Zhermack“?”

Jexnapauis npo sianosianicrs Ne 002

3araibHa Ha3Ba MeAHYHOTO BHPOOY:
Common name of medical device:

IMepeaik BupoGis:
List of products and accessories:

Bupobuuxk:
Manufacturer:

Bupobunui ninsunui:
Manufacturing sites:

YnoBHOBaXKeHHIi NPEACTABHHK B

Ykpaini:
Authorized representative in Ukraine:

Kaacudikauin:
Classification:

IMpoueaypa ouinky Bianosianocri:
Conformity Assessment Route:

Homep ceprudikara sianosianocri:
Number of Certificate of conformity:

Tepmin aif ceprudikara sianosianocri:
Certificate of conformity is valid until:

INpu3nayernii oprau 3 owiHKH

BiInoBiAHOCTI Ta itoro inenTHdikauiiinuii

Koa:
Conformity assessment body with its identification
number:

Declaration of conformity No. 002

Jesingdixyroui 3acobu s meanunnx Bupobis
Disinfectants for medical devices

Aus. Joaarok 1 a0 uiei lekaapauii npo sBianosiaHicrs
See Annexes | 1o this Declaration of conformity

Kepmak C.n.A.

Bia Bosa3seuino, 100, 45021 Baaia [Moaeciue (Po), Itania
Zhermack S.p.A
Via Bovazecchino. 100, 45021 Badia Polesine (RO). ltaly

Kepmak C.n.A.

Bia Bosaseuino, 100, 45021 Bazaia [Mosaeciue (Po), Itanis
Zhermack S.p.A.
Via Bovazecchino, 100, 45021 Badia Polesine (RO), ltaly

TOB «KPATISI MEATEXHIKA»
04107, m. Kuis, Bys. barrosytiscbka, 6ya.17-21, Vkpaina.
Ten.: 0 800 21-52-32

EnektponHa nowrra: uarep@cratia.ua, €JI[PIIOV: 38670845
"CRATIA MEDTEKHNIKA" LLC

04107, Kyiv, Baggovutivs ka Str. 17-21, Ukraine.

Tel.: 0 800 21-52-32

E-mail: uarep@cratia.ua, USREQU Code: 38670845

Kanac Ila, I1b 3riaso Jloaarky 2 TeXHI4HOro perjiaMeHTy Woa0 MeIHYHHX
BHpPOOGIB, 3aTBepkeHoro IloctaHosoro Kabinety MinicTpis Vkpainn Ne753

Bia 2 xoBTHA 2013 poky
Class Ila, IIb according to Annex 2 of Technical regulation on Medical devices approved by
Decree of Cabinet of Ministers of Ukraine Ne753 on 2™ October 2013

Hdonarok 3 TeXHIYHOrO perjaMeHTy IOAO0 MeAHYHHX BHPOOGIB,
sarsepakeHoro llocranosoo KaGinery Minictpis Vkpaiun Ne753 Bin 2

woBTHA 2013 p
Annex 3 of Technical regulation on Medical devices approved by Decree of Cabinet of Ministers

of Ukraine Ne753 on 2 October 2013

UATR116

PR.596-18
19.03.2024

TosapucTBo 3 06MexeHO010 BIANOBIAAILHICTIO

«Yxpalucbkuit HaYKOBHI iHCTHTYT cepTHdikauiy
Limuted Liability Company ""Ukrainian Scientific Institute of Certification™
UA.TR.116

Kepmark C.n.A. neknapye BHUKOHAHHS OCHOBHMX BHMMOr WOAO MeawyHoro BupoOy, sriavo Jomatky 1 Texuiuxoro
periamenTy Woa0 MeaAHYHUX BHPOOGiB, 3aTsepukenoro [Noctanosoio Kabinery Minictpis Vkpaiun Ne 753 Bia 2 xosths 2013

P
Zhermack S.p.A. declares the fulfillment of basic requirements for medical devices. according to Annex | of Technical regulations on Medical devices.

approved by Decree of Cabinet of Ministers of Ukraine 2753

Micue Buaaui:
Place of iswe.

baxia lNoneciue, Itanis
Badia Polesine. laly

[Tianue ynosxosakeHoi

Signarure of Authorized person ZNe

2 October 2013.
Jlara nianucy:

Date of sigpung

04.12.2019

Hassa nocaau, I116: General Manager, Paolo Ambrosini
a Position, Full Name

°2.p

Jlexaapauia npo BANOBIAHICTS AiflcHa 3 aaTk

HCAHHA
Declaration of conformity is valid from the datg of signature

Peaaxuis: 02 Cropinka | 132

Jlexnapauis npo BUMOBIAHICTL JACHA 10
Declaration of conformity is valid unti!
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Zhermack“?

Jlonatox 1 a0 Jlexaapauil npo sianosianicrs Ne 002
Annex | to Declaration of conformity No. 002

Karanoxuuit | Ha3sa meanunoro supoby
Homep AHTNIACHLKO10 MOBOK Hasa meanunoro supoGy ykpalHchicol Knac
e Catalogue Name of medical device in MmO
P8 English Name of medical device in Ukrainian
3aci6 ana nesindexuii meanuHux BHpoGis
1. | C810000 Zeta | Ultra, 1000 ml 3era | Yastpa, 1000 M1 I1b
3aci6 ana nesindexuii MeanuHnx supobis
2. C810012 Zeta 2 Enzyme, 1200 g 3era 2 Ensum, 1200 I1b
3aci6 s aesindexuii meanaHux sBHpoGis
3. | C810011 Zeta 2 Sporex, 900 g 3era 2 Criopexc, 900 r 11b
3aci6 s nesindexuii meanuHux BUpoGis
4. | C810025 Zeta 3 Foam, 750 ml 3era 3 Qoan, 750 Mn 11b
3aci6 ans nesindexuii meanunnx sBHposis
5. | C810026 Zeta 3 Foam, 3000 ml 3era 3 Goam, 3000 M 11b
) 3aci6 ana aesindexuil MeaHuHNX BUpoGis
6. C810027 Zeta 3 Soft Classic, 750 ml 3era 3 Codr Knacik, 750 M1 Ib
B C810028 Zeta 3 Soft Classic, 2500 ml | 3aci6 s aesindexuii meauHHX BHPOGIB b
y (5000 ml) 3era 3 Codr Knacik, 2500 ma (5000 ma)
3aci6 s nesindexuii MeanyHUX BUpoGiB
8. | C810023 Zeta 3 Soft, 750 ml 3eta 3 Codr, 750 Ma 1b
Zeta 3 Soft, 2500 ml (5000 3aci6 ang aesindexuii meauuHnx BUpoGis
9. ~esin04 ml) 3era 3 Codpr, 2500 M (5000 1) b
10. | c810063 Zt_:ta 3 Wipes Total, 120 Cepserku ans aesindexuil MeanuHux Bpodis b
wipes 3era 3 Toran, 120 cepseTok
Zewa 3 Wipes Total, 120 CepBeTky s ne3iHpeKLii MeaHHUX BHpoGiB
11, | C810062 wipes 3era 3 Toran, 120 cepseTok b
3aci6 aa nesindexuii MeanyHuX BHpoGis
12. | C810038 Zeta 5 Power Act, 10 ml 3eta § Masep AxT, 50 wr (10 Ma) lla
3aci6 ws aesindexuii meanuHUX BHpobis
13. | C810040 Zeta 5 Power Act, 1000 ml 3era s Masep AkT, 1000 ma | lla
Cnipell 115 Ae3iHQEKLT MEAHUHIX BUPOGIB |
14. | C810050 Zeta 7 Spray, 750 ml 3era 7, 750 Ma l Ila
Micue Buaaui: Baxia [Tonecine, Iranis Jlara nianuey:
Place of isswe Badia Polesine. ltaly Dawve of stgming 04.12.2019

[liAnue yNoBHOBAXKEHOT 0COOH:

Sigmanture of Authortzed person

Zher;

Hassa nocaaw, I115: General Manager, Paolo Ambrosini

Position, Full Nome
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Declaration of conformity is valid from the date of signature
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