\ HEexaAraALiust Ipo BuanosLidICTh
Declaration of Conformity

Mu. Opoxemi 'noX+Ko, K.
FHAXOMMMOCH 34 A/IPECOIO!
Makc-ILiank-Lrp. 27. 1-70806 Kopusewreim. Himeuunia
JICKIAPYEMO 11PO HACTY [THeE:

Meanuni Bupoou:
Vedical devices

ITepenik supodis:
List of products

Bupobnnk:
Manufacturer
Aapeca:
Address

YioBpnopakeHni  MpeacTaBHUK B
Yipalli 1a ajpeca:

Huthorized representative in

Ukraine and address:

Kuacupikartis:
Classification

Buuienkaszani supodu BiANOBIAAOTL
OCHOBHUM BHMOTAM A8 MEIMUIINX
BUPOOIB 3101110:

The above products meet  the
essential requirements for medical
devices according 1o

Oprat 3 OlIHKK BLUTOBLOCT:
Conformity assessment body:

TexHiYHa AOKYMEHTALIS HAa MENHYHWIA BUPIO po3pobiena Ta
BripoBa/keHa. Jleknapalis BiANOBIAHOCTI cKiaAeHa Ha MiACTABI
ceptuikary BignosinHocti Ne UA.MD.494.22 ta nia nosHy
BIANOBi/laJibHICTb BUpoOHMKa. [lana Aexnapauis € YHHHA 10
02.08.2027 p.

BinnosiaaneHuit 3a ckianans i
RUAAHHS Aekaapautil BiAnoBiAHoCTI:

Responsible for compiling and
issuing the declaration of conformity

Ne ORO -1 Peaakuis 02
No ORO -1 Revision 02
CTaHoM Ha 03 082022

Eftective date

We, orochemie Gmbll + Co. KG
Located at:
Max-Planck-Str. 27. D-70806 Kornwestheim, Germany
herewith declare that:

Hesinderranty MeanuHi
Disinfectants for medical devices

Jus. notarok 1 (27 Halimenynaiin)
See. Annex | (27 itemns)

Opoxemi I'MOX+Ko. KIT
orochemic GmbH i+ Co. KG

Matc-[naung-Urp. 27. J1-70806 Kopusenneist. Himeuuunna
Max-Planck-Str- 27, D-70806 Kormvestheim, Germany

Tea Tel ~49(0)7154- 1308 -0
Iumeprem: Internet www.orochemie. de
Laexmponna nowma E=-Mail: info'dorochemie.com

[Mpuarie nianpuevcrno « aiir»

By 15 KsiTHs. 6€. ¢. baiikisii. Teproniabenkuit paidon. TepHoniascbka obnactn, 47711, Yipaiia;
Tei: 0800 502 998: +38 093 081 87 78: +38 050 338 10 64: c-mail: office/w galit.le.ua; www.galil.le.ua
Private Company « Galit»

6F, 135 Kvitnya St village  Baikivtsi,  region  Ternopil, 47711,  Ukraine,
0800502998, +380930818778, 3805033810064, L-mail: officet@galit.te ua, www.galit te.ua,
Kuac Ha. /lodarok 2 Texuivnoro periaamenty oo Memyinx Bupodis. 3arsepiukennii Ilocranosoio
KMY iz 02 scoBTHa 2013 poky No753

Class Ha, Annex 2 of Technical regulation on medical devices, approved by Decree of Cabinet of
Ministers of Ukraine Ne753 on October 2nd, 2013

Hoaatky | TexHiUHOrO permaMenTy 111040 MeAHUIUX BUPoGiB, 3aTBepkeHnil [Toctanosoio KMV Bin
02 wonins 2013 poky No753.

BUILC3NLANOT0  periiaMenty: 3abesncucHHs (PYHKLIOHYBANHS KOMILICKCHOT CHCTEMH  yNpaniiHHS

Phone

3acroconalia npoic/lypa OIliHKW BiaNoBiocTi 3riano [onatky 3

SKICTI0 (30 BUHSTKOM 1IYHKTIB 8-11)
Tnnex | of Technical regulation on medical devices. approved by Decree of Cabinet of Ministers of
Ukraine N2733 on Ocrober 2nd, 2013

mentioned technical regulation: Ensuring the functioning of a comprehensive quality management

Conformity assessment procedure followed  Annex 3 above

svstem (excluding points 8-11)

Fosapuerso 3 oOmexenon siwmosiibiictio «YKPMEJICEPTy», aapeca: 02059. sm. Knis, ByJL.
Jlparomarona. la. odh. 2: Ten. (067) 395 02 30: Homep npusnauctioro opramy NeUATR.099, arecrar
akpeavtauii No 10240 Bia 22.03.2021

UKRMEDCERT, Limited Liability Company, address: 02059, Kviv, la Drahomanova street, of. 2, Tel.
(067) 595 02 30, Conformity assessment bodv No. U A TR 099, Accreditation Certificate No. 10240
dated 22.03.2021

The technical documentation for the medical device has been
developed and implemented. The declaration of conformity is made on
the basis of certificate of conformity No. UA.MD.494.22 and under
the full responsibility of the manufacturer. This declaration is valid
until 02.08.2027

Hpusarne nijinpuemctBo «f ani» (Y 10BHOBRXEHUH NPeACTABHUK B Y Kpaini)
Private Company «Gality (Authorized representative in Ukraine)

Miciic i lara Buanns: PP s |5 kBiTHs 6€.C. baitkinui. Tepuoninseskuii paitonn, Tepioniancika obsacrb. Ykpaina: 03.08.2022
Place and date issue. .:‘:“\N\PUUR: ?‘%wa SL./]M/(/W;'[, region Ternopil, 47711, Ukraine 03.08.2022
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L . - Ne ORO -1 Penaxuin 02
NEKJAPALLSA [TPO BUIMOBIAHICTD No ORO -1 Revisioh 02
| d v o C : 03 082022
| Declaration of Conformity e
Jlonarox |
Annex |
[(NeNo | Homep 3a| Ha3zpa BupoOy yKpaiHCbKOK MOBOIO Ha3Ba BupoOy aHTMiHCBKOK MOBOIO
KaTanorom Product name in Ukrainian Product name in English
REF number
1. | CDF300C6150 _Ae'sim)e-m anT Aas nosepxots D 300 Dose. 2.5 1. FD 300 Surface disinfection. 2.5 L
P CDF300A0450 Cepserkw aesingikyioui FD 300 Lop wipes FD 300 top wipes Surface disinfection
3. CDI312C6130 Jlesinderrant s nosepxous FD 312 2.5 1 FD 312 Surface disinfection, 2.5 L
4 CDF_3]2C(£)7 ____llcsz_([_)eK'rariam{ nosepxorb FD 312.2.5 1 FD 312 Surface disi_nfection 25L
5. CCS350C2040 Jlesingexrant s nmosaibinn MD3S0 MD 550 Spittoon bowl cleaner
| 6. CCS550C4550 Jlesingexrant ;s naopasbivi MD3SS0, 750 v MD 350 Spittoon bowl cleaner, 750 ml
7. CDS110A9950 Jiesindexrant uis acnipatiinoro obnanianis Oroto! Plus| Orotol®Combi-set
8. | CDSI10P6167 Jlesingektantu s acni_pani‘v'moro oGnannains Orotol| Orotol® plus Disinfection of Suction Systems 2,5
| plus 2.5 1 ) L,
] CDS110P2000 Hestnderrant juis acnipauiifHoro obaainani Orotol Plus| Orotol® plus Disinfection of Suction Systems
10. CDSI110P5550 Jesingextant Ans acnipauifiHoro obnannands  Orotol| Orotol® plus Disinfection of Suction Systems, | L
Plus. 1 11
BE | CDS110P6137 Jesingerrant 41s acnipauifHoro obnaananus Orotol Plus Orotol ® plus Disinfection of Suction Systems
12. CDSI110P6150 Jlesindiextant ans acnipauifinoro o6nannanna Orotol | Orotol® plus Disinfection of Suction Systems, 2.3
Plus. 2.5 i L,
| 13. | CDS110P9599 | Jlesingiekrant ans acnipattiiinoro obnanuanis Orotol Plus Orotol® plus Disinfection of Suction Systems
4. CDS110P9950 JlesinekranT juis acripatiiftHoro oGnuHaNNIS Orotol Plus| Orotol® Basic set
I5. CDS120A6750 Nesingexrant ans  acnipauifinoro obnaanakys Orotol | Orotol® ultra Disinfection of Suction Systems,
Ultra 8x300 g 8x500 g
16. CDS120A9950 Jlezindexrant ana acmipaitiitoro obmajanus  Orotol| Orotol® ultra Disinfection of Suction Systems,
| ) | Ulwa 2x500 ¢ ) 2x500 g
17. CDS115A6150 JlesindexranT Ans acnipauitHoro o6nanuanis Orotol® | Orotol® plus eco Disinfection of Suction Systems
k- - lpwseeor —
18 | N.B15.20.01.60 Jlesingexrant aas noseproih BIS, 0.125 2 | B15Wipe Disinfection. 0.125 L
19. | N.BI5.55.06.60 Jlesindewran s nogepyoin BIS. 6x1a | B15Wipe Disinfection, 6x1 L.
| 20. | N.BI13.91.01.60 | Jlesingerrant juis noseprotih BI5. 10 B3 15 Wipe Disinfection. 10 L
21, | N.B30.20.0i.60 | Jlesindierrant s Bnakot aesineritii B30, 0.125 4 B 30 Fast-Acting Disinfectant, 0.125 L
22 _ﬁBBO.SS.Q_().éO | Jlesingiexrant s wepakol aesingeruii B30. oxl o B 30 Fast-Acting Disinfectant, 6x1 L
23, | N.B30.91.01.60 JleaindyeKTanT Ats HIBHAKOT Aesingeruii B30, 10 1 B 30 Fast-Acting Disinfectant,10 L
24. | N.B60.11.12.60 | Cepserkn aesingixytodi B60, 12 kopobok B 60 Disinfection wipes. 12 boxes
25, N.B60.11.NP.60 Ceprerku aesingikyioui B60, 12 RP B 60 Disinfection wipes, 12 RP
26. N.D10.55.06.60 Jlesinerrant A acripaiiinoro obaaianHs DI0.6x1 1| D 10 Disinfectant for Suction Systems, 6x1 L
27 N.D10.91.01.60 JlesindexTant ana acnipauiiinoro obnainanns D10, 10 1 | D 10 Disinfectant for Suction Systems, 10L J

BinnosinanbHyit 3a cknagaHHs |
BUAAHHS AeKNapailii BiANoBiAHOCTI:
Responsible for compiling and
issuing the declaration of conformity:
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Tlpusarie MianpremcTao «lanim (Y noBHOBAXEHHH NPEACTABHHK B VYkpaiHi)
Private Company «Galit» (Authorized representative in Ukraine)

@61 THn 6€.c. Baitkisui, TepHoninbcbkwii paitoH, TepHoninbcbka 06.1aCTb, Ypaina; 03.08.2022
©4fwnva St village Baikivisi, region Ternopil, 47711, Ukraine 03.08.2022

3onotuit Bonoaumup TleTposuu
Zolotyy Volodvmyr Petrovych
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