TOB «OJJIEH JIEHTAJ»

04119, m. Kuis, Byn. IOpia Innenka 83 J1, odic 117
€JIPTIOY 42749088,
Ten.: +38(093)4477575,
E-mail: dir ollen@ukr.net

DECLARATION OF CONFORMITY
No. 4/ver. 6

5 JEKJIAPAL{IS TIPO BIATIOBIJHICTh
Ne 4/Bep. 6

Name of the medical devices — Root Apex locators C-ROOT,
Dental Implantation Systems C-SAILOR, Handpieces and
Irrigation tubes for Dental Implantation Systems C-
SAILOR, Endo motors C-SMART and mini push button
contral angle head from Endo motors C-SMART,
Obturation systems, Vertical pressure devices, Heat
plungers and Needles C-FILL, Endo Ultrasonic Activators
Ultra Smart

listed in the Annex 1 to this Declaration of Conformity, to the
requirements of Technical regulation conceming medical
devices (approved by the Decree of the Cabinet of Ministers of
Ukraine No. 753 dated October 02, 2013)

Manufacturer:

FOSHAN COXO MEDICAL INSTRUMENT CO., LTD
address: BLDG 4 District A, Guangdong New Light Source
Industrial Base. South of Luocun Avenue, Nanhai District.
Foshan 528226 Guangdong China

Tel.: +86 757 66692050

E-mail: coxosale8/@ gmail.com

Authorized Representative in Ukraine:

LLC «OLLEN-DENTAL»

address: 04119, Kyiv. Yuriia [llienka str., 83 D, of. 117, Ukraine
EDRPOU code: 42749088

Tel.: +380934477575

E-mail: dir_ollen@ukr.net

Medical devices classification: Class Ila according to points
14 and 17 of Annex 2 of Technical regulation concerning
medical devices.

The products is accompanied by the mark of conformity to the
requirements of Technical regulation:

G

UA TR.099

Hazea memmumnx Bupobis — Kopenesi anexc Jjoxaropn C-
ROOT, Pisiogicmencepn, HAKOHEYHHKH Ta CHCTEMH 3
KpanejiLHOK N0Aa4e) posuuny aasa ¢isiogicnencepies C-
SAILOR, Engo smoropn C-SMART Tta rogoBm st
KOHTPRYTOBHX HaxoHeunukie Bix Engo wmoropie C-
SMART, OGrypawiiini cucremn, Xodoami niarepa,
nacaakn i roawm  C-FILL, Enzoyvasrpaisykosi
aktusaropu Ultra Smart

srimio  mepeaiky B Jogatky 1 ngo  Jexmapamii  mpo
BLANOBIOHICT, BumoOraM TCXHIYHONO pPEIIAMCHTY  IIOJA0
MEeIMuHHX BUp0OOIB (saxmi saTBepmwkenuil [loctaHoBoOHO
Kabinety MinicTpis Vipainu Bix 02 sxostHs 2013 p. Ne 753)

Bupoonmk:

®OUIAHB KOKCO MEIKJT IHCTPYMEHT KO.. JIIMITIJT
axpeca: bymiena 4, padion Eii, I'vaumyr Hsero Jlaiir Copc
Ingactpien betic Cay(d o Jlvkan Asenbto, paiton Hanbxaii,
sicto Qomans, 528226 [N'vanayw, Kurait

Ten: +86 757 66692050

E-mail: coxosale8@ gmail.com

¥YnoBHOBAKEHHI NPEJICTABHAK B YKPAaiHi:

| TOB «OJUIEH-JEHTAJT»

| azpeca: 04119, Vkpaina, m. Kuis, By 1. FOpis In1enxa, 83 JTog.
117

€PIIOY: 42749088

Ten.: +380934477575

E-mail: dir_ollen‘@ukr.net

| Kaacndikauis 3aznaqennx memmauux supobis: Kmac lla
[ arizno 3 mynxramu 14 ta 17 [Hoaarky 2 Texuiynoro
| pernmamenTy moa0 MeIMMHHX BHPOOIB.

[Npoaykuird CYNPOBOMEKVE 3HAK BLAMOBIZHOCTI BHMOTAM

TexHIYHOTO perIaMeHTy:

UA TR.099




TOB «OJLIEH /IEHTAJI»

04119, m. Kuis, Bysn. FOpist Ltenxa 83 I, odic 117
€JIPTIOY 42749088,
Ten.: +38(093)4477575,

E-mail: dir_ollen@ukr net

Conformity Assessment Route: Annex 3 (with the exception
of items 8-11) of Technical Regulation on medical devices
approved by the Cabinet of Ministers of Ukraine Resolution
No. 753 of October 2, 2013 Conformity assessment body LLC
«UKRMEDCERT». 1-A Drahomanova str., office 2, Kyiv.
02059, Ukraine. accredited by the National Accreditation
Agency of Ukraine Certificates No. 80047 dated 15.11.2022
and No. 10240 dated 19.11.2022, designated by the Ministry of
Economic Development and Trade of Ukraine, under the
identification number UA TR.099 Decree of the Cabinet of
Ministers of Ukraine No. 753 dated October 02, 2013.

Certificate of Conformity of medical devices with requirements
of Technical Regulation on medical devices Ne UA.MD,366-21
version 02 valid from 17.10.2023 until 27.05.2026.

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

Declaration of Conformity wvalid from 17.10.2023 to

27.05.2026.

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, interational
regulations and legal acts and standards.

=

Mpoueaypa ouinku Bizmosinmocti: [omatox 3 (3a
BHKTIOYCHHAM MyHKTIB 8-11) TexHi4HOro permaMeHTy moao
MemIMHHX BUPOOiB, 3aTBepmicHoro IloctanoBow KaGinety
Minictpis Ykpainu Ne 753 Bin 2 xostHs 2013 p.

Ilpu3Hauennit opraH 3 OWIHKM  BLAMOBLIHOCTI
«YKPMEJICEPT». By [paromaxosa, GyauHok 1-A. odic 2.

M. Kuie, 02059, Vkpaima, axpeauroBanuii HauioHanbHuu |

AareHTCTBOM 3 akpemHTauii Yxpainu, atecratu Ne 80047 Bin
15.11.2022 ta Ne 10240 siz 19.11.2022, npusHaucHwii
MiHEKOHOMPO3BHTKY YKpainH 32 iZeHTHDIKALIHHIM HOMCPOM
UA.TR.099.

CeprrdikaT npo BiINMOBLIHICTE MEIMYHHX BUPOGIB BHMOTAM
TexHiYHOIrO  pPEriaMEHTY MO0  MEIMYHHX
Ne UA.MD.366-21 peaxuis 02, Tepmin i Bix 17.10.2023 p.
a0 27.05.2026 p.

3azHaueHi MeaMuHi  BMPOOM  BLAMOBIZAKOTE  BHMOTAM
HAIOHATBHHX, €BPONEHCHKHX TA MIZKHAPOJIHHX HOPMATHBHO-
MPABOBHX AKTIB TA CTAHIAPTIB, fAKi HaBeaeHi B Jodatky 2 10
aaHoi Jlexiapauii npo BiMOBITHICTS.

Jexnapauis npo BiInmOBLTHICTH midicua 3 17.10.2023 p. a0
27.05.2026 p.

Hepin eMHOM0 4acTHHORO 3aHOi Jlexmapauii mpo BLAMOBLIHICTS
€ Hactymui JdoJarku:

Hoaatox 1 3 nepemikoM Meau4HHX BHPOGIB,

Joaatox 2 3 nepemikOM HAUIOHATBHHX, EBPONCICHKHX Ta
MIKHAPOTHHX HOPMATHBHO-TIPABOBHX AKTIB TA CTAHIAPTIB.

|
This Declaration of Conformity is issued under the sole | Llx [lexnapauis npo BiANOBIAHICT BHIAHA TiA BHKTIOMHY

responsibility of the manufacturer.

BLANOBLIATBHICTh BHPOOHHKA.

TOB |

BHPOOIB |

Director LLC «OLLEN-DENTAL» /

Valeriya Rimek /

Oupextop TOB «OJUIEH-AEHTAJI»

/l Pivex B. @.
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TOB «OJJIEH IEHTAJ»

04119, m. Kuis, Byn. IOpis Linenka 83 I, odic 117
€JIPIIOY 42749088,
Tes.: +38(093)4477575,
E-mail: dir_ollen@ukr.net

Annex 1 to Declaration of Conformity No 4/ver. 6/
Hoaarok 1 go exnapauii npo Bianosignicte Ne 4/8ep. 6
List of the medical devices / Ilepenik meanunnx BupoGis

r Ne Hassa meanHoro Bupofy yKpaiHChKOK MOROI0 Name of the medical device in English !
=
I ®isiogicnencep C-SAILOR Dental Implantation Systems C-SAILOR "
) Pizioaicnencep C-SAILOR PRO Dental Implantation Systems C-SAILOR PRO
3. Dizioaicnercep C-SATLOR PRO+ Dental Implantation Systems C-SAILOR PRO+
4, CucTtema 3 KpaneIbHO MOAAUCH) POSHHHY Irrigation tube
o} Haxoneunux mas disiogicnencepa C6-19 Handpiece for Dental Implantation Systems C6-19
6. Haxoreunuk mnas disiomicnencepa C6-22 Handpiece for Dental Implantation Systems C6-22
74 Haxoreunuk 11 disiogicnencepa C6-23 Handpiece for Dental Implantation Systems C6-23
8. Eno motop C-SMART Endo motor C-SMART
9. Enno motop C-SMART mini AP Endo motor C-SMART mini AP
10. | Exgo motop C-SMART wmini LED Endo motor C-SMART mini LED
11. | Engo morop C-SMART wmini2 Endo motor C-SMART mimi2
12 Enmo motop C-SMART wmini Endo motor C-SMART mini
13. | Enao motop C-SMART I PRO Endo motor C-SMART I PRO
| 14. | Enno motop C-SMART-V Endo motor C-SMART-V
15. | Enzgo morop C-SMART-I Endo motor C-SMART-I ]
16. | Engo motop C-SMART-I PILOT Endo motor C-SMART-I PILOT §
17 C1-17M T'o010Ba 111 KOHTPKYTOBOro HakowewHHka 1:1 Big | C1-17M 1:1 mini push button contral angle head from I
" | Enxo motop C-SMART Endo motor C-SMART |
18 C1-19M Ton0Ba Anst KOHTPKYTOBOTO HakoHewsmka 1:1 Bix | C1-19M 1:1 mini push button contral angle head from |
" | Enao motop C-SMART Endo motor C-SMART
' 19 C4-1M TI'o0Ba A1 KOHTPKYTOBOTO HakoHeuHHKA 16:1 Bix | C4-1M 16:1 mini push button contral angle head from
ey Engo motop C-SMART Endo motor C-SMART
20 C4-19M lNonosa 17151 KOHTPKYTOBOTO HaKOHCUHMKA BiA Exao | C4-19M 16:1 mini push button contral angle head from
7 | motop C-SMART Endo motor C-SMART
71 C1-16M I'osoBa a5t KOHTPKY TOBOrO HakoHeuHHKa Bi1 EHo | C1-16M mini push button contral angle head from Endo
4 motop C-SMART motor C-SMART |
2 C4-2M losoBa A5 KOHTPKYTOBOTO HAKOHEUHHKA Bix EHno | C4-2M mini push button contral angle head from Endo '
[ © | moTop C-SMART motor C-SMART |
i' 73 C5-4M TNo10Ba 11 KOHTPKYTOBOTO HakOHEUHHKA Bix Enno | C5-4M mini push button contral angle head from Endo |
" | motop C-SMART ) motor C-SMART |
24. | Obrypamiiina cucrema C-FILL Obturation system C-FILL : .
25. | Obrypauiiina cucrema C-FILL Mini Obturation system C-FILL mini ,
26. | Imsxexrop microzer C-FILL Obturation Gun C-FILL
27. | Imwrexrop nictoaer C-FILL mini G Obturation Gun C-FILL mini G
28. | Toaku a4 IHA#eKTOP micToaeTa 23 ga Needles for Obturation Gun 23 ga
29. | T'oaxwm g4 imKkeKTOP micronera 25 ga Needles for Obturation Gun 25 ga
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TOB «OJUIEH /IEHTAJI»

04119, m. Kuis, Byn. IOpia [nnenka 83 I, odic 117
€JIPTIOY 42749088,
Tea.: +38(093)4477575,
E-mail: dir_ollen@ukr.net

Ne Haisa Meamanoro BHpoOY YRPATHCHKOK MOBOID Name of the medical device in English
_3_0,- ["0TKH 375 IHAKEKTOP MICTOJIETA MIKC Needles for Obturation Gun mix
31, | Tepmonmarep C-FILL Obturation Pen C-FILL |
32. | Tepwonarep C-FILL wini P Obturation Pen C-FILL mini P f
'33. | Hacame ua epmommrep 0,02 #45 Heat plunger 0.02 #45 |
34 Hacanxu Ha Tepmorumarep 0.04 #50 Heat plunger 0.04 #50 |
35. | Hacagxu Ha Tepmortzarep 0.06 #55 Heat plunger 0.06 #55
36. Hacanxu va Tepmonarep 0.08 #55 | Heat plunger 0.08 #55 |
37. | Hacaaku Ha Tepmorniarep Mikc ’ Heat plunger mix _!
38. Hacazxu Ha Tepmonarep mimi 0,02 #45 [ Heat plunger mini 0.02 #45 '
39. Hacazxu Ha Tepmonaarep mini 0.04 #50 Heat plunger mini 0.04 #50
40. Hacazgxu Ha Tepmonnarep mini 0.06 455 Heat plunger mini 0.06 #55
41. Hacazxu Ha Tepmonuiarep Mini 0.08 #55 Heat plunger mini 0.08 #55
42. | Hacagxu Ha TepMOIUIArep MiHi MiKC Heat plunger mini mix
43. | Tomkn ans imkexrop mictoera Mimi 23 ga Needles for Obturation Gun mini 23 ga i
44, | Toaxu 114 iHsKeKTOP micTOIETA MiHI 25 ga Needles for Obturation Gun mini 25 ga |
45, | T'onk\ Ans iHAKEKTOP MICTONETA MiHI MiKC Needles for Obturation Gun mini mix
I 46. | Xonoami miarepa Vertical pressure device
47. | Anexc 1okarop 3 cencoprow manerno C-ROOT T+ Apex locator with touch screen C-ROOT I+
| 48. | Koperesuit Anekc nokarop 3 mymentectepor C-ROOT VI | Root Apex locator with Pulp tester C-ROOT VI
49. | Kopeneswuit anexc aokarop C-ROOT 111 Root Apex locator C-ROOT II1
50. | EnaoymsTpassykoBuii akrueatop Ultra Slr-l_ajl_; Endo Ultrasonic Activator Ultra Smart
51. | Enaoyastpaseykosuit axtieatop Ultra Smart Al Endo Ultrasonic Activator Ultra Smart Al

Honomizxui 3aco0H Ta KOMILIEKTYBAALHI BHPODH:

Motor with wire for C-SAILOR

52, Motop 3 kabenem 11 (izioaicnencepa C-SAILOR

| 53 TpvOka. Axa mogae Boay 114 (iziogicnencepa C-SAILOR Water supply pipe for C-SAILOR

| 54. | Menams s biziogicmencepa C-SAILOR Foot control for C-SATLOR

i 55. | Bmok ympasniansg a4 izioaicnercepa C-SATLOR PRO+ Control unit for C-SAILOR PRO+
56. | Kabens sxuBrnenHs 11s isiogicnencepa C-SAILOR PRO+ | Power cord for C-SAILOR PRO+
57. 3anobixmuk 114 isionicnencepa C-SAILOR PRO+ Fuse for C-SAILOR PRO+
58, Ell{ngm ana ipurawii o diziogicmercepa C-SAILOR Irrigation hanger for C-SAILOR PRO+
59. | Morop 3 kabenem ana Qisiomicnencepa C-SAILOR PRO+ | Motor with cable for C-SAILOR PRO+
60. Eé:[éiaam 1A HakoHeuHuka (iziogicnencepa C-SAILOR Handpiece stand for C-SAILOR PRO+ =
61. | 3axmcHa 3araymka 11 isiozicnencepa C-SAILOR PRO+ Pmlccti\-';_plug for C-SAILOR PRO+
62. | Hommua nepans aas disiomcenencepa C-SAILOR PRO+ Foot pedal for C-SAILOR PRO+
63. | Kponmrefin 114 ¢iziomicnencepa C-SAILOR PRO+ Bracket for C-SAILOR PRO+
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|
Ne Hassa MeIH4HOro BUPOHY YKPATHCHKOK MOBOK) Name of the medical device in English !
64. | Tpumau TpyOxu 114 disiogicnencepa C-SAILOR PRO+ Tube holder for C-SAILOR PRO+ :
65. | USB-npuctpiit ana dizioaicnescepa C-SAILOR PRO+ USB for C-SAILOR PRO+ !
66. | Hoxaa negane g cepii C-SMART Foot pedal for C-SMART series ]
67. | Amamrep (DCSV, 1.5A) Adapter (DC5V, 1.5A) l
68. Axanrep (DC 10V. 1.5A) Adapter (DC 10V, 1.5A)
69. | Amantep (DC5V. 1.0A) Adapter (DC5V, 1.0A) N
70. | Amamrtep (DC5V. 0.5A) Adapter (DC5V, 0.5A) ]f
71. | Kabeas saryounka ang C-SMART-I Lip hook line for C-SMART-I ;
72. Tpumau ¢aiimie g C-SMART-1i C-ROOT I+(VD) File holder for C-SMART-I and C-ROQOT [+(VI)
73. | Tecrosuit kabeas wust C-SMART-I Test wire for C-SMART-I
74. | Pyura mms motopy aas C-SMART-I Motor handle for C-SMART-I
75. | Axymymstop s C-SMART-I/C-SMART Battery for C-SMART-I/C-SMART
76. Tpumau daiiais 11 C-SMART [ PRO i C-ROOT I+ File holder for C-SMART I PRO and C-ROOT I+
77. | Apantep 1 C-SMART [ PRO Adapter for C-SMART [ PRO
78. | LED niacsiuyBauus 11s C-SMART wmiri Mini LED for C-SMART
79. | Tecroeuii kadeas 111 C-ROOT I+ Test wire for C-ROOT I+
80. | Axantep 311 C-ROOT I+ Adapter for C-ROOT I+
81. | 3v6Hizonmu 111 C-ROOT (VD) Tooth probes for C-ROOT T+(VI)
82 Tectora pyuxa 111 C-ROOT I+(VI) Test handle for C-ROOT I+(VI)
83. | Axymyaarop amt C-ROOT I+(VI) Battery for C-ROOT T+(VI)
34 BT\'[Kd a1 Exgoy stpa3sykoBHX akrusaropis Ultra Smart | Sleeve for Endo Ultrasonic Activators Ultra Smart and
| 1 Ultra Smart Al Ultra Smart Al
85 Kmou a1a Exgoyastpassykosux axrusatopis Ultra Smart i | Wrench for Endo Ultrasonic Activators Ultra Smart and
Ultra Smart Al Ulira Smart Al |
36, | l'[i:ICTaBKa_ AL HAKOHCHHMKA EnpoyeTpaszeykoeux | Handpiece stand for Endo Ultrasonic Activators Ultra
__axraBaropis Ultra Smart i Ultra Smart Al Smart and Ultra Smart Al
87. | qocwma am Enaoymrpassyrosoro akreatopa UM | iy cor Endo Ultrasonic Activator Ultra Smart
88. g?:;iﬂfl CUL o Enrogarpiny konaro axnizasops Ul Tip CU1 for Endo Ultrasonic Activator Ultra Smart Al
Hacapmes CU2 ga EnacyasipRosysosord axeasarops Ulis Tip CU2 for Endo Ultrasonic Activator Ultra Smart AL

89.

Smart Al

| 90.

| Hacamka CU3 mas Ennoyastpassykosoro akrusatopa Ullra

| Smart Al

for Endo Ultrasonic Activator Ultra Smart Al

|

Director LLC «OLLEN-DENTAL»® /
Jupexrop TOB «OJIJIEH-IEHTAJL»

/f// Valeriya Rimek /

ﬁ amp / Piver B, @,

837



TOB «OJJIEH IEHTAJ»

04119, m. Kuis, Byn. IOpis Innenka 83 J1, odic 117
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Annex 2 to Declaration of Conformity No. 4/ver. 6
Hoaarox 2 no leknapauii npo Bianosianicts Ne 4/ep. 6

List of national, European, international regulations and legal acts and standards /
[lepenik HAUIOHANLHEX, EBPONEHCHKHX TA MI2KHAPOAHHX HOPMATHBHO-NPABOBHX AKTIB Ta
CTAHAAPTIB

HauionanbHi cTanaapTH, sIKi BRIIOUYEHI 40 MepestiKy HaUiOHANLHHX CTAHAAPTIB, AKI BLAMOBIAAIOTE
€BpONEechbKHM FapMOHI30BAHHM CTAHAAPTAM Ta X00pOBiNALHE 3aCTOCYBAHHS SKHX MO%XKe
CIPHAMATHCSA AK A0KA3 BIANOBIAHOCTI MeIH4YHUX BHPOOIB BuMoram TexHIYHOro pernamMmenTy moso
MeJMYHHX BHPODIB:

1) JACTY EN ISO 13485:2018 Memywruni BHpoOH. CHCTEMA YIIPABIIHHS SKICTIO. BHMOTH 10 pery TIOBaHH:!.

2) ACTY EN 60601-1-2:2015 Bupodu Meauuri ¢ rekrpuysi. YactrHa 1-2. 3arabHi BHMOTH mOI0 Ge3meku ta
OCHOBHHX pOOO4HX XapakrepucTHK. JlogaTkoBmii cranaapt. EnexTpomarnithi 30y penns. BUMOTH Ta BUIIPOGY BaHHA.
3) JCTY EN 1041:2015 Bupobu mMezudni. [Hdopmanis, Ky HATa€ BHPOOHHK.

4) JACTY EN 62304:2014 TIporpaMse 3a0e3meyeHHs MEIMYHMX MPHCTPOIB. [IPOLECH KMTTEBOrO LHKIY
TPOTPAMHOTO 3a0e3MeYeHHSL.

5) HCTY EN 60601-1-6:2015 Bupodn meausHi enexkrpuysi. Yactuna 1-6. 3araipHi BHMOTH mOJ0 OS3IeKy Ta
OCHOBHMX poOOUYMX XapakTepHCcTHE. [oaarkosuii crannapt: ExcryarauiiiHa MpHOaTHICTh.

6) JCTY EN 1640:2015 Cromatosoris. Bupobu Memimuni cToMaTonoriysi. YCTaTKOBAaHHA. 3araibHi TeXHIuHi
BHMOTH.

[3)] ACTY ENISO 17664:2018 Crepunizanis Mequunux Bupoois. [udopmanis, gy Hagac BHPOOHHK Me THUHUX
BHPOOIB 1010 CTEpHIIIANii MeTHYHHX BUPOOiB.

3) ACTY ENISO 10993-5:2015 bionoriuse ouiHOBAHHA Me4uHAX BEpoOiB. HacTuna 5. BunpoOoByBaHHs Ha

UHTOTOKCHYHICTE in Vitro.

MizHapoaHi CTAHAAPTH, PErJIAMEHTH, HACTAHOBH, peKOMeHAalil:

1) Council Directive 93/42/EEC of 14 June 1993 concerning medical devices.

2) ENISO 13485:2016 Medical devices - Quality management systems - Requirements for regulatory purposes.
3) EN ISO 14971:2019 Medical devices - Application of risk management to medical devices.

4 EN 60601-1:2006+A11:2011+A1:20134+A12:2014 Medical electrical equipment - Part 1. General
requirements for basic safety and essential performance.

5) EN 60601-1-2:2015 Medical electrical equipment - Part 1-2: General requirements for basic safety and
essential performance - Collateral Standard: Electromagnetic disturbances — Requirements and tests.

6) ISO 15223-1:2021 Medical devices - Symbols to be used with information to be supplied by the manufacturer
- Part 1: General requirements.

7 EN 1041:2008+A1:2013 Information supplied by the manufacturer of medical devices.

8) EN ISO 1797:2017 Dentistry - Shanks for rotary and oscillating instruments.

9) ISO 10993-1:2018 Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk

management process.

10) EN ISO 10993-5:2009 Biological evaluation of medical devices — Part 5: Tests for in vitro cytotoxicity.

11) EN ISO 10993-10:2013 Biological evaluation of medical devices — Part 10: Tests for irritation and skin
sensitization.

12) EN 62366-1:2015 Medical devices - Part 1: Application of usability engineering to medical devices.

13) EN 62304:2006 Medical device software - Software life cycle processes.

14) EN 60601-1-6:2010 Medical clectrical equipment - Part 1-6: General requirements for basic safety and
essential performance - Collateral standard: Usability.
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15) EN 1640:2009 Dentistry - Medical devices for dentistry - Equipment.

16) EN ISO 7153-1:2016 Surgical instruments - Materials - Part 1: Metals,

17) EN ISO 17664:2017 Sterilization of medical devices - Information to be provided by the manufacturer for
the processing of resterilizable medical devices.

18) EN 1SO 21530:2004 Dentistry - Materials used for dental equipment surfaces - Determination of resistance
to chemical disinfectants.

19) EN [SO 14457:2017 Dentistry - Handpieces and motors.

20) EN 62471:2008 Photobiological safety of lamps and lamp systems.

20 EN IS0 7405:2018 Dentistry - Evaluation of biocompatibility of medical devices used in dentistry.

22) EN 60068-2-1:2007 Environmental testing - Part 2-1: Tests - Test A: Cold.

23) EN 60068-2-2:2007 Environmental testing - Part 2-2: Tests - Test B: Dry heat.

24) EN 60068-2-78:2013 Environmental testing - Part 2-78: Tests - Test Cab: Damp heat, steady state.

25) EN 60068-2-31:2008 Environmental testing - Part 2-31: Tests - Test Ec: Rough handling shocks, primarily
for equipment-type specimens.

26) EN 60068-2-6:2008 Environmental testing - Part 2-6: Tests - Test Fc: Vibration (sinusoidal).

27) EN 80601-2-60:2015 Medical electrical equipment - Part 2-60: Particular requirements for the basic safety
and essential performance of dental equipment.

28) Directive 2002/96/EC of the European parliament and of the council of 27 January 2003 on waste electrical
and electronic equipment (WEEE).

29) MEDDEYV 2.7.1 rev. 4 Clinical Evaluation: A guide for manufacturers and notified bodies.

3akonn Ykpaiuu, nocranoeu Kabinery Minictpis Ykpaiun, HakasH midicTepcrs {i3 3MiHAME ]}

1) 3akon Ykpainu “TIpo TeXHI4HI perIaMEHTH Ta OLIHKY BiIMOBLIHOCTI

2) 3axon Ykpainn “Tlpo 3abe3neveHns (yHKIIORYBAHHSA VKPATHCHKOI MOBH fIK JEPIKABHOL .

3) 3axon Ykpaiau “TIpo sarameHy Oe3MeuHICTE HEXapuOBOi MPOIY KLl .

4) ITocranosa Kaisery Miunictpie Vipainu Bix 02.10.2013 p. Ne 753 “TIpo zarteepkenss TexHiYHOrO

PErIaMeHTy MOoJA0 MEIHIHHX BHPOOiB .
5) ITocranosa Kabinery Minictpis Yxpaiwm Big 30.12.2015 p. Ne 1184 “[Ipo 3aTsepmkeHHs (opMu, OMHCY
3HAKA BiJMOBLIHOCTI TEXHIYHHM PETTAMEHTAM, MPABUI TA YMOB HOTO HAHECEHHS .

6) Haxaz Miuicrepcrsa exosomiusoro possurky i TopriBai Ykpainu Big 04.08.2015 p. Ne 914 “TIpo
3aTBepPKEHHS BH3HAYEHDb OCHOBHHX OMMHHLL SI, HA3B Ta BU3HAYEHD MOXIAHHX OJHHHIL SI, JeCATKOBHX KPATHHX i
JACTHHHHUX BiZ OOMHHUE S|, 7O3BONEHHX MO3ACHCTEMHHX OJHHHIE, A TAKOXK iX mo3HaueHs Ta [1paBui jacTocyBaHHS
OJHHHIE BUMIPHOBAHHA | HAMMCAHHSA HAZB TA MO3HAYESHb OJHHHIIE BHMIPIOBAHHS i CHMBOJTIB BETHIHH .

T Haxka3z MisictepcTsa 0XOpoHH 310poB’ s Yipainu Bia 22.01.2020 p. No 142 “TIpo 3aTBEpIyKeHH METOJMYHIIX
peKOMEHIAIIH 13 3aCTOCYBAaHHA [eXHIMHOrO perJaMeHTy MOJ0 MEIHYHHX BHPOOIB, 3aTBEPIKCHOIO ITOCTAHOBOI
Kabinery MinicTpie Ykpainu Big 02 xoBtHa 2013 poky Ne 753, TexHIYHOr0 periaMeHTY MO0 MCIHYHAX BHPOOiB
714 JIaTHOCTHKH In Vitro. 3arBepmxeHoro nocrakosoro KabGinery Minictpis Vipainu Bix 02 sxoBtHA 2013 poxy
Ne 754 ta TexHIiMHOTO PErIaMECHTY MO0 AKTHBHHX MCIMUYHHX BHpOOIB., fKI IMIIAHTYVIOTH, 3aTBEPIKCHOIO
nocraHoBor Kabivety MinicTpie Vkpainu Bia 02 sxostas 2013 poky Ne 7557,

8) Haxka3 MinictepcTra oxopoHH 310poB s Ykpainu Big 11.10.2017 p. Ne 1245 “TIpo 3arBepKeHHS MIEPETiKy
HAIIOHATBHUX CTAHIAPTIB, BLIMOBLIHICT SKHM HANAC MPE3YMILIK/BiINOBIIHOCTI MEIHIHHX BHPOOIB BHMOTAM
TeXHIYHOrO PErIaMEHTY MO0 METHYHHX BHPOOIB™. j

Director LLC «OLLEN-DENTAL» /
Juperrop TOB «OJUIEH-AEHTAJL»

Valeriya Rimek /
Pimer B, @,

Sig tamp /
AUC. nevaTka

737



