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HdiarHocTHYHO-TIKYBAJIbHI TIHEKOIOTIMHI KOMILIEKCH

YeranoBku cromatodoriuni ynisepcanassi "Bionagent"! Ta npucrpoi ais
CTOMATOJIOTIYHOT JIONOMOTH

Diagnostic and therapeutic gynecological complexes

Universal dental units "Violadent" and devices for dental care

Ilepenix Memuunux BHPOGIB 3a3sHavenuit y Jlomatky 1, M0 € HEBix’€MHOIO
4acTUHOO 1bOro CepTu(ikaTy BiAIOBIAHOCTI

The list of medical devices is indicated in Annex 1 which is the integral parts of the Certificate
of Conformity

Texniunoro persiamMeHTy wWOAO MEAWHHUX BUPOGIB (3aTBepmkennii [TocraHoBoro
KMY Bin 02 xoBtHs 2013 poky Ne753) — Jlomatok Ne 3: 3aGesneueHHs
(YHKIIOHYBAHHS  KOMIJIEKCHOT CHCTEMM YMAPaBiHHA SKICTIO (32  BHHATKOM
repeBipKy MPOSKTY)

Technical regulation on medical devices (approved by Decrees of Cabinet of Ministers of
Ukraine Ne753 dated October 02, 2013) ~ Annex HI: ensuring of Junctioning of full quality
assurance system (except for the design examination)

JL1st pO3NOBCIOMKEHHS HA PUHKY BMLLE3a3HAUEHHX BUPOGIB 101aTKOBO 0GOB'SI3KOBUM
e Ceprudpikar nepesipku npoekry 3riaHo Jonarky 3, nyuiru 8-1 |

For marketing of these devices additionally a Design examination certificate accordance with
Annex 3, items 8-11, is mandatory.

TOB «Ykpaitcokuii IncrutyT Cranaaprisy, MiclesHaxomKeHHs: GyAnHOK 1, BYJTHLIS
Onekcannpieebka, micto Kuie, 03062, Vkpaina. Homep npusnaueHoro oprany
UA.TR.137

LLC Ukrainian Standards Institution: building I, Oleksandrivska street, Kyiv, 03062,
Ukraine: building I, Oleksandrivska street, Kyiv, 03062, Ukraine. [dentification number of
the notified body UA.TR.137
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Honatox 1
Annex 1

no Ceptuikaty BianosiaHocti Ne RIM 804 251 Bl
to Certificate of Conformity Ne R3M 804 251 Bl

Ilepenik MmegHUHHUX BUPOOIB
List of medical devices
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N
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Ne | Katanomxuuii HaiimenyBaHHsl MeAH4HOT0 BHpOOY HaiimenyBanusi MeAHYHOr0 BHPOOY Knac
No Homep YKPaiHCbKOI MOBOIO AHMIICEKOI0 MOBOK Class
Cartalog number Name of medical device in Ukrainian Name of medical device in English
JiarnocTuuHo-miKyBaabLHi rinekosoriubi komnaekcu / Diagnostic and therapeutic gynecological complexes
| JUITK-20 JiarHocTHUHO-NiKyBaNbHUIT KOMMIEKC Diagnostic and therapeutic gynecological Ila
' JUITK-20 complex DLGK-20
5 JUITK-21 JliarHocTHUHO-NiKYBaJlbHUH KOMIJIEKC Diagnostic and therapeutic gynecological Ila
' JUIIK-21 complex DLGK-21
3 JUITK-22 JliarHoCTHUHO-JTiKYBaJIbHU I KOMIIEKC Diagnostic and therapeutic gynecological Ila
‘ JUITK-22 complex DLGK-22
YeTaHOBKH cTOMATOJI0TiYHI yHiBepeanbui ''BiosageHT'" Ta npueTpoi Aasi €ToMaTo0rivHoT A0N0Mory /
Universal dental units "Violadent" and devices for dental care
Bionagenr-01 | YcraHoBka cTomarosoriyHa Universal dental unit Violadent-01 with Ila
4. yHiBepcainbta Bionagent-01 3 kpiciom chair SK-2, doctor's unit upper feed
CK-2, Gnok jaikaps BepxHs nojada
Bionanent-02 | YeranoBka cTromaronoriyia Universal dental unit Violadent-02 with lla
5. yHiBepcanbna Bionanent-02 3 kpiciom chair SK-2, doctor's unit lower feed
CK-2, Gnok Jtikapst HIKHA nojiava
Bionanent-03 | YcraHoBka cTOMATOJIOTiuHA Universal dental unit Violadent-03 with I1a
6. | yHiBepcanbHa Bionanent-03 3 kpiciom chair SK-2, doctor's unit mobile
| CK-2, Gnok nikaps nepecyBHHii B s - .
Bionanent-04 | YcranoBka cTomaTosnoriuna Universal dental unit Violadent-04 with lla
7. yHisepcanbHa Bionanent-04 3 kpicsiom chair SK-3, doctor's unit upper feed
CK-3, bnok siikaps BepxHs nojaqa
Bionanenr-05 | YeraHoBka ctomarosioriuHa Universal dental unit Violadent-05 with l1a
8. yhiBepcansha Bionanent-05 3 kpicnom | chair SK-3, doctor's unit lower feed
CK-3, 0ok Jlikapsi HWIKHS nojada
Bionaneut-06 | YcraHOBKa cTOMaToNoriuHa Universal dental unit Violadent-06 with Ila
9. yHiBepcanbHa Bionanent-06 3 kpicnom chair SK-3, doctor's unit mobile
CK-3, 6a0k nikaps nepecyBHHI
Bionanent-07 | YcraHOBKa cTOMAaTosioriyHa Universal dental unit Violadent-07 with [1a
10. yHiBepcansHa Bionanent-07 3 kpicnom | chair AY-A1000, doctor's unit upper feed
AY-A1000, Gnok nikapsi BepxHsi 1oja4a
1. CIIEY CromaToJioriuHa THEBMO-E/IEKTPHUHA Dental pneumatic-electric device SPEU [la
ycraHoBka CIIEY
12, CIEY-1 CToMaroJioriuHa MHeBMO-eJIeKTPUYHA Dental pneumatic-electric device SPEU-1 [la
ycravoBka CITEY-1 -
13, CIIEV-IK Cromatosioriuna naesmo-esniektpuuna | Dental pneumatic-electric device SPEU-1K lla
ycraHoska CIIEY-1K
14.| ACJI-1 AKTUBHHIT cniuHoBiacMokTyBay ACJI-1 | Active saliva ejector ASL-1 Ila
15.| FORA-NX Cromatosioriuna 6opmaiurna FORA-NX | Dental drill FORA-NX I1a
16.| FORA-NX-2 Cromartonoriuna 6opmaiukia FORA-NX | Dental drill FORA-NX I1a
17.| FORA-NX-3 | Cromarosioriuna Gopmawnta FORA-NX | Dental drill FORA-NX Ila
18.| ZBT-03 [Tpucraska TypOinna ZBT-03 Turbine device ZBT-03 Ila
19.| TIT-2 [Mpucraska TypOinna [1T-2 Turbine device PT-2 Ila
20.| IT-3NX I[Mpuctapka Typ6inna [TT-3NX | Turbine device PT-3 NX lla

Hatanis CTEIIAHKIBCBKA
Nataliia STEPANKIVSKA
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