TOB «OJIJIEH /IEHTAJT»

04119, m.Kuis, By.1. lOpis lnnenka 831, opic 117
€JIPTIOY 42749088,

Ten.: +38(093)4477575;
E-mail: dir ollen@ukr.net

DECLARATION OF CONFORMITY
No. 1/verd

of the medical devices — Dental Root Canal Instruments

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 on 02 October, 2013
under No. 753)

Manufacturer:

name: FOSHAN SOCO PRECISION INSTRUMENT CO.,
Ltd

address: 2F1. Bldg 3, District A Guangdong New Light
Source Industrial Base, Luocun Shishan town, Nanhai District,
Foshan City 528226 Guangdong, China
Phone:+86-0757-81806001;+86-0757-81806002
E-mail: sale6(@socodent.com, sales@socodent.com

whose Authorized Representative in Ukraine is:

name: LLC «OLLEN-DENTAL»

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

EDRPOU code: 42749088

Tel./fax: +380934477575

E-mail: dir_ollen@ukr.net

Medical devices classification: Class Ila, according to ,
point 14 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

According to the point 17 of Technical regulation
concerning medical devices, for abovementioned
marking, conformity assessment procedures was
performed according to the Procedure for ensuring
performance of the comprehensive quality management
system in Annex 3 (with the exception of paragraphs 8-
11) to Technical regulation concerning medical devices
and Certified Conformity Assessment Body of
Ukrmedcert CAB, accredited by the National
Accreditation Agency of Ukraine Certificates No.

JEKJIAPALIA ITPO BIAIOBIAHICTD
Ne 1/verd

MeOuuHUX 8upobdie — IncmpymeHmu 011 KopeHesux
Kananie
32i0H0 nepenixy 6 Jlooamxy 1 0o Jlexnapayii npo
8ionogionicmo
sumozam Texuiunoeo peenamenmy wo0o MeOUdHUX
8upobis (axuii 3ameepocenuti [locmanoeoro Kabinemy
Minicmpie Yxpainu 6io 02 sxcoemns 2013 p. Ne 753).

Bupobnux:

HAUMEHYBAHHA! OOIITAHDb
[HCTPYMEHT KO., JItn
adpeca: 2 Tlosepx, bynaisnst 3, paiion Eii, I'yanayn Hero
Jlaiit Copc Immactpien beiic, Jlykan, [lluman TayH, paifoH
Hanspxait, micto @ormrans, 528226 I'yanays, Kurait
Ten.:+86-0757-81806001; +86-0757-81806002
E-nowma: sale6@socodent.com, sales@socodent.com

COKO IMTPECDKH

Ynoegnoeasicenuii npedocmagnux 6 Yxpaini sxoeo €:
naitmenysanns: TOB «OJIJIEH-IEHTAJ»

adpeca: 04119, Ykpaina, m. Kuis, Byn. IOpis Innenka,
83 od. 117

CJIPIIOY: 42749088

Ten./¢paxc: +380934477575

E- nowma: dir_ollen@ukr.net

Knacudghixayis 3aznauenux meouunux eupoodie: Knac lla
srizio 3 nyHktamu 14 Jomatky 2 Texniunoro
periaMeHTy MOA0 MEOUYHHUX BUPOOiB:

Ipooyxyiro cynpoeoocye 3Hak 8i0N0BIOHOCMI GUMO2AM
Texniunoco pecnamenmy:

&

UA.TR.099
3rigHo m. 17 TexHIYHOrO PEeriaMeHTy MOA0 MEIUIHUX
BUPOOIB, IS  3a3HAYCHOTO  MAapKyBaHHS  OyJI0
3a0e3MCYCHO  NPOBCOCHHSA  MPOLCAYPH  OLHKH
BigmosigHoCTi, BiamoBigHO 10 llopsiaky mpoBeaeHHS
MpOLCayPH 3a0e3nCUCHHS (YHKLIIOHATBHOCTI
KOMIUICKCHOT ~ CHCTEMH  YIPAaBIIHHS  SIKICTIO,  SIK

BukiaazcHo B Jlomatky 3 (3a BHK/IFOUCHHSM IMYHKTIB 8-
11) mo TexHIYHOrO PErIAMEHTY MIOAO0 MEIUYHUX
BUpPOOiB Ta 3acBimueHo OpraHoM 3  OLIHKH
BIIIOBITHOCTI «YKpmencepT», aKpeINTOBAHUM
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Ne80O047 dated 24.12.2019 and No. 10240 dated
22.03.2021, designated by the Ministry of Economic
Development and Trade of Ukraine, under the
identification number UA.TR.099, address: 02059,
Ukraine, Kyiv, Mykhayla Dragomanova Str., 1-A, of .2

Certificate of conformity with requirements of Technical
Regulation on Medical Devices Ne UA.MD.369-21 valid
from 31.05.2021 till 30.05.2026.

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

Declaration of Conformity valid from 37.05.2021 to
30.05.2026.

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 and
international regulations and standards.

This declaration of conformity is issued under the sole
responsibility of the manufacturer. !

HamionanmpHuM areHTcTBOM 3 akpeauTamii YKpaiHw,
arectatd Ne 80047 Big 24.12.2019 ma Ne 10240 Big
22.03.2021, HNpPU3HAYECHUM MiHeKOHOMPO3BUTKY
VYxpaian 3a imentudikaniiiaum HOMepom UA.TR.099,
aapeca: 02059, m. Kuis, Byn. [Iparomanosa, 1 A, od-2,
VYkpaina

Cepmugbixam npo 8iOnogionicms Meou4Ho20 8uUpooy
sumozam Texniynozo peznameHmy wooo MeOUUHUX
eupobie Ne UA.MD.369-21, mepminom 0ii  8i0
31.05.2021 p. 00 30.05.2026 p.

3a3Hauen1 BUPOOH BIAIIOB1AAIOTH
HAL[IOHAIPHUX,  €BPONCHCHKUX Ta  MDKHAPOIHHX
HOPMATUBHO-NIPAaBOBUX AaKTIB Ta CTaHOAPTIB, SIKi
Hasedeni 6 Jlooamxy 2 0o Oamoi Jlexnapayii npo
8i0nogionicmy.

BUMOraM

Hexnaparuis mpo BignoBigHicTh miiica 3 371.05.2021 p.
00 30.05.2026 p.

HeBig’emnoro wactmroro pmanoi [lexnmapamii
BIAMOBIAHICTH € HAacTymHI JlogaTku:

Jlooamox 1 3 nepenixom meouuHux upooie,
Jlooamox 2 3 nepenixom HAYIOHAIbHUX, EBPONEICHLKUX
ma MidJCHAPOOHUX HOPMAMUGHO-NPAGOGUX AKMIE MaA
cmanoapmia.

mpo

1[a oexnapayis npo i0nogionicmv UOAHA NiO GUKITIOUYHY
8ionogioanvHicms 6UPOOHUKA.

-TEHTAJI» Pimex B.®D.
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Ten.: +38(093)4477575;
E-mail: dir ollen@ukr.net

Annex 1 to Declaration of conformity No 1/ver 4
/ Noaatox 1 xo [lexnapauii mpo Bignosignicts Ne 1/ver 4
List of the medical devices / Ilepenik meauanux BHPOOIB

Name of the device in English /
Ha3zea BupoOy aHr1ificbKO0 MOBOKO

Name of the device in Ukrainian /
Ha3zpa BupoOy yKkpaiHChKOK MOBOK)

SC Plus NiTi File System

HiTi ¢aiinn SC Plus

SC Plus NiTi File System, 31 mm
Assorted

HiTi ¢aiimu SC Plus, 31 MM Mike

2. | SC Plus NiTi File System, 25 mm HiTi ¢aiimu SC Plus, 25 MM Mike
Assorted

3. | SC Plus NiTi File System, 21 mm HiTi ¢aiimu SC Plus, 21 MM Mike
Assorted

4. | SC Plus NiTi File System, 16 mm 17/12 | HiTi ¢aiimu SC Plus, 16 mm 17/12

5. | SC Plus NiTi File System, 19 mm 17/12 | HiTi ¢aiinu SC Plus, 19 mm 17/12

6. | SC Plus NiTi File System, 21 mm 12/VT | HiTi ¢aiinu SC Plus, 21 mm 12/Bapio

7. | SC Plus NiTi File System, 21 mm 16/VT | HiTi ¢aiinu SC Plus, 21 MM 16/Bapio

8. | SC Plus NiTi File System, 21 mm 18/05 | HiTi ¢aiinu SC Plus, 21 mm18/05

9. | SC Plus NiTi File System, 21 mm 25/04 | HiTi ¢aiimu SC Plus, 21 mm 25/04

10.| SC Plus NiTi File System, 21 mm 30/04 | HiTi ¢aimm SC Plus, 21 mm 30/04

11.| SC Plus NiTi File System, 21 mm 35/04 | HiTi ¢aiiu SC Plus, 21 mm 35/04

12.| SC Plus NiTi File System, 25 mm 12/VT | HiTi ¢aiinu SC Plus, 25 mm 12/Bapio

13.| SC Plus NiTi File System, 25 mm 16/VT | HiTi ¢aitnu SC Plus, 25 MM 16/Bapio

14.| SC Plus NiTi File System, 25 mm 18/05 | HiTi ¢aiinu SC Plus, 25 mm 18/05

15.| SC Plus NiTi File System, 25 mm 20/04 | HiTi ¢aimu SC Plus, 25 mm 20/04

16. | SC Plus NiTi File System, 25 mm 25/04 | HiTi ¢aiiu SC Plus, 25 mm 25/04

17.| SC Plus NiTi File System, 25 mm 30/04 | HiTi ¢aimu SC Plus, 25 mm 30/04

18.| SC Plus NiTi File System, 25 mm 35/04 | HiTi ¢aimu SC Plus, 25 mm 35/04

3313



TOB «OJIJIEH /IEHTAJT»

04119, m.KuiB, Bys. H0pis lnnenka 831, opic 117
€ZIPIIOY 42749088,

Ten.: +38(093)4477575;
E-mail: dir ollen@ukr.net

19. | SC Plus NiTi File System, 25 mm 40/04 | HiTi daiimu SC Plus, 25 mm 40/04
SC Plus Lite NiTi File System HiTi ¢aiism SC Plus Lite

20. | SC Plus Lite NiTi File System, 31 mm HiTi daitnu SC Plus Lite, 31 MM Mike
Assorted

21. | SC Plus Lite NiTi File System, 25 mm HiTi ¢aiinu SC Plus Lite, 25 MM mike
Assorted

22. | SC Plus Lite NiTi File System, 21 mm HiTi ¢aiinu SC Plus Lite, 21 MM mike
Assorted

23. | SC Plus Lite NiTi File System, 16 mm HiTi ¢aiinu SC Plus Lite, 16 mm 17/12
17/12

24.| SC Plus Lite NiTi File System, 19 mm HiTi ¢aiinu SC Plus Lite, 19 mm 17/12
17/12

25. | SC Plus Lite NiTi File System, 21 mm HiTi ¢aiinu SC Plus Lite, 21 mm 18/05
18/05

26. | SC Plus Lite NiTi File System, 21 mm HiTi ¢aiinu SC Plus Lite, 21 mm 25/04
25/04

27.| SC Plus Lite NiTi File System, 21 mm HiTi ¢aiinu SC Plus Lite, 21 mm 30/04
30/04

28. | SC Plus Lite NiTi File System, 25 mm HiTi ¢aiinu SC Plus Lite, 25 mm 18/05
18/05

29. | SC Plus Lite NiTi File System, 25 mm HiTi ¢aiinu SC Plus Lite, 25 mm 25/04
25/04

30. | SC Plus Lite NiTi File System, 25 mm HiTi ¢aiinu SC Plus Lite, 25 mm 30/04
30/04
Controlled memory files SC PRO 2018 | daiisin 3 mam'sittio popmu SC PRO 2018

31. | Controlled memory files SC PRO 2018, ®aiinu 3 nam'artio popmu SC PRO 2018,
31 mm Assorted 31 MM MiKC

32. | Controlled memory files SC PRO 2018, ®aiinu 3 nam'artio popmu SC PRO 2018,
25 mm Assorted 25 MM MiKC

33. | Controlled memory files SC PRO 2018, | ®aiinu 3 mam'sartio hopmu SC PRO 2018,
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21 mm Assorted

21 MM Mikc

34. | Controlled memory files SC PRO 2018, @aiinu 3 nam'artio popmu SC PRO 2018,
16 mm 17/12 16 mm 17/12

35. | Controlled memory files SC PRO 2018, @aiinu 3 nam'artio popmu SC PRO 2018,
19 mm 17/12 19 mm 17/12

36. | Controlled memory files SC PRO 2018, @aiinu 3 nam'artio popmu SC PRO 2018,
21 mm 12/VT 21 mm 12/Bapio

37. | Controlled memory files SC PRO 2018, ®aiinu 3 nam'artio popmu SC PRO 2018,
21 mm 16/VT 21 mm 16/Bapio

38.| Controlled memory files SC PRO 2018, @aiinm 3 mam'stTio popmu SC PRO 2018,
21 mm 18/05 21 mm 18/05

39.| Controlled memory files SC PRO 2018, @aiinu 3 mam'stTio popmu SC PRO 2018,
21 mm 25/06 21 mm 25/06

40. | Controlled memory files SC PRO 2018, @aiinm 3 mam'stTio popmu SC PRO 2018,
21 mm 35/04 21 mm 35/04

41. | Controlled memory files SC PRO 2018, | ®aiinu 3 mam'sarrio hpopmu SC PRO 2018,
25 mm 12/VT 25 mm 12/Bapio

42.| Controlled memory files SC PRO 2018, | ®aiinu 3 mam'srrio hpopmu SC PRO 2018,
25 mm 16/VT 25 MM 16/Bapio

43. | Controlled memory files SC PRO 2018, | ®aiinu 3 mam'sarrio hpopmu SC PRO 2018,
25 mm 18/05 25 mm 18/05

44. | Controlled memory files SC PRO 2018, | ®aiinu 3 mam'srrio hpopmu SC PRO 2018,
25 mm 25/06 25 mm 25/06

45. | Controlled memory files SC PRO 2018, | ®aiinu 3 mam'srrio hpopmu SC PRO 2018,
25 mm 35/04 25 mm 35/04

46. | Controlled memory files SC PRO 2018, @aiinu 3 nam'artio popmu SC PRO 2018,
25 mm 40/04 25 mm 40/04

47.| Controlled memory files SC PRO 2018, @aiinu 3 nam'artio popmu SC PRO 2018,

25 mm 45/04

25 mMm 45/04

Controlled memory files SC PRO 2018

®daiinm 3 mam'sarTio popmu SC PRO 2018
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LITE

LITE

48.

Controlled memory files SC PRO 2018
LITE, 31 mm Assorted

®aiinu 3 nam'artio popmu SC PRO 2018
LITE, 31 MM Mikc

49.

Controlled memory files SC PRO 2018
LITE, 25 mm Assorted

®aiinu 3 nam'artio popmu SC PRO 2018
LITE, 25 MM Mikc

50.

Controlled memory files SC PRO 2018
LITE, 21 mm Assorted

®aiinu 3 nam'artio popmu SC PRO 2018
LITE, 21 mM mikc

51.

Controlled memory files SC PRO 2018
LITE, 16 mm 17/12

®aiinu 3 nam'artio popmu SC PRO 2018
LITE, 16 mm 17/12

52.

Controlled memory files SC PRO 2018
LITE, 19 mm 17/12

®aitnm 3 mam'srrio popmu SC PRO 2018
LITE, 19 mm 17/12

53.

Controlled memory files SC PRO 2018
LITE, 21 mm 18/05

®aitnm 3 mam'srtio popmu SC PRO 2018
LITE, 21 mm 18/05

54.

Controlled memory files SC PRO 2018
LITE, 21 mm 25/06

®aitnu 3 mam'srrio popmu SC PRO 2018
LITE, 21 mm 25/06

55.

Controlled memory files SC PRO 2018
LITE, 21 mm 35/04

®aitnm 3 mam'srrio popmu SC PRO 2018
LITE, 21 mm 35/04

56.

Controlled memory files SC PRO 2018
LITE, 25 mm 18/05

®aitnm 3 mam'srrio popmu SC PRO 2018
LITE, 25 mm 18/05

57.

Controlled memory files SC PRO 2018
LITE, 25 mm 25/06

®aitnm 3 mam'srrio popmu SC PRO 2018
LITE, 25 mm 25/06

58.

Controlled memory files SC PRO 2018
LITE, 25 mm 35/04

®aitm 3 mam'srrio popmu SC PRO 2018
LITE, 25 mm 35/04

Single NiTi Reciprocation File S-ONE
2018

HiTi peunnpoxni ¢aiisim S-ONE 2018

59.

Single NiTi Reciprocation File S-ONE
2018, 31 mm Assorted

HiTi peunnpoksi daiinu S-ONE 2018, 31

MM MiKC

60.

Single NiTi Reciprocation File S-ONE
2018, 25 mm Assorted

HiTi peunnpokHi daitnn S-ONE 2018, 25

MM MiKC

61.

Single NiTi Reciprocation File S-ONE

HiTi peunnpoksi daitnu S-ONE 2018, 21
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2018, 21 mm Assorted

MM MIKC

Controlled memory SC NiTi File
System

HiTi ¢aiiim 3 nam'sitTio popmu SC

62.

Controlled memory SC NiTi File System,
31 mm Assorted

HiTi daiinmm 3 mam'sttio popmu SC, 31 mm
MIKC

63.

Controlled memory SC NiTi File System,
28 mm Assorted

HiTi ¢aitnm 3 mam'srtio popmu SC, 28 mm
MIKC

64.

Controlled memory SC NiTi File System,
25 mm Assorted

HiTi ¢aitnm 3 nam'srtio popmu SC, 25 mm
MIKC

65.

Controlled memory SC NiTi File System,
21 mm Assorted

HiTi ¢aitnm 3 mam'srtio popmu SC, 21 mm
MiKC

66.

Controlled memory SC NiTi File System,
16 mm 08/17

HiTi ¢aitnm 3 mam'srtio popmu SC, 16 mm
08/17

67.

Controlled memory SC NiTi File System,
19 mm 08/17

HiTi ¢aitnm 3 mam'srtio popmu SC, 19 mm
08/17

68.

Controlled memory SC NiTi File System,
16 mm 08/30

HiTi ¢aitnm 3 mam'srtio popmu SC, 16 mm
08/30

69.

Controlled memory SC NiTi File System,
19 mm 08/30

HiTi ¢aitnm 3 mam'srtio popmu SC, 19 mm

08/30

70.

Controlled memory SC NiTi File System,
21 mm 03/15

HiTi ¢aitnm 3 mam'srtio popmu SC, 21 mm
03/15

71.

Controlled memory SC NiTi File System,
21 mm 04/10

HiTi ¢aitnm 3 mam'srtio popmu SC, 21 mm
04/10

72.

Controlled memory SC NiTi File System,
21 mm 04/20

HiTi ¢aitnm 3 mam'srtio popmu SC, 21 mm
04/20

73.

Controlled memory SC NiTi File System,
21 mm 04/25

HiTi daim 3 mam'srtio popmu SC, 21 mm
04/25

74.

Controlled memory SC NiTi File System,
21 mm 04/30

HiTi ¢aitm 3 mam'sttio popmu SC, 21 mm
04/30

75.

Controlled memory SC NiTi File System,

HiTi ¢aim 3 mam'sttio popmu SC, 21 mm
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21 mm 04/35 04/35

76. | Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'sartio ¢popmu SC, 21 mm
21 mm 04/40 04/40

77. | Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'sartio ¢popmu SC, 21 mm
21 mm 04/45 04/45

78. | Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'artio ¢popmu SC, 21 mm
21 mm 04/50 04/50

79. | Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'sartio popmu SC, 21 mm
21 mm 04/55 04/55

80. | Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 mam'srtio popmu SC, 21 mm
21 mm 02/60 02/60

81. | Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 mam'sarrio popmu SC, 21 mm
21 mm 02/70 02/70

82. | Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 mam'sarrio popmu SC, 25 mm
25 mm 03/15 03/15

83. | Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 mam'srrio popmu SC, 25 mm
25 mm 04/10 04/10

84. | Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 mam'srrio popmu SC, 25 mm
25 mm 04/20 04/20

85. | Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 mam'srrio popmu SC, 25 mm
25 mm 04/25 04/25

86. | Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 mam'srrio popmu SC, 25 mm
25 mm 04/30 04/30

87. | Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 mam'srrio popmu SC, 25 mm
25 mm 04/35 04/35

88. | Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'sartio popmu SC, 25 mm
25 mm 04/40 04/40

89. | Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nmam'sartio popmu SC, 25 mm
25 mm 04/45 04/45

90. | Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'artio popmu SC, 25 mm
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25 mm 04/50 04/50

91. | Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'sartio ¢popmu SC, 25 mm
25 mm 04/55 04/55

92. | Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'artio ¢popmu SC, 25 mm
25 mm 02/60 02/60

93. | Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'sartio ¢popmu SC, 25 mm
25 mm 02/70 02/70

94. | Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'sartio popmu SC, 28 mm
28 mm 03/15 03/15

95. | Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 mam'srrio popmu SC, 28 mm
28 mm 04/10 04/10

96. | Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 mam'srrio popmu SC, 28 mm
28 mm 04/20 04/20

97. | Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 mam'srrio popmu SC, 28 mm
28 mm 04/25 04/25

98. | Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 mam'srrio popmu SC, 28 mm
28 mm 04/30 04/30

99. | Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 mam'srrio popmu SC, 28 mm
28 mm 04/35 04/35

100| Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'strio popmu SC, 28 mm
28 mm 04/40 04/40

101| Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'strio popmu SC, 28 mm
28 mm 04/45 04/45

102| Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'strio popmu SC, 28 mm
28 mm 04/50 04/50

103| Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'sartio popmu SC, 28 mm
28 mm 04/55 04/55

104| Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'sartio popmu SC, 28 mm
28 mm 02/60 02/60

105| Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'artio ¢popmu SC, 28 mm
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28 mm 02/70 02/70

106| Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'sartio ¢popmu SC, 31 mm
31 mm 03/15 03/15

107| Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'sartio ¢popmu SC, 31 mm
31 mm 04/10 04/10

108| Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'sartio ¢popmu SC, 31 mm
31 mm 04/20 04/20

109| Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'sartio ¢popmu SC, 31 mm
31 mm 04/25 04/25

110| Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'strio popmu SC, 31 mm
31 mm 04/30 04/30

111| Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'strio popmu SC, 31 mm
31 mm 04/35 04/35

112| Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'strio popmu SC, 31 mm
31 mm 04/40 04/40

113| Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'strio popmu SC, 31 mm
31 mm 04/45 04/45

114/ Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'strio popmu SC, 31 mm
31 mm 04/50 04/50

115| Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'strio popmu SC, 31 mm
31 mm 04/55 04/55

116/ Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'strio popmu SC, 31 mm
31 mm 02/60 02/60

117| Controlled memory SC NiTi File System, | HiTi ¢aiinu 3 nam'strio popmu SC, 31 mm
31 mm 02/70 02/70
Controlled memory SC PRO NiTi File ®aiism 3 nam'sittio popmu SC PRO

System

118| Controlled memory SC PRO NiTi File @aiinu 3 nam'artio popmu SC PRO, 31 mm
System, 31 mm Assorted MiKC

119| Controlled memory SC PRO NiTi File @aiinu 3 nam'artio popmu SC PRO, 28 mm
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System, 28 mm Assorted

MIKC

120

Controlled memory SC PRO NiTi File
System, 25 mm Assorted

®aiinu 3 nam'artio popmu SC PRO, 25 mm
MIKC

121

Controlled memory SC PRO NiTi File
System, 21 mm Assorted

@aiinu 3 nam'artio popmu SC PRO, 21 mm
MIKC

122

Controlled memory SC PRO NiTi File
System, 16 mm 08/17

®aiinu 3 nam'artio popmu SC PRO, 16 mm
08/17

123

Controlled memory SC PRO NiTi File
System, 19 mm 08/17

®aiinu 3 mam'artio popmu SC PRO, 19 mm
08/17

124

Controlled memory SC PRO NiTi File
System, 21 mm 02/19

®aitnu 3 mam'srtio popmu SC PRO, 21 mm
02/19

125

Controlled memory SC PRO NiTi File
System, 21 mm 04/20

®aitnm 3 mam'srtio popmu SC PRO, 21 mm
04/20

126

Controlled memory SC PRO NiTi File
System, 21 mm 04/25

®aitnm 3 mam'srrio popmu SC PRO, 21 mm
04/25

127

Controlled memory SC PRO NiTi File
System, 21 mm 06/25

®aitm 3 mam'srrio popmu SC PRO, 21 mm
06/25

128

Controlled memory SC PRO NiTi File
System, 21 mm 04/30

®aitnm 3 mam'srrio popmu SC PRO, 21 mm
04/30

129

Controlled memory SC PRO NiTi File
System, 21 mm 04/35

®aitnm 3 mam'srtio popmu SC PRO, 21 mm
04/35

130

Controlled memory SC PRO NiTi File
System, 25 mm 02/19

®aitnm 3 mam'srrio popmu SC PRO, 25 mm
02/19

131

Controlled memory SC PRO NiTi File
System, 25 mm 04/20

®aitnm 3 mam'srrio popmu SC PRO, 25 mm
04/20

132

Controlled memory SC PRO NiTi File
System, 25 mm 04/25

@aiinu 3 nam'artio popmu SC PRO, 25 mm
04/25

133

Controlled memory SC PRO NiTi File
System, 25 mm 06/25

@aiinu 3 nam'artio popmu SC PRO, 25 mm
06/25

134

Controlled memory SC PRO NiTi File

@aiinu 3 nam'artio popmu SC PRO, 25 mm
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System, 25 mm 04/30

04/30

135

Controlled memory SC PRO NiTi File
System, 25 mm 04/35

@aiinu 3 mam'stTro hopmu SC PRO, 25 mm
04/35

136

Controlled memory SC PRO NiTi File
System, 31 mm 02/19

@aiinu 3 mam'sittro hopmu SC PRO, 31 mm
02/19

137

Controlled memory SC PRO NiTi File
System, 31 mm 04/20

@aiinm 3 mam'sittro hopmu SC PRO, 31 mm
04/20

138

Controlled memory SC PRO NiTi File
System, 31 mm 04/25

@aiinm 3 mam'sttio hopmu SC PRO, 31 mm
04/25

139

Controlled memory SC PRO NiTi File
System, 31 mm 06/25

@aiinm 3 mam'strro hopmu SC PRO, 31 mm
06/25

140

Controlled memory SC PRO NiTi File
System, 31 mm 04/30

@aiinu 3 mam'sttro hopmu SC PRO, 31 mm
04/30

141

Controlled memory SC PRO NiTi File
System, 31 mm 04/35

@aiinu 3 mam'strro hopmu SC PRO, 31 mm
04/35

)}
7/ [
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Annex 2 to Declaration of conformity
No. 1/ver4
donartok 2 no [lexknapanii npo BianoBigHiCTh
Ne 1/ver4
List of national, European and international regulations and standards /

Ilepenix HATIOHATBHUX, €BPONEHCHKAX TAa MI2KHAPOJHHX HOPMATHBHO-NMPABOBUX aKTIB Ta

CTAHJAPTIB

JACTY EN ISO 13485:2018 Bupobu meauuni. Cuctemu ynpasmiHHs SIKICTIO. Bumoru mono
perymoBanas (EN ISO 13485:2016, ISO 13485:2016);

JCTY EN ISO 15223-1:2018 3acobu MeauaHOl TeXHIKHK. Y MOBHI ITO3HAKH HAa CTHKETKAX 3aCO0IB
MEIUYHOT TEXHIKH, MapKOBaHHs Ta 000B’s3k0Bl1 Bimomocti. Yactuna 1. 3arampni Bumoru (EN
ISO 15223-1:2016, ISO 15223-1:2016, Corrected version 2017-03);

JCTY EN ISO 14971:2015 Bupobu menuuni. Hacranosu mono ynpasmiaas pusukom. (EN ISO
14971:2012);

JACTY EN ISO 10993-1:2015 bionoriune ouiHrOBaHHS MeaudHux BupoOiB. Yactuna 1.
OuiHroBaHHS Ta TECTYBAaHHS B paMKax mporecy ynpasninas pu3ukamu. (EN ISO 10993-1:2009);

JACTY EN ISO 10993-5:2015 (EN ISO 10993-5:2009) biosmoriuyse OLHIOBaHHS MEIMYHUX
BHpoOiB. YactuHa 5. BunpoOyBaHHS Ha IUTOTOKCHYHICTS in Vitro;

JACTY EN ISO 14155:2015 Kniniyai AOCTIIKEHHS MEAMYHUX BUPOOIB [uis jroaeit. HanexHa
kmiaiuaa npaktuka. (EN ISO 14155:2011+EN ISO 14155:2011/Cor.1:2);

HACTY EN 62366:2015 Bupobu wmenuuni. 3acTOCYBaHHSI CPrOHOMIYHOTO MPOCKTYBAHHS
meauunux BupoOiB. (EN 62366:2008);

JACTY EN ISO 17664:2018 Crepunizauis Mmenuuaux Bupo6is. [Hdopmaisi, siky Hagae BUpOOHUK
MEOUYHUX BUPOOIB momo crepwmisamii memuuaux BupoOiB (EN ISO 17664:2017; ISO
17664:2017);

JACTY EN 1041:2015 Bupo6u memuuni. [ndopmanis, siky nagae supobnuk. (EN 1041:2008
+A1:2013).
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