DECLARATION OF CONFORMITY
MNo 117UA verston 2

Menttifacturet,
name:  ARBONA  Laboratorium
Stomatologicsne] Grzegorz Kalbarezyk

Farmakologii

address: Nasutow 99.C, 21025 Nigmee
country: Poland

whose duthorized Represemsative in loraine:

name: PISC “Naturpharm™

actual address Kiev, 04078, Pushcha-Yodyisia,
Lisna str. 30-&

legal address: Kiey, B4075, Pushcha-Vadytsia, Lisna
str, 30-A

country: Ukraine

telephone: +38 044 401 81 03, 38 044 401 81 04
herewith declave that the medical device

Coldisept nanoSilver nasal spray

meet the requivements of Techunical regulation
concerning medical devices (approved by the Decree
of the Cabinet of Ministers of Liloaine on October (2,
2013 under No. 7533).

Classificarion; Class I, according to point 13 of
Annex 2 of Techuical regulation concerning medical
devices.

The products contain the rark nf confoemin: fo
Technical regulation.

Compliance of the designated prodiwcts with the
Fechnical reguiation concerning medival devices bas
heen avsessed qud confirmed by Jollowing  the
Procedwre of ernal condrol of production of
predicnt devices stated tn the Avwex 8 fexcept point 5,
51 of the Technical regnlation concerning medioal
deviees.

Declaration of condonmity s valid during § vesrs.

FMace, Date Kytv, 12.12.2023

JEKAAPALIA PO RUTTOBLHIC T
Noe HUUA pepeis 2

Bupotm:
HAHMERYRABE
Cromarenorignot
KanGapuska

APKOHA
Gapuaxosorty

JaBoparepia
ixerowa

anpeca: Hacyrys 99 €, 21-025 Hesuge
gpatna: THogsg

Yaosnosamcenui npedemasnus 8 ¥Yrpated arozo o
sabinenysanna: IpAT «Haryphapsty

drageriana aapeca: Kals, 04075, Hywa-Bomosm, sy
Micsa 30-4

woprrana anpecns Kude, 04075, Tviwa-Boauus, syn.
Jicua 30-4

wpaidar Yepaina

rencdons +38 044 401 81 03,438 044 401 81 04
RHOBRERONCYS, 1O MeduRuy gupii

Koagicews nanoCinsnen, nasaasunll cupelt

sianesizas susoray TexXHIGHOPQ pernaMenTy Moan
memwarnx rupobin (suult sarsepiokennit Hooranosow
Kabinery Misicrpin Vepatnu pig 02 mopran 2013 p,
Ne 753}

Kracupizayie: Kaae 1, soiawo aynxry 13 Jonarwy 2
TexHIYHOTO PEITAMERTY HDH0 MOINURHE BHpohia,

FIpodvinin cyRposcomCve sar sidnosionocmi
mesriuRw FHELRAMEHRRTL

Bidmoeidwicmn  sqmanenal RPOOYRHIL  sudean
Fexpiynoos peeaasesany wndo meowinuy Gyeo ayineno
ma piomeepdawena v eidnosionovmi 3 Hopsiwosm
SOTCHEHFR SHYIPIEHEQED . KORMPOTIO SUReGHnmen
medwuniey gupobie as exscacdens 8 Jodamiy 8 fonpla
pyrromie 3, 8} 0o Texuiwposo pesnqussnyy wodo

MECUYRIK sipobis,

Hexomapands npo aigmosiasmicrs HHCHA NPOTATOM
§ poxis.

122023

Jerxnapauio SxITEeRs i ULIKOBRTY RIATRRUIALHICTL B

complete responsibility of the manufactorer.

s made under the

Name/THB  Mark Schupaki {Hyis

Job position/Tlocana General Director of PISC “Naturpham™ /T




04075
HKT?:IP Ykpaina, m.Kuis, Byn. Jlicha, 30-A
Gf"ﬁpm IBAN: UA 66 3808 0500 0000 0026 0054

45787, '

AT «PANDDAMUIEH Bank ABAJIb»
m.Kuesa

M®PO 380805

Kop €OPMNOY 24930169

NMPUBATHE AKLIIOHEPHE TOBAPUCTBO ten: +38 (044) 401 81 05,
daxc: +38 (044) 401 81 02

\

Declaration of conformity

@E Oexnapauia npo BignosigHicTb CNSNSO1

Bepcia 1.0.

TexHiYHOMY pernaMeHTy WoA0 MeanyHNX Bupob6iB, 3arsepHKEeHOMY
NMocraxosoio KaGinety MinicTpis Ykpainu N2753 Bia 2 »KOBTHA 2013 p.
Technical regulations on Medical devices, approved by Decree of Cabinet of
Ministers of Ukraine N°753 on 2 October 2013

Hassa meanuHoro Bupoby: Koanicent nanoCiabBep, Ha3a LRI cnpei
Name of medical device: § .
Coldisept nanoSilver Nasal sprey

LlinboBe NpU3HAYEHHA: Hasanbhun cripen
Intended use: Nasal sprey

BUPOGHMIK: APKOHA NaGopaTtopis CToMaTonorivuHoi

Manufacturer: -
R ®apmaxonorii Mkerowa KanGapunka

Hacytys 99C, 21-025 Hemue, MNonblua
ARKONA Laboratorium Farmakologii
Stomatologicznej Grzegorz Kalbarczyk

Nasutéw 99C, 21-025 Niemce, Poland

VnoBHoBa)eHni npeactasuuk B Yrpaini: | MPAT « Harypdapm», YkpaiHa,
Authorized representative in Ukraine: 04075, Nywa Boguusa , syn. JlicHa 30A
PJSC “Naturpharm”, Ukraine

04075, Puscha-Voditsa, Lisna str. 30A

Knacudpixauin srigho [loaatky 2 Knac I, nectepunsHnii (MyHkT 13, JoaaTky 2)
TexHiyHOro pernaMmeHTy WoAe MeauyHuX
supobis, 3aTBepaXeHoro NocraHoBow

Kabinety MinicTpis Ykpainn N2753 BiA 2 XOBTHA
2013 p Class I ,non-sterile (Item 13 of Annex )

Classification according to Anex 2 of Technical reguilation on
Medical devices approved by Decree of Cabinet of Ministers of Ukraing

Ne753 on 2 October 2013: @




Npoueaypa ouiHkM BignoBiAHOCTI:

Canformity Assesment Roule!

[daTta BMnycKy Aexnapauii:

Oilicsa po:

OopaTok 8 «MOPANOK 3piicHeHHS
BHYTPRIWHBLOIO KOHTPOMID BMpoOGHULTEA
mMegMuHux eupobGiex» TexHiYHOro pernaMeHTy LWoao
MeauuyHUX BupobiB, 3aTBepAxeHoro [locTaHoBO
Ka6ineTty MinicTpiB Ykpainu N2753 Bia 2 XOBTHS

2013 p.

Annex 8 «PROCEDURE for internal control of the manufacture» of
Technical regulation on Medical devices approved by Decree of Cabinet of
Ministers of Ukraine N°753 on 2 October 2012

10.02.2021 p.

31.12.2023 p.

NMpAT «Hatypdapm», B ocobi MeHepansHoro avpektopa Lllynaka Mapka BopucoBuya, nig
CBOIO IOPUANYHY BiANOBiAaNbHICTL ACKNAPYE BUKOHAHHA OCHOBHUX BMMOr WOAO0 MEAWYHOro
BUpo6y, 3riaHo JoaaTtiky 1 TEXHIYHOro pernaMedTy Woae MeanyHux BUpo6iB, 3aTBEPOXEHOID
MocTaHoeow Ka6iHety MinicTpie Yipainn N 753 sig 2 xoBTHa 2013 p.

PISC "Naturpharm” duly represented by General Direcior, Mark Schupak , under our sole responsibility declares the Ffulfillment of basic
requirements for medical devices, according to Annex 1 of Technical regulationis on Medical devices, approved by Decree of Cabinet of Ministers

of Ukraine NY753 on 2 October 2013,

Micue Buaayi: Mm.Kuis, NMywa-Boauus, YKpaiHa

Place of issue: Kiev, Puscha-Voditsa, Ukralne

OaTta nignucy | Mianuc

YNOBHOBAXeHOI ocobun
Date of signing | Signature of Authorized person

MIB ynoexoBaXeHoi ocobu |

Hazea nocagm
Full Name of Authorized person | Position

10. 4R . m”ﬁ”/.

Bopucosnt MpAT «Hatypdaphs

Mark Schupak

el xog
25930169

lUlynak Mapk | FeHepanBuliii ANDEKIOp

General Director of PISC "Naturpharm™
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Bnan RGO ) BunyweHuii: 05.08.2024
P HoRrymenrauin 3 KoHTposio AKocri
“% NiaroToeneMKi:
U ®opma F-QC-01 [5] K. Zarzycka
ARKONA ROJLICENT HAHOCWIBBEP HasanbHuii chpeil _2024-10-22 . rzlf/_:.gﬁf s Q{
CEPTUOIKAT AHANIIZY CXBHME I
Crop.131
NMPOOYKT ROJIAICENT HAHOCUILBEP HASATIbHWI CTIPEH (Vipaina)
CEPIA 2024-10-22
TEPMIH MPUZATHOCTI | 2027-09
AATA BUPOBHWUTRA | 23,10.2024
3PA30K EYB yaﬂmﬁ‘m,qnb‘éi.ziilbjao‘uHC:fﬁSgi{i‘;l"T.s'_-ef,q,sopy-apAamé' Tak
3AXMCT 3PASKA BID NOPYILERHA | - ' ‘ ~ Tak
DISNKO-XIMIYHI TAPAMETPH
NAPAMETP METOL:AHANZY CIELNBIKALYSA PE3YNLTAT
OpaHopianicrs BiayansHuii OuHopianni, Bea ananmmx HEPRO3YHHEHUY Y3CTHHOK Bignosigae
MposopicTs BisyanuHnii Big nposoporo Ao anerxa KanamyTHoOro Bipnosigae
Konip BisyansHuii Big Binoro a0 snerxa moeroro Bipnoeiaae
pH (20°C) pH-metp 4,8-5,1 4,30
UWinsHiers {20°C) MikHoMmeTRIYHKH 1,00 - 1,07 rfcmd 1,02
MIKPOEIOACTIYHI NAPAMETPY
NAPAMETP METOL AHAM3Y . | % [ CTELM®IRALLS PE3Y/IBTAT
3araneHa KinukicTs aepoBHMxX mixpo6is [1r] Ph. Eur. < 2.0 x 100 KYO <1.0x 10T KYO
3araneHa KiAbKicT Apiantis/mikposis [1 v] Ph. Eur. < 2.0x% 10 Kyo <1.0x 10*KYQ
Escherichia coli [1 r] Ph. Eur, BigcyTwi BigcyTui
Staphylococous aureus [1+] Ph. Eur, Bigeyrhi BigcyTHi
Pseucfomonas aeruginosa [11] Ph. Eur. BincyTHi BigeyTni
Salmonelfa {10 1) Ph. Eur. BigeyTHi Bincyrni
Candidq albicans [1 ] Ph. Eur, Biacyrhi BigeyTui
MosuocTiiikl rpamueraTvani Bakrepii [1 rf Ph. Eur, BigcyThi Bigcyrni

Akicte meanuHOro BUpoBY KONAICENT HanoCIIbBER HazaneHuli cipel eignosinae sumoram cneumdinanii PS-21,

07.11.2024, K, Zarzycka
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