TOB «OJUIEH-JIEHTAJI»

DECLARATION OF CONFORMITY
No. 6/ver. 2

JTEKJIAPAIISA ITPO BIIITOBITHICTDH
No. 6/ver. 2

Name 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 No.
753 dated October 02, 2013)

Ha3a w™eanunux BupoOiB: IHCTpymMeHTH A1A
po00TH B KOpEHEeBUX KAHAJIAX

srigao mepeniky B Homatky 1 mo Jekmaparuii mpo
BIIMOBIIHICTh BHUMOTaM TEXHIYHOTO pErIaMeHTY
00 MEIWYHUX BHUPOOIB (SKWH 3aTBEpIKEHUI
[ToctanoBoro KaGinery MinicTpiB Ykpainu Big 02
#oBTHs 2013 p. Ne 753)

Manufacturer:

CHENGDU SANI MEDICAL EQUIPMENT CO.,
LTD.

address: No. 408, Tengfei 4th Road, Southwest
Airport Economic Development Zone, Shuangliu
District, Chengdu, Sichuan Province, 610207, P.R.
China

Tel.: +8615328041260

E-mail: victorzgp@163.com

BupooOnuk:

UYenny Cani Menikn IkBinment Ko., JITa.

agpeca: Ne 408, 4 gpopora Teundeii, 30Ha
€KOHOMIYHOTO  po3BUTKY IliBImeHHO-3axiIHOTO
aeporiopty, paiion Illyanmo, Yenmay, mnpoBiHIA
Cuuyanb, 610207, Kuraiicbka Hapoana Pecrry6mika
Ten.: +8615328041260

E-mail: victorzgp@163.com

Authorized Representative in Ukraine:

LLC «OLLEN-DENTAL»

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

EDRPOU code: 42749088

Tel.: +380934477575

E-mail: dir_ollen@ukr.net

YnoBHOBaKeHHUI NPEACTABHUK B YKpaiHi:

TOB «OJUIEH-AEHTAJI»

anpeca: 04119, Vkpaima, m. Kwuis, Bym. Opis
Innenka, 83 ] od. 117

€IPIIOVY: 42749088

Ten.: +380934477575

E-mail: dir_ollen@ukr.net

Medical devices classification: Class I, according to
point 14 of Annex 2 of Technical regulation
concerning medical devices.

Knacudikanis 3a3HavyeHMX MeIUYHUX BHPOOIB:
Kuac | 3rigno 3 myakrom 14 Jlonatky 2 TexHigHoro
permamMeHTy 070 MEANYHUX BUPOOIB.

The products is accompanied by the conformity
mark:

&

[Ipoaykiito cynpoBOKy€ 3HAK BiAMOBIIHOCTI:

&

According to the point 18 of Technical regulation
concerning medical devices, for abovementioned
marking, conformity assessment procedures was
performed according to the Procedure of the internal
control of the medical devices manufacturing as
referred to in Annex 8 to Technical regulation
concerning medical devices.

3rinHo 1. 18 TexHIYHOrOo peraaMeHTy MI0JI0
MEIMYHUX BHUPOOIB JJISl 3a3HAYEHOTO MapKyBaHHS
Oyno 3a0e3neyeHo MPOBe/ICHHs MPOLEAYPU OLIIHKH
BIAMOBIAHOCTI BiANOBIAHO 10 [lopsiaky 3aiiicHeHHS
BHYTPIIIHBOTO KOHTPOJIIO BUPOOHUIITBA METUYHUX
BHpOOIB, sKkud BuUKIaaeHo B [omarky 8 10
TexHIYHOr0 periaMeHTy 1010 MEAUYHUX BUPOOIB.
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TOB «OJIIEH-/IEHTAJI»

The abovementioned medical devices comply with
the requirements of Technical regulation concerning
medical devices which approved by the Decree of the
Cabinet of Ministers of Ukraine No. 753 dated
October 02, 2013 and national, FEuropean
international regulations and legal acts standards
which are listed in the Annex 2 to this Declaration of
Conformity.

3a3HaueHi MeaUYHI BUPOOH BIAMOBIAAIOTH BUMOTAM
TexHIYHOTO periiaMeHTy mioA0 MEeIUYHUX BUPOOIB,
3arBepmkeHoro IlocranoBoro Kabinmery MiHicTpis
Vkpaiam Bim 02 xoBtHa 2013 p. Ne 753 Ta
HAI[IOHAIBHUX,  €BPOMEWCHKHX,  MDKHapPOIHUX
HOPMATHUBHO-TIPABOBUX aKTIB Ta CTaHIAPTIB, SKi
HaBeneHl B Jlomatky 2 mo manoi [lekmapamii mpo
BIIOBIAHICTb.

The Declaration of Conformity valid from
15.04.2024 to 14.04.2029.

Jlexmapariis  mpo  BIAMOBIOHICTH  MdiiiCHA 3

15.04.2024 p. no 14.04.2029 p.

Place of issue of the Declaration of Conformity:
04119, Kyiv, Yuriia Illienka str., 83 D, of 117,
Ukraine

Micue Bumaui Jlekmapamii mpo BIAMOBIAHICTE:
04119, Vkpaina, m. Kuis, Byn. FOpis Inenka, 83 1
od. 117

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 standag

Hesin’emHOI0 wactmHOIO maHoi Jlekmaparii mpo
BIIMOBIAHICTG € HAaCTymHI JlomaTku:

Honarok 1 3 mepenikoM MeqIHUX BUPOOIB,
Jomatok 2 3  MepemiKoM  HaliOHAIBHHX,

|EBPOIEIiCBKUX Ta MDKHAPOAHUX HOPMATUBHO-
—_11 . .
APABOBUX aKTiB Ta CTAHIAPTIB.

A==, N2,

Director LLC «OLLEN-DENTAL»/
Jupextop TOB «OJUIEH-IEHTAJI»

*:9:: /

Valeriya Rimek/

— "Siéﬁature, Stamp/

Pimex B. ®.

[Mignuc, neyaTka
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TOB «OJUIEH-JIEHTAJI»

Annex 1 to Declaration of Conformity No. 6/ver. 2/
Jonarok 1 no Jexaapamnii npo Binnosinnicts NO. 6/ver. 2

List of the medical devices / Ilepenik MmequuHuXx BUPOOiB

Name of the medical device in English /

Name of the medical device in Ukrainian /

N Ha3Ba menuuHoro BUpo0dy aHIJIiiicbK0I0 MOBOIO Ha3Ba Menu4HOro BUpody yKpaiHCHKOI0 MOBOIO
K files Nickel Titanium K ¢aiisin HikeJb-THTAHOBI
1 K files Nickel Titanium, 21 mm #15-40 mix K ¢aitnu Hikens-tutanosi, 21 MM #15-40 mikc
5 K files Nickel Titanium, 21 mm #45-80 mix K ¢aitnu Hikens-tuTanosi, 21 MM #45-80 mikc
3. K files Nickel Titanium, 21 mm #6 K ¢aitnu Hikenb-TuTaHOBI, 21 MM #6
4 K files Nickel Titanium, 21 mm #8 K ¢aitm Hikenp-TuTaHOBI, 21 MM #8
5 K files Nickel Titanium, 21 mm #10 K ¢aitnu Hikens-TutaHoBi, 21 MM #10
6. K files Nickel Titanium, 21 mm #15 K ¢aitnu Hikens-TutaHoBi, 21 MM #15
7 K files Nickel Titanium, 21 mm #20 K ¢aiinu Hikenb-tutaHoBi, 21 MM #20
8 K files Nickel Titanium, 21 mm #25 K daiinu Hikenb-tutanoBi, 21 Mm #25
9 K files Nickel Titanium, 21 mm #30 K ¢aiinu Hikenb-tutaHoBi, 21 mm #30
10. K files Nickel Titanium, 21 mm #35 K daiinu Hikenb-tutanoBi, 21 Mm #35
11 K files Nickel Titanium, 21 mm #40 K ¢aiinu Hikens-TuTaHoBi, 21 MM #40
12 K files Nickel Titanium, 21 mm #45 K ¢aitnum Hikenb-TuTaHOBI, 21 MM #45
13, K files Nickel Titanium, 21 mm #50 K ¢aitnum Hikens-TutaHoBi, 21 MM #50
14, K files Nickel Titanium, 21 mm #55 K ¢aiinu Hikenb-tutanoBi, 21 Mm #55
15. K files Nickel Titanium, 21 mm #60 K daiinu Hikenb-tutanoBi, 21 Mmm #60
16. K files Nickel Titanium, 21 mm #70 K daiinu Hikenb-tutanoBi, 21 mm #70
17 K files Nickel Titanium, 21 mm #80 K ¢aitnum Hikens-TutaHoBi, 21 MM #80
18. K files Nickel Titanium, 21 mm #90 K ¢aitnum Hikens-TutaHoBi, 21 MM #90
19. K files Nickel Titanium, 21 mm #100 K ¢aitu mikens-tutanosi, 21 mm #100
20. K files Nickel Titanium, 21 mm #110 K ¢aitmm Hikens-tutaHosi, 21 MM #110
21 K files Nickel Titanium, 21 mm #120 K ¢aium Hikens-TuTaHoBI, 21 MM #120
29 K files Nickel Titanium, 21 mm #130 K ¢aium mikens-TutaHoBi, 21 MM #130
23 K files Nickel Titanium, 21 mm #140 K ¢aium mikens-TuTaHoBi, 21 MM #140
o4, K files Nickel Titanium, 25 mm #15-40 mix K ¢aitnm Hikens-TuTaHoBI, 25 MM #15-40 mikc
o5 K files Nickel Titanium, 25 mm #45-80 mix K ¢aiinm Hikenb-TuTaHOBI, 25 MM #45-80 Mikc
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TOB «OJUIEH-JIEHTAJI»

Name of the medical device in English /

Name of the medical device in Ukrainian /

Ne HasBa MennyHoOro BUpo0y aHI.ilicbKOK MOBOIO HasBa Menn4yHoro BUpo0y YKpaiHCbKOI0 MOBOKO
2. K files Nickel Titanium, 25 mm #90-140 mix K ¢aiinu Hikenb-TutaHoBi, 25 MM #90-140 mikc
27 K files Nickel Titanium, 25 mm #6 K ¢aitm Hikenb-TUTaHOBI, 25 MM #6

28, K files Nickel Titanium, 25 mm #8 K ¢aitm Hikenb-TUTaHOBI, 25 MM #8

2. K files Nickel Titanium, 25 mm #10 K ¢aiinu Hikenb-THTaHOBI, 25 MM #10

30. K files Nickel Titanium, 25 mm #15 K ¢aitnu Hikenb-TUTAHOBI, 25 MM #15

31 K files Nickel Titanium, 25 mm #20 K ¢aiinu Hikenb-THTaHOBI, 25 MM #20

3 K files Nickel Titanium, 25 mm #25 K ¢aiinu Hikenab-TUTaHOBI, 25 MM #25

33, K files Nickel Titanium, 25 mm #30 K ¢aiinm Hikenb-TuTaHOBI, 25 MM #30

34, K files Nickel Titanium, 25 mm #35 K ¢aitnu Hikenb-TUTaHOBI, 25 MM #35

35 K files Nickel Titanium, 25 mm #40 K ¢aiinu Hikenb-THTaHOBI, 25 MM #40

36. K files Nickel Titanium, 25 mm #45 K daiinu Hikeab-TUTaHOBI, 25 MM #45

37 K files Nickel Titanium, 25 mm #50 K daiinu Hikenb-THTaHOBI, 25 MM #50

38, K files Nickel Titanium, 25 mm #55 K daiinu Hikenb-TuTaHOBI, 25 MM #55

39, K files Nickel Titanium, 25 mm #60 K ¢aitnu Hikenb-THTaHOBI, 25 MM #60

40, K files Nickel Titanium, 25 mm #70 K ¢aiinu Hikens-TuTaHOBI, 25 MM #70

a1 K files Nickel Titanium, 25 mm #80 K ¢aiinu Hikens-TuTaHOBI, 25 MM #80

42, K files Nickel Titanium, 25 mm #90 K daiinu Hikenb-TuTaHoBi, 25 MM #90

43, K files Nickel Titanium, 25 mm #100 K ¢aiinu Hikenb-TutaHoBi, 25 mm #100

a4, K files Nickel Titanium, 25 mm #110 K daiinu Hikenb-TutaHoBi, 25 MM #110

45, K files Nickel Titanium, 25 mm #120 K ¢aiinu Hikenb-TutaHoBi, 25 MM #120

46, K files Nickel Titanium, 25 mm #130 K ¢aitm Hikens-TutaHoBi, 25 MM #130

47, K files Nickel Titanium, 25 mm #140 K ¢aitm Hikens-TuTaHoBi, 25 MM #140

48, K files Nickel Titanium, 31 mm #15-40 mix K ¢aitnum Hikens-TutanoBi, 31 MM #15-40 mikc
49, K files Nickel Titanium, 31 mm #45-80 mix K ¢aiinu Hikenb-turaHosi, 31 mm #45-80 mikc
50, K files Nickel Titanium, 31 mm #8 K ¢aitm Hikens-TuTaHoBI, 31 MM #8

51 K files Nickel Titanium, 31 mm #10 K ¢aitm Hikens-TuTaHoBi, 31 MM #10

52 K files Nickel Titanium, 31 mm #15 K ¢aitmm Hikens-TutaHoBi, 31 MM #15

53 K files Nickel Titanium, 31 mm #20 K ¢aitnmm Hikens-TutanoBi, 31 MM #20

54 K files Nickel Titanium, 31 mm #25 K ¢aitnmm Hikens-TutaHoBi, 31 MM #25
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TOB «OJUIEH-JIEHTAJI»

Name of the medical device in English /

Name of the medical device in Ukrainian /

Ne HasBa MennyHoOro BUpo0y aHI.ilicbKOK MOBOIO HasBa Menn4yHoro BUpo0y YKpaiHCbKOI0 MOBOKO
55, K files Nickel Titanium, 31 mm #30 K ¢aiinm Hikens-TuTaHoBi, 31 MM #30
56, K files Nickel Titanium, 31 mm #35 K ¢aitnm Hikens-TuTaHoBi, 31 MM #35
57 K files Nickel Titanium, 31 mm #40 K ¢aitnm Hikens-TuTaHoBi, 31 MM #40
58, K files Nickel Titanium, 31 mm #45 K ¢aitmu Hikens-TuTanoBi, 31 MM #45
50, K files Nickel Titanium, 31 mm #50 K ¢aiinu Hikenb-TuTanoBi, 31 MM #50
60. K files Nickel Titanium, 31 mm #55 K ¢aitnu Hikens-TuTanoBi, 31 MM #55
61, K files Nickel Titanium, 31 mm #60 K ¢aiinm Hikens-TutaHoBi, 31 MM #60
62. K files Nickel Titanium, 31 mm #70 K ¢aitnm Hikens-TuTaHoBi, 31 MM #70
63. K files Nickel Titanium, 31 mm #80 K ¢aitnu Hikens-TutaHoBi, 31 MM #80
K files Stainless Steel K daiiiau 3 HepkaBiouoi crami
64, K files Stainless Steel, 21 mm #15-40 mix K ¢aiinu 3 Hepkasirouoi crani, 21 mm #15-40 mikce
65, K files Stainless Steel, 21 mm #45-80 mix K ¢aiinu 3 Hepxkasirouoi craini, 21 mm #45-80 mikc
66. K files Stainless Steel, 21 mm #6 K aiinu 3 Hepkasirouoi crani, 21 mm #6
67. K files Stainless Steel, 21 mm #8 K daiinu 3 Hepxasitouoi crami, 21 mm #8
68. K files Stainless Steel, 21 mm #10 K aiinu 3 Hepxasirouoi crani, 21 mm #10
69. K files Stainless Steel, 21 mm #12 K ¢aiinu 3 Hepkasirouoi crami, 21 mm #12
0. K files Stainless Steel, 21 mm #15 K ¢aiinu 3 Hepkasirouoi crani, 21 mm #15
71 K files Stainless Steel, 21 mm #17 K ¢aiinu 3 Hepkasirouoi craini, 21 mm #17
79 K files Stainless Steel, 21 mm #20 K ¢aiinu 3 Hepkasirouoi crani, 21 mm #20
73 K files Stainless Steel, 21 mm #25 K ¢aiinu 3 Hepkasirouoi crani, 21 mm #25
74, K files Stainless Steel, 21 mm #30 K ¢aiinu 3 Hepkasirouoi crami, 21 mm #30
75, K files Stainless Steel, 21 mm #35 K ¢aiinu 3 Hepkasirouoi crami, 21 mm #35
76. K files Stainless Steel, 21 mm #40 K aitnu 3 Hepxasirouoi crami, 21 mm #40
77 K files Stainless Steel, 21 mm #45 K ¢aiinu 3 Hepkasirouoi crani, 21 mm #45
78, K files Stainless Steel, 21 mm #50 K ¢aiinm 3 HepkaBirouoi craii, 21 mm #50
79, K files Stainless Steel, 21 mm #55 K ¢aiinm 3 HepkaBirouoi crami, 21 mm #55
80. K files Stainless Steel, 21 mm #60 K ¢aiinu 3 Hepkasirouoi crami, 21 mm #60
81 K files Stainless Steel, 21 mm #70 K ¢aiinu 3 Hepxasirouoi crami, 21 mm #70
82, K files Stainless Steel, 21 mm #80 K ¢aiinu 3 Hepkasirodoi crami, 21 mm #80
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TOB «OJUIEH-JIEHTAJI»

Name of the medical device in English /

Name of the medical device in Ukrainian /

Ne HasBa MennyHoOro BUpo0y aHI.ilicbKOK MOBOIO HasBa Menn4yHoro BUpo0y YKpaiHCbKOI0 MOBOKO
83. K files Stainless Steel, 21 mm #90 K ¢aiinu 3 HepkaBirouoi ctaii, 21 mm #90

84, K files Stainless Steel, 21 mm #100 K ¢aiinm 3 HepkaBirouoi ctani, 21 mm #100

85, K files Stainless Steel, 21 mm #110 K ¢aiinu 3 HepkaBirouoi ctani, 21 mm #110

86. K files Stainless Steel, 21 mm #120 K ¢aiinu 3 Hepxagirodoi crami, 21 mm #120

87 K files Stainless Steel, 21 mm #130 K ¢aiinu 3 Hepxagirodoi crami, 21 mm #130

88, K files Stainless Steel, 21 mm #140 K ¢aiinu 3 Hepxagitodoi crami, 21 mm #140

89. K files Stainless Steel, 25 mm #15-40 mix K ¢aiinu 3 HepkaBirouoi crani, 25 mm #15-40 mikc
90. K files Stainless Steel, 25 mm #45-80 mix K ¢aiinu 3 HepkaBirouoi crani, 25 mm #45-80 mikc
91 K files Stainless Steel, 25 mm #90-140 mix K ¢aiinu 3 Hepskasirouoi cram 25 mm #90-140 mikc
9. K files Stainless Steel, 25 mm #6 K ¢aiinu 3 HepkaBirouoi crami, 25 mm #6

93. K files Stainless Steel, 25 mm #8 K ¢aiinu 3 Hepkasirouoi crani, 25 mm #8

9. K files Stainless Steel, 25 mm #10 K ¢aiinu 3 Hepkasirouoi crani, 25 mm #10

95, K files Stainless Steel, 25 mm #12 K ¢aiinu 3 Hepxkairouoi craini, 25 mm #12

9. K files Stainless Steel, 25 mm #15 K ¢aiinu 3 Hepkasirouoi crami, 25 mm #15

97. K files Stainless Steel, 25 mm #17 K ¢aiinu 3 Hepkasirouoi crami, 25 mm #17

98. K files Stainless Steel, 25 mm #20 K ¢aiinu 3 Hepkasirouoi crami, 25 mm #20

99, K files Stainless Steel, 25 mm #25 K ¢aiinu 3 Hepkasirouoi crani, 25 mm #25

100. K files Stainless Steel, 25 mm #30 K ¢aiinu 3 Hepkasirouoi crani, 25 mm #30

101 K files Stainless Steel, 25 mm #35 K ¢aiinu 3 Hepkasirouoi crani, 25 mm #35
1m_|<m%5mmm$sm&25mm#m K ¢aiinu 3 Hepkasirouoi crani, 25 mm #40

103, K files Stainless Steel, 25 mm #45 K ¢aiinu 3 Hepkasirouoi crami, 25 mm #45

104, K files Stainless Steel, 25 mm #50 K ¢aiinu 3 Hepkasirouoi crami, 25 mm #50

105. K files Stainless Steel, 25 mm #55 K ¢aiinu 3 Hepkasirouoi crami, 25 mm #55
1%.I<W%SGMM$SM%25mm#w K ¢aiinu 3 Hepkasirouoi crani, 25 mm #60
1m.|<mwsmmm$sma25mm#m K ¢aiinm 3 HepkaBirouoi craii, 25 mm #70
1%.I(W%SMMM$Smﬂ25mm#% K ¢aiinm 3 HepkaBirouoi craii, 25 mm #80

109. K files Stainless Steel, 25 mm #90 K ¢aiinu 3 Hepkasirouoi crami, 25 mm #90

110. K files Stainless Steel, 25 mm #100 K ¢aiinu 3 Hepkasirodoi crami, 25 mm #100

111 K files Stainless Steel, 25 mm #110 K ¢aiinn 3 Hepxagirodoi crami, 25 mm #110
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TOB «OJUIEH-JIEHTAJI»

Name of the medical device in English /

Name of the medical device in Ukrainian /

Ne HasBa MennyHoOro BUpo0y aHI.ilicbKOK MOBOIO HasBa Menn4yHoro BUpo0y YKpaiHCbKOI0 MOBOKO
112 K files Stainless Steel, 25 mm #120 K ¢aiinu 3 HepkaBirouoi ctani, 25 mm #120
113, K files Stainless Steel, 25 mm #130 K ¢aiinum 3 HepkaBirouoi ctami, 25 mm #130
114, K files Stainless Steel, 25 mm #140 K ¢aiinm 3 HepkaBirouoi ctani, 25 mm #140
115. K files Stainless Steel, 31 mm #15-40 mix K ¢aiinu 3 Hepxasirouoi crami, 31 mm #15-40 mikc
116. K files Stainless Steel, 31 mm #45-80 mix K ¢aiinu 3 Hepxagirouoi crami, 31 mm #45-80 mikc
117, K files Stainless Steel, 31 mm #8 K ¢aiinu 3 Hepxasitodoi crami, 31 mm #8
118, K files Stainless Steel, 31 mm #10 K ¢aiinu 3 HepkaBirouoi ctami, 31 mm #10
119, K files Stainless Steel, 31 mm #15 K ¢aiinu 3 HepkaBirouoi ctami, 31 mm #15
120. K files Stainless Steel, 31 mm #17 K daiinu 3 Hepxasitouoi crami, 31 mm #17
121 K files Stainless Steel, 31 mm #20 K ¢aiinu 3 Hepkasirouoi crami, 31 mm #20
199 K files Stainless Steel, 31 mm #25 K ¢aiinu 3 Hepkasirouoi crani, 31 mm #25
123, K files Stainless Steel, 31 mm #30 K ¢aiinu 3 Hepkasirouoi crani, 31 mm #30
124, K files Stainless Steel, 31 mm #35 K ¢aiinu 3 Hepkasirouoi crani, 31 mm #35
125 K files Stainless Steel, 31 mm #40 K ¢aiinu 3 Hepkasirouoi crami, 31 mm #40
126. K files Stainless Steel, 31 mm #45 K ¢aiinu 3 Hepkasirouoi crami, 31 mm #45
197 K files Stainless Steel, 31 mm #50 K ¢aiinu 3 Hepkasirouoi crami, 31 mm #50
198, K files Stainless Steel, 31 mm #55 K ¢aiinu 3 Hepkasirouoi crami, 31 mm #55
129, K files Stainless Steel, 31 mm #60 K ¢aiinu 3 Hepkasirouoi crami, 31 mm #60
130. K files Stainless Steel, 31 mm #70 K ¢aiinu 3 Hepkasirouoi crami, 31 mm #70
131, K files Stainless Steel, 31 mm #80 K ¢aiinu 3 Hepkasirouoi crani, 31 mm #80

H files Stainless Steel XeacTpum (paitiu 3 HepKaBi0YOi cTaTi
132 H files Stainless Steel, 21 mm #15-40 mix i(fKiCTpHM Qaiin 3 nepasiiouof crari, 21 mu #15-40
133, H files Stainless Steel, 21 mm #45-80 mix i(fKiCTpHM Qaiin 3 neprasiiouof crani, 21 mu #45-80
134, H files Stainless Steel, 21 mm #6 Xenctpum daiiau 3 HepKaBiogoi cram, 21 MM #6
135, H files Stainless Steel, 21 mm #8 XenctpuM ¢aiinu 3 HepkaBitouoi cTami, 21 MM #8
136, H files Stainless Steel, 21 mm #10 XenctpuM ¢aitnu 3 HepkaBirouoi ctami, 21 mm #10
137 H files Stainless Steel, 21 mm #15 XenctpuM ¢aitnu 3 HepkaBitouoi ctani, 21 mm #15
138, H files Stainless Steel, 21 mm #20 XenctpuMm ¢aitnm 3 HepkaBirouoi ctami, 21 mm #20
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TOB «OJUIEH-JIEHTAJI»

Name of the medical device in English /

Name of the medical device in Ukrainian /

Ne HasBa MennyHoOro BUpo0y aHI.ilicbKOK MOBOIO HasBa Menn4yHoro BUpo0y YKpaiHCbKOI0 MOBOKO
139, H files Stainless Steel, 21 mm #25 XenctpuM ¢aitnu 3 HepkaBitouoi ctani, 21 mm #25
140. H files Stainless Steel, 21 mm #30 XenctpuM ¢aitnum 3 HepkaBitouoi ctani, 21 mm #30
141 H files Stainless Steel, 21 mm #35 XenctpuM ¢aitnu 3 HepkaBitouoi ctani, 21 mm #35
142, H files Stainless Steel, 21 mm #40 Xenctpum ¢aiinm 3 Hepkaitouoi crai, 21 mm #40
143, H files Stainless Steel, 21 mm #45 Xenctpum ¢aiiiu 3 Hepxkaitouoi craimi, 21 MM #45
144, H files Stainless Steel, 21 mm #50 Xencrpum ¢aiinm 3 Hepkaitouol craii, 21 mm #50
145, H files Stainless Steel, 21 mm #55 XenctpuM ¢aitnu 3 HepkaBitouoi ctani, 21 mm #55
146. H files Stainless Steel, 21 mm #60 XenctpuMm ¢aitnu 3 HepkaBitouoi ctani, 21 mm #60
147 H files Stainless Steel, 21 mm #70 Xenctpum ¢aitnu 3 HepkaBitouoi ctami, 21 mm #70
148, H files Stainless Steel, 21 mm #80 XenctpuM daiinu 3 HepKaBirouoi crami, 21 mm #80
1@_|4m%smmm$swa25mm#540mm iﬁfmmummm3H@mwmmdcmmJSMMMBAO
1@_|4m%swmm$swa25mm#%60mm iﬁfmmummm3H@mwmmdcmmJSMM#560
151 H files Stainless Steel, 25 mm #6 XenctpuM daiinu 3 HepKaBirouoi craini, 25 MM #6
152 H files Stainless Steel, 25 mm #8 XenctpuM daiinu 3 HepkaBirouoi craini, 25 MM #8
153, H files Stainless Steel, 25 mm #10 XenctpuM Gaiiinu 3 HepKaBirouoi crami, 25 MM #10
154, H files Stainless Steel, 25 mm #15 XenctpuM Gaiinu 3 HepKaBirouoi craii, 25 MM #15
155. H files Stainless Steel, 25 mm #20 XenctpuM Gaiiiu 3 HepKaBirouoi craii, 25 MM #20
156. H files Stainless Steel, 25 mm #25 XenctpuM daiiinu 3 HepKaBirouoi craii, 25 MM #25
157 H files Stainless Steel, 25 mm #30 XenctpuM daiinu 3 HepkaBirouoi crani, 25 mm #30
158, H files Stainless Steel, 25 mm #35 XenctpuM daiinu 3 HepxkaBirouoi craii, 25 MM #35
159, H files Stainless Steel, 25 mm #40 XenctpuM daiinu 3 HepkaBirouoi craini, 25 MM #40
160. H files Stainless Steel, 25 mm #45 XenctpuM Gaiiau 3 HepKaBirouoi craii, 25 MM #45
161 H files Stainless Steel, 25 mm #50 XenctpuM Gaiiiau 3 HepKaBirouoi craii, 25 MM #50
162. H files Stainless Steel, 25 mm #55 XencrpuM Qaiim 3 HepxKaBiro4oi craii, 25 MM #55
163, H files Stainless Steel, 25 mm #60 XenctpuM ¢aitnm 3 HepkaBirodoi ctani, 25 mm #60
164, H files Stainless Steel, 25 mm #70 XenctpuMm ¢aitnu 3 HepkaBirodoi ctani, 25 mm #70
165, H files Stainless Steel, 25 mm #80 XenctpuM ¢aitnm 3 HepkaBirodoi ctaii, 25 mm #80
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6. H files Stainless Steel, 31 mm #15-40 mix Ii{(ieKz::chlle ¢aiinu 3 HepkaBirouoi crani, 31 mm #15-40
. H files Stainless Steel, 31 mm #45-80 mix Ii{(ieKz::chlle daitnu 3 HepkaBitouoi ctami, 31 mm #45-80
168, H files Stainless Steel, 31 mm #8 XenctpuM ¢aitnu 3 HepkaBitouoi ctaii, 31 MM #8
169. H files Stainless Steel, 31 mm #10 Xenctpum ¢aitnu 3 HepkaBitouoi ctaii, 31 mm #10
170. H files Stainless Steel, 31 mm #15 Xencrpum ¢aiinu 3 Hepxkasitouoi craimi, 31 MM #15
171 H files Stainless Steel, 31 mm #20 Xenctpum ¢aiinm 3 Hepkaitodoi craii, 31 mm #20
172, H files Stainless Steel, 31 mm #25 Xencrpum ¢aiinu 3 Hepxkaitouoi craimi, 31 MM #25
173, H files Stainless Steel, 31 mm #30 XenctpuM daiinu 3 HepkaBirouoi crani, 31 mm #30
174, H files Stainless Steel, 31 mm #35 XenctpuM daiinu 3 HepKaBirouoi craii, 31 mm #35
175. H files Stainless Steel, 31 mm #40 XenctpuM Gaiinu 3 HepKaBirouoi crami, 31 mm #40
176. H files Stainless Steel, 31 mm #45 XenctpuM daiinu 3 HepKaBirouoi craii, 31 mm #45
177 H files Stainless Steel, 31 mm #50 XenctpuM daiinu 3 HepxkaBirouoi crani, 31 mm #50
178, H files Stainless Steel, 31 mm #55 XenctpuM daiinu 3 HepxkaBirouoi craii, 31 MM #55
179, H files Stainless Steel, 31 mm #60 XenctpuM daiinu 3 HepxkaBirouoi crani, 31 mm #60
180. H files Stainless Steel, 31 mm #70 XenctpuM ¢aiiiu 3 HepKaBirouoi crami, 31 mm #70
181 H files Stainless Steel, 31 mm #80 XenctpuM daiinu 3 HepKaBirouoi crami, 31 mm #80

H files Nickel Titanium XencTpuM (aiian HikeJIb-THTAHOBI
182. H files Nickel Titanium, 21 mm #15-40 mix XencTpuM ¢aiiam HikeIb-TUTAHOBI, 21 MM #15-40 mixe
183, H files Nickel Titanium, 21 mm #45-80 mix Xenctpum ¢aitu Hikeab-TUTaHOBI, 21 MM #45-80 Mikc
184, H files Nickel Titanium, 21 mm #6 XenctpuM ¢aiiinu HikeIb-THTAHOBI, 21 MM #6
185, H files Nickel Titanium, 21 mm #8 XenctpuM ¢aiiinu HikeIb-TUTAHOBI, 21 MM #8
186. H files Nickel Titanium, 21 mm #10 XenctpuM daiinu HikeIb-THTaHOBI, 21 MM #10
187, H files Nickel Titanium, 21 mm #15 Xenctpum ¢aiinu Hikeab-TUTaHOBI, 21 MM #15
188, H files Nickel Titanium, 21 mm #20 XenctpuMm (aiiau HikeIb-TUTaHOBI, 21 MM #20
189, H files Nickel Titanium, 21 mm #25 XexactpuM daiiau HiKeIb-TUTaHOBI, 21 MM #25
190. H files Nickel Titanium, 21 mm #30 XenctpuM (aiiau HikeIb-TUTaHOBI, 21 MM #30
191 H files Nickel Titanium, 21 mm #35 XenctpuM ¢aiinu HiKeIb-TUTaHOBI, 21 MM #35
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192, H files Nickel Titanium, 21 mm #40 XenctpuM ¢aiinu HiKeIb-TUTaHOBI, 21 MM #40

193, H files Nickel Titanium, 21 mm #45 XenctpuM ¢aiinu HiKeIb-TUTAHOBI, 21 MM #45

194, H files Nickel Titanium, 21 mm #50 XenctpuM ¢aiinu Hikelb-TUTaHOBI, 21 MM #50

195. H files Nickel Titanium, 21 mm #55 Xenctpum Gaind HiKeTb-TUTaHOBI, 21 MM #55

196. H files Nickel Titanium, 21 mm #60 Xenctpum ¢aiti HiKeTb-THTaHOBI, 21 MM #60

197 H files Nickel Titanium, 21 mm #70 Xenctpum ¢aiiim HiKeTb-THTaHOBI, 21 MM #70

198, H files Nickel Titanium, 21 mm #80 XenctpuM ¢aiinu HikeIb-TUTaHOBI, 21 MM #80

199. H files Nickel Titanium, 25 mm #15-40 mix XenctpuM ¢ailiu HiKeIb-TUTAHOBI, 25 MM #15-40 Mikc
200. H files Nickel Titanium, 25 mm #45-80 mix Xenctpum ¢ailiu HiKeIb-TUTaHOBI, 25 MM #45-80 Mikc
201, H files Nickel Titanium, 25 mm #6 XenctpuM ¢ailsin HiKeITb-TUTAHOBI, 25 MM #6

202, H files Nickel Titanium, 25 mm #8 XenctpuM ¢aiiiu HiKeIb-TUTAHOBI, 25 MM #8

203, H files Nickel Titanium, 25 mm #10 XenctpuM ¢aiiiau HiKeIb-TUTAHOBI, 25 MM #10

204, H files Nickel Titanium, 25 mm #15 XenctpuM ¢aiinu HiKeIb-TUTAHOBI, 25 MM #15

205, H files Nickel Titanium, 25 mm #20 XenctpuM ¢aiiiu HiKeIb-TUTAHOBI, 25 MM #20

206. H files Nickel Titanium, 25 mm #25 XenctpuM ¢ailiin HiKeIb-TUTAHOBI, 25 MM #25

207, H files Nickel Titanium, 25 mm #30 XenctpuM ¢aitiiu HiKeIb-TUTAHOBI, 25 MM #30

208, H files Nickel Titanium, 25 mm #35 XenctpuM ¢aiiinu HiKeIb-TUTAHOBI, 25 MM #35

209, H files Nickel Titanium, 25 mm #40 XenctpuM Gaiiinu HiKeIb-THTAHOBI, 25 MM #40

210, H files Nickel Titanium, 25 mm #45 XenctpuM ¢aiiinu HiKeIb-TUTAHOBI, 25 MM #45

211, H files Nickel Titanium, 25 mm #50 XenctpuM ¢aiiinu HiKeIb-TUTAHOBI, 25 MM #50

212, H files Nickel Titanium, 25 mm #55 Xenctpum ¢ailiin HiKeIb-TUTAHOBI, 25 MM #55

213, H files Nickel Titanium, 25 mm #60 XenctpuM ¢aiu HiKeIb-TUTAHOBI, 25 MM #60

214, H files Nickel Titanium, 25 mm #70 XenctpuM ¢aiiu HiKeIb-TUTAHOBI, 25 MM #70

215, H files Nickel Titanium, 25 mm #80 XenctpuM ¢aiinu HiKeIb-THTAHOBI, 25 MM #80

216, H files Nickel Titanium, 31 mm #15-40 mix XenctpuM ¢aitnu HikeIb-TUTaHOBI, 31 MM #15-40 Mikc
217 H files Nickel Titanium, 31 mm #45-80 mix XenctpuM ¢aiiam Hikeab-TUTAHOBI, 31 MM #45-80 mikc
218, H files Nickel Titanium, 31 mm #8 Xenctpum (aiiau HiKeIb-TUTaHOBI, 31 MM #8

219, H files Nickel Titanium, 31 mm #10 Xenctpum (aiiau HikeIb-TUTaHOBI, 31 MM #10

290. H files Nickel Titanium, 31 mm #15 Xenctpum daiiau Hikeab-TUTaHoBI, 31 MM #15
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291, H files Nickel Titanium, 31 mm #20 XenctpuM ¢aitnu Hikelb-TUTaHOBI, 31 MM #20

299, H files Nickel Titanium, 31 mm #25 XenctpuM ¢aiinu HiKeIb-TUTAHOBI, 31 MM #25

293, H files Nickel Titanium, 31 mm #30 XenctpuM ¢aiinu Hikenb-TUTaHOBI, 31 MM #30

294, H files Nickel Titanium, 31 mm #35 Xencrpum ¢aitiy HiKeTb-THTaHOBI, 31 MM #35

295, H files Nickel Titanium, 31 mm #40 Xenctpum ¢aiy HiKeTb-THTaHOBI, 31 MM #40

296. H files Nickel Titanium, 31 mm #45 Xenctpum Gainy HiKeTb-TUTaHOBI, 31 MM #45

297, H files Nickel Titanium, 31 mm #50 XenctpuM ¢aiinu Hikeb-TUTaHOBI, 31 MM #50

298, H files Nickel Titanium, 31 mm #55 XenctpuM ¢aiinu HiKeIb-TUTAHOBI, 31 MM #55

299, H files Nickel Titanium, 31 mm #60 XencTpuM ¢aiiinu HikeJdb-TUTaHOBI, 31 MM #60

230, H files Nickel Titanium, 31 mm #70 XenctpuM ¢aiinu HikeJIb-TUTaHOBI, 31 MM #70

231 H files Nickel Titanium, 31 mm #80 XenctpuM ¢aiinu HikeIb-TUTaHOBI, 31 MM #80
Reamers Nickel Titanium PimMepn HikeIb-THTAHOBI

232 Reamers Nickel Titanium, 21 mm #15-40 mix Pimepu Hikenb-tutaHoBi, 21 MM #15-40 mikc

233, Reamers Nickel Titanium, 21 mm #45-80 mix Pimepu Hikenb-TuTaHOBI, 21 MM #45-80 Mikc

234, Reamers Nickel Titanium, 21 mm #6 Pimepu Hikenb-THTaHOBI, 21 MM #6

235, Reamers Nickel Titanium, 21 mm #8 Pimepu Hikenb-TUTaHOBI, 21 MM #8

236, Reamers Nickel Titanium, 21 mm #10 Pimepu Hikenb-tutaHoBi, 21 MM #10

237 Reamers Nickel Titanium, 21 mm #15 Pimepu Hikenb-TuTaHoBI, 21 MM #15

238, Reamers Nickel Titanium, 21 mm #20 Pimepu Hikenb-TuTaHoBi, 21 MM #20

239 Reamers Nickel Titanium, 21 mm #25 Pimepu Hikenb-TUTaHOBI, 21 MM #25

240, Reamers Nickel Titanium, 21 mm #30 Pimepu Hikenb-TuTaHOBI, 21 MM #30

241, Reamers Nickel Titanium, 21 mm #35 Pimepu Hikenb-TUTaHOBI, 21 MM #35

242, Reamers Nickel Titanium, 21 mm #40 Pimepu Hikenb-TuTaHOBI, 21 MM #40

243, Reamers Nickel Titanium, 21 mm #45 Pimepu Hikenb-TUTaHOBI, 21 MM #45

244, Reamers Nickel Titanium, 21 mm #50 Pimepu Hikenb-TuTaHOBI, 21 MM #50

245, Reamers Nickel Titanium, 21 mm #55 Pimepu Hikenb-THTaHOBI, 21 MM #55

246, Reamers Nickel Titanium, 21 mm #60 Pimepu Hikenb-TuTaHOBI, 21 MM #60

247, Reamers Nickel Titanium, 21 mm #70 Pimepu Hikenb-TuTaHoBi, 21 MM #70

248, Reamers Nickel Titanium, 21 mm #80 Pimepu Hikenb-TuTaHoBi, 21 MM #80
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249, Reamers Nickel Titanium, 25 mm #15-40 mix Pimepu Hikenb-THTaHOBI, 25 MM #15-40 Mikc
250, Reamers Nickel Titanium, 25 mm #45-80 mix Pimepu Hikenb-TUTaHOBI, 25 MM #45-80 mikc
251 Reamers Nickel Titanium, 25 mm #6 Pimepu Hikenb-THTAHOBI, 25 MM #6

259 Reamers Nickel Titanium, 25 mm #8 Pimepu HiKeb-THTaHOBI, 25 MM #8

253, Reamers Nickel Titanium, 25 mm #10 Pimepu Hikenmb-TuTanoBi, 25 MM #10

254, Reamers Nickel Titanium, 25 mm #15 Pimepu Hikemb-TUTaHOBI, 25 MM #15

255, Reamers Nickel Titanium, 25 mm #20 Pimepu Hikenb-THTaHOBI, 25 MM #20

256, Reamers Nickel Titanium, 25 mm #25 Pimepu HikeNnb-THUTAHOBI, 25 MM #25

257 Reamers Nickel Titanium, 25 mm #30 Pimepu Hikenb-TUTaHOBI, 25 MM #30

258, Reamers Nickel Titanium, 25 mm #35 Pimepu HikeNb-TUTAHOBI, 25 MM #35

) Reamers Nickel Titanium, 25 mm #40 Pimepu Hikenb-TUTaHOBI, 25 MM #40

260. Reamers Nickel Titanium, 25 mm #45 Pimepu Hikenb-TUTAHOBI, 25 MM #45

261 Reamers Nickel Titanium, 25 mm #50 Pimepu Hikenb-TUTaHOBI, 25 MM #50

262, Reamers Nickel Titanium, 25 mm #55 Pimepu HiKeNb-TUTAHOBI, 25 MM #55

263, Reamers Nickel Titanium, 25 mm #60 Pimepu Hikenb-TUTaHOBI, 25 MM #60

264, Reamers Nickel Titanium, 25 mm #70 Pimepu Hikenb-TUTaHOBI, 25 MM #70

265, Reamers Nickel Titanium, 25 mm #80 Pimepu Hikenb-TUTaHOBI, 25 MM #80

266. Reamers Nickel Titanium, 31 mm #15-40 mix Pimepwu Hikenb-TuTaHOBI, 31 MM #15-40 mikc
267, Reamers Nickel Titanium, 31 mm #45-80 mix Pimepwu Hikenb-TuTanoBi, 31 MM #45-80 mikc
268, Reamers Nickel Titanium, 31 mm #8 Pimepu Hikenb-TUTaHOBI, 31 MM #8

269. Reamers Nickel Titanium, 31 mm #10 Pimepu Hikenb-TuTaHoBi, 31 MM #10

270. Reamers Nickel Titanium, 31 mm #15 Pimepu Hikenb-TUTaHOBI, 31 MM #15

271, Reamers Nickel Titanium, 31 mm #20 Pimepu Hikenb-TuTaHOBI, 31 MM #20

279 Reamers Nickel Titanium, 31 mm #25 Pimepu Hikenb-TUTaHOBI, 31 MM #25

273, Reamers Nickel Titanium, 31 mm #30 Pimepu Hikenb-TutanoBi, 31 MM #30

274, Reamers Nickel Titanium, 31 mm #35 Pimepu Hikenb-TuTaHOBi, 31 MM #35

275, Reamers Nickel Titanium, 31 mm #40 Pimepu Hikenb-TuTaHOBi, 31 MM #40

276, Reamers Nickel Titanium, 31 mm #45 Pimepu Hikenb-TUTaHOBI, 31 MM #45

277, Reamers Nickel Titanium, 31 mm #50 Pimepu Hikenb-TuTaHoBi, 31 MM #50
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278, Reamers Nickel Titanium, 31 mm #55 Pimepu Hikenb-TuTaHOBI, 31 MM #55
279, Reamers Nickel Titanium, 31 mm #60 Pimepu Hikenb-TuTaHOBI, 31 MM #60
280. Reamers Nickel Titanium, 31 mm #70 Pimepu Hikenb-TuTaHOBI, 31 MM #70
281, Reamers Nickel Titanium, 31 mm #80 Pimepu Hikenb-TUTaHOBI, 31 MM #80
Reamers Stainless Steel Pimepu 3 Hep:kaBiouo0i cTami
282, Reamers Stainless Steel, 21 mm #15-40 mix Pimepu 3 HepskaBitouoi craimi, 21 mm #15-40 mike
083, Reamers Stainless Steel, 21 mm #45-80 mix Pimepu 3 HeprkaBitouoi crani, 21 mm #45-80 mikc
284, Reamers Stainless Steel, 21 mm #6 Pimepu 3 HeprkaBitouoi craini, 21 MM #6
285. Reamers Stainless Steel, 21 mm #8 Pimepu 3 HeprkaBitouoi craimi, 21 mm #8
286. Reamers Stainless Steel, 21 mm #10 Pimepu 3 Heprkagitouoi craii, 21 mm #10
287 Reamers Stainless Steel, 21 mm #15 Pimepu 3 HeprkaBitouoi crami, 21 mm #15
288, Reamers Stainless Steel, 21 mm #20 Pimepu 3 HeprkaBirouoi craini, 21 mm #20
289, Reamers Stainless Steel, 21 mm #25 Pimepu 3 HeprkaBitouoi crami, 21 mm #25
290. Reamers Stainless Steel, 21 mm #30 Pimepu 3 Heprkagitouoi craii, 21 mm #30
291 Reamers Stainless Steel, 21 mm #35 Pimepu 3 HeprkaBitouoi crami, 21 mm #35
292, Reamers Stainless Steel, 21 mm #40 Pimepu 3 Heprkagitouoi craii, 21 mm #40
293, Reamers Stainless Steel, 21 mm #45 Pimepu 3 HeprkaBitouoi crami, 21 mm #45
294, Reamers Stainless Steel, 21 mm #50 Pimepu 3 HeprkaBirouoi craini, 21 mm #50
295, Reamers Stainless Steel, 21 mm #55 Pimepu 3 HeprkaBitouoi crami, 21 mm #55
296, Reamers Stainless Steel, 21 mm #60 Pimepu 3 HeprkaBirouoi craini, 21 mm #60
297, Reamers Stainless Steel, 21 mm #70 Pimepu 3 Heprkasirouoi crami, 21 mm #70
298. Reamers Stainless Steel, 21 mm #80 Pimepu 3 Heprkagitouoi craii, 21 mm #80
299. Reamers Stainless Steel, 25 mm #15-40 mix Pimepu 3 HepikaBitouoi crami, 25 mm #15-40 mike
300. Reamers Stainless Steel, 25 mm #45-80 mix Pimepu 3 HeprkaBitouoi crami, 25 mm #45-80 mikc
301 Reamers Stainless Steel, 25 mm #6 Pimepu 3 HepxkaBirouoi ctani, 25 MM #6
302, Reamers Stainless Steel, 25 mm #8 Pimepu 3 HepkaBirouoi ctani, 25 MM #8
303, Reamers Stainless Steel, 25 mm #10 Pimepu 3 HeprkaBitouoi craii, 25 mm #10
304, Reamers Stainless Steel, 25 mm #15 Pimepu 3 HepikaBitouoi craimi, 25 mm #15
305, Reamers Stainless Steel, 25 mm #20 Pimepu 3 HeprkaBitouoi craii, 25 mm #20
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306. Reamers Stainless Steel, 25 mm #25 Pimepu 3 HeprkaBitouoi crami, 25 mm #25
307, Reamers Stainless Steel, 25 mm #30 Pimepu 3 HeprkaBirouoi crani, 25 mm #30
308. Reamers Stainless Steel, 25 mm #35 Pimepu 3 HeprkaBitouoi crami, 25 MM #35
300. Reamers Stainless Steel, 25 mm #40 Pimepu 3 HepskaBitouoi craii, 25 MM #40
310. Reamers Stainless Steel, 25 mm #45 Pimepu 3 HepskaBitouoi craimi, 25 MM #45
311, Reamers Stainless Steel, 25 mm #50 Pimepu 3 HepskaBitouoi craii, 25 MM #50
312, Reamers Stainless Steel, 25 mm #55 Pimepu 3 HeprkaBitouoi crami, 25 MM #55
313, Reamers Stainless Steel, 25 mm #60 Pimepu 3 HeprkaBirouoi crani, 25 MM #60
314, Reamers Stainless Steel, 25 mm #70 Pimepu 3 HeprkaBirouoi crani, 25 mm #70
315, Reamers Stainless Steel, 25 mm #80 Pimepu 3 HeprkaBirouoi crani, 25 MM #80
316, Reamers Stainless Steel, 31 mm #15-40 mix Pimepu 3 HeprkaBitouoi crami, 31 mm #15-40 mikce
317 Reamers Stainless Steel, 31 mm #45-80 mix Pimepu 3 HeprkaBitouoi crami, 31 mm #45-80 mikc
318, Reamers Stainless Steel, 31 mm #8 Pimepu 3 HeprkaBirouoi crani, 31 mm #8
319, Reamers Stainless Steel, 31 mm #10 Pimepu 3 Heprkagitouoi craii, 31 mm #10
320, Reamers Stainless Steel, 31 mm #15 Pimepu 3 HepikaBitouoi crami, 31 mm #15
301 Reamers Stainless Steel, 31 mm #20 Pimepu 3 Heprkagitouoi craii, 31 mm #20
399 Reamers Stainless Steel, 31 mm #25 Pimepu 3 HeprkaBitouoi crami, 31 mm #25
393 Reamers Stainless Steel, 31 mm #30 Pimepu 3 HeprkaBirouoi craini, 31 mm #30
394, Reamers Stainless Steel, 31 mm #35 Pimepu 3 HeprkaBitouoi crami, 31 mm #35
325, Reamers Stainless Steel, 31 mm #40 Pimepu 3 HeprkaBirouoi craini, 31 mm #40
326, Reamers Stainless Steel, 31 mm #45 Pimepu 3 HeprkaBitouoi craimi, 31 mm #45
307 Reamers Stainless Steel, 31 mm #50 Pimepu 3 HeprkaBirouoi crami, 31 mm #50
308, Reamers Stainless Steel, 31 mm #55 Pimepu 3 HeprkaBitouoi craimi, 31 mm #55
399 Reamers Stainless Steel, 31 mm #60 Pimepu 3 HeprkaBirouoi craini, 31 mm #60
330, Reamers Stainless Steel, 31 mm #70 Pimepu 3 HepxaBirouoi crami, 31 mm #70
331 Reamers Stainless Steel, 31 mm #80 Pimepu 3 HepxaBirouoi crami, 31 mm #80
Super C Stainless Steel Cynep Ci ¢aiiiu 3 Hep:KaBil40i cTami
330 Super C Stainless Steel, 19 mm #10-15 mix ﬁi};r(l:ep Ci aiinn 3 nepxasiiouof crani, 19 mm #10-15
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a3 Super C Stainless Steel, 19 mm #8-15 mix ﬁi};r([:ep Ci ¢aiinu 3 Hepxasitouoi craii, 19 mm #8-15
334, Super C Stainless Steel, 19 mm #6 Cymnep Ci daitnu 3 HepxkaBirouoi craii, 19 mm #6
335. Super C Stainless Steel, 19 mm #8 Cymnep Ci daitnu 3 HepxkaBirouoi craii, 19 mm #8
336, Super C Stainless Steel, 19 mm #10 Cymnep Ci daitnu 3 HepxkaBirouoi ctaii, 19 mm #10
337 Super C Stainless Steel, 19 mm #12 Cymnep Ci daiinu 3 Hepkasiro4oi craii, 19 Mmm #12
338, Super C Stainless Steel, 19 mm #15 Cymnep Ci daiinu 3 Hepkasirodoi crami, 19 Mmm #15
339, Super C Stainless Steel, 19 mm #17 Cymnep Ci daiinu 3 Hepkasirouoi crami, 19 mm #17
340, Super C Stainless Steel, 19 mm #20 Cymnep Ci daitnu 3 HepxkaBirouoi craii, 19 mm #20
341, Super C Stainless Steel, 21 mm #10-15 mix ﬁi};iep Ci gaiinn 3 Hepxapiiotof erar, 21 mm #10-15
342, Super C Stainless Steel, 21 mm #8-15 mix ﬁi};iep Ci aiian 3 nepxasiiouof crai, 21 mm #8-15
343 Super C Stainless Steel, 21 mm #6 Cymnep Ci daitnu 3 HepxkaBirouoi craii, 21 mm #6
344, Super C Stainless Steel, 21 mm #8 Cymnep Ci daiinu 3 HepxkaBirouoi craii, 21 mm #8
345, Super C Stainless Steel, 21 mm #10 Cynep Ci ¢aiinu 3 Hepxasitouoi crami, 21 mm #10
346, Super C Stainless Steel, 21 mm #12 Cynep Ci ¢aiinu 3 Hepxasitouol crami, 21 mm #12
347, Super C Stainless Steel, 21 mm #15 Cynep Ci ¢aiinu 3 Hepxasitouoi crami, 21 mm #15
348, Super C Stainless Steel, 21 mm #17 Cymnep Ci daiinu 3 Hepxasirouoi craii, 21 mm #17
349 Super C Stainless Steel, 21 mm #20 Cymnep Ci daiinu 3 Hepxkasirouoi crami, 21 mm #20
350, Super C Stainless Steel, 25 mm #10-15 mix ﬁi};iep Ci aiinn 3 nepxasiiouof crani, 25 mm #10-15
351 Super C Stainless Steel, 25 mm #8-15 mix ﬁi};iep Ci aiian 3 nepxasiiouof crari, 25 mm #8-15
350 Super C Stainless Steel, 25 mm #6 Cymnep Ci daiinu 3 HepxkaBirouoi craii, 25 MM #6
353 Super C Stainless Steel, 25 mm #8 Cymnep Ci ¢aiinu 3 HepxaBitovoi craii, 25 MM #8
354, Super C Stainless Steel, 25 mm #10 Cymnep Ci daiinu 3 HepxkaBitodoi craii, 25 MM #10
355, Super C Stainless Steel, 25 mm #12 Cymnep Ci daiinu 3 HepkaBitodoi craii, 25 M #12
356, Super C Stainless Steel, 25 mm #15 Cymnep Ci daitnu 3 Hepkasirodoi crami, 25 mm #15
357 Super C Stainless Steel, 25 mm #17 Cymnep Ci daiinu 3 HepkaBirodoi craii, 25 mm #17
358, Super C Stainless Steel, 25 mm #20 Cymnep Ci daiinu 3 HepkaBiro4oi craii, 25 MM #20
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350, Super C Stainless Steel, 28 mm #10-15 mix ﬁi};r(l:ep Ci Gaitn 3 mepasiionof crari, 28 aw #10-15
60 Super C Stainless Steel, 28 mm #8-15 mix ﬁi};r([:ep Ci ¢aiinu 3 HepxaBitowoi craii, 28 mm #8-15
361 Super C Stainless Steel, 28 mm #6 Cymnep Ci daitnu 3 HepkaBirouoi craii, 28 MM #6
362. Super C Stainless Steel, 28 mm #8 Cymnep Ci daitnu 3 HepkaBirouoi craii, 28 mm #8
363, Super C Stainless Steel, 28 mm #10 Cymep Ci daiinu 3 HepkaBirouoi craii, 28 MM #10
364, Super C Stainless Steel, 28 mm #12 Cymnep Ci daiinu 3 HepkaBirodoi craii, 28 Mm #12
365. Super C Stainless Steel, 28 mm #15 Cymnep Ci daiinu 3 Hepkasirodoi crami, 28 MM #15
366. Super C Stainless Steel, 28 mm #17 Cynep Ci ¢aiinu 3 HepkaBitodoi crami, 28 mm #17
367, Super C Stainless Steel, 28 mm #20 Cynep Ci ¢aiinu 3 HepkaBitouoi craii, 28 mm #20
368, Super C Stainless Steel, 31 mm #10-15 mix ﬁi};iep Ci gaiin 3 Heprapiiotof erar, 31 wm #10-15
369, Super C Stainless Steel, 31 mm #8-15 mix ﬁi};iep Ci aiian 3 nepxasiiouof crai, 31 m #8-15
370, Super C Stainless Steel, 31 mm #6 Cynep Ci ¢aiinu 3 HepkaBitouoi crami, 31 MM #6
371 Super C Stainless Steel, 31 mm #8 Cynep Ci ¢daiinu 3 Hepxasitouoi crami, 31 Mmm #8
372 Super C Stainless Steel, 31 mm #10 Cynep Ci ¢aiinu 3 Hepxasitouoi crami, 31 mm #10
373 Super C Stainless Steel, 31 mm #12 Cynep Ci ¢aiinu 3 Hepxkasitouoi crami, 31 mm #12
374, Super C Stainless Steel, 31 mm #15 Cynep Ci ¢aiinu 3 Hepxasitouoi crami, 31 mm #15
375, Super C Stainless Steel, 31 mm #17 Cynep Ci ¢aiinu 3 HepkaBitouoi craimi, 31 mm #17
376, Super C Stainless Steel, 31 mm #20 Cynep Ci ¢aiinu 3 HepkaBitouoi craii, 31 mm #20

U files Stainless Steel Y daiiau 3 Hep:kaBil4o0i cTami
377 U files Stainless Steel, 32 mm #15-40 mix VY (aiinu 3 Hepxasitouoi craii, 32 MM #15-40 mikc
378, U files Stainless Steel, 32 mm #10 VY ¢aiinu 3 Hepxasitouoi craii, 32 mm #10
379, U files Stainless Steel, 32 mm #15 VY (aiinu 3 Hepxasitowoi crani, 32 MM #15
380. U files Stainless Steel, 32 mm #20 V (haiinm 3 HeprkaBirowoi craii, 32 Mmm #20
381 U files Stainless Steel, 32 mm #25 V (haiinm 3 HeprkaBiro9oi cTani, 32 MM #25
382 U files Stainless Steel, 32 mm #30 V (haiinm 3 HeprkaBirowoi craii, 32 Mmm #30
383, U files Stainless Steel, 32 mm #35 V (haiinm 3 HepkaBiro9oi cTani, 32 MM #35
384, U files Stainless Steel, 32 mm #40 VY (aitnm 3 HepxaBitouoi ctaii, 32 Mm #40
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No Name of the medical device in English / Name of the medical device in Ukrainian /
Ha3Ba menuuHOro BHPOOY aHIJIilicbK0OI0 MOBOIO Ha3Ba Menqu4HOr0 BHPOOY YKPaiHCHKO0 MOBOIO

385, U files Stainless Steel, 35 mm #15-40 mix VY daiinm 3 HepxaBirodoi ctami, 35 MM #15-40 Mikce

336, U files Stainless Steel, 35 mm #10 VY daitnu 3 HepxkaBitodoi ctam, 35 MM #10

337, U files Stainless Steel, 35 mm #15 VY daiinu 3 HepxKaBitodoi cTam, 35 MM #15

388 U files Stainless Steel, 35 mm #20 VY daitnu 3 HepxkaBitodoi ctam, 35 MM #20

389, U files Stainless Steel, 35 mm #25 VY daiinu 3 HepxKaBitodoi cTam, 35 MM #25

390, U files Stainless Steel, 35 mm #30 VY daitnu 3 HepxkaBitodoi ctam, 35 MM #30

391 U files Stainless Steel, 35 mm #35 VY daiinu 3 HepxKaBitodoi cTam, 35 MM #35

397 U files Stainless Steel, 35 mm #40 VY daitnu 3 HepkaBitodoi ctam, 35 MM #40

Condensers XoJ10/1Hi mjIarepu

393, Condenser model N35/S70 Xoounii wrarep Mojens N35/S70

394, Condenser model N40/S80 Xomoaunit wrarep Mojens N40/S80

395, Condenser model N50/S100 Xosoauuit mwiarep moaers N50/S100

396, Condenser model N60/S120 Xooauuit miarep moaers N60/S120

397 | Condenser model N40/S80, NS0/S100, N60/S120 mix ﬁzgfgf;fhfﬁrep mozem> NA0/S80, N50/5100,
Condenser model N35/S70, N40/S80, N50/S100, Xoounii wrarep Mojens N35/S70, N40/S80,

398. | N60/S120 mix N50/5100, N60/S120 mike

399, Condenser Tip model N35 Hacanka ans xomogHoro miarepa Monenb N35

400, Condenser Tip model N40 Hacanka s xomogHoro miarepa mojerns N40

401. Condenser Tip model N50 Hacanka s xomoaHoro miarepa mojens N50

400 Condenser Tip model N60 Hacanka s xomoaHoro miarepa mojers N60

08 Condenser Tip modeLNAD, N50, 160 mix Hzgailfzcﬂnﬂ X0J0{HOTO Iarepa mojiess N40, N50,

404, | Condenser Tip model N35, N40, N50, N60~ ; ;ISQ ﬁgéﬁ’i‘;mwﬂom miarepa Mozens N35, N40,

Director LLC «OLLEN-DENTAL»/
Jupextop TOB «OJUIEH-TEHTAJI»

Valeriya Rimek/

Stamp/ Pimex B. ®.
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Annex 2 to Declaration of Conformity No. 6/ver. 2/
Jonarok 2 no Jexaapamnii npo Binnosinnicts NO. 6/ver. 2

List of national, European and international regulations and legal acts and standards /
Ilepesik HAWiOHAJBLHUX, EBPONEHCHLKUX TA MIXKHAPOAHNX HOPMATHBHO-MIPABOBUX aKTiB Ta CTAHAAPTIB

e JICTY EN ISO 13485:2018 Bupobu mennuni. CucTeMu yIIpaBIiHHSA SKICTIO. BUMOTH 10 perymoBaHHS
(EN I1SO 13485:2016, IDT; 1SO 13485:2016, IDT);

e JICTY EN ISO 15223-1:2018 Bupo6u mennuni. CHMMBOJIM, 3aCTOCOBaHI MijJi 4ac MapKyBaHHS Ha

MEeINYHUX BHPOOax, €TUKETKaX Ta B CYHpoBiAHIN mokymeHTamii. Yactuna 1. 3aranpri Bumoru (EN ISO
15223-1:2016, IDT);

e JICTY EN ISO 14971:2015 Bupobu memmuni. HacranoBu momo ympammiaaa pusukom (EN ISO
14971:2012, IDT);

e JICTY EN ISO 10993-1:2015 Biosoriune oriHroBaHHS MeAMYIHUX BUpoOiB. Yactura 1. OrmiHtoBaHHS Ta
TECTYBaHHsS B paMkax mporecy ympasninas pusunkamu (EN ISO 10993-1:2009; EN I1SO 10993-
1:2009/AC:2010);

e JICTY EN ISO 10993-5:2015 bionoriune omiHOBaHHSI MeIUIHUX BUPOOiB. YacTnHa 5. BumpoOyBanHs
Ha MUTOTOKCHYHICTS in vitro (EN I1SO 10993-5:2009);

e JICTVY ISO 10993-10:2004 bionoriuHe omiHOBaHHS MeAndHIX BUpoOiB. Yactrra 10. BunmpoOyBaHHs Ha
nojpasHeHHs Ta cencubimizamito (1ISO 10993-10:1995);

o JICTY EN ISO 10993-18:2015 Bionoriune oriHOBaHHS MeIUYHUX BUpoOiB. YacTuna 18. BusHaueHHS
ximiuaux BractuBocteit Matepianis (EN 1SO 10993-18:2009, IDT; 1ISO 10993-18:2005, IDT);

e JICTY EN ISO 17664:2018 Crepunizauis MennuHux BUpoOiB. [Hpopmaris, sKy Hagae BHPOOHHK
MEIMYHUX BUPOOIB 1010 crepuiizaiii Mmennyaux BupoOis (EN ISO 17664:2017, IDT; 1SO 17664:2017,
IDT);

e JICTY EN 1041:2015 Bupobu meanuni. Indopmaris, sky nagae Bupoonuk (EN 1041:2008 +A1:2013,
IDT);

e JICTY EN 1639:2015 Cromaronoris. Bupobu memuuni cromaronoriudi. IHcTpymeHTH. 3aranbHi
texHiyi Bumorn (EN 1639:2009);

e JICTY EN 1640:2015 Cromatonoris. Bupobu mennuHi cTOMaTosoriyfi. YcCTaTKOBaHHs. 3arajibHi
texHigHi BuUMord (EN 1640:2009);

e JICTY EN 62366:2015 Bupobu menuuHi. 3acTOCYBaHHsS €PrOHOMIYHOTO HPOEKTYBAHHS MEIMYHHX
BupoOiB (EN 62366:2008, IDT);

o JICTY EN 62366-1:2019 Ilpunagu menuuni. Yactuna 1. 3acTocyBaHHS iH)KEHEPHHMX TEXHOJIOTIH 10
meanganx Bupo6is (EN 62366-1:2015, IDT; IEC 62366-1:2015, IDT);

e JICTY EN ISO 17664:2018 Crepunizamis MenuuHux BUpoOiB. [Hpopmaris, sky Hajgae BHUPOOHHK
MEIUIHUX BUPOOIB 111010 cTepuiizaiiii meaununux Bupo6is (EN ISO 17664:2017; 1SO 17664:2017);

e JICTY EN ISO 17665-1:2014 Crepuiizauis MequuHux Bupo0OiB. Bonorwuii xap. Yactuna 1. Bumoru no
PO3po0KH, BasliAawii Ta MOTOYHOTO KOHTPOIIO Mpoliecy cTepuiizanii mennunux supo6is (EN ISO 17665-

1:2006);
e JICTY EN 1797:2015 Ilocynunu xpiorenHi. CymicHicts razy/marepianxy (EN 1797:2001, IDT);
e EN ISO 7405:2019 Cromarosioris — OIliHIOBaHHSA O0IOCYMICHOCTI MEAMYHUX BHpPOOIB, IO

BHUKOPHCTOBYIOThCs B ctomarostorii (ISO 7405:2018, Bunpasinena Bepcist 2018-12);

e JICTY EN ISO 7153-1:2019 Xipypriuni incrpymentu. Marepianu. Yactuna 1. Metanu (EN ISO 7153-
1:2016, IDT; I1SO 7153-1:2016, IDT);

e JICTY EN ISO 14155:2015 Kuiniuni 10oCHipKeHHs MEIUYHUX BUPOOiB st roaeid. HanexxHa kiiHiuHA
mpaktuka (EN ISO 14155:2011+EN ISO 14155:2011/Cor. 1:2011);

o JICTY EN 60068-2-1:2022 BunpoOyBaHHS Ha BIUIMB 30BHIIIHIX 4WHHHKIB. YactmHa 2-1.
Bumnpooysanms. Tect A. Xomox (EN 60068-2-1:2007, IDT; IEC 60068-2-1:2007, IDT);

e JICTY EN 60068-2-2:2022 BunpoOyBaHHs Ha BILUTUB 30BHINIHIX YMHHUKIB. HacTrHa 2-2. BunpoOyBaHHs
B. Cyxe temio (EN 60068-2-2:2007, IDT; IEC 60068-2-2:2007, IDT);
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e JICTY EN 60068-2-78:2016 BunpoOyBaHHs Ha BIUIMB 30BHIIIHIX 4nHHHKIB. Yactmha 2-78.
BunpoOysanns. BunpoOysauust Cab: Bonore temo, ycrajgenuii peskum (EN 60068-2-78:2013, IDT);

e JICTY EN 60068-2-31:2022 BunpoOyBaHHs Ha BIUIMB 30BHIIIHIX 4nHHHKIB. YactmHa 2-31.
BumpoOyBanus. BumpoOyBanuss Ec. Ymapu 3a rpy0oro mMmOBOMKCHHS, MEPEBAXKHO [UISL 3Pa3KiB
oomagaanus (EN 60068-2-31:2008, IDT; IEC 60068-2-31:2008, IDT)'

e JICTY IEC 60068-2-6:2015 Bnnpo6yBaHHﬂ~
BunpoOyBaHHs1. BI/IHp06YBaHH$I Fe: B16g},° ‘

qaCTI/IHa 2-6.

Director LLC «OLLEN-DENTAL»/
Jupextop TOB «OJUIEH-IEHTAJI»

Valeriya Rimek/
Pimex B. ®.

Hlmmc nmeJyarka

19319



