NEKJAPAIIS ITPO BUIMMOBIIHICTL Ne MEC/TP 753/2020
BHMOI'AM TEXHIYHOI'O PETITIAMEHTY MEAHYHHX BHPOBGIB

CToMATOJIONIYHI MaATepiaJH 118 OTPHMAHHA BUIOHTKIB 3YDIiB Ta aare3ns -
BIATIOB1IA0TE BHMOTaM [eXHIYHOro periaMeHTy MO0 M e TYHHX BHPODIB,
AKHH 3aTBepmxeHuH [ locranoBorw Kabinery MinicTpiB Ykpaiuu B 02 KOBTHA
2013 p. Ne 753 — nagam no tekery TexHIYHHIH periaMeHT.

Bupobuuk: Bisico

Bielefelder Dentalsilicone GmbH & Co. KG
- ropHaH4Ha agpeca: JohanneswerkstraBe 3

D-33611 Bielefeld, Himeyunnua

YnoeHosaxkeHHH 1peactaBHuK: @OII Mocenas Eavapa Cepriiiopuy
IOpHAH4YHA agpeca: BynuLus | epois obopoHH, OYyIHHOK 7, KB. 86
micTo KuiB, 03127, Ykpaina

- Knacudikaiiis 3a3HayeHHX MeIHYHKUX BHpoOI1B: Kiac | HecTepunbHl, 03 (QyHKIII
BHUMIPIOBAHHA, 3r1JIHO MYHKTY 9 [lonatky 2 TexHIYHOTO perinaMeHTy.
[IpoayKisa CYIIpOBOKYE HALIOHAJIBHHH 3HAK BIJNOBLIHOCTI TEXHIYHHM

' periiaMeHTaM:

Jisa 3a3HavyeHoro MapkKyBaHHS 1JeHTH(MMKAIAHHA HoMep OpraHy 3 OLIHKH
BIJIMOBIAHOCTI HE BKa3yeTbCHA, OCKUIBKH 3a3HayeHl MeaudH1 BHpoOH I Kiacy
HeCTepHJbHl, ©0e3 (YHKIN] BHMIPHOBAHHA, MNIJNIATalOTh OI[IHII BIIIOBITHOCTI
BUMOraM TexHIYHOro perilaMeHTy LUIAXOM CaMoAeKIapyBaHHA 3a MPOLEeIyporo,
3a3HA4YeHO B A0aaTKy 8 TexHIYHOro pernaMeHTy.

Jleknapailo Mnpo BIUAMOBLIHICTE CKJIAJASHO Bl IMEHI Ta NI IUIKOBHTY
BIJINOBIIAJIbHICTE BHPOOHHKA.

YNoBHOBaKeHHM IIPeACTABHHKOM pO3po0JicHA TEeXHIYHA JOKYMEHTAI[ls, 3T IHO
NYHKTY 2 Ta NYHKTY 3 J04aTKy 8 TeXHIYHOro periaMeHTy
T4 30epIraeThCd 3a HHK4Ye BKA3aHOH aJIpeCol:

@ OII Mocenas Eayapa Cepriiiosay
IOpHAHYHA aapeca: ByJIHIA [ epoiB 000OpoHH,
oymuHok 7, kB. 86, micTo Kuis, 03127, Ykpaina

TenedoH Mo0.: 066 736 335 00
e-mail: 0667363300 ukr.net

Kuis/Bepcia |
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HeBix’ eMHOK SacTeEo0 qadol Jekaapauil npo BiANOBIIHICTS € HACTYIIHI
JonaTku:

- Homartok Nel 3 nepemkom MogH(IKalllil MeIHYHHX BHPOOIB

- Moparok Ne 2 3 nepenikoM HallOHATBHHX, €BPOIEHChKHX Ta MIXKHAPOJHHX
HOPMAaTHBHO-IIPAaBOBHX AKTIB Ta CTaHIapTIB.

Kuis/Bepcis 1



Nonmarox Nel go Jleknaparii npo BianoBiaHicts No MEC/TP 753/2020

[Tepenik Moaudikalii MeTHYHHX BHPOOIB, 3ara;IbHOK KIIBKICTHO 16 MO3HIIN:

— . —

Knac

Hasa MeTHYHOro BHpOOY Hassa MeguuHOrO BHPOOY
VEPalHChKOK MOBOK), i AHTITI1MCBKOKY MOBOIO,

1 2 3

1. Marepia1 nas oTpHMaHHA Impression material BISICO §1 Putty
BLOOHTKIB 3v01B DazoBHii BISICO

S1 Putty

7. Marepia a8 oTpHMAHHA Impression material BISICO S1 basic
BIAOHTKIB 3vDIB Da30BHH M AKHH soft
BISICO S1 soft

| Marepia1 qaa oTpEMaHHg Impression material BISICO S1 suhy
BIIOHTKIB 3V0IB 0a30BHH BHCOKO
nractHunHi BISICO S1suhy |

L

4 Marepiaa 18 oTpHMaHHA Impression material BISICO S4, medium I
BLOAOHTKIB 3VOIB CEPEeIHBOL body
TEKVYOCTI KOPHIVIOUHEH MaTeplal
BISICO 54

s, Marepian qi18 OTpUMAaHHA Impression material BISICO 54 suhy, light [
BIAOHTKIB 3VOIB PLIKHIA bodyv

KOPHTVIOUHEH Marepial
BISICO S84 suhy

5. Marepian ang oTpHMaHHS [Impression material BISICO 52 suhy, I
BIAOHTKIB 3Y0DIB CepeaHbol medium body
TEKYYOCT]I KOPHTIYIOUHH MaTepla
BISICO 52 suhu

e Marepian anga oTpHMaHHA [mpression material I
BIAOHTKIB 3v0IB cepeIHbOL Bisico- Mandisil, medium body
TEKVUOCTL KOPHTYIOUHH MaTepla
BISICO Mandisil

] Marepian an4 OTpHMAaHHA [mpression materal I
BLAOHTKIB 3yDIB cepeaHbol - BISICO Algi press. medium body
TEKYYOCT] KOPHIYIOUHH MaTeplal




Hassa MequH4HOro BUpoOYy

Hazpa MeIH4YHOro BHpOOY

Kmac |
MEIHY

No i} o
YKPalHCBKOKY MOBOD, AHITTIHCEKOK MOBOIO,
3/11 HOTO |
BHpPGOY | -
1 P 3 4
BISICO Algi press
| 2
|
|
0. Marepian nna peectpanii npukvey | Occlusion impression I
BISICO Regidur 1 BISICO Regidur 1
10. Marepian qng peectpami npakycy | Occlusion impression material I
BISICO Regi-trans BISICO Regi-trans
'lim. | Mart eplas Jag OTPHMAaHHA Impression material I
BIIOHTKIB 3Y01B CepeaHbO1 BISICO Compress Mono, medium
TEKYUOCT1 MaTepla
BISICO Compress Mono
2. | M areplan 414 OTPHMAaHHSA | Impression material |
BIIOHTKIB 3v01B UNeHOI TekvuocTl | BISICO Compress Heavy
MaTepl1ast
BISICO Compress Heavy
| 13. Marepian na8 oTpUMaHHS Impression material I
BLADKMTKIB 3VOIB CEpeTHBOL BISICO Compress putty, medium
TEKVUOCTI MaTepia
BISICO Compress putty
' 14 Marepian ana oTpuMaHHA [mpression material I
BIIOHTKIB 3y0IB cepeaHbol ' Bisico Function, medium
B'A3KOCT1 MaTeplal '
Bisico Function
5. Marepian 118 oTpHMaHHA Impression material |

I

fll

' BIZOHTKIB 3y0iB LIUIEHOI B'SI3KOCTL

- Mareplat
- Bisico PRECISION

Bisico PRECISION., heavy




Knac
Me Y
HOTO
B | BHpOD

' - 4

Ha3pa MeHYHOro BHpoOOY HazBa MeqH4YHOrO BHpOOY
YKPAIHCBKOK MOBOIO, AHTTIHCBKOK MOBOID,

S
2
e

16. AJIre3uB J0 Marepiany Js Adhesive for I
OTPHMAHHA BIIOHTKIB 3y0IB Impression material
Bisico Bisico

| Hara cknaganus qoaatky Nel nmo mexkmapamin: 25.09.2020 p.
Honatok Nel go Jlexknapamii npo eianoeigHicte Ne MEC/TP 753/2020

miAcHrE 3 23.09.2020 p. go 07.03.2025 p.
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Honarok Ne 2 no Jexknapauii npo BianoBiaHIcTe Ne MEC/TP 753/2020

[lepenik HaLlOHAJIBHHX, €BPOIEHCEKHX Ta MIKHAPOIHHX HOPMATHBHO-IIPABOBHY.

AKTIB T4 CTAHIAPTIR

Ne |

HoxyMeHnT No

Pemaxing

Ha3pa qokymeHTa

g "

"JICTY EN ISO 13485

2015

Menuuni BupobH. CHcTeMa  yIpaBlIHHSA
AKICTHY. BUMOrH 1o perviroBaHHA. '

JICTY EN ISO 14971

2015

Bupobu  sexnuni.  HacranoBm — mogo
VIIPABJIIHHA PHIHKOM.

| JICTY EN 980

2007

CHMBOIH  rpaiudl 14 MapKVBaHHA
METHYHHX BHPOOIB.

HACTY EN ISO 10993-1

2015

blonoriuie omiHIOBAHHA MeJHYHHX BHpOODI1B.
Hactuna 1. OmiHwoBaHHA Ta TECTYBAaHHS B
paMKax MpoLEeCy VIIPaBJIIHHA PH3HKAMH.

JCTY EN ISO 10993-35

2015

bionoriyde omiHiOBaHHA MeJHYHHX BHPODIB.

HacTrHa Y. BunpobdvBaHHA Ha

MHTOTOKCHYHICTE 1N VILIo

NICTY EN ISO 10993-10

2004

bionmoriyHa omiHKa MeIqHYHOTO OpHIaLId —
Hactuna 10: Tecr Ha noapa3sHEHHA Ta
YYTIHBICTh.

HCTY EN ISO 109935-18

bilomoriune omiHIOBAHHA MSIHYHHX BHpODIB.
HacTHHA 18. Busunaueuns XIMIYHHX
BIACTHBOCTEH MareplalllB.

' TICTY ISO/IEC 17050-1

2006

OuiHrOBaHHA — BLAMOBLMHOCTL.  Jlexiapariis
nocTadajbHHKA Ipo BLAMOBLAHICTE, YacTHHA
1. 3araneH1 BuMorH (ISO/IEC 17030-1:2004,
IDT).

9.

"ACTY ISO/EC 17030-2

2006

OwmuoBaHHAa  BLADOBIAHOCTI.  Jlexnaparms
NOCTAa4YaIbHHKA PO BLANOBIIHICTE. YacTHHA
2. [linTBEpKYBANTBLHA JOKVMeEeHTaIs
(ISO/IEC 17050-2:2004, IDT).

10.

JACTY 4659-1

2006

EniHIdHL JOCHIIAeHHA MESIHYHHX BHPOOIB
g noneid. YactuHa 1. 3arainbH1 BAMOTH,

11.

HCTY 4659-2

2006

| OCITLIKCHHS.

EIHI9HL JOCHIT#AEHHA MeIHYHHX BHPOOIB
g moned. Yactuna 2. [Inadd KmHIYMHOIO |

Hara ckaaganas gqoaatky Ne 2 qo peknaparii: 25.09.2020 p.

HonaTok Ne 2 no Hexknapauil npo sianoBiaHicTs Ne MEC/TP 753/2020
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