Bupoouux/Manufacturer

Anpeca/ Address:

YnoBHoBaxXeHHH
NPEeICTABHUK B
Yxpaini/ Authorized
representative:

Ipoayxuis/Product:

BiagmoBizae Bumoram/
Conforms with
requirements of:

IIpouenypa TexHiunoro
peraamenty/Technical
regulation procedure

HonaTtkoBa indopmanis/
Additional information:
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Pimennst/Decision: Ne 069-03
Jata Bunaui/Issue date: 26.10.,

OPI'AH 3 OLIHKM BIAMOBIAHOCTI 3 HOCIgHUA MEAVYHUA
TOB «4ocngH1n MEgQUYHNN LLEHTP CEPTU®IKALI» &= CEPTMCDIKAL{II

I0eHmucbikayitiHu Homep ripudHa4YeHozo opaaHy UA.TR.126

CEPTHU®IKAT BIAINOBIIJHOCTI

Certificate of Conformity
Ne UA.TR.126 753 20 069 03

Guilin Woodpecker Medical Instrument Co., Ltd./ [Yyinine
Byonexep Meoixan Incmpymenmce Ko. JImo.

Information Industrial Park, Guilin National High-Tech
Information Park, 541004, Guilin, Guangxi, China/ Ingopmeiiun
Inoacmpian napk, I'yvinine Hetiwmenan Xau-Tex Inghopmeiiun Ilapk,
541004 I'yininw, I'yanci, Kumati

TOB «Bioaa Meatexnika»/ Viola Medtehnika LLC

36000, m. I[TonraBa, By I'epoiB-uopHoOunsiiB, 1 5/Ukraine, Poltava,
36039, Heroiv-chornobyltsiv Str. 15

KO €IPITIOY 23548019

telL: +380532615890; +380532508643; e-mail: sale@viola.net.ua

Amapatu cromaroioriuni/Dental apparatus

[lepenik mMenuyHux BUpoOiB 3a3HadeHudt y Jlomatky Ne 1, mo €
HEBIJ’ eMHOIO YacTuHOIO Iboro Ceprudikary BiamosigHocTi/ The list
of medical devices indicated in Annex 1 which is the integral parts of
the Certificate of Conformity

TexHIYHOTO perjaMeHTy MIOJ0 MEIUYHHUX BHPOOIB (3aTBEpHKEHUH
[TocranoBoro KMY Big 02 xoBtHs 2013 pokxy Ne753)/ Technical
regulation on medical devices (approved by Decrees of Cabinet of
Ministers of Ukraine Ne753 dated October 02, 2013)

Jonmatox Ne3 — 3a0e3neueHHs GyHKI[IOHYBaHHS KOMILJIEKCHOI CUCTEMHU
ympaBiiHHs sKicTiO (6e3 mepeBipku mpoekty)/Annex 3: ensuring of
functioning of full quality assurance system (without design
examination)

Kox YKT3E]J] 841920 00 00

Cepmucpixam euoanuii na 3aminy Cepmugpixamy 6ionogionocmi

Noe UA.TR.126 753 19 069 02. Jlama nepsunnoi cepmucpixayii
26.07.2019 p.

Hiiicuuii 3/Effective date: 26.10.2020
Hivicauit no/Expiry date: 25.07.2024

JMupexTop/ A.B. YekaJin/
Director A. Chekalin
YunHicT cepTHIKaTy BiANOBIAHOTT MOJKHA nep 3fYICh 10 OpraHy 3 OLIHKH BiANOBIAHOCTI/

The validity of the Certificate of Conformity can be chelh ontactmg Certification Body

10135
JCTY EN ISO/IEC 17065

npoBynok XoTkesuya MHara. 2A, micto Kuis, 02094, Ykpaina  email: office@dmcs.in.ua e« www.dmcs.in.ua e Ten: (044) 2274061
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Honatox 1/Annex 1

Ilepeaix Mexmaaux BUPOOIB/List of medical devices

yi{e]

\AHWA MELNYHUA
{TP CEPTUDIKALIIT

Mopean/Model Kon 3a
HaiiMenyBaHHSI MeHYHOI O HajimenyBaHHSI MEAUYHOTO K HK
< i Jac/
Ne Homep 3a BHPOOY aHIIifiCEKOI0 MOBOKO/ BHPOOY YKPaiHCHKOIO Class | 924:2019
KaTajgorom/RE English product name moBow/ Ukrainian product name /GMDN
F Code
1 2 3 4 5 6
1 USIILED Piezo Bone Surgery US Il LED Cucrema ybpTpa3ByKoBa Xipypriusa Ila 44778
; Ultrasurgery US Il LED
0 DSIILED DTE | Piezo Bone Surgery DS II LED DTE Cucrema yJbTpa3ByKoBa Xipypriuaa IIa 44778
; Ultrasurgery DS II LED DTE
3 Surgery-X Piezo Bone Surgery Surgery-X Cucrema yabTpa3ByKoBa Xipypriuysa Ila 44778
) Surgery-X
4 Surgery-X Piezo Bone Surgery Surgery-X Cucrema yJabTpa3ByKoBa Xipypriuxa Ila 44778
: Surgic touch
5 Fi-P Obturation System Fi-P Cucrema eHIOOOHTHYHOT 00Ty parii Ila 44859
: Fi-P
6 Fi-G Obturation System Fi-G Cucrema eHIOIOHTUYHOT 00TYypaLii [Ta 44859
y Fi-G
7 Fi-G, Fi-P Obturation system Fi-G & Fi-P Cucrema €HIONOHTUYHOI 00TYpawii [la 44859
) Fi-G & Fi-P
8. |Endol Ultrasonic Endo Activate Device Endo 1 | AKTuBartop ippiranros Endo 1 [la 35970
9 PT-A Dental Scaler and Air Polisher PT-A ConocTpyliHuii anapaT Ta Ila 36047
) yJpTpa3ByKoBul ckajep PT-A
10. | PT3 Periodontal treatment device PT 3 Anmnapar napoponransHuii PT 3 ITa 36047
11. | PTS Periodontal treatment device PT 5 Amnapar napoponrtansHuii PT 5 IIa 36047
12 Piezo Bone Surgery Ultrasurgery without | Cucrema yn»Tpa3sBykoBa Xipypriuxa Ila 44778
' LED Ultrasurgery 6e3 LED
13 Piezo Bone Surgery Ultrasurgery LED Cuctema yJbTpa3ByKoBa Xipypriusa Ila 44778
) Ultrasurgery LED
14 Piezo Bone Surgery Ultrasurgery II Cucrema ynbpTpa3ByKoBa Xipypriqysa Ila 44778
) without LED Ultrasurgery 1l 6e3 LED
15 Piezo Bone Surgery Ultrasurgery Il LED | Cucrtema yJabTpa3sByKoBa Xipypriuna ITa 44778
) Ultrasurgery II LED
16. | Endo radar Endo motor Endo radar Ennomammna Endo radar Ila 38611
17. | Endo radar Endo motor Endo Radar white Ennomammuna Endo Radar Gina Ila 38611
18. | Endo radar Endo motor Endo Radar black Enpomammua Endo Radar yopHa Ila 38611
19. | E-COM+ Endo Motor E-COM+ Ennomammna E-COM+ [la 38611
20. | E-COM Endo Motor E-COM Ennomammua E-COM IIa 38611
21. | Endo Radar Plus | Endo Motor Endo Radar Plus Enpomammnaa Endo Radar Plus Ila 38611
22. | Endoradar Plus | Endo motor Endo Radar Plus white Ennomamuna Endo Radar Plus 6ina Ila 38611
23 Endo radar Plus | Endo motor Endo Radar Plus black Ennomammna Endo Radar Plus [la 38611
3 4OpHa
24. | Endo Smart+ Endo Motor Endo Smart+ Enpomammnaa Endo Smart+ Ila 38611
25. | Ai-Motor Endo Motor Ai-Motor Ennomaminaa Ai-Motor Ila 38611
26. | Ai-Motor Endo motor Ai-Motor white Enpomammuna Ai-Motor 6ina Ila 38611
27. | Ai-Motor Endo motor Ai-Motor pink Exnomarinnna Ai-Motor poxkesa [la 38611
28. | Ai-Motor Endo motor Ai-Motor purple Ennomammusa Ai-Motor dionetosa lla 38611
29. | MotoPex Endo Motor MotoPex Enmomammaa MotoPex Ila 38611
30. | Motopex Endo motor Motopex white Ennomamuna Motopex 6ina Ila 38611
31. | Motopex Endo motor Motopex pink Exnomauna Motopex poxesa Ila 38611
- 32. | Motopex Endo motor Motopex purple Ennomammaa Motopex ¢ionetoa lla 38611
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Honarok 1/Annex 1

no Ceprudikary Bignosignocti Ne UA.TR.126 753 20 069 03
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Ilepenix mequuHux BUpoOOiB/List of medical devices

CIIAHA MEOWYHUA

LIEHTP CEPTU®DIKALIIT

1 2 3 4 5 6
33. | EndoMatic Endo Motor EndoMatic Enpomanirnia EndoMatic Ila 38611
34. | Endo Gold Endo Motor Endo Gold Ennomammuna Endo Gold IIa 38611
35. | Implanter Implant Motor Implanter ®iziomicnencep Implanter Ila 35878
36. | Implant-X Implant Motor Implant-X dizionicnencep Implant-X [la 35878
37 Implanter Implanter (can't be autoclave with China ®izionicnencep Implanter Ila 35878

: bearing) (HeaBTOKJIaBY EMHIA)
Implanter Implanter (can't be autoclave with GRW diziopicniencep Implanter Ila 35878
38. bearing) (neaBToknaByemuii, GRW
iU MITHUKHN)
39 Implanter Implanter( can be autoclave with China dizionicnencep Implanter Ila 35878
) bearing) (aBTOKJIABYEMUIN)
Implanter Implanter (can be autoclave with GRW dizionicnencep Implanter Ila 35878
40. bearin) (aBroknaByemuii, GRW
i IIIMTTHUKK)
41 Implanter LED Implanter LED (can't be autoclave with ®izionicnencep Implanter LED IIa 35878
) China bearing) (HEeaBTOKJIABY EMUIA)
Implanter LED Implanter LED (can't be autoclave with dizionicneHcep Implanter LED Ila 35878
42. GRW bearing) (neaBrokiaByemuit, GRW
i A ANTHAKK)
43 Implanter LED Implanter LED (can be autoclave with dizionicniencep Implanter LED Ila 35878
) China bearing) (aBTOKJIaBY €MUIA)
Implanter LED Implanter LED (can be autoclave with dizionicnencep Implanter LED Ila 35878
44, GRW bearin) (aBroknaByemuii, GRW
i I MITHUKK)
45, | U600 Ultrasonic scaler U600 Cxanep yabTpasBykosuit U600 [la 36047
46 D 600 DTE Ultrasonic scaler D 600 DTE Ckasep yabTpasBykosuit D 600 Ila 36047
) DTE
47. | U600 LED Ultrasonic scaler U600 LED Ckanep yabrpazBykosuit U600 LED Ila 36047
48. | UDS-E Ultrasonic scaler UDS-E Cxanep ynbrpassykoBuit UDS-E [la 36047
49 UDS-E LED Ultrasonic scaler UDS-E LED Ckanep yabrpazBykosuii UDS-E [la 36047
i LED
50. | UDS-L Ultrasonic scaler UDS-L Ckanep ynabrpazBykosuii UDS-L [1a 36047
51 UDS-L LED Ultrasonic scaler UDS-L LED Cxkanep yabtpazBykoBuit UDS-L IIa 36047
; LED
52. | UDS-A Ultrasonic scaler UDS-A Ckanep yabrpazBykosuit UDS-A [la 36047
53 UDS-A LED Ultrasonic scaler UDS-A LED Ckanep yabrpazBykosuit UDS-A IIa 36047
) LED
54. | UDS-P Ultrasonic scaler UDS-P Cxanep yabrpasykoBuit UDS-P [la 36047
55 UDS-P LED Ultrasonic scaler UDS-P LED Cxkanep ynbrpazBykoBuit UDS-P [la 36047
; LED
56. | UDS-J2 Ultrasonic scaler UDS-J2 Ckanep yabTpazBykoBuit UDS-J2 Ila 36047
57 UDS-J2 LED Ultrasonic scaler UDS-J2 LED Ckanep ynbTpazBykoBuit UDS-J2 [la 36047
) LED
58. |-UDS-J Ultrasonic scaler UDS-J Ckanep yabtpazBykoBuit UDS-J IIa 36047
59 UDS-K LED Ultrasonic scaler UDS-K LED Ckanep yabrpa3Bykosuit UDS-K [la 36047
i LED
60. | UDS-B Ultrasonic scaler UDS-B Cxkanep ynabTpasBykosuit UDS-B [1a 36047
61. | UDS-K Ultrasonic scaler UDS-K Ckanep ynbrpazsykosuit UDS-K [la 36047
62. | DPEXIDTE Apex Locator DPEX I DTE Anexkcnokarop DPEX I DTE [Ia 16355
63 DPEX III (golden | Apex Locator DPEX III (golden standard | Amnekciokarop DPEX III (3onoruit Ila 16355
* | standard ) DTE ) DTE crannapt) DTE
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Ilepenix MmeauaHux BUPoOGiB/List of medical devices

LAOCTIAHWA MEOUYHUA
LEHTP CEPTU®IKALIT

1 2 3 4 5 6
64 DPEX III New Apex Locator DPEX 11l New upgrade Anexkcnokarop DPEX I1I HoBuii Ila 16355
' | upgrade DTE DTE BAOCKoHaneHuid DTE
65. | WOODPEX 1 Apex Locator WOODPEX | Anexcnokarop WOODPEX | IIa 16355
66. | WOODPEX II Apex Locator WOODPEX 11 Anekcnokarop WOODPEX 11 IIa 16355
67 WOODPEX 1II | Apex Locator WOODPEX III (pro) gold Anexcinokarop WOODPEX 111 I[la 16355
" | (pro) gold (pro) (3o510THiA cTaHmapT)
68 WOODPEX III | Apex Locator WOODPEX III (pro) Anekcnokarop WOODPEX 111 ITa 16355
" | (pro) gold gold, gold (pro) (30J10THii cTaHAAPT) 3070THIA
WOODPEX III | Apex Locator WOODPEX 111 (pro) Auzcaernp WOODPEX Il la e
69. (pro) gold gold, rose gold (pro) (30/10THH CTaHAAPT) poXkKeBE
; 30JI0TO
70. | WOODPEX 1l | Apex Locator WOODPEX I Anekciokarop WOODPEX 111 [Ta 16355
71 WOODPEX III | Apex Locator WOODPEX III New Anexcinokarop WOODPEX 111 IIa 16355
" | New upgrade upgrade HOBUH BIOCKOHAJICHHUM
7 WOODPEX Apex Locator WOODPEX XIII plus Anexcnokarop WOODPEX XIII IIa 16355
| XIII plus plus
73 WOODPEX Apex Locator WOODPEX XIII plus Anexciokarop WOODPEX XIII Ila 16355
" | XIII plus gold plus 3osoTuii
74 WOODPEX Apex Locator WOODPEX XIII plus Anekcnokarop WOODPEX XIII Ila 16355
| XIII plus rose gold plus poxxeBe 3051010
75 WOODPEX Apex Locator WOODPEX XIII V Anekcnokarop WOODPEX XIII V Ila 16355
T XV
76. WOODPEX Apex Locator WOODPEX XIII V gold Anexkciokarop WOQDPEX X1V [la 16355
XIII V 30JI0TUIH
77 WOODPEX Apex Locator WOODPEX XIII V rose Anexcnokarop WOODPEX XIII V Ila 16355
s XN gold pOXKeBe 30J10TO
78. | Minipex Apex Locator Minipex Anexkcnokatop Minipex IIa 36047
79. | D1 DTE Ultrasonic scaler D1 DTE Cxkanep ynbtpa3sykoBuii DI DTE Ila 36047
80 D2 LED DTE Ultrasonic scaler D2 LED DTE Cxkanep ynbrpassykosuii D2 LED IIa 36047
g DTE
81 D2 LED plus Ultrasonic scaler D2 LED plus DTE Cxanep ynbrpasBykoBuiit D2 LED IIa 36047
[ DEE wiroc DTE
82,1 D3 Ultrasonic scaler D3 Cxkanep ynabTpasBykosuii D3 I1a 36047
83 D3 LED DTE Ultrasonic scaler D3 LED DTE Cxanep ynbrpassykoBuii D3 LED Ila 36047
) DTE
84. | D5 Ultrasonic scaler D5 Ckanep ynbTpa3BykoBuii D5 Ila 36047
85 D5 LED DTE Ultrasonic scaler DS LED DTE Cxanep ynbrpaszBykosuit D5 LED Ila 36047
g DTE
86 D6 LED DTE Ultrasonic scaler D6 LED DTE Ckanep ynbrpassykosuit D6 LED Ila 36047
; DTE
87. | D7 Ultrasonic scaler D7 Cxanep ynbTpa3sBykoBuii D7 Ila 36047
88 D7 LED DTE Ultrasonic scaler D7 LED DTE Cxanep ynbrpasBykoBuii D7 LED Ila 36047
; DTE
89 UDS-N4 Built-in ultrasonic scaler UDS-N4 Ckanep yJbTpa3ByKoBHMii 1110 [la 36047
i BMOHTOBY€EThCsi UDS-N4
90 V1 DTE Built-in ultrasonic scaler V1 DTE Cxkanep ynbTpa3ByKoBHif 110 JF:] 36047
; BMOHTOBY€ThCst V1 DTE
91 V2 Built-in ultrasonic scaler V2 Cxanep ynbTpa3ByKoBHiA 10 [1a 36047
i ) BMOHTOBY€ETbCS V2
9 V2 LED DTE Built-in ultrasonic scaler V2 LED DTE Cxanep ynbTpa3ByKoBHii 1110 Ila 36047
: BMOHTOBY€eTbess V2 LED DTE
93 V3 Built-in ultrasonic scaler V3 Cxkarnep ynbTpa3sByKkoBHil 10 Ila 36047
s BMOHTOBYEThLCS V3
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OCIIAHWNA MEAVHYHNA
LIEHTP CEPTUDIKALIT

1 2 3 4 S 6
94 V3 LED DTE Built-in ultrasonic scaler V3 LED DTE Cxkanep yJabTpa3ByKOBHH 1110 [la 36047
: BMoHTOBY€EThCs1 V3 LED DTE
95 UDS-NI1 Built-in ultrasonic scaler UDS-N1 Cxanep yJabTpa3ByKOBHIA 1110 [la 36047
i BMOHTOBY€ThCsI UDS-NI1
UDS-N2 Built-in ultrasonic scaler UDS-N2 CkaJiep yJabTpa3ByKOBUH L0 [la . 36047
96.
BMOHTOBY€ThCsi UDS-N2
UDS-N3 Built-in ultrasonic scaler UDS-N3 Ckasep ynbTpa3ByKOBHIA 110 [la 36047
97.
BMOHTOBY€EThC UDS-N3
03 UDS-N2 LED Built-in ultrasonic scaler UDS-N2 LED Cxkanep yJabTpa3ByKOBHUIA 1110 Ila 36047
. BMOHTOBY€ETbcs UDS-N2 LED
99 UDS-N3 LED Built-in ultrasonic scaler UDS-N3 LED Ckanep yJabTpa3ByKOBUH 1110 Ila 36047
: BMOHTOBY€EThCs UDS-N3 LED
UDS-N6 Built-in ultrasonic scaler UDS-N6 Ckanep yabTpa3ByKOBHUIt 110 Ila 36047
100.
BMOHTOBY€EThC UDS-N6
101 UDS-N6 LED Built-in ultrasonic scaler UDS-N6 LED Ckasiep yJbTpa3ByKOBHI L0 [1a 36047
j BMOHTOBY€EThCs UDS-N6 LED

A.B. YekaJjin
. A.Chekalin

JMupexTtop/
Director

Hara Bunaui/Issue date:

Honatok 1 niticHuit npu HasBHOCTI CeprHdikary Binnosimsocti Ne UA.TR.126 753 20 069 03/
Annex 1 is valid with Certificate of Conformity Ne UA.TR.126 753 20 069 03
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