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Hakasu MiHicTepcTBa €KOHOMIYHOIO PO3BUTKY i TOPriBi YKpaiHu
Big 06.03.2018 p. Ne320 T1a Big 11.12.2019 p. Ne723

CEPTUDIKAT BIIIMOBITHOCTI
Certificate of Conformity

Ne UA.TR.126 753 22 069 05

‘Bupoonux/Manufacturer: Guilin Woodpecker Medical Instrument Co., Ltd./ [yinins
: Byonexep Meoixan Incmpymenme Ko. JImo.

Anpeca/Address: Information Industrial Park, Guilin National High-Tech
Information Park, 541004, Guilin, Guangxi, China/
Ingpopmetivn Inoacmpian napx, I'yinine Heiwenan Xaii-Tex
Inpopmeiiwun Iapx, 541004 I'yinins, Ivanci, Kumaii

CH MEDICAL CENTER OF CERTIFICATION -

YnoBHoBakeHuii TOB «Biosta Mexrexuika»/ Viola Medtehnika LLC
MpeacTaBHUK B YKpaiHi / 36000, m. [Tonrasa, By ['epoiB-uopHo6HNbLIB, 1 5/Ukraine,
Authorized representative: Poltava, 36039, Heroiv-chornobyltsiv Str. 15

KOJ €IPTIOY 23548019

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

Ipoayxuist/ Product: Amnaparu cromaTonoriuni/Dental apparatus
Ilepenix memuunux Bupo6iB 3a3Hauennii y Jogatky Ne 1, mio €
HEBLJI’EMHOIO YacTUHOIO 11boro CepTudikaTy Bimmosiamnocti /The
list of medical devices indicated in Annex 1 which is the integral
part of the Certificate of Conformity

Bignosinae Bumoram/ Texuiunoro  permamMeHTy — MO0  MEIMYHHX  BHPOOIB
Conforms with requirements (3arBepkenuit ITocranosoro KMY Bix 02 xostas 2013 poky
of: Ne753) /Technical regulation on medical devices (approved by
" Decrees of Cabinet of Ministers of Ukraine Ne753 dated October

02, 2013)

IIpouenypa Texuiunoro

Honatox Ne3 — 3abesnedenns (QyHKLiOHYyBaHHS KOMIUIEKCHOI
peraamenty/Technical

CHCTEeMH YINpaBlliHHg sKicTio (0e3 mepeBipku 1poekTy)/— Annex

regulation procedure: 3: ensuring of functioning of full quality assurance system
(without design examination)
HonarkoBa indopmanis/ Kon YKT3EJT 84192000 00
Additional information: Cepmudpixam euoanuii na saminy Cepmugpixamy ionogionocmi
NeUA.TR. 126 753 21 069 04. Jlama nepsunnoi cepmudhixayii
5 26.07.2019 p.
Pimennst/Decision: Ne 069-H3/05 JivicHuii 3/Effective date: 22.09.2022

- Miticunit no/Expiry date: 25.07.2024

.Jlara Bunaui/Issue date: 22.09.2022

Jupexrop/
Director

Anapiii UEKAJITH
Andrii CHEKALIN

~
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HNonarok 1/Annex 1

Iepenik Mmeqnunux BUpoOiB/List of medical devices

LOCTIAHI MEQUH
HTP CEPTUDIKALII

Sdbe b1

Mopens/ Kon 3a
Model/ HaiimenyBanusi MeAH4HOr0 HaiimenyBanns mequunoro | . HK
Ne Homep 3a BHPOOY YKPATHCBKOIO BHPOOY AHIJIiHCHKOI0 MOBOKO/ ol 024:2019/
P poby YKPp poby a! Class
KaTajaorom/ mosoro/ Ukrainian product name English product name GMDN
REF Code
1 2 3 4 3 6
I USITLED Cucrema yJabTpa3ByKoBa Piezo Bone Surgery US Il LED Ila 44778
y xipypriuna Ultrasurgery US Il LED
DS II LED DTE Cucrema yabTpa3ByKoBa Piezo Bone Surgery DS Il LED Ila 44778
2. xipypriuna Ultrasurgery DS II DTE
LED DTE
3 Surgery-X CucreMa yJbTpa3ByKoBa Piezo Bone Surgery Surgery-X ITa 44778
) Xipypriuna Surgery-X
4 Surgic touch Cucrema yJbTpa3ByKoBa Piezo Bone Surgery Surgic Ila 44778
) xipypriuna Surgic touch touch
5 Fi-P Cucrema eH100HTHYHOT 06Ty pauit Obturation System Fi-P lla 44859
) Fi-P
6 Fi-G CucTema eH010HTHYHOT 00Ty pauii Obturation System Fi-G lla 44859
) fay Fi-G
7 Fi-E Cucrema o6Typauitina (iHXeKTOp) Obturation System Fi-E Ila 44859
; Fi-E
3 Fi-G, Fi-P Cucrema eHaooHTHUHOT 06Ty pauii | Obturation system Fi-G & Fi-P Ila 44859
} Fi-G & Fi-P
9 Fi-E Fi-P Cucrema o0TypalliiiHa Obturation System Fi-E Fi-P Ila 44859
' Fi-E Fi-P
10 20G22 In’ekuilina ronka ans Injection needles for Fi-G Ila 44859
' o6typauiithoi cucremu Fi-G 20G22 Obturation System 20G22
1 20G24 IH’ekuiliHa roska s Injection needles for Fi-G Ila 44859
) o6typauiiitoi cucremu Fi-G 20G24 Obturation System 20G24
12 20G28 In’ekuiiina rosika ans Injection ffeedles for Fi-G Ila 44859
) o6Ttypauiiitoi cucremu Fi-G 20G28 Obturation System 20G28
13 23G24 [H’ekiiitina ronka anis Injection needles for Fi-G Ila 44859
' o6typauiiinoi cucremu Fi-G 23G24 Obturation System 23G24
14 23G28 [H’ekuiiiHa roaka ans Injection needles for Fi-G [la 44859
) o6typauiiitoi cucremu Fi-G 23G238 Obturation System 23G28
5 25G24 [H’ekuitiHa ronka ais Injection needles for Fi-G Ila 44859
' o6typauiiinoi cucremu Fi-G 25G24 Obturation System 25G24
16 Endo 1 Axrtusarop ippirantos Endo 1 Ultrasonic Endo Activate I1a 35970
) Device Endo 1
PT-A CopoctpyiiHuii anapat Ta Dental Scaler and Air Polisher Ila 36047
17. o
yabTpa3BykoBuii ckanep PT-A PT-A
18 AP-H Copnoctpyiinuii nakoneunnk AP-H | Dental air polishing handpiece Ila 45406
; AP-H
AP-H Plus Copnoctpyitnuii Hakoneunuk AP-H | Dental air polishing handpiece Ila 45406
19.
Plus AP-H Plus
AP-A CopocTpyHHui anapar Ta Dental Scaler and Air Polisher Ila 44908
20. .
yJAbTpa3ByKoBHii ckanep AP-A AP-A
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Honatok 1/Annex 1

Mepenix meqnunux BUpobis/List of medical devices

A MEOUYHIA

QEPTI/IIUH'

Dental Scaler and Air Polisher

(HeaBTOKJIABYEMHI)

with China bearing)

21 AP-B CopoctpyiHuii anapar Ta Ila 44908
] yabTpa3ByKoBui ckanep AP-B AP-B
2. PT3 Anapar napoaoHtanbiuii PT 3 Periodontal trea;ment device PT lla 36047
3. PTS5 Anapart naponontanbuuii PT 5 Periodontal It)r;astment device Ila 36047
24 i Cucrema yJbTpa3ByKoBa Piezo Bone Surgery Ila 44778
' xipypriuna Ultrasurgery 6e3 LED Ultrasurgery without LED
25 i Cucrema yJabTpa3ByKoBa Piezo Bone Surgery Ila 44778
' xipypriuna Ultrasurgery LED Ultrasurgery LED
26 i Cucrema yJbTpa3ByKoBa Piezo Bone Surgery Ila 44778
) xipypriuna Ultrasurgery Il 6e3 LED Ultrasurgery II without LED
27 ) CucreMa yJnbTpa3ByKoBa Piezo Bone Surgery Ila 44778
i xipypriuna Ultrasurgery II LED Ultrasurgery Il LED
8 Surgic Smart Cucrema yabTpa3ByKoBa Piezo bone surgery Surgic Ila 18049
i Xipypriuna Surgic Smart Smart
29. Endo radar Enpomawmnna Endo radar Endo motor Endo radar Ila 38611
30.| Endo radar Pro Enpomamnna Endo Radar Pro Endo motor Endo Radar Pro Ila 38611
31. Endo radar Enpomainvsa Endo Radar 6ina Endo motor Endo Radar white Ila 38611
32. Endo radar Ennomainsa Endo Radar wopha Endo motor Endo Radar black lla 38611
33. E-COM+ Enpomaiuvna E-COM+ Endo Motor E-COM+ Ila 38611
34. E-COM Ennomaiuvna E-COM Endo Motor E-COM Ila 38611
35.| Endo Radar Plus Enpomamuna Endo Radar Plus Endo Motor Endo Radar Plus Ila 38611
36, Endo radar Plus Bt Endo Redar Blus Sl Endo motorv\llihniflé) Radar Plus lla 38611
37 Endo radar Plus Enpomawmnna Endo Radar Plus Endo motor Endo Radar Plus Ila 38611
1 4yopHa black
38. Endo Smart+ Enpomainvia Endo Smart+ Endo Motor Endo Smart+ Ila 38611
39. Ai-Motor EnpomauivHa Ai-Motor Endo Motor Ai-Motor Ila 38611
40. Ai-Motor Enpomawnna Ai-Motor 6ina Endo motor Ai-Motor white lla 38611
41. Ai-Motor Enpomainvia Ai-Motor poxkesa Endo motor Ai-Motor pink Ila 38611
42. Ai-Motor Enpomaiinna Ai-Motor diosieTosa Endo motor” Ai-Motor purple lla 38611
43. MotoPex Enpomaiunna MotoPex Endo Motor MotoPex Ila 38611
44. Motopex Enpomamnbia Motopex 6ina Endo motor Motopex white Ila 38611
45. Motopex Enpomatunia Motopex poxkesa Endo motor Motopex pink Ila 38611
46. Motopex Enpnomaiinna Motopex dionerosa Endo motor Motopex purple lla 38611
47. EndoMatic Enpomamnna EndoMatic Endo Motor EndoMatic Ila 38611
48. Endo Gold Enpomamuna Endo Gold Endo Motor Endo Gold Ila 38611
49. Endo Free Ennomaunba Endo Free Endo motor Endo Free Ila 38611
50. Smart A Enpomaiuria Smart A Endo motor Smart A Ila 38611
51, K-PO Enpomaiuuvna nosipysaibHa K-PO Cordless Prophy Motor K-PO Ila 38611
59 i-Sensor H1 Bisiorpad i-Sensor H1 Intraoral imaging system i- I1a 44905
) Sensor H1
53 i-Sensor H2 Bisiorpad i-Sensor H2 Intraoral imaging system i- Ila 44905
: Sensor H2
54. Implanter ®isionicnencep Implanter Implant Motor Implanter lla 35878
35; Implant-X dizionicnencep Implant-X Implant Motor Implant-X Ila 35878
56 Implanter diszionicnencep Implanter Implanter (can't be autoclave lla 35878
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Mepeaik mequunux BuUpo6iB/List of medical devices

LOCHAHNMA MEONHHIA

CEPT!I MIKAL{IT

Implanter disioxicnencep Implanter Implanter (can't be autoclave Ila 35878
57 (neasroknaByemuii, GRW with GRW bearing)
MiALLKUITHUKK)
58 Implanter diszionicnencep Implanter Implanter( can be autoclave with lla 35878
) . (aBTOKaBYEMHUI) China bearing)
Implanter dizioaicnencep Implanter Implanter (can be autoclave with Ila 35878
59. (aBTOKnaByeMuid, GRW GRW bearin)
MiILMITHUKH)
60 Implanter LED ®iszioaicnencep Implanter LED Implanter LED (can't be Ila 35878
' (HeaBTOKJIABYEMUIA) autoclave with China bearing)
Implanter LED dizioaicnencep Implanter LED Implanter LED (can't be Ila 35878
61. (neasroknaByemuii, GRW autoclave with GRW bearing)
MiALUNHUKH)
62 Implanter LED dizionicnencep Implanter LED Implanter LED (can be Ila 35878
) (aBTOKJIABYEMHIA) autoclave with China bearing)
Implanter LED disionicnencep Implanter LED Implanter LED (can be lla 35878
63. (aBroknaByemuit, GRW autoclave with GRW bearin)
Mi AL ITHUKH)
64.| Implant X LED TpucTpiii as1s immianTauii 3y0is Dental Implantation Device Ila 35878
65. U600 Cxasiep yabrpazsykoBuit U600 Ultrasonic scaler U600 Ila 36047
66 D 600 DTE Ckanep yﬂprS?rByKOBHﬁ D 600 Ultrasonic scaler D 600 DTE lla 36047
' E
67 U600 LED Ckanep yabTpaszsykosuit U600 Ultrasonic scaler U600 LED Ila 36047
) LED
68. UDS-E Cxkanep ynbrpazsykosuit UDS-E Ultrasonic scaler UDS-E Ila 36047
69 UDS-E LED Ckanep ynb’rpangosnﬁ UDS-E Ultrasonic scaler UDS-E LED Ila 36047
' LE
70. UDS-L Cxkanep yabrpazsykoBuit UDS-L Ultrasonic scaler UDS-L Ila 36047
7 UDS-L LED Ckanep yﬂpra?gl))/KOBl/lﬁ UDS-L Ultrasonic scaler UDS-L LED ITa 36047
' L
12, UDS-A Cxkanep ynbrpa3sykosuit UDS-A Ultrasonic scaler UDS-A lla 36047
73 UDS-A LED Ckanep yﬂpriSByKOBMFI UDS-A Ultrasonic schler UDS-A LED Ila 36047
' ED
74. UDS-P Cxkanep ynprpaszBykosuit UDS-P Ultrasonic scaler UDS-P Ila 36047
75 UDS-P LED Cxkanep ynbrpazsykosuit UDS-P Ultrasonic scaler UDS-P LED Ila 36047
) LED
76. UDS-J2 Cxanep ynbrpazsykosuit UDS-J2 Ultrasonic scaler UDS-J2 Ila 36047
77 UDS-J2 LED Cxanep ynbrpassykosuit UDS-J2 Ultrasonic scaler UDS-J2 LED Ila 36047
' LED
78. UDS-J Cxkanep ynbrpassykosuit UDS-J Ultrasonic scaler UDS-J Ila 36047
79 UDS-K LED Ckanep ynbrpassykosuit UDS-K Ultrasonic scaler UDS-K LED ITa 36047
T ¥ LED ) '
80. UDS-B Cxanep ynbrpaszsykosuit UDS-B Ultrasonic scaler UDS-B Ila 36047
81. UDS-K Ckanep ynbrpassykosuit UDS-K Ultrasonic scaler UDS-K Ila 36047
82.| DPEXIDTE Anexkcnokarop DPEX I DTE Apex Locator DPEX I DTE Ila 16355
83.] WOODPEX I Anexcnokarop WOODPEX 1 Apex Locator WOODPEX | Ila 16355
84 DPEX Il (golden | Anekcnokatop DPEX I1I (zonotnit | Apex Locator DPEX I1I (golden Ila 16355
‘| standard) DTE cranaapt) DTE standard ) DTE
85 DPEX III New Anexcnokarop DPEX Il nosui Apex Locator DPEX I New Ila 16355
| upgrade DTE spockonanennii DTE upgrade DTE
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Mepenik meqnunux Bupoo6is/List of medical devices

LOCIAHVA MEQNYHIA
TP CEPTADIKALII

Apex Locator WOODPEX I

smonToByeTbest V2 LED DTE

LED DTE

86.] WOODPEX 1I Anexcnokarop WOODPEX I Ila 16355
87 WOODPEX I Anekciiokarop WOODPEX 11 Apex Locator WOODPEX Il Ila 16355
) (pro) gold (pro) (30J10THi1 cTaHAApPT) (pro) gold
28 WOODPEX III Anekcnokarop WOODPEX 11 Apex Locator WOODPEX Il Ila 16355
) (pro) gold (pro) (30J0THI CTaHAAPT) 30J0THH (pro) gold, gold
WOODPEX 11 | Anexemoxarop WOODPEX I oy cator WOODPEX 111 ta 16333
89. (pro) (3o;oTHi1 cTaHAApT) POXKEBE
(pro) gold oy (pro) gold, rose gold
90., WOODPEX III Anexcinokarop WOODPEX 11 Apex Locator WOODPEX 111 Ila 16355
91 WOODPEX Il Anekcnokarop WOODPEX 111 Apex Locator WOODPEX 111 Ila 16355
| New upgrade HOBMM BJOCKOHATEHUMN New upgrade
90 WOODPEX XIII | Anekcnokarop WOODPEX XIII | Apex Locator WOODPEX XIII Ila 16355
: plus plus plus
93 WOODPEX XIII | Anekcnokarop WOODPEX XIII | Apex Locator WOODPEX XIII Ila 16355
i plus plus 30n0THH plus gold
94 WOODPEX XIII | Anexkcnokarop WOODPEX XIII | Apex Locator WOODPEX XIII lla 16355
' plus plus poxkeBe 30J10TO plus rose gold
95 WOODP;/EX XIII | Anekcnokarop WOODPEX XIII'V | Apex Locator WOODPEX XIII Ila 16355
) \
96 WOODPEX XIII | Anekcaokatop WOODPEX XIII V | Apex Locator WOODPEX XIII [Ta 16355
i V ; 30JI0THUH V gold
97 WOODPEX XIII | Anekcnokarop WOODPEX XIII' V | Apex Locator WOODPEX XIII Ila 16355
' \% POKEBE 30J10TO V rose gold
98. DPEX V Anekcnokarop DPEX V Apex Locator DPEX V Ila 16355
99. Minipex Anekcnokarop Minipex Apex Locator Minipex Ila 36047
100. Ai-Pex Anekciokarop Ai-Pex Apex Locator Ai-Pex Ila 16355
101. D1 DTE Cxanep ynbrpaszsykosuit D1 DTE Ultrasonic scaler D1 DTE lla 36047
102 D2 LED DTE Ckanep yanpaS?rygosnﬁ D2 LED | Ultrasonic scaler D2 LED DTE Ila 36047
103 D2 LED plus Cxanep ynbrpaszsykosuit D2 LED Ultrasonic scaler D2 LED plus Ila 36047
' DTE mtoc DTE DTE
104. D3 Cxanep yabTpa3BykoBrit D3 Ultrasofiic scaler D3 Ila 36047
105. D3 LED DTE Ckanep yﬂpraSl}rngBMﬁ D3 LED | Ultrasonic scaler D3 LED DTE Ila 36047
106. D5 Cxayiep yJbTpa3BykoBuit D35 Ultrasonic scaler DS Ila 36047
107, DS LED DTE Ckanep ynmpagt;ﬂygoanﬁ D5 LED | Ultrasonic scaler DS LED DTE Ila 36047
108. D6 LED DTE Ckanep yﬂpraS?ryEOBnﬁ D6 LED | Ultrasonic scaler D6 LED DTE Ila 36047
109. D7 Cxkayiep ynbTpa3BykoBuit D7 Ultrasonic scaler D7 lla 36047
110, _D7 LED DTE Ckanep yﬂpregl?rySOBHﬁ D7 LED Ultrasgmic scaler D7 LED DTE Ila 36047
11 UDS-N4 Ckasiep y/bTpa3ByKOBHH LIO Built-in ultrasonic scaler UDS- Ila 36047
' smoHTOBY€EThCSE UDS-N4 N4
12 V1 DTE Ckasiep yabTpa3ByKOBHH 1110 Built-in ultrasonic scaler VI Ila 36047
) smoHToBYyeTbest V1 DTE DTE
13 V2 Ckasiep yabTpa3ByKOBHH IO Built-in ultrasonic scaler V2 lla 36047
' BMOHTOBY€ETbCS V2
114, V2 LED DTE CkaJiep yJbTpa3ByKOBHH 11O Built-in ultrasonic scaler V2 Ila 36047
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LAHVYIA MEONYHIA

S‘EE’,TKALIIT

115 V3 Ckasiep yabTpa3ByKOBHH 110 Built-in ultrasonic scaler V3 Ila 36047
} BMOHTOBY€ETbCS V3
116 V3 LED DTE Ckasiep yJabTpa3ByKOBHH IO Built-in ultrasonic scaler V3 Ila 36047
i smonTOBY€EThCs V3 LED DTE LED DTE
117 UDS-N1 Ckasiep yabTpa3ByKOBHH 1110 Built-in ultrasonic scaler UDS- [la 36047
! sMoHTOBYETbCSt UDS-N1 NI
118 UDS-N2 CkaJiep yJbTpa3ByKOBHH 11O Built-in ultrasonic scaler UDS- ITa 36047
) BMOHTOBY€ETHCSE UDS-N2 N2
119 UDS-N3 Ckasiep ybTpa3ByKOBHi 11O Built-in ultrasonic scaler UDS- Ila 36047
) sMoHTOBY€ETbCSE UDS-N3 N3
120 UDS-N2 LED Ckasiep yabTpa3ByKOBHH 1110 Built-in ultrasonic scaler UDS- Ila 36047
) smonToBYyeTbcst UDS-N2 LED N2 LED
121 UDS-N3 LED CkaJsiep yJbTpa3ByKOBHH 11O Built-in ultrasonic scaler UDS- [la 36047
) smoHTOBY€ETHCS UDS-N3 LED N3 LED
122 UDS-N6 Ckanep yJabTpa3ByKOBHUH 110 Built-in ultrasonic scaler UDS- Ila 36047
) sMoHTOBYETbCSE UDS-N6 N6
123 UDS-N6 LED Ckasiep yJbTpa3ByKOBHH 110 Built-in ultrasonic scaler UDS- Ila 36047
' smoHTOBY€ETHCSI UDS-N6 LED N6 LED
124. Ué Ckanep ynibrpassykosuit U6 Ultrasonic scaler U6 Ila 36047
125, V6 LED Cxkanep ynbrpassykosuid V6 LED Ultrasonic Scaler V6 LED lla 36047
126. V6 Ckanep ysnbTpa3BykoBuid V6 Ultrasonic Scaler V6 Ila 36047
127. S6 LED Cxkanep ynbrpasBykosuit S6 LED Ultrasonic Scaler S6 LED Ila 36047
128 D-Laser Blue [TpucTpiit cTOMATONOriYHUMA Dental Diode Laser Device D- IIb 60340
' nasepuuil giogHuit D-Laser Blue Laser Blue
D-Laser 16 [TpucTpiit croMaToNoOriuHKH Dental Diode Laser Device I1b 60340
129, . 3 %
naszepHuii giognuit D-Laser 16 D-Laser 16
130, LX16 CTomaTonoriqlii;FlléLiOIlHnﬁ nasep Dental diode Laser LX16 IIb 60340
131 LX16 Plus CToMaToJIoriuHKi Ji0AHHH J1a3ep Dental diode Laser LX16 Plus 11b 60340
' LX16 Plus@ﬁ\ﬁfﬁ:}hh
MupexTtop/ AHflpiﬁ YEKAJIIH
Director Andrii CHEKALIN
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