Zhermack“?”

Jexnapanis npo BiamosignicTe Ne 006

Declaration of conformity No. 006

ITepesik MmeguYHHX BHPOOiB:
List of medical devices:

Hasga meauuHoro BHpo0y Ha
anrilicekii MoBi
Name of medical device in English

Haspa MeaM4HOro BUpPody Ha
ykpaiHcbKiii MoBI
Name of medical device in Ukrainian

Dispenser D2 4:1

Hucnencep D2 4:1

Mixing tips 4:1, 45 psc

Hacanxu s 3amimysanus 4:1, 45 wr

BupooHuk:
Manufacturer:

Kepmak C.n.A.

Bia Bosaseuino, 100, 45021 Bapaia Ilonecine (Po), ITanis
Zhermack S.p.A.

Via Bovazecchino, 100, 45021 Badia Polesine (Ro), Italy

Bupo6uuyi gibHHLI:
Manufacturing sites:

Zhermack S.p.A.
Via Bovazecchino, 100, 45021 Badia Polesine (Ro), Italy

YNOBHOBAXXEHMIl NPeJACTABHUK B
Yxpalni:

Authorized representative in Ukraine:

TOB «KpaTtis Menrexuika»

04107, M. KuiB, Byn. barrosyTisceka, 0ya.17-21, YkpaiHa.
Ten.: 0 800 21-52-32

EnextponHa nomra: uarep@cratia.ua, €/IPII0Y: 38670845

LLC "Cratia Medtekhnika"

04107, Kyiv, Baggovutivs 'ka Str. 17-21, Ukraine.
Tel.: 0 800 21-52-32

E-mail: varep@cratia.ua, USREOU Code: 38670845

Knacudikaunis:
Classification:

Knac I 3rigHo {oparky 2 TexHi4HOro periamMeHTy 11010 MeAUYHUX BUpOOIB,
3arBepmxeHoro [TocraHosoro Kabinety Minictpis Ykpaiuu Ne753 Bin 2 »OBTHA
2013 poky

Class I according to Annex 2 of Technical regulation on Medical devices
approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013

IIpouenypa oniHkH BinnmosigHocTi:
Conformity Assessment Route:

Jonatok 8 TexHIYHOTO peraaMeHTy 1100 MeJMIHMX BUPODIR, 3aTREP/UKEHOTO
ITocranoBoro Kabinery MinicTpiB Ykpainu Ne753 Bin 2 sxorTHA 2013 p

Annex 8 of Technical regulation on Medical devices approved by Decree of
Cabinet of Ministers of Ukraine Ne753 on 2 October 2013

Kepmak C.n.A. gexnapye BUKOHAHHS OCHOBHHX BHMOT IIONO MeOW4HOro BHpoOy, 3rinHo Jomatky 1 TexHidnoro
pernaMeHTy 100 MeAWYHHX BHp0oOiB, 3aTBepmkeHoro Iloctanosoro Kabinery MinicTpie Vipaiuu Ne 753 Bin 2 »oBTHA

2013 p.

Zhermack S.p.A. declares the fulfillment of basic requirements for medical devices, according to Annex 1 of Technical
regulations on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2 cho/b;; 2013.

Micue eugaui: baaia ITonecine, ITamia
Place of issue: Badia Polesine, Italy

Jata nianucy | Ilignuc ynosHoBaseHoi ocodu
Date of signing | Signature of Authorized person

22.03.2019 p. \L'/
22.03.2019 e

II1b ynosHoBaxkeHoi ocodu | Hazsa nmocaau
Full Name of Authorized person | Position

[Taono AmGpociui
Paolo Ambrosini

BukogaBUMi JUpEKTOD
Géngral Manager -
[PY

-, -
ZhermaciK“«

Jexnapauis npo BiANOBiAHICTH JificHa 3 1aTu MiANHCaHHs
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