TOB «OJIJIEH /IEHTAJT»

04119, m.Kuis, Byin. FOpis Innenka 831, odic 117
€IPTIOY 42749088,

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

DECLARATION OF CONFORMITY
No1l/ver.7

JAEKJIAPAIIA ITPO BIAITOBIJIHICTD
Nel/ver.7

Manufacturer:

FOSHAN SOCO PRECISION INSTRUMENT CO.,
LTD.

address: 3-5 FL. Bldg 4, District A and 5 FL. Bldg 3,
District A, Guangdong New Light Source Industrial
Base, Luocun, Shishan Town, Nanhai District, Foshan
City, 528226, Guangdong, P.R. China

Tel.: +86-757-81806001; +86-757-81806002

E-mail: sale6@socodent.com, sales@socodent.com

BupooOHuk:

FOSHAN SOCO PRECISION INSTRUMENT CO.,
LTD. (POIIAHBb COKO IPECI’KH
IHCTPYMEHT KO., JITA.)

anpeca: 3-5 Iloepx, byxisns 4, paiion Eii ta 5 [losepx,
Byniens 3, paiion Eii, I'yangyn Heio Jlaiit Copc
Iamactpien beiic, Jlykan, Illwman Ttayn, paiioH
Hannbxaii, micto @omanb, 528226, I'yanayn, Kuraiicbka
Haponna Pecny6mika

Ten.: +86-757-81806001; +86-757-81806002

E-mail: sale6@socodent.com, sales@socodent.com

declares that

JAEKJIApYE, M0

medical devices:
Dental Root Canal Instruments

MeINYHI BUpOOU:
IHCTpYMeHTH 1151 KOpEeHEeBHX KaHAJIIB

listed in the Annex 1 to this Declaration of Conformity
comply with the requirements of the Technical
Regulation on Medical Devices (approved by the
Resolution of the Cabinet of Ministers of Ukraine No.
753 dated October 02, 2013)

srigHo mepenmiky B Jomarky 1 mo Jlekmapamii mpo
BIJITOBIAHICTE

BIJIMIOBI/1al0Th BUMOTaM TEXHIYHOTO PErJIaMEHTY IOJ0
MeINYHUX BHPOOIB (sSkuid 3aTBepmkeHNi [locTaHoBOO
Ka6inery MinictpiB Ykpainu Big 02 sxoBtHst 2013 p. Ne
753)

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

YnoBHOBa:KeHW# NMPeCTABHUK B YKpaiHi:

TOB «OJUIEH-IEHTAJI»

anpeca: 04119, Vkpaina, M. Kuis, Byn. FOpis Innenka,
83 M od. 117

€/IPIIOVY: 42749088

Ten.: +380934477575

E-mail: dir_ollen@ukr.net

Medical devices classification: Class lla, according to
point 14 of Annex 2 of the Technical Regulation on
Medical Devices

Knacudikanisi 3a3Hayennx MmequuHux BupoodiB: Kiac
lla 3rimno 3 myHkTtom 14 Jlomatky 2 TexuiuHOTO
perjiaMeHTy 1010 MEIUYHUX BUPOOIB

Medical devices are marked with a sign of conformity
with the Technical Regulations:

<

UA.TR.099

MenuuHi BUpPOOM MapKyHOThCS 3HAKOM BiJIIOBIIHOCTI
TexHIYHUM perjaMeHTam:

&

UA.TR.099

Conformity Assessment Route:

Annex 6 (Procedure for ensuring the operation of the
guality management system during the manufacturing of
the medical devices) to the Technical Regulation on
Medical Devices

IIpouenypa oninky BigmoBigHOCTI:
Iopsimox  3abe3medeHHs1 (YHKLUIOHYBaHHS CHUCTEMHU
VIpaBIiHHS SIKICTIO TiJl 4Yac BHPOOHMIITBA METUYHHX
BUpOOiB, sK BUkiIaaeHo B [omatky 6 mo TexuiuHoro
perinaMenTy HioA0 MEJUYHUX BUPOOiB
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TOB «OJIJIEH /IEHTAJT»

04119, m.Kwuis, Byn. FOpis Innenka 831, odic 117
€IPIIOY 42749088,

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

Certificate of Conformity Ne UA.MD.369-21 version 03
valid from 28.10.2025 untill 30.05.2026.

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

Ceprudixar mpo sigmosigaicte Ne UA.MD.369-21
pemakuist 03, repmin aii Bix 28.10.2025 1o 30.05.2026.

3asHayeHI MeOWYHI BHPOOH BIANOBIAIOTH BHMOraM
HAI[IOHAIbHUX,  €BPONCHCHKHX Ta  MDKHApOTHHX
HOPMAaTUBHO-IPABOBUX AaKTIB Ta CTaHOAPTIB, SIKi
HaBeneHi B Jomatky 2 mo manoi /[exmapamii mpo
BIAMIOBIAHICTE.

Declaration of Conformity valid from 11.03.2026 to
30.05.2026.

Hexnaparuis mpo BignosigHicTs midicHa 3 11.03.2026 no
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, international
regulations and legal acts and standards.

HeBig’emuoro wactmHOro pmanoi /lekmapamii
BIAMOBIAHICTE € HACTYMHI Jlomarku:

Honarok 1 3 mepenikoM MeOUYHUX BUPOOIB,
JomaTok 2 3 mepeiaikoM HamiOHAIBHUX, E€BPONCHCHKHX
Ta MDKHAPOJHHX HOPMATUBHO-NIPABOBUX AaKTIB Ta

CTaHIApPTIB.

po

This Declaration of Conformity is 1ssug\d\\iﬁﬂéfi\he,§ole s nexnapariss mpo  BIAMOBIAHICTE  BHIAHA  IiJ
responsibility of the manufacturer. \\\/ ARy ’\f BHKJIFOYHY BIANOBIAaTbHICTh BUPOOHUKA.
\/ = ) ‘( _
= 7“\ / 77‘: X 3%’ 44444 /
Director LLC «OLLEN-DENTA »7, D // //// 7 . .
Valeriya Rimek /
HMupextop TOB «OJIJIEH-/IE {ﬂg} \ V -
AN Pimex B. ®@.
3a Jlopy4yeHHsIM BHPOOHHKA\, N\ 7,

-
o
>

A 1ﬁnnc mevaTKa
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TOB «OJIJIEH /IEHTAJT»

04119, m.Kuis, Byin. FOpis Innenka 831, odic 117
€IPTIOY 42749088,

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

Annex 1 to Declaration of Conformity No 1/ ver. 7/
Honartok 1 1o dexaapauii npo BigmoBignicts Ne 1/ ver. 7
List of the medical devices / Ilepenik MmequuHux BUPOOiB

Name of the medical device in English /

Name of the medical device in Ukrainian /

Ne Ha3Ba Mmeau4HOro BUpo0y aHIIiliCbKOI0 Ha3Ba Mequ4HOro BHpo0y yKpaiHCbKOI0
MOBOIO MOBOIO

SC Plus NiTi File System HiTi ¢aiism SC Plus
1 SC Plus NiTi File System, 31 mm Assorted | HiTi ¢aitnu SC Plus, 31 MM mike
2 SC Plus NiTi File System, 25 mm Assorted | HiTi ¢aitnmu SC Plus, 25 MM mike
3 SC Plus NiTi File System, 21 mm Assorted | HiTi ¢aitnmu SC Plus, 21 MM mike
4 SC Plus NiTi File System, 16 mm 17/12 HiTi ¢aiinu 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 daiinu SC Plus, 21 mm 12/VT
7 SC Plus NiTi File System, 21 mm 16/VT HiTi daiinu SC Plus, 21 mm 16/VT
8 SC Plus NiTi File System, 21 mm 18/05 HiTi ¢aiinu SC Plus, 21 mm 18/05
9 SC Plus NiTi File System, 21 mm 25/04 HiTi ¢aiinu SC Plus, 21 mm 25/04
10, SC Plus NiTi File System, 21 mm 30/04 HiTi daiinu SC Plus, 21 mm 30/04
11 SC Plus NiTi File System, 21 mm 35/04 HiTi ¢aiinu SC Plus, 21 mm 35/04
12, SC Plus NiTi File System, 25 mm 12/VT HiTi ¢aiinu SC Plus, 25 mm 12/VT
13 SC Plus NiTi File System, 25 mm 16/VT HiTi ¢aiinu SC Plus, 25 mm 16/VT
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 daiinu SC Plus, 25 mm 20/04
16. SC Plus NiTi File System, 25 mm 25/04 HiTi ¢aiinu SC Plus, 25 mm 25/04
17 SC Plus NiTi File System, 25 mm 30/04 HiTi daiinu SC Plus, 25 mm 30/04
18, SC Plus NiTi File System, 25 mm 35/04 HiTi daiinu SC Plus, 25 mm 35/04
19 SC Plus NiTi File System, 25 mm 40/04 HiTi daiinu SC Plus, 25 mm 40/04
20. SC Plus NiTi File System, 21 mm 10/04 HiTi ¢aiinu SC Plus, 21 mm 10/04
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TOB «OJIJIEH /IEHTAJT»

04119, m.Kuis, Byin. FOpis Innenka 831, odic 117
€IPTIOY 42749088,

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

Name of the medical device in English /

Name of the medical device in Ukrainian /

Ne Ha3Ba Meau4HOro BUpo0y aHIIiliCbKOI0 Ha3Ba Mequ4HOro BHpo0y yKpaiHCbKOI0
MOBOIO MOBOIO
21, SC Plus NiTi File System, 21 mm 15/04 HiTi ¢aiinu SC Plus, 21 mm 15/04
29 SC Plus NiTi File System, 21 mm 20/04 HiTi daiinu SC Plus, 21 mm 20/04
23, SC Plus NiTi File System, 21 mm 15/06 HiTi ¢aiinu SC Plus, 21 mm 15/06
24, SC Plus NiTi File System, 21 mm 25/02 HiTi datinu SC Plus, 21 MM 25/02
o5 SC Plus NiTi File System, 21 mm 45/02 HiTi ¢aiinu SC Plus, 21 mm 45/02
2. SC Plus NiTi File System, 21 mm 50/02 HiTi daiinu SC Plus, 21 mm 50/02
27, SC Plus NiTi File System, 21 mm 20/06 HiTi ¢aiinu SC Plus, 21 mm 20/06
28, SC Plus NiTi File System, 21 mm 30/06 HiTi ¢aiinu SC Plus, 21 mm 30/06
29, SC Plus NiTi File System, 25 mm 25/02 HiTi ¢aiinu SC Plus, 25 mm 25/02
30. SC Plus NiTi File System, 25 mm 45/02 HiTi ¢aiinu SC Plus, 25 mm 45/02
31 SC Plus NiTi File System, 25 mm 50/02 HiTi daiinu SC Plus, 25 mm 50/02
30 SC Plus NiTi File System, 25 mm 10/04 HiTi daiinu SC Plus, 25 mm 10/04
33 SC Plus NiTi File System, 25 mm 15/04 HiTi ¢aiinu SC Plus, 25 mm 15/04
34 SC Plus NiTi File System, 25 mm 45/04 HiTi daiinu SC Plus, 25 mm 45/04
35 SC Plus NiTi File System, 25 mm 50/04 HiTi daiinu SC Plus, 25 mm 50/04
36, SC Plus NiTi File System, 25 mm 15/06 HiTi ¢aiinu SC Plus, 25 mm 15/06
37 SC Plus NiTi File System, 25 mm 25/06 HiTi daiinu SC Plus, 25 mm 25/06
38, SC Plus NiTi File System, 25 mm 20/06 HiTi ¢aiinu SC Plus, 25 mm 20/06
39 SC Plus NiTi File System, 25 mm 30/06 HiTi ¢aiinu SC Plus, 25 mm 30/06
40, SC Plus NiTi File System, 31 mm 25/02 HiTi ¢aiinu SC Plus, 31 mm 25/02
a1 SC Plus NiTi File System, 31 mm 45/02 HiTi daiinu SC Plus, 31 mm 45/02
42, SC Plus NiTi File System, 31 mm 50/02 HiTi daiinu SC Plus, 31 mm 50/02
13, SC Plus NiTi File System, 31 mm 10/04 HiTi daiinu SC Plus, 31 mm 10/04
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TOB «OJIJIEH /IEHTAJT»

04119, m.Kuis, Byin. FOpis Innenka 831, odic 117
€IPTIOY 42749088,

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

Name of the medical device in English /

Name of the medical device in Ukrainian /

Ne Ha3Ba Meau4HOro BUpo0y aHIIiliCbKOI0 Ha3Ba Mequ4HOro BHpo0y yKpaiHCbKOI0
MOBOIO MOBOKO

44 SC Plus NiTi File System, 31 mm 15/04 HiTi ¢aiinu SC Plus, 31 mm 15/04

45 SC Plus NiTi File System, 31 mm 20/04 HiTi daiinu SC Plus, 31 mm 20/04

16 SC Plus NiTi File System, 31 mm 25/04 HiTi ¢aiinu SC Plus, 31 mm 25/04

47 SC Plus NiTi File System, 31 mm 30/04 HiTi daiinu SC Plus, 31 mm 30/04

48 SC Plus NiTi File System, 31 mm 35/04 HiTi ¢aiinu SC Plus, 31 mm 35/04

49 SC Plus NiTi File System, 31 mm 40/04 HiTi ¢aiinu SC Plus, 31 mm 40/04

50 SC Plus NiTi File System, 31 mm 45/04 HiTi ¢aiinu SC Plus, 31 mm 45/04

51 SC Plus NiTi File System, 31 mm 50/04 HiTi ¢aiinu SC Plus, 31 mm 50/04

52 SC Plus NiTi File System, 31 mm 15/06 HiTi daiinu SC Plus, 31 mm 15/06

53 SC Plus NiTi File System, 31 mm 20/06 HiTi ¢aiinu SC Plus, 31 mm 20/06

54 SC Plus NiTi File System, 31 mm 30/06 HiTi ¢aiinu SC Plus, 31 mm 30/06

SC Plus Lite NiTi File System HiTi ¢aiisim SC Plus Lite

SC Plus Lite NiTi File System, 31 mm N . .

55, Assorted HiTi ¢aiinu SC Plus Lite, 31 MM Mike
SC Plus Lite NiTi File System, 25 mm o g . .

56, Assorted HiTi ¢aiinu SC Plus Lite, 25 mM mike
SC Plus Lite NiTi File System, 21 mm o g . .

57, Assorted HiTi ¢aiinu SC Plus Lite, 21 mM mike
SC Plus Lite NiTi File System, 16 mm o g .

58, 17/12 HiTi ¢aiinu SC Plus Lite, 16 mm 17/12
SC Plus Lite NiTi File System, 19 mm e 1 .

59, 17/12 HiTi daiinu SC Plus Lite, 19 mm 17/12
SC Plus Lite NiTi File System, 21 mm N .

60. 18/05 HiTi daiinu SC Plus Lite, 21 mm 18/05

61 2;; ;“5 Lite NITi File System, 21 mm HiTi daiiu SC Plus Lite, 21 mw 25/04
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04119, m.Kuis, Byin. FOpis Innenka 831, odic 117
€IPTIOY 42749088,

Ten.: +38(093)4477575;
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Name of the medical device in English /

Name of the medical device in Ukrainian /

Ne Ha3Ba Meau4HOro BUpo0y aHIIiliCbKOI0 Ha3Ba Mequ4HOro BHpo0y yKpaiHCbKOI0
MOBOIO MOBOIO

SC Plus Lite NiTi File System, 21 mm N .
62 30/04 HiTi daiinu SC Plus Lite, 21 mm 30/04

SC Plus Lite NiTi File System, 25 mm N .
63. 18/05 HiTi datimu SC Plus Lite, 25 mm 18/05

SC Plus Lite NiTi File System, 25 mm N .
64. 25/04 HiTi ¢aiinu SC Plus Lite, 25 mm 25/04

SC Plus Lite NiTi File System, 25 mm o g .
65. 30/04 HiTi ¢aiinu SC Plus Lite, 25 mm 30/04

Controlled memory files SC PRO 2018 ®@aiiau 3 mam'atTio gopmu SC PRO 2018

Controlled memory files SC PRO 2018, 31 | ®aiinu 3 mam'sittio popmu SC PRO 2018, 31 mm
66. mm Assorted MiKC

Controlled memory files SC PRO 2018, 25 | ®aiinu 3 mam'sittio popmu SC PRO 2018, 25 mm
67. mm Assorted MiKC

Controlled memory files SC PRO 2018, 21 | ®aiinu 3 mam'sittio popmu SC PRO 2018, 21 mm
68. mm Assorted MiKC

Controlled memory files SC PRO 2018, 16 | ®aiinu 3 mam'sittio popmu SC PRO 2018, 16 mm
69. mm 17/12 17/12

Controlled memory files SC PRO 2018, 19 | ®aiinu 3 nam'sittio popmu SC PRO 2018, 19 mm
70. mm 17/12 17/12

Controlled memory files SC PRO 2018, 21 | ®aiinu 3 mam'sittio popmu SC PRO 2018, 21 mm
71. mm 12/VT 12IVT

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

Controlled memory files SC PRO 2018, 21 | ®aiinu 3 mam'sittio popmu SC PRO 2018, 21 mm
73. mm 18/05 18/05

Controlled memory files SC PRO 2018, 21 | ®aiinu 3 nam'sittio popmu SC PRO 2018, 21 mm
74. mm 25/06 25/06

Controlled memory files SC PRO 2018, 21 | ®aiinu 3 nam'sittio popmu SC PRO 2018, 21 mm
73. mm 35/04 35/04
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TOB «OJIJIEH /IEHTAJT»

04119, m.Kuis, Byin. FOpis Innenka 831, odic 117

€JIPTIOY 42749088,
Ten.: +38(093)4477575;
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Name of the medical device in English /

Name of the medical device in Ukrainian /

Ne Ha3Ba Meau4HOro BUpo0y aHIIiliCbKOI0 Ha3Ba Mequ4HOro BHpo0y yKpaiHCbKOI0
MOBOIO MOBOIO

Controlled memory files SC PRO 2018, 25 | ®aiinu 3 nam'sittio popmu SC PRO 2018, 25 mm
76. mm 12/VT 12/IVT

Controlled memory files SC PRO 2018, 25 | daiinu 3 nam'sittio popmu SC PRO 2018, 25 mm
7. | mm16/VT 16/VT

Controlled memory files SC PRO 2018, 25 | ®aiinu 3 nam'sittio popmu SC PRO 2018, 25 mm
78. mm 18/05 18/05

Controlled memory files SC PRO 2018, 25 | ®aiinu 3 mam'sttio popmu SC PRO 2018, 25 mm
79. mm 25/06 25/06

Controlled memory files SC PRO 2018, 25 | ®aiinu 3 mam'sttio popmu SC PRO 2018, 25 mm
80. mm 35/04 35/04

Controlled memory files SC PRO 2018, 25 | ®aiinu 3 mam'sittio popmu SC PRO 2018, 25 mm
81. mm 40/04 40/04

Controlled memory files SC PRO 2018, 25 | ®aiinu 3 mam'sttio popmu SC PRO 2018, 25 mm
82. mm 45/04 45/04

Controlled memory files SC PRO 2018, 21 | ®aiinu 3 mam'sittio popmu SC PRO 2018, 21 mm
83. mm 10/04 10/04

Controlled memory files SC PRO 2018, 21 | ®aiinu 3 nam'sittio popmu SC PRO 2018, 21 mm
84. mm 15/04 15/04

Controlled memory files SC PRO 2018, 21 | ®aiinu 3 nam'sittio popmu SC PRO 2018, 21 mm
85. mm 15/06 15/06

Controlled memory files SC PRO 2018, 21 | ®aiinu 3 nam'sittio popmu SC PRO 2018, 21 mm
86. mm 19/02 19/02

Controlled memory files SC PRO 2018, 21 | ®aiinu 3 nam'sittio popmu SC PRO 2018, 21 mm
87. mm 20/04 20/04

Controlled memory files SC PRO 2018, 21 | ®aiinu 3 nam'sittio popmu SC PRO 2018, 21 mm
88. mm 25/02 25/02

Controlled memory files SC PRO 2018, 21 | ®aiinu 3 mam'sittio popmu SC PRO 2018, 21 mm
89. mm 45/02 45/02
90. Controlled memory files SC PRO 2018, 21 | ®aiinu 3 nam'sittio popmu SC PRO 2018, 21 mm

7323




TOB «OJIJIEH /IEHTAJT»
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Name of the medical device in English /

Name of the medical device in Ukrainian /

Ne Ha3Ba Meau4HOro BUpo0y aHIIiliCbKOI0 Ha3Ba Mequ4HOro BHpo0y yKpaiHCbKOI0
MOBOIO MOBOIO

mm 50/02 50/02

Controlled memory files SC PRO 2018, 21 | ®aiinu 3 mam'sitrio hopmu SC PRO 2018, 21 Mm
91. mm 25/04 25/04

Controlled memory files SC PRO 2018, 21 | ®aiinu 3 mam'sitrio hopmu SC PRO 2018, 21 Mm
92. mm 20/06 20/06

Controlled memory files SC PRO 2018, 21 | ®aiinu 3 mam'sittio popmu SC PRO 2018, 21 mm
93. mm 30/06 30/06

Controlled memory files SC PRO 2018, 21 | ®aiinu 3 mam'sittio popmu SC PRO 2018, 21 mm
94. mm 30/04 30/04

Controlled memory files SC PRO 2018, 25 | ®aiinu 3 mam'sittio popmu SC PRO 2018, 25 mm
9. mm 25/02 25/02

Controlled memory files SC PRO 2018, 25 | ®aiinu 3 mam'sittio popmu SC PRO 2018, 25 mm
96. mm 45/02 45/02

Controlled memory files SC PRO 2018, 25 | ®aiinu 3 mam'sittio popmu SC PRO 2018, 25 mm
97. mm 50/02 50/02

Controlled memory files SC PRO 2018, 25 | ®aiinu 3 mam'sittio popmu SC PRO 2018, 25 mm
98. mm 10/04 10/04

Controlled memory files SC PRO 2018, 25 | ®aiinu 3 mam'sittio popmu SC PRO 2018, 25 mm
99. mm 15/04 15/04

Controlled memory files SC PRO 2018, 25 | ®aiinu 3 mam'sittio popmu SC PRO 2018, 25 mm
100. | mm 20/04 20/04

Controlled memory files SC PRO 2018, 25 | ®aiinu 3 nam'sittio popmu SC PRO 2018, 25 mm
101. | mm 25/04 25/04

Controlled memory files SC PRO 2018, 25 | ®aiinu 3 nam'sittio popmu SC PRO 2018, 25 mm
102. | mm 30/04 30/04

Controlled memory files SC PRO 2018, 25 | ®aiinu 3 mam'sittio popmu SC PRO 2018, 25 mm
103. | mm 15/06 15/06

Controlled memory files SC PRO 2018, 25 | ®aiinu 3 nam'sittio popmu SC PRO 2018, 25 mm
104. | mm 20/06 20/06
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Name of the medical device in English / Name of the medical device in Ukrainian /
Ne Ha3Ba Meau4HOro BUpo0y aHIIiliCbKOI0 Ha3Ba Mequ4HOro BHpo0y yKpaiHCbKOI0
MOBOIO MOBOIO

Controlled memory files SC PRO 2018, 25 | ®aiinu 3 nam'sittio popmu SC PRO 2018, 25 mm
105. | mm 30/06 30/06

Controlled memory files SC PRO 2018, 25 | ®aiinu 3 nam'sittio popmu SC PRO 2018, 25 mm
106. | mm 50/04 50/04

Controlled memory files SC PRO 2018, 31 | daiinu 3 nam'sittio popmu SC PRO 2018, 31 mm
107. | mm 25/02 25/02

Controlled memory files SC PRO 2018, 31 | daiinu 3 mam'sittio popmu SC PRO 2018, 31 mm
108. | mm 45/02 45/02

Controlled memory files SC PRO 2018, 31 | daiinu 3 mam'sittio popmu SC PRO 2018, 31 mm
109. | mm 50/02 50/02

Controlled memory files SC PRO 2018, 31 | ®aiinu 3 mam'sittio popmu SC PRO 2018, 31 mm
110. | mm 10/04 10/04

Controlled memory files SC PRO 2018, 31 | ®aiinu 3 mam'sttio popmu SC PRO 2018, 31 mm
111. | mm 15/04 15/04

Controlled memory files SC PRO 2018, 31 | ®aiinu 3 nam'sittio popmu SC PRO 2018, 31 mm
112. | mm 20/04 20/04

Controlled memory files SC PRO 2018, 31 | ®aiinu 3 mam'sittio popmu SC PRO 2018, 31 mm
113. | mm 25/04 25/04

Controlled memory files SC PRO 2018, 31 | ®aiinu 3 nam'sittio popmu SC PRO 2018, 31 mm
114. | mm 30/04 30/04

Controlled memory files SC PRO 2018, 31 | ®aiinu 3 mam'sittio popmu SC PRO 2018, 31 mm
115. | mm 35/04 35/04

Controlled memory files SC PRO 2018, 31 | ®aiinu 3 mam'sittio popmu SC PRO 2018, 31 mm
116. | mm 40/04 40/04

Controlled memory files SC PRO 2018, 31 | ®aitmu 3 mam'artio popmu SC PRO 2018, 31 mm
117. | mm 45/04 45/04

Controlled memory files SC PRO 2018, 31 | ®aiinu 3 nam'sittio popmu SC PRO 2018, 31 mm
118. | mm 50/04 50/04
119. | Controlled memory files SC PRO 2018, 31 | ®aiinu 3 nam'sittio popmu SC PRO 2018, 31 mm
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Name of the medical device in English / Name of the medical device in Ukrainian /
Ne Ha3Ba Meau4HOro BUpo0y aHIIiliCbKOI0 Ha3Ba Mequ4HOro BHpo0y yKpaiHCbKOI0
MOBOIO MOBOIO

mm 15/06 15/06

Controlled memory files SC PRO 2018, 31 | ®aiinu 3 mam'sitrio hopmu SC PRO 2018, 31 Mm
120. | mm 20/06 20/06

Controlled memory files SC PRO 2018, 31 | ®aiinu 3 mam'strio hopmu SC PRO 2018, 31 Mm
121. | mm 30/06 30/06

Controlled files SC PRO 2018
ONErofie mem?_rlyﬂ'zes ®aiisn 3 nav'aTTio gopmu SC PRO 2018 LITE

Controlled memory files SC PRO 2018 @aiinu 3 mam'stTio popmu SC PRO 2018 LITE,
122. | LITE, 31 mm Assorted 31 MM MiKc

Controlled memory files SC PRO 2018 @aiinu 3 mam'sttio popmu SC PRO 2018 LITE,
123. | LITE, 25 mm Assorted 25 MM MiKc

Controlled memory files SC PRO 2018 @aiinu 3 mam'sttio popmu SC PRO 2018 LITE,
124. | LITE, 21 mm Assorted 21 MM MiKC

Controlled memory files SC PRO 2018 @aiinu 3 mam'sttio popmu SC PRO 2018 LITE,
125. | LITE, 16 mm 17/12 16 mm 17/12

Controlled memory files SC PRO 2018 ®aiin 3 mam'sttio popmu SC PRO 2018 LITE,
126. | LITE, 19 mm 17/12 19 mm 17/12

Controlled memory files SC PRO 2018 ®aiinu 3 mam'sttio popmu SC PRO 2018 LITE,
127. | LITE, 21 mm 18/05 21 mm 18/05

Controlled memory files SC PRO 2018 ®aiinu 3 mam'sttio popmu SC PRO 2018 LITE,
128. | LITE, 21 mm 25/06 21 mm 25/06

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

Controlled memory files SC PRO 2018 @aitnu 3 mam'sttio popmu SC PRO 2018 LITE,
130. | LITE, 25 mm 18/05 25 mm 18/05

Controlled memory files SC PRO 2018 @aitnn 3 mam'sttio popmu SC PRO 2018 LITE,
131. | LITE, 25 mm 25/06 25 mm 25/06

Controlled memory files SC PRO 2018 @aiinn 3 mam'stTio popmu SC PRO 2018 LITE,
132. | LITE, 25 mm 35/04 25 mm 35/04
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ingle NiTi Reciprocation File S-ONE
Single &€ g chsat 0 S0 HiTi peuunpoxni ¢paiinm S-ONE 2018
Single NiTi Reciprocation File S-ONE HiTi peuumnpoxHi ¢aiinun S-ONE 2018, 31 mm
133. | 2018, 31 mm Assorted MiKC
Single NiTi Reciprocation File S-ONE HiTi peuumnpoxHi ¢aiinun S-ONE 2018, 25 mm
134. | 2018, 25 mm Assorted MiKC
Single NiTi Reciprocation File S-ONE HiTi peuumnpoxHi daiinn S-ONE 2018, 21 mm
135. | 2018, 21 mm Assorted MiKC
Controlled memory SC NiTi File System HiTi ¢aiisin 3 nam'sittio popmu SC
Controlled memory SC NiTi File System, e 1 , .
136. | 31 mm Assorted HiTi ¢aitnmu 3 mam'sirtio popmu SC, 31 mm Mmike
Controlled memory SC NiTi File System, e 1 , .
137. | 28 mm Assorted HiTi ¢aitnmu 3 mam'sirtio popmu SC, 28 mm Mmike
Controlled memory SC NiTi File System, e 1 , .
138. | 25 mm Assorted HiTi ¢aitmm 3 nam'srtio popmu SC, 25 mm Mike
Controlled memory SC NiTi File System, e 1 , .
139. | 21 mm Assorted HiTi ¢aitmm 3 mam'srtio popmu SC, 21 mm Mike
Controlled memory SC NiTi File System, N ,
140. | 16 mm 17/08 HiTi daiinu 3 mam'strio popmu SC, 16 mm 17/08
Controlled memory SC NiTi File System, N ,
141. | 19 mm 17/08 HiTi ¢aiinu 3 mam'strio popmu SC, 19 mm 17/08
Controlled memory SC NiTi File System, N ,
142. | 16 mm 30/08 HiTi ¢aiinu 3 mam'strio popmu SC, 16 mm 30/08
Controlled memory SC NiTi File System, e .
143. | 19 mm 30/08 HiTi ¢aiinu 3 mam'srtio popmu SC, 19 mm 30/08
Controlled memory SC NiTi File System, e .
144. | 21 mm 15/03 HiTi ¢aiinu 3 mam'srtio popmu SC, 21 mm 15/03
Controlled memory SC NiTi File System, e 1 ,
145. | 21 mm 10/04 HiTi ¢aiinu 3 mam'srtio popmu SC, 21 mm 10/04

11323




TOB «OJIJIEH /IEHTAJT»

04119, m.Kuis, Byin. FOpis Innenka 831, odic 117
€IPTIOY 42749088,

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

Name of the medical device in English / Name of the medical device in Ukrainian /
Ne Ha3Ba Meau4HOro BUpo0y aHIIiliCbKOI0 Ha3Ba Mequ4HOro BHpo0y yKpaiHCbKOI0
MOBOIO MOBOIO

146. ;:10 ::[‘rrzllzeocjorzemory SC NITI File System, HiTi daiinu 3 mam'sittio popmu SC, 21 mm 20/04
147. gf:::zllzestijorzemory SC NIT File System, HiTi ¢aitmu 3 mam'srrio popmu SC, 21 mm 25/04
148. ;(_) r;:]rmolgeocjorzemory SC NITI File System, HiTi ¢aiinu 3 mam'sittro popmu SC, 21 mm 30/04
149. g:f ?:]rmolg%cjorzemory SC NITI File System, HiTi ¢aiinu 3 mam'sittro popmu SC, 21 mm 35/04
150. gfrr]:lrmolldreocion;emory SC NITI File System, HiTi ¢aiinu 3 mam'sittro popmu SC, 21 mm 40/04
151. g:frr]:lrmolldf%cion;emory SC NITI File System, HiTi ¢aiinu 3 mam'sittio popmu SC, 21 mm 45/04
152. gf?:lrmolgtzcion;emory SCNITI File System, HiTi daiinu 3 mam'strio popmu SC, 21 mm 50/04
153. gfr:;:g”;;dlorzemory SCNITI File System, HiTi daiinu 3 mam'strio popmu SC, 21 mm 55/04
154. gfr:;:glgz)dlorgemory SCNITI File System, HiTi daiinu 3 mam'strio popmu SC, 21 mm 60/02
155. gfr:;:gl%dlorgemory SCNITI File System, HiTi ¢aiinu 3 mam'srrro popmu SC, 21 mm 70/02
156. g:r:;:glflsdlorgemory SCNITI File System, HiTi ¢aiinm 3 mam'srrro popmu SC, 25 mm 15/03
1o ggr:;:glﬁ)dlorzemory SCNITI File System, HiTi ¢aiinm 3 mam'srrro popmu SC, 25 mm 10/04
158. gé)r:;:z”;;dlon;emory SCNITI File System, HiTi ¢aiinm 3 mam'sittro popmu SC, 25 mm 20/04
159. gg?;:z”zesd/orzemory SCNITI File System, HiTi ¢aiinm 3 mam'sittro popmu SC, 25 mm 25/04
160. | Controlled memory SC NiTi File System, HiTi daitnu 3 nam'strio Gpopmu SC, 25 mm 30/04
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25 mm 30/04

161. gg::rr?;esd/orzemory SC NITI File System, HiTi ¢aiinu 3 mam'srrro popmu SC, 25 mm 35/04
162. ggrr::rralf(;orzemory SC NiTi File System, HiTi daiinu 3 mam'sttio hopmu SC, 25 mm 40/04
163. ggrr::r;ligiorzemory SC NiTi File System, HiTi daiinu 3 mam'sttio hopmu SC, 25 mm 45/04
164. ggﬁ:ﬁlgﬁoﬂemory SC NiTI File System, HiTi ¢aiinu 3 mam'sirtro popmu SC, 25 mm 50/04
165. ggrr::r;llSESCiorzemory SC NITI File System, HiTi ¢aiinu 3 mam'sittro popmu SC, 25 mm 55/04
166. ggﬁ:ﬁlgﬁon;emory SC NiTI File System, HiTi ¢aiinu 3 mam'sittio popmu SC, 25 mm 60/02
167. gg::::;ll%cior;emory SC NiTi File System, HiTi daiinu 3 mam'strio popmu SC, 25 mm 70/02
168. gg::zlllijlorgemory SC NiTi File System, HiTi ¢aiinm 3 mam'sittro popmu SC, 28 mm 15/03
1609. ggr;:ﬁllleodlor‘zemory SC NiTi File System, HiTi ¢aiinu 3 mam'strio popmu SC, 28 mm 10/04
170. ggr;:ﬁllzeodlorzemory SC NiTi File System, HiTi daiinu 3 mam'strio popmu SC, 28 mm 20/04
171. gg:::g”;;dlorzemory SC NITI File System, HiTi daiinu 3 mam'strio popmu SC, 28 mm 25/04
172. gé)::rrzlgec;jlorzemory SC NITI File System, HiTi ¢aiinu 3 mam'srrro popmu SC, 28 mm 30/04
173. gé)::rrzlggorzemory SC NITI File System, HiTi ¢aiinu 3 mam'srrro popmu SC, 28 mm 35/04
174. g:é)::rr?i‘re;orzemory SC NITIFile System, HiTi ¢aiinu 3 mam'srrio popmu SC, 28 mm 40/04
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175. gg::rrzlfstijorzemory SC NITI File System, HiTi daiinu 3 mam'sittio popmu SC, 28 mm 45/04
176. gg::rrzllseocjorzemory SC NITI File System, HiTi daiinu 3 mam'sittro popmu SC, 28 mm 50/04
177. gé)rr]rtlrmOIISeSCjorzemory SCNITI File System, HiTi ¢aiinu 3 mam'strio popmu SC, 28 mm 55/04
178. g:é)rr]:lrmOIE:OCion;emory SC NITI File System, HiTi ¢aiinu 3 mam'sittio popmu SC, 28 mm 60/02
179. ggrr]:lrmolgaociorgemory SC NITI File System, HiTi ¢aiinu 3 mam'sittio popmu SC, 28 mm 70/02
180. gfrr]:lrmOI!LGSCion;emory SC NITI File System, HiTi ¢aiinu 3 mam'sittro popmu SC, 31 mm 15/03
1oL gf?:lrmm;%cion;emory SC NITI File System, HiTi ¢aiinu 3 mam'sittro popmu SC, 31 mm 10/04
182. gfr;:g”;;dlorzemory SCNITI File System, HiTi ¢aiinu 3 mam'strio popmu SC, 31 mm 20/04
183. gfr:;:g”;sdlorzemory SCNITI File System, HiTi daiinu 3 mam'strio popmu SC, 31 mm 25/04
184. gfr:;:glgz)dlorzemory SCNITI File System, HiTi daiinm 3 mam'sirrro popmu SC, 31 mm 30/04
185. gfr:;:glglsdlorzemory SCNITI File System, HiTi daiinm 3 mam'sirrro popmu SC, 31 mm 35/04
186. gfr:;:glldi)dlorzemory SCNITI File System, HiTi ¢aiinm 3 mam'srrro popmu SC, 31 mm 40/04
187. gfr:;:zlldfesdlon;emory SCNITI File System, HiTi daiinm 3 mam'sittro popmu SC, 31 mm 45/04
188. gfr:;:z”;;d/on;emory SCNITI File System, HiTi ¢aiinm 3 mam'sirtro popmu SC, 31 mm 50/04
189. | Controlled memory SC NiTi File System, HiTi daitnm 3 nam'strio Gpopmu SC, 31 mm 55/04
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31 mm 55/04

190. QC)f::rrEHGGOd/OrTZIemory SCNiTi File System, HiTi daiinu 3 mam'strio hopmu SC, 31 mm 60/02
191. QC)f::rr?l?eod/OnZ]emory SCNiTi File System, HiTi daiinu 3 mam'strio hopmu SC, 31 mm 70/02
192. gf::r;llzgorgemory SC NITI File System, HiTi daiinu 3 mam'srrio popmu SC, 21 mm 25/02
193. gfrr::r;lz%(ionz]emory SC NITI File System, HiTi daiinu 3 mam'srrio popmu SC, 21 mm 45/02
194. gfrr::r;llseocior‘gemory SC NiTI File System, HiTi ¢aiinu 3 mam'sittio popmu SC, 21 mm 50/02
195. gf::r;lllzciorzemory SC NiTI File System, HiTi daiinu 3 mam'sittio popmu SC, 21 mm 15/04
196. gf::::;lﬁgorgemory SC NiTI File System, HiTi daiinu 3 mam'sittro popmu SC, 21 mm 18/05
197. g;::zlllesd/orgemory SC NiTi File System, HiTi daiinm 3 mam'sittio popmu SC, 21 mm 15/06
198. gfl’rlzﬁllzeodlorgemory SC NiTi File System, HiTi daiinu 3 mam'sittio popmu SC, 21 mm 20/06
199. gf:::?;e(;j/orgemory SC NiTi File System, HiTi daiinm 3 mam'sittro popmu SC, 21 mm 30/06
200. gg:::g”lesd/orzemory SC NITI File System, HiTi daiinu 3 mam'strio popmu SC, 25 mm 15/04
201. gg::rrz”;;or;emory SC NITI File System, HiTi daiinu 3 mam'strio hpopmu SC, 25 mm 25/02
202. gg::rrzlifgorgemory SC NITI File System, HiTi daiinu 3 mam'strio hpopmu SC, 25 mm 45/02
203. gg::rr?é)ec;jlorgemory SC NITI File System, HiTi ¢aiinu 3 mam'srrio popmu SC, 25 mm 50/02
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Controlled memory SC NiTi File System, e
' 18/05
204. | 25 mm 18/05 HiTi daiinu 3 mam'sttio hopmu SC, 25 Mmm
Controlled memory SC NiTi File System, e .
205. | 25 mm 15/06 HiTi daiinu 3 mam'ssrrio hopmu SC, 25 mm 15/06
Controlled memory SC NiTi File System, e .
206. | 25 mm 20/06 HiTi daiinu 3 mam'strio hopmu SC, 25 mm 20/06
Controlled memory SC NiTi File System, e .
207. | 25 mm 25/06 HiTi daiinu 3 mam'strio hopmu SC, 25 mm 25/06
Controlled memory SC NiTi File System, -
7 ' 30/06
208. | 25 mm 30/06 HiTi daiinu 3 mam'sttio popmu SC, 25 Mmm
Controlled memory SC NiTi File System, e .
209. | 31 mm 25/02 HiTi daiinu 3 mam'strio popmu SC, 31 mm 25/02
Controlled memory SC NiTi File System, e .
210. | 31 mm 15/04 HiTi daiinu 3 mam'strio popmu SC, 31 mm 15/04
Controlled memory SC NiTi File System, N .
211. | 31 mm 15/06 HiTi daiinu 3 mam'strio popmu SC, 31 mm 15/06
Controlled memory SC NiTi File System, N .
212. | 31 mm 20/06 HiTi daiinu 3 mam'strio popmu SC, 31 mm 20/06
Controlled memory SC NiTi File System, N .
213. | 31 mm 25/06 HiTi daiinm 3 mam'srrro popmu SC, 31 mm 25/06
Controlled memory SC NiTi File System, N .
214. | 31 mm 30/06 HiTi daiinu 3 mam'sstrio hopmu SC, 31 mm 30/06
215, gj(-)r:Tt]rmOIIAfeSd/Omzemory SC NiTi File System, HiTi daiinu 3 mam'strio hpopmu SC, 31 mm 45/02
216. gf?}:ﬁ”;)d/orgemory SC NiTi File System, HiTi daiinm 3 mam'strro hpopmu SC, 31 mm 50/02
Controlled memory SC PRO NiTi File ®aiisn 3 nam'saTTIO dopmu SC PRO
System
217. | Controlled memory SC PRO NiTi File @aiinn 3 nam'srrio gopmn SC PRO, 31 mm mike
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System, 31 mm Assorted

218 g;;g;l,lz(; ﬂr;i;nzs);:fe;RO NITi File ®aitnu 3 mam'arrio popmu SC PRO, 28 MM Mikc
219. g;snt:ril,lzi nr:er:]n,(i\rsys:r?ezRo NITi File @aiinu 3 mam'sarTio popmu SC PRO, 25 MM mikc
220. g;;g;l,lzdl rrr:]emm'(:ésr(t:ezRo NITi File ®aitnu 3 mam'arrio popmu SC PRO, 21 MM Mike
221. g;srl;r;l,lelcé nr;emmcl)%/ozc PRO NiTi File Daiinn 3 a0 Gopstst SC PRO. 16 vox 17/08
222, g;;g;l,li(; rrr:]emmcl);)/lozc PRONITI File @aiinu 3 mam'sttio popmu SC PRO, 19 mm 17/08
223. g;;g;l,lzdl rTr;emmcl);)//OSZC PRO NiTi File @aiinu 3 mam'sttio popmu SC PRO, 21 mm 19/02
224. g;;g&lilzdl Tnemmg(r)iloic PRO NiTi File ®aiiu 3 mam'sttio popmu SC PRO, 21 mm 20/04
225, g;;gﬂilzdl Tnegggoic PRO NiTi File ®aiin 3 mam'strio popmu SC PRO, 21 mm 25/04
226. g;;gﬂilzdl Tnegggozc PRONITI File ®aiinu 3 mam'sttio popmu SC PRO, 21 mm 25/06
22 g;;gﬂilzdl Tni]ng(r))/loiC PRO NiTi File ®aiin 3 mam'sttio popmu SC PRO, 21 mm 30/04
228. g;;gr?:fzdl r:;?ggoic PRONITI File ®aiin 3 mam'sttio popmu SC PRO, 21 mm 35/04
229. g;;’gﬂfzi r::;;n(l);)//OSzC PRONiTi File Daiinu 3 mam'stTio popmu SC PRO, 25 mm 19/02
230. g;;’gﬂfzi r:i;nggoic PRONITI File Daiinu 3 mam'stTio popmu SC PRO, 25 mm 20/04
231. g;;’gﬂfz% r::;;ﬂggoiC PRO NiTi File Daiinu 3 mam'sttio popmu SC PRO, 25 mm 25/04
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232. (S:;;g;l,lzé r:;i;ng?/lozc PRO NiTi File @aiim 3 mam'stTio popmu SC PRO, 25 mm 25/06
233 (S:;;g;l,lzé r;i;ngg)//oiC PRONITI File ®aiinu 3 mam'srrio popmu SC PRO, 25 mm 30/04
234. g;;g;l,lz% Tner;nggoic PRO NiTi File @aiinu 3 mam'sttio popmu SC PRO, 25 mm 35/04
23 g;;’;r;l,lzi Tnl:]n;)g)//OSZC PRONITI File ®aiinu 3 mam'strio popmu SC PRO, 31 mm 19/02
236. g;;’;r;l,lzi Tn(:]ng(r))/loic PRONIT File ®aitmu 3 mam'sarTio popmu SC PRO, 31 mm 20/04
237. g;;’;r;l,lzi Tnt:]ng;)lloiC PRONITI File ®aiimm 3 mam'srio popmu SC PRO, 31 mm 25/04
238. g;;’;r;l,lzi Tn(:]ng;)/losec PRONITIFile ®aiimu 3 mam'srio popmu SC PRO, 31 mm 25/06
230, gs;g;l,lzci rr:ﬁ:ggoic PRONITI File ®aiinu 3 mam'srrio popmu SC PRO, 31 mm 30/04
240. gs;g;l,lzci rr:ﬁ:ggoic PRONITI File ®aiinu 3 mam'srrio popmu SC PRO, 31 mm 35/04
241. g;;gril,lzel rr:ﬁ:ggoszc PRO NiTi File @aiinm 3 mam'stTio popmu SC PRO, 21 mm 25/02
242. g;;gril,lzel rrT:]Ei:Z;)//OSZC PRONITI File ®aiinu 3 mam'srrio popmu SC PRO, 21 mm 45/02
243, g;);gr?]l,lzel rrr;?g(r))//OSZC PRONITI File ®aitnu 3 mam'sarTio popmu SC PRO, 21 mm 50/02
244. g;;g;l,lz(i Tni;nigoic PRO NiTi File @aiinm 3 mam'stio popmu SC PRO, 21 mm 10/04
245. g;;g;l,lz(i Tni;n(])_;)lloflc PRONITI File ®aiinu 3 mam'srrio popmu SC PRO, 21 mm 15/04
246. | Controlled memory SC PRO NiTi File Paiimn 3 mam'strio popmu SC PRO, 21 mm 18/05

18323




TOB «OJIJIEH /IEHTAJT»

04119, m.Kuis, Byin. FOpis Innenka 831, odic 117
€IPTIOY 42749088,

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

Name of the medical device in English /

Name of the medical device in Ukrainian /

Ne Ha3zpa Mean4yHOro BUPOOYy aHI1ilicbKOIO Ha3pa meauunoro Bupo0y yKpaiHCbKOI0
MOBOIO MOBOIO
System, 21 mm 18/05

247. g;;g;l,lzdl nr;i;n(l);/OSGC PRO NiTi File @aiinu 3 mam'stTio popmu SC PRO, 21 mm 15/06
248. g;;g;l,lzdl nr;i;nggoSGC PRONiTi File @aiinu 3 mam'sttio popmu SC PRO, 21 mm 20/06
249, g;;gr(:,lezdl rrr:]emm;)(r))/IOSGC PRO NiTi File @aiinm 3 mam'stTio popmu SC PRO, 21 mm 30/06
250. g;;gr(:,lezi r:qemmcz)g)/IOSZC PRO NiTi File @aiinm 3 mam'stTio popmu SC PRO, 25 mm 25/02
251. g;;g;l,lzcé r:qemng)//OSZC PRONITI File @aiinu 3 mam'sttio popmu SC PRO, 25 mm 45/02
252. g;;g;l,lz(é r:qemmg(r))//OSZC PRO NiTi File ®aiinu 3 mam'sttio popmu SC PRO, 25 mm 50/02
253. ;C/);gzl,l;(é Tnemmcl)goic PRO NiTi File ®aiin 3 mam'sttio popmu SC PRO, 25 mm 10/04
254. g;;gﬂilz(é Tner:ul)goic PRO NiTi File ®aiin 3 mam'sttio popmu SC PRO, 25 mm 15/04
255, g;;gﬂilz(é Tneri]nzgoic PRONITI File ®aiiu 3 mam'sttio popmu SC PRO, 25 mm 40/04
256. g;;gﬂilz(é Tneri]nzgoic PRONITI File ®aiin 3 mam'sttio popmu SC PRO, 25 mm 45/04
257. g;;gr?:fzdS Tn?g(r))//oiC PRONITI File ®aiinu 3 mam'sttio popmu SC PRO, 25 mm 50/04
258. g;;’gﬂfzi r::;;n(l);)//OSSC PRO NiTi File Daiinu 3 mam'satTio popmu SC PRO, 25 mm 18/05
250. g;;’gﬂfzi r::;;n(l)gozC PRO NiTi File Daiinu 3 mam'satio popmu SC PRO, 25 mm 15/06
260. g;;g&lilz(:—) r:i;nggozc PRONiTi File Daiinu 3 mam'sttio popmu SC PRO, 25 mm 20/06
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Controlled memory SC PRO NiTi File

261. | System, 25 mm 30/06 @aiim 3 mam'stTio popmu SC PRO, 25 mm 30/06

Controlled memory SC PRO NiTi File

262. | System, 31 mm 25/02 @aiim 3 mam'stTio popmu SC PRO, 31 mm 25/02

Controlled memory SC PRO NiTi File

263. | System, 31 mm 45/02 @aiinu 3 mam'sttio popmu SC PRO, 31 mm 45/02

Controlled memory SC PRO NiTi File

264. System, 31 mm 50/02 @aiinu 3 mam'sttio popmu SC PRO, 31 mm 50/02

Controlled memory SC PRO NiTi File

265. | System, 31 mm 10/04 @aiinu 3 mam'sttio popmu SC PRO, 31 mm 10/04

Controlled memory SC PRO NiTi File

266. | System, 31 mm 15/04 @aiinu 3 mam'sttio popmu SC PRO, 31 mm 15/04

Controlled memory SC PRO NiTi File

267. | System, 31 mm 40/04 @aiinu 3 mam'sttio popmu SC PRO, 31 mm 40/04

Controlled memory SC PRO NiTi File

268. | System, 31 mm 45/04 ®aiin 3 mam'sttio popmu SC PRO, 31 mm 45/04

Controlled memory SC PRO NiTi File

269. | System, 31 mm 50/04 ®aiiu 3 mam'sttio popmu SC PRO, 31 mm 50/04

Controlled memory SC PRO NiTi File

Daii ' PR 1 1
270. | System, 31 mm 15/06 aitnm 3 mam'srtio popmu SC PRO, 31 mm 15/06

Controlled memory SC PRO NiTi File

Daii ' PR 1 2
271. | System, 31 mm 20/06 aitnm 3 mam'srtio popmu SC PRO, 31 mm 20/06

Controlled memory SC PRO NiTi File

272. | System, 31 mm 30/06 ®aiim 3 nam'strio Gopmu SC PRO, 31 mm 30/06

NiTi Rotary Super Files SX-F3 NiTi Poraniiini cynep gaiian SX-F3

NiTi Rotary Super Files SX-F3 Assorted 21 | ._. o :
273. | mm ysup NiTi Porauiiini cynep ¢aiinn SX-F3 mike 21 MM

NiTi Rotary Super Files SX-F3 Assorted 25 | ... .
274 mm y=up NiTi Poramiiini cyniep daiimu SX-F3 mikc 25 MM
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Name of the medical device in English /

Name of the medical device in Ukrainian /

Ne Ha3Ba Meau4HOro BUpo0y aHIIiliCbKOI0 Ha3Ba Mequ4HOro BHpo0y yKpaiHCbKOI0
MOBOIO MOBOIO
275, rl:lr;:l Rotary Super Files SX-F3 Assorted 31 NiTi Poramiiini cynep daitmun SX-F3 mike 31 mm
276. NiTi Rotary Super Files SX, 16 mm NiTi Porauiiini cynep daitmu SX, 16 mm
277, NiTi Rotary Super Files SX, 19 mm NiTi Poramiiini cynep daitmu SX, 19 mm
278. NiTi Rotary Super Files SX, 21 mm NiTi Porauiiini cynep daitmu SX, 21 Mmm
279, NiTi Rotary Super Files S1, 21 mm NiTi Porauiiini cynep daitnu S1, 21 mm
280. NiTi Rotary Super Files S1, 25 mm NiTi Poramiiini cynep daitmu S1, 25 mm
281 NiTi Rotary Super Files S1, 31 mm NiTi Poramiiiai cymep daiinu S1, 31 mm
282, NiTi Rotary Super Files S2, 21 mm NiTi Poramiiini cynep daitmu S2, 21 mm
283, NiTi Rotary Super Files S2, 25 mm NiTi Poramiiini cynep daitnu S2, 25 mm
284, NiTi Rotary Super Files S2, 31 mm NiTi Poramiiiai cymep daiinu S2, 31 mm
285, NiTi Rotary Super Files F1, 21 mm NiTi Poramiiini cynep daitmu F1, 21 mm
286. NiTi Rotary Super Files F1, 25 mm NiTi Poramuiiini cynep daitnu F1, 25 mm
287, NiTi Rotary Super Files F1, 31 mm NiTi Poramiiiai cynep daiinmu F1, 31 mm
288, NiTi Rotary Super Files F2, 21 mm NiTi Poramiiini cynep daitmu F2, 21 mm
289. NiTi Rotary Super Files F2, 25 mm NiTi Porauiiini cynep dainu F2, 25 mm
290. NiTi Rotary Super Files F2, 31 mm NiTi Poramiiiai cynep daiinmu F2, 31 mm
291 NiTi Rotary Super Files F3, 21 mm NiTi Poramiiini cynep daitmu F3, 21 mm
292, NiTi Rotary Super Files F3, 25 mm NiTi Poramiiiai cynep daiinu F3, 25 mm
293, NiTi Rotary Super Files F3, 31 mm NiTi Porauiiini cynep daitnu F3, 31 mm
NiTi File System SC ST NiTi ®aiisioBi cuctemu SC ST
294, NiTi File System SC ST, Assorted NiTi ®aitnosa cucrema SC ST, mikc
295, NiTi File System SC ST 18 mm 15/06 NiTi daiinosa cuctema SC ST 18 mm 15/06
296. NiTi File System SC ST 22 mm 20/07 NiTi ®aiinosa cuctema SC ST 22 mwm 20/07
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Name of the medical device in English /
Ha3ea Mean4yHoOro BHpo0y aHIIiCHKOIO
MOBOI0

297 NiTi File System SC ST 18 mm 25/08

Name of the medical device in Ukrainian /
Ha3sa MmeauuHoOro BUpo0y yKpaiHCHKOI0
MOBOIO
NiTi Paiinosa cucrema SC ST 18 mm 25/08

298 NiTi File System SC ST 16 mm 30/09

NiTi ®aiinosa cucrema SC ST 16 mm 30/09
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Annex 2 to Declaration of Conformity No 1/ ver. 7/
Honarok 2 xo Jexnapauii npo Bignmosignicts Ne 1/ ver. 7

List of national, European, international regulations and legal acts and standards /

Iepenix HANIOHATBHUX, EBPONEHCHKAX TA MIZKHAPOAHUX HOPMATHBHO-NPABOBHX AKTIB Ta CTAHAAPTIB

Director LLC «OLLEN-DEN:TI ; _
Mupextop TOB «OJIJIEH-ZEHTAD .-

JACTY EN ISO 13485:2018 Mennuni BupoOu. Cucrema ympaBiiHHS SKICTIO. Bumorn 1o perymroBaHHS
(ENISO 13485:2016, ISO 13485:2016);

JACTY EN ISO 15223-1:2022 Bupobu meanuni. CumBOIM, 3aCTOCOBAaHI MiJ 4YaCc MapKyBaHHS Ha
MCAMYHUX BUPOOAX, CTUKETKAaX Ta B CympoBigHiid mokymenramii. Yactuna 1. 3aransni Bumoru (EN ISO
15223-1:2021, IDT; ISO 15223-1:2021, IDT);

JACTY EN ISO 14971:2022 Bupo6u mennuni. HactaHOBH m0A0 ympaBIiHHSI PH3HKOM LIOAO0 MEAMYHHX
Bupo6is (EN ISO 14971:2019, IDT; ISO 14971:2019/A11:2021);

ACTY EN ISO 10993-1:2015/ITonpaska Ne 1:2015 bionoriune owWiHIOBAaHHS MEAWYHHX BHPOOIB.
Yacruna 1. OuiHroBaHHS 1 TecTyBaHHS B pamkax mpouecy ympasiminHs pusukamu (EN ISO 10993-
1:2009/AC:2010);

JACTY EN ISO 10993-5:2015 Bbionoriune ouiHroBaHHS MeaudHUX BHpOoOiB. YacTuna 5. BunpoOyBaHHS
Ha uToTokcHuHICTH in vitro (EN ISO 10993-5:2009);

JACTY EN ISO 14155:2022 Kuniniyai ZOCHIIKCHHS MEIUYHUX BUPOOiB s moaei. Hanexna kiaiHIgHA
npaktuka (EN ISO 14155:2020; ISO 14155:2020);

ACTY EN 62366:2015 Bupobu memuuHi. 3acTOCYBaHHsS CPrOHOMIYHOTO MPOCKTYBAaHHS MEIUYHUX
Brpo6is (EN 62366:2008, IDT);

ACTY EN ISO 17664:2018 Crepwumizaniss Meamyaux BupoOiB. [Hdopmamis, siky Hagae BHPOOHHK
MEIUYHUX BUPOOIB 1040 creputizamii meaununux BupoOiB (EN ISO 17664:2017; ISO 17664:2017);

JACTY EN 1041:2015 Bnpo6n\1\v{§:‘q111m{,i’. ,%I(I)OpMaI_IiSI, ﬂWOGHHK (EN 1041:2008 +A1:2013).
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