Common name of medical
device / 3aranbHa Ha3Ba
BHPOOY:

Manufacturer / Bupoouux:

Manufacturing  site  /
BupoOunyi ginbHuLi:

Steriliry / CrepuabHicTb:

Measurement functions /
®@yHKUii BUMipIOBaHHS:

Authorized representative /
YnoBHOBaKeHHU I
npeacTaBHUK:

List of products / Tlepeik
BHPODIB:

Classification /
Kaacugikauis:

Conformity Assesment
Route / IMpouenypa

TexHiuHOr0 periaaMenTy:

Tepmin nii m0 / Validity
term:

Penaxuis / Version:

Bnepme sBumano / First
published:

Jlekjgapaiis npo BianoBiaHicTs, Ne2

Penakuisn Ne3 Bin 04.07.2023
(Declaration of conformity)

Technical file Ne753 / Texniunnii aiin Ne 753

1. Root Canal Preparation EDTA Cream / Kpem aJist 00po0Ku KoOpeHeBHX
kaHaiiB 3 EDTA

2. Impression materials / BinoutkoBi maTepiaau

w

Impression auto-mixer for impression materials / ABro 3mimyBau s
BiIOMTKOBUX MaTepiajiB

Mixing tips / 3minryBajbHi Hacaaku
Light-Cured Liquid Dam / Ceitiio3aTBepmkyrounii piakuii koddepaam

Desensitizer agent / MarepiaJ aJisi 3HATTS Yy TJIMBOCTI

N o g A~

Light-Cured Materials for reservoirs on plaster models/ Marepian aas
CTBOPEHHS pe3epByapa y Kaii

8. Gun for the materials / ITicTosner st MaTepiais

SPIDENT CO., LTD. / Cuigent KO., JTJ.

203&312, Korea Industrial Complex, 722, Gojan-Dong, Namdong-Gu, Incheon, Korea,
405-821 / 203&312, Kopea Inmactpian Kommiekc, 722, Tomxkan-Jlonr, Hammonr-T'y,
Inuxon, Kopest, 405-821

Non sterily / He crepunbHhi

Not applicable / He 3actocoByetncst

LLC BLACK SEA MED Ukraine 21050, Vinnytsia region, Vinnytsia city, Simona Petliura
str.30-32, r.1/ TOB «BJIEK CI ME/l», Ykpaina, 21050, Binnuubka 06.1., M.Binauus,
By.Iletaopun Cumona, oyaunok 30-32, kpaptupa 1

The list of products given in Annex 1 to this Declaration / TTepeik Bupo6iB HaBenero y Tonatky Nel
1o uiel Jexnapari

Class | (Annex 2 to the Technical Regulation (Criteria for Classification of Medical Devices),
approved by the Resolution of the Cabinet of Ministers of 02.70.2013 Ne753) / Kaac I (lonatok 2 1o
Texuiunoro pernamenty (Kpurepii knacudikauii Mequaanx Bupo0iB), 3aTBeppreHoro [locTanoBoO
KMY Bix 02.10.2013p. Ne753)

Annex 8 to the Technical Regulations on Medical Devices (internal control of the production of
medical devices), approved by the Resolution of the Cabinet of Ministers of 02.10.2013 Ne753 /
Homatok 8 10 TexHIYHOro perjJaMeHTy MIOA0 MEAWYHHX BUPOOIB (3MiHCHEHHS BHYTPILIHBOTO
KOHTPOJTIO BUPOOHHIITBA METUYHUX BHPOOiB), 3aTBepmkeHoro [Toctanosoro KMV Bix 02.10.2013p.
Ne753

03.07.2028
Ne3 Bin 04.07.2023

12.09.2016




Jexnapaliiro CKIaJeHo MiJ LiTKOBY BiAmoBimansHicTh BUpoOHuKa / The declaration is made under the sole responsibility of the
manufacturer

SPIDENT CO., LTD nexnapye BUKOHaHHS OCHOBHHX BHMOT JI0 MEJUYHOT0 BUP0OY, 3rigHo Jomatky 1, TexHIYHOTO periameHty,
II0J10 METMYHHUX BUPOOIB, 3aTBEpKeHOro moctanoBoto Kabinery MinicTpiB Ykpainu Bix 2 sxoBTHS 2013 poxy Ne 753 /

SPIDENT CO., LTD declares the fulfiliment of the basic requirements for a medical product in accordance with Annex 1 of the
Technical Regulations concerning medical products, approved by the Resolution of the Cabinet of Ministers of Ukraine dated
October 2, 2013 No.753

TexHiuHa JOKYMeHTaLlifl 3 MiATBepI:KeHHA BianoBigHocTi 30epiraernest y / Technical documentation for confirmation of
conformity is stored in:

TOB «bJIEK CI MEJl», Ykpaina, 21050, Binauibska o61., M. Binauns, Byn.Ilemmropu Cumona, 6ynunok 30-32, kBaptupa 1 /
LLC Black Sea Med, Ukraine, 21022, Vinnytsia region, Vinnytsia, Simona Petliura str.30-32, r.1

Signature: SPIDENT CO., LTD.

President on behalf of N e ee———
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Jonatok Nel



Ho Hexmapariii BigmoBigaOCTi No2
Penmakii st Ne3 Big 04.07.2023

Ne Ha3zpa (anriiicbk010 MOB0I0) Ha3Ba (ykpaiHcbK010 MOBOIO)
1. Root Canal Preparation EDTA Cream 1. Kpem nis 06po6ku kopeHeBux kanaiis 3 EDTA
1.| SoftPrep - Root Canal Preparation EDTA Cream (6g X 2syringes) Codrllpen - Kpem s 06pobku kopeHeBux kaHanmis 3 EDTA
(6r x2mmpuna)
2. Impression materials 2. Bindurtkosi matepiaan
2.| 1-Sil Heavy Body - Vinyl Polysiloxane Impression material (50ml x Aii-Cin Xesi boxi - [Tonisinin CunikoHoBuii BinoutkoBuii MaTepian
2catridges) (50Mmu x 2KapTpHIKa)
3.| I-Sil Light Body - Vinyl Polysiloxane Impression material (50ml x Aii-Cin Jlaiit Bonui - IToniginin CunikoHoBuit BinbutkoBuit Marepiain
2catridges) (50Mm x 2KapTpHIKa)
4.| 1-Sil Premium Putty - Vinyl Polysiloxane Impression material (290ml x Aii-Cin Ilpemiym ITyTi- [ToniBinin CunikoxnoBuii BinOutkosuii Matepian
2jars) (290Mmu x 26aHKH)
5.| I-Sil Regular Body - Vinyl Polysiloxane Impression material (50ml x Aii-Cin Perynsp Boni - [Tonisinin CunikoHoBuil Binbutkosuii Matepian
2catridges) (50m x 2KapTpuIKa)
6.| I-Sil Bite Registration - Vinyl Polysiloxane Bite Registration material (50ml | Aii-Cin Baiit Perictpeiiun - [Tonisinin CuIikOHOBHI MaTepia 1jist
X 2catridges) peecrpartii npukycy (50Mi1 x 2KkapTpuKa)
7.] Jumbo Regular Body - Vinyl Polysiloxane Impression material (120ml x Jlxam6o Perymsp boni - IToniBinin CunikoHoBuii BinoutkoBuit matepian
1catridges) (120Mmu x 1KapTpUIK)
8.| Jumbo Heavy Body - Vinyl Polysiloxane Impression material (120ml x Jlxam60 Xesi boxi - [oniBinin CuitikoHoBuit BinbutkoBuit Matepian
1catridges) (120m x 1kapTpupK)
3. Impression auto-mixer for impression materials 3. ABT0 3mimyBay Ui BitGUTKOBUX MaTepiaiB
9.| Vacu-Mixer — Portable impression auto-mixer for impression materials [-Sil | Baky-Mikcep — [TopTatuBHuii aBTO 3MilllyBad aJIs BiIOUTKOBHX
matepiani Ai-Cin
4. Mixing tips 4. 3minryBanbHi HacaAKH
10/ Jumbo Mixing tips — Mixing tips for impression materials Jumbo (45pcs.) Jlxam60 MikciH Tifc — 3MilIyBaibHi Haca K1 ISl BITOUTKOBHX
marepiainis xam60 (451r)
11) Hexa-Temp Mixing tips — Mixing tips for Hexa-Temp (50pcs.) Xekca-TeMn MiKciH Tirc — 3MimnyBasipHi Hacaaku At Xekca-Tem
(50mrT)
12 Core Mixing tips — Mixing tips for Core-it (50pcs.) Kope mikciu Tinc — 3minryBanbai Hacagku 1t Kope- it (50mir)
13 Impression Mixing tips — mixing tips for impression materials I-Sil Light IMnopers MiKciH Tinc - 3MilryBanbHi HacaKu 11 BITOUTKOBUX
Body (50pcs.), yellow martepianie Aii-Cin Jlaiit Boxi, 50mTyK, k0BT
14) Impression Mixing tips - Mixing tips for impression materials I-Sil Regular IMnpers MiKCiH Tirc - 3MimryBaabHi HacaKu 1 BiTOUTKOBUX
Body, Heavy Body, Bite Registration (50pcs.), green marepianiB Aii-Cin Perymsip Boxi, Xesi boxi, baiit Pericrpeiiu,
501wTyK, 3€NeHi
5. Light-Cured Liquid Dam 5. CBiTJ103aTBepIKyI0UHIii pinkuii koddepram
15) FineDam - Light-Cured Liquid Dam (1.2ml x 4syringe) @aitn/lam - CBiTio3aTBepmKyounii pingkuit kopdepaam (1.2mm x
4mmpuna)
6. Desensitizer agent 6. MarepiaJ 1151 3HATTS Yy TIHBOCTI
16| DeSen - Desensitizer agent (5ml x 1bottle) JHeCen - Matepian st 3HATTS 9y TauBocTi (Smi x 1 dakon)
7. Light-Cured Materials for reservoirs on plaster models 7. MarepiaJ 1151 CTBOPEHHs pe3epByapa y Kari
17, Block-Out Resin - Light-Curing Materials for reservoirs on plaster models Brok-AyT pesin — Marepia [uist CTBOPEHHSI pe3epByapa y Kari
(1.2g x 4syringes) cBiTio3arBepmkyrounii (1,2mi x 4 mmpura)
8. Gun for the materials 8. IMicTouer qas MaTepianiB
18, Dispensing gun — Gun for dispensing and drawing materials icromer st MaTepianis- [licTomer st 103yBaHHS | HAHECEHHS

MaTepianiB

Signature:

President on behalf of SPIDENT Co., Ltd.

SPIDENT CO., LTD.




