JAEKJIAPALLLS ITPO BIANMOBIZAHICTD Ne MEC/TP 753/2025
BUMOI'AM TEXHIYHOI'O PEIVTAMEHTY ME/IMYHHUX BUPOBIB

CromaTosoriydi MaTepiaJju 1Jisi OTPUMAHHS BiIOHTKIB 3Y0iB TA a/ire3UB -
BIZNOBI1al0Th BUMOraM TeXHIYHOro perjiaMeHTy 010 MeIHYHUX BHPOOIB,
sikuii 3aTBepKeHuit [locranoBoio Kabinery MinictpiB Ykpainu Big 02 xKOBTHS
2013 p. Ne 753 — napauni no tekcty TexHIYHUN perlaMeHT.

BupoGuuk: Bisico
Bielefelder Dentalsilicone GmbH & Co. KG

ropuanyHa aapeca: Johanneswerkstraf3e 3
D-33611 Bielefeld, Himeuunna

Ynosaosaxkenui npejacrasuuk: @OII Mocenas Eaxyapa CepriiioBuy
ropuauYHa aapeca: Bynuus ['epoiB o0oponu, OynuHok 7, KB. 86
micto Kuis, 03127, Ykpaina

Knacudikanis 3a3nauennx Mmeauaaux BupoOiB: kiac | HecrepuibHi, 6€3 GyHKi
BUMIPIOBaHHSL, 3ri/{HO MyHKTY 9 JlogaTky 2 TeXHIYHOro periameHry.
[Ipomyxkiiisi cynpoBo/ KY€ HAIlIOHATBHUNA 3HAK BiITOBIJIHOCTI TEXHIYHUM
perjiiaMeHTam:

Jlis 3a3HadeHoOro MapkyBaHHsS 1eHTU(ikamiiiHuid HoMep Oprany 3 OIIHKH
BI/IMOBIJTHOCTI HE BKAa3yeThCS, OCKUIBKM 3a3HaveHi MeauyHi BupoOu | kiacy
HecTepuibHI, 6e3 QyHKUII BUMIpIOBAHHS, INUISTAIOTh OLIHII BiANOBIIHOCTI
BHMMOraMm TexXHIYHOro perjlaMeHTy LUISXOM caMo JeKJIapyBaHHs 3a MpoLeaypolo,
nepenbaveHoro nyHktamu 1-4 gomatky 8 TexHigHOro persjameHTty MO0
MeJIMYHUX BUPOODIB.

Jlexnapauito npo BiJNOBIIHICTH CKJIAJEHO BiJ IMEHI Ta MiA LIJIKOBHUTY
BIIMTOBIJAJIbHICTH BUPOOHHUKA.

Y1oBHOBa)XEHUM TMpeICTABHUKOM po3pobjieHa TeXHIYHA JIOKYMEHTallis, 3riJIHO
MyHKTY 2 Ta myHKTY 3 ponartky 8 TexHiuHoro periameHTy
Ta 30epiraeThcs 3a HIHKYE BKA3aHOIO aJIpecolo:

®OIT Mocenns Enyapa CepriiioBuu
IOpuanyHa ajpeca: Byauus [‘epoiB o060poHH,
OynuHok 7, kB. 86, micto Kuis, 03127, Ykpaina

tenedon Mo6.: 066 736 33 00
e-mail: 0667363300@ukr.net

Kuis/Bepcis 1



Hara cknananns gexinapanii: 07.05.2025 p.

PQ BiANOBiAHICTE AilicHa 3 07.05.2025 p. xo 07.05.2030 p.

0C00a |

Jonarku:
- Joxarok Nel 3 nepesnikoM Moaudikanii MeIHUYHHX BHPOOiB

- Joparox Ne 2 3 repesiikoM HalliOHAJNBHUX, €BPOTIEHCHKMX Ta MIMKHAPOIHHUX
HOPMaTHBHO-IIPABOBUX aKTIiB Ta CTAHIAPTIB.

Kuis/Bepcis 1



Jlonarox Nel no Jlexknaparii npo BianosigHicts Noe MEC/TP 753/2025

Ilepenik Moaudikanii MegUIHUX BUPOOIB, 3arajIbHOIO KIIBKICTIO 16 MO3MIIiii:

Kiac
No Ha3ga meguunoro BupoOy Hazga MeuHOrO BUpOOY —
. YKpaiHChKOIO MOBOIO, aHIJIIHCHKOK MOBOIO,
3/m1 HOTO
BUPOOY
1 2 3 4
1. Marepiai Juist OTpUMaHHS Impression material BISICO S1 Putty
B116MTKIB 3y0iB 6azormii BISICO
S1 Putty [
3 Marepiait Juisi OTpUMAaHHS Impression material BISICO S1 basic
BiI0MTKIB 3y0iB O6a30BUil M'SKHi soft
BISICO S1 soft I
3. Marepian [uis OTpUMaHHSA Impression material BISICO S1 suhy
BiZIOUTKIB 3y0iB Oa30BHMiT BUCOKO
mwiactuuamii BISICO S1suhy I
4. Marepiasn juist OTpuMaHHs Impression material BISICO S4, medium I
BiIOMTKIB 3y0iB cepeanboi body
TEKY4OCTi KOPHT'YIOUHI MaTepiall
BISICO S4
5. Marepiain Ui OTpUMaHHsA Impression material BISICO S4 suhy, light I
BIOUTKIB 3y6iB piakuii body
KOPHTYIOUHI Marepiai
BISICO S4 suhy
6. Marepian Juis oTpEMaHHA Impression material BISICO S2 suhy, I
BiZIOUTKIB 3y0iB cepeTHBOT medium body
TEKY4OCTI KOPUTYIOUHii MaTepia
BISICO S2 suhu
e ) Marepian aist OTpUMaHHS Impression material I
BiIOMTKIB 3y0iB cepeHBO1 Bisico- Mandisil, medium body
TEKY4JOCTI KOPHTYIOUHii MaTepias
BISICO Mandisil
8. Marepian uis oTpuMaHHs Impression material I

BIIOMTKIB 3y0iB cepeIHbO1

BISICO Algi press, medium body




Hassa meauuHoro BUpoOy

Ha3Ba meuuHOrO BUpoOy

Kiac

Ne o - MeInY
YKpalHCBKOK) MOBOHRO, AHTVITHCBKOK MOBOHO,
3/n HOTO
BUPOOY
1 2 3 4

TEKy4OCTi KOPUTYIOUHH Marepian
BISICO Algi press

9. Marepian st peectparii npukycy | Occlusion impression I
BISICO Regidur i BISICO Regidur i

10. Marepiain mst peectpanii npukycy | Occlusion impression material I
BISICO Regi-trans BISICO Regi-trans

11. Marepian s orpuMaHHs Impression material I
BLAOMTKIB 3y0iB cepeHboi BISICO Compress Mono, medium
TEKy40CTi Marepiall
BISICO Compress Mono

12. Marepian s oTpuMaHHs Impression material 1
BiIOMTKIB 3y0iB minpHOI Tekydocti | BISICO Compress Heavy
Marepiain
BISICO Compress Heavy

13. Marepian jst orpuMaHHs Impression material I
BiIOMTKIB 3y0iB cepeHboT BISICO Compress putty, medium
TEKY4O0CTI MaTepial
BISICO Compress putty

14. Marepian /it oTpuMaHHs Impression material I
BiZIGUTKIB 3y0iB cepeHbol Bisico Function, medium
B'SI3KOCTI Marepia
Bisico Function

15. Marepian aus orpumaHHs Impression material [

BIZIOUTKIB 3y0iB LIUILHOT B'S3KOCTI
Mmarepia
Bisico PRECISION

Bisico PRECISION, heavy




Hasga meauynoro supo0y

Hazpa meinuHoro BUpoOy

Knac

Ne . A5 MeauY
YKpalHCBKOIO MOBOIO, aHIIIHCHKOK MOBOIO,
3/l HOI'O
BUPOOY
] 2 3 R
16. AJire3uB 10 Marepiairy Jis Adhesive for I

OTpHMaHHs BiOUTKIB 3y0iB
Bisico

Impression material
Bisico

Jara cknapanns noaatky Nel no nexnapanii: 07.05.2025 p.

Jonarok Nel no Jlexmapauii npo signosigaicts Ne MEC/TP 753/2025

JikicHui 3 0




Jlonarox Ne 2 no Jlexnapauii npo Bignosignicte Ne MEC/TP 753/2025

ITepenik HallOHAJNIBHUX, €BPONEHCHKUX Ta MIXXHAPOJAHUX HOPMATUBHO-ITPABOBHUX

aKTiB Ta CTAHJIAPTiB

Ne JlokymenT Ne Penakuis Hasea nokymenTa

1 JCTY EN ISO 13485 2015 Meauuni Bupobu. Cuctema ynpasiiHHS SKICTIO.
Bumoru 110 pery/ioBaHHsi.

2. JCTY EN ISO 14971 2015 Bupobu memuuni. HactanoBu mono ynpaeninHs
PH3HKOM.

3: JCTY EN 980 2007 CumBonu rpadiuHi ans MapKyBaHHS MeIMYHHMX
BUPOOIB.

4. JICTY EN ISO 10993-1 2015 bionoriune OLiHIOBaHHA MEIMYHHUX BHPOOIB.
Yactuna 1. OuiHioBaHHS Ta TECTYBaHHSA B pamMKax
NPOLIECY VIIPABIIHHS PUIUKAMH.

5. JCTY EN ISO 10993-5 2015 Bionoriune OLIHIOBAHHS MEQMYHHX BHPOOIB.
Yactuna 5. BunpoOyBaHHS HAa LMTOTOKCHYHICTB
in vitro

6. JICTY EN ISO 10993-10 2004 Bionoriyna oOLiHKA MeAWYHOrO MpWiafas —
Yactura 10: Tecr wa nopapasHeHHs Ta
Yy TIAMBICTD.

7. JICTY EN ISO 10993-18 2015 bionoriune OIHIOBAHHS MEAMYHMX BUPODIB.
Yactuna 18. BusnaueHHs XiMiYHHX
BJIACTHBOCTEHN Marepiasiis.

8. JCTY ISO/IEC 17050-1 2006 OuintoBaHHs BIJIMOBIAHOCTI. Hexknapauis
nocrayajbHuKa rpo BiANOBiAHICTb. YacTuha 1.
3aransui umoru (ISO/IEC 17050-1:2004, IDT).

9. JICTY ISO/IEC 17050-2 2006 OuiHioBaHHA BiUNOBIIHOCTI. Jeknapauis
nocrayajbHHKa Mpo BiANOBIAHICTL. YacTuHa 2.
[linreepukyBanbia  pokymentauis  (ISO/IEC
17050-2:2004, IDT).

10. | ACTY 4659-1 2006 KniHiuHi gocnipkeHHs MeHYHUX BUpoOGiB Juis
moaei. Yactuna 1. 3aranbHi BUMOTH.

11. | ACTY 4659-2 2006 KuniniuHl pocniukeHHs MeAMYHMX BHpoOIB s

moned. Yacruna 2.  [lnanw  kniHiyHOrO

JIOCITIJPKEHHS.

Jlara cknajanns poaatky Ne 2 no peknapaumii: 07.05.2025 p.

Honarok Ne 2 no Jleknapauii npo Bianosigaicte Ne MEC/TP 753/2025




