black) for Dental Scaler
97. | sacrocyBamns (dopHa) i 3ybOHOro ckamepy i X -
. ) and Air Polisher PT Master
MOBITPAHOTO NoJipyBaibHoro anapary PT Master
Kawepa s nopouky 2 nep 10/UTAHOTO 3aCTOCYBANHA | b\ yder chamber for perio use (orange) for Dental Scaler
98. | (momapandeBa) i 3yOHOTO CKamepy i IOBITPSHOTO X -
. and Air Polisher PT Master
noJiipyBajibHOro anapaty PT Master
99. Ka6.e b KUBICHHA 111 3y6HOTO CKanepy i HOBiTpanoro Power cord for Dental Scaler and Air Polisher PT Master
noJiipyBajibHOro amapaty PT Master
100. AHa.HTep A 3ybHOro ckaiepy i MOBITpAHOTO Adapter for Dental Scaler and Air Polisher PT Master
noJipysanpHoro anapary PT Master
101. HO)I.{Ha mepanh s 3yOHOro craiepy i MOBITPAHOTO Foot pedal for Dental Scaler and Air Polisher PT Master
noJipysanbpHoro anapary PT Master
102 brok ynpasmiaas aiast 3y6Horo ckanepy i mositpsaoro | Control unit for Dental Scaler and Air Polisher PT
" | monipyBasbHoro anapaty PT Master Master
Haxoneunux sia nopomky - (na Hpqq’maK.quoro Powder handpiece (for prophy use) for Dental Scaler and
103. | 3acrocyBanust) mis 3yOHOro ckamepy i MOBITPSIHOTO X .
. Air Polisher PT Master
noJipysainbpHoro anapary PT Master
Haxoneusmk ans  mopouky —(ans  mepiomiHOro | b ie, handpiece (for perio use) for Dental Scaler and
104. | 3acrocyBaHHs) aist 3yOHOTO cCKaiepy 1 HOBITPSHOTO . .
. Air Polisher PT Master
noJiipyBajibHOro anapaty PT Master
105 VYibTpa3sBykoBHii HakoHeuHHK it 3yonoro ckanepy i | Ultrasonic handpiece for Dental Scaler and Air Polisher
" | moBiTpstHOTO TIONipyBasTkHOTO anapary PT Master PT Master
106 ViubTpassykoBi Hacagku gus 3ybHoro ckanepy i | Ultrasonic tips for Dental Scaler and Air Polisher PT
" | moBiTpstHOTO TIONipyBaskHOTO anapary PT Master Master
Hacama  (nna  nep JOAUTTHOTO BHKOPHCT.aHHH) P Nozzle (for perio use) for Dental Scaler and Air Polisher
107. | 3ybHOrO CKamepy 1 TOBITPSIHOTO TIOJNiPYBaJIbHOTO
PT Master
anapary PT Master
108 Tpuxonosuii 610k uis 3ybHOro ckanepy i mositpsinoro | Three-way unit for Dental Scaler and Air Polisher PT
" | momipyBansHOrO amapary PT Master Master
109. HOB.ITP’IHHH q’?m’Tp A 3ybmoro  canepy i Air filter for Dental Scaler and Air Polisher PT Master
HOBITPAHOrO noJjipyBaibHoro anapary PT Master
110. q)m.I’Tp JUIsL BOZ L 3YOHOTO CKAnepy i MOBITPAKOTO Water filter for Dental Scaler and Air Polisher PT Master
noJipyBanbHOro anapary PT Master
Habip CBITTIOMOJHHX — CBITHIBIHKIE T 3y6roro LED light set for Dental Scaler and Air Polisher PT
111. | ckanepy i1 mOBiTpsHOrO mOdipyBajgbHOTO amapaty PT
Master
Master
112 3amnacHe yiniibHIOBaJIbHE Kijble st 3yonoro ckanepy i | Spare O-ring for Dental Scaler and Air Polisher PT
" | moBiTpstHOTO TOJTipyBasibHOTO anapaty PT Master Master
113. pr.6 Ka UL TIoatl BOAM U 3yGuoro cxanepy i Water tube for Dental Scaler and Air Polisher PT Master
HOBITPSIHOTO nouipyBansHoro anapaty PT Master
114. HOB.ITpﬂHHH UUIAHT 113 3yOHOTO CKazepy i NOBITpAHOro Air hose for Dental Scaler and Air Polisher PT Master
nonipysanbsHoro anapary PT Master
115 fymlfl]i )Mﬂmcmg Hgﬁarml (1?;1}1 HaKiOHe;f?;(aﬂHﬂzﬂ Sterilization case (for powder handpiece) for Dental
' OPOIIKY) = 1 YOHOTO - CKATICpy OBUPAHOTO | galer and Air Polisher PT Master
nonipyBansHoro anapary PT Master
116 IHcTpyMeHT A7 po30iokyBanus st 3yOoHoro ckanepy i | Unlocking tool for Dental Scaler and Air Polisher PT

HOBITPsIHOTO MoJipyBasbHOTO anapary PT Master

Master
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No Ha3Ba MenumuHOro BHPoOY YKpaiHCHKOK MOBOK) Name of the medical device in English

laitkoBwmii kmrou (st Hacaaku) i 3yOoHOTo ckajepy 1 | Spanner wrench (for nozzle) for Dental Scaler and Air
117. : : :

MOBITPSIHOTO ToJIpyBanbHOro anapary PT Master Polisher PT Master

@youip UL cTepuisami - (A YALTPAIBYROBOTO | g0 ilization case (for ultrasonic handpiece) for Dental
118. | makoHeunuka) g 3yOHOro cKajepy 1 MHOBITPSHOIO . .

. Scaler and Air Polisher PT Master

noJspyBansHoro anapary PT Master

119 Jluramomerpruaanit krod i 3yoHoro ckamepy 1 | Torque wrench for Dental Scaler and Air Polisher PT
" | moBiTpsHOTO MONipyBankHOTO anapatry PT Master Master

120 IaiixoBuii kmrou (Uit GuIBTpa) ﬂn{x\Syﬁﬂlb'mr;:}(anepy 1 | Spanner wrench (for air filter) for Dental Scaler and Air

Polisher PT Mast

MOBITPSHOTO MOJIPYBAILHOTO aqai)aTy PT Master’/,
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Valeriya Rimek /
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Annex 2 to Declaration of Conformity No. 4/ver. 7
Honartok 2 no Jexaapauii mpo Bigmosignicts Ne 4/ver. 7

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 Crepumizanis MeAn4HUX BUpoOiB. [Hopmauis, sSKy 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 Ykpainu, noctanosu KaGinery MinicTpiB Ykpainu, Haka3u MiHicTepcTB {i3 3MiHaAMMu }:

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

2) 3akon Ykpainu “IIpo 3a0e3nedends GpyHKIIOHYBaHHSA YKPaiHCHKOi MOBH SIK JIEpP>KaBHOI .

3) 3akon Ykpainu “IIpo 3arampHy 6e3medHicTs HeXap90BOi MPOTYKITIi” .

4) [TocranoBa Kab6imery MimictpiB Ykpaiau Bim 02.10.2013 p. Ne 753 “TIpo 3aTtBepmxkenHs TexHITHOTO
perIaMeHTy MO0 MEANIHAX BUPOOIB™.

5) [TocranoBa Ka6inety MinictpiB Ykpaiau Big 30.12.2015 p. Ne 1184 “TIpo 3aTBepmkeHHs GopMu, omucy
3HaKa BIJIOBITHOCTI TEXHITHAM peTJIaMEeHTaM, IIPAaBWII Ta YMOB HOTO HaHECEHHS .

6) Haka3 MinicTepcTBa €KOHOMIYHOTO PO3BHUTKY 1 TopriBm Ykpaiam Big 04.08.2015 p. Ne 914 “TIpo

3aTBEP/KEHHS BU3HAYCHb OCHOBHUX OJMHUIG SI, Ha3B Ta BU3HAYEHH MOXUIHUX OAMHUIKG SI, JeCATKOBUX KpaTHHX 1
YaCTHHHUX B1J OAMHUIKG SI, T03BOIEHUX MM03aCHCTEMHUX OJIMHUIb, a TAKOX iX Mo3HaYeHb Ta [IpaBmi 3acTocyBaHHA
OJIVHUIT BUMIPIOBAHH 1 HANTMCAHHA Ha3B Ta IO3HAYEHH OJMHUIG BUMIPIOBAHHS 1 CHMBOJIIB BEJIMINH .

7 Hakas MinictepcTBa oxopoHu 310poB’s Ykpaiam Bim 22.01.2020 p. Ne 142 “TIpo 3aTBepmKCHHA
METOMYHUX PEKOMEH/AMIN 13 3acTOoCyBaHHA TEeXHIYHOTO pEerIaMeHTy MO0 MEAWIHHX BHPOOIB, 3aTBEPIKEHOTO
moctanoBoro Kabinety MinictpiB Ykpaiam Big 02 xoBTHA 2013 poky No 753, TexHidHOTO periaMeHTy IIOJ0
MeJIMYHUX BUPOOIB JUIA JIaTHOCTHKH in Vitro, 3aTBepjpKeHOro HocTaHoBoto Kabinety MinictpiB Ykpainu Big 02
#K0BTHA 2013 poky Ne 754 Ta TeXHIYHOTO periJaMeHTy MIOJO0 aKTUBHUX MEJNYHUX BHUPOOIB, SKI IMIUIAHTYIOTH,
3aTBep keHoro noctanoBoro Kabinery MinictpiB Ykpaiau Bix 02 xoBtHI 2013 poky Ne 7557,

8) Haxkas MinictepcTtBa oxoponu 370poB’st Ykpaiau Bix 11.10.2017 p. Ne 1245 “IIpo 3aTBep/KCHHS MEPETIKY
HauquanLHHx CTaHNAPTIB, BiI[H\O\]%WWF[]}I; fIKI/IM. HaJIa€ TPE3YMIIIII0 BiIIOBITHOCTI MEAMYHUX BUPOOIB BHMOTaM
TexHiyHOTO peraaMeHTy mo\g@&fea@mnx _@13/26113”.
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YA ¢ /
Director LLC «OLLEN-DENTAE» ./ /// ’ Valeriya Rimek /
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