-QC-01 o
_ Llor{ymen'rz :T: Z]H[c:::'r?mnm AKocri Bunyuienyik: 05.08.2024
@] NigrotosneHnii;
®opma F-QC-01 [5] K. Zarzycka
ARKONA KOAAICENT HAHOCUIBBEP cripeii gyin ropra _2024-10-21 _ ‘Zﬁﬁfﬁﬁ
CEPTUDIKAT AHANIZY CxBaneHuii:
Crop.131
NPOAYKT RONAICENT HanoCINLBEP capeii gna ropna {Yupaina)
CEPIfl 2024-10-21
TEPMIH TIPHMAATHOCT! | 2027-09
BATA BUPOBHMUTBA | 23,10.2024
3PA20OK BYE Y3ATHI sl,n,nom‘,iif‘-[o‘.ngﬁcfhyuui‘i\atm.qsbPy 3pASKIB Tak
3AXWCT 3PA3KA BIA, MOPYLIEHHA - I Tan
PIBUKO-XIMIYHI NAPAMETPH
NAPAMETP ‘ ‘M:-.fr‘c;)‘,g;:;gngmgyi BE £° . fiﬂgl__.ghtﬁ_tﬂﬂium PE3YALTAT
B Ll R . = - e, - !
Oanopiguicr BiayanhHuii OnHopigHuli, Gea BMaMmMUK HERO3UUHEHMX YACTUHOK Bignosigae
Mposopictb BisyanbHuii Biy nposoporo ac anerka KanamyTHOro Bianesigae
Konip BisyanuHumia Big binoro 8o 3nerka moavoro BipnoBeigae
Crmay OpravosenTruHMii M’ ATHM Bignosigae
3arax OpranonenTrubmi M aTHIE Bianosipae
PH (20°C} pH-meTp 48-5,1 4,05
Wiinbnicts {20°C) MiKHOMETPUUHII 1,00 - 1,07 r/emd 1,02
MIKPOBIONONYHI NAPAMETPI
UAPAMETP: . . - . . |  METONARANEY - [ G AL A | . PESVISTAT
3aranbua Kinbricrh aepoBHUX mikpo6in [1 r) Ph. Eur, <2.0x 100 KYO < 1.0 % 101 KYD
Saraneua kinskicth apixpris/mikpoBis [1r) Ph EFur, <2.0x 10 KvD < 1.0 x 101 KYQ
Escherichia coli [1 1) Ph. Eur, BipcyTHi BigcyThi
Staphylococeus aureus [1 1 Ph. Eur. BigeyrHi BlacyTHi
Pseudomonas aeruginosa [1 r] Ph. Eur., BiucyrHi BigeyTni
Salmonelio [10r] Ph. Eur, BiacyrHi BigcyTHi
Candida alblcans [1 1] Ph. Eur. BiacyrHl BigeyTui
Hosvocriitkl rpamueraruani Bawrepii [ r} Ph. Eur. Bigeyrni BigeyTwi

fkicTs meguuHOTO BUPOBY KONBICENT nakoCl/IbBEP cnpeft £N1A ropiaa signosigae sumoram cneyndiraufi P§-15,

04.11.2024, K, Zarzycka
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DECLARATION OF CONFORMITY
No 12/UA verstan 2

Meanyfacturer
name:  ARKONA  Laboratorium
Stematologiczne] Greegorz Kalbarezyk

Farmakologit

address: Nasatdw 99 C, 21-025 Niemosg

sty Poland

whose duthorized Representative fn Ulradne:

name: PISC “Naturphary™

actual address: Kiev, 04075, Pushcha-Vodyisia,
Lisna str. 30-4

fepal address: Kiev, 040735, Pusheha-Vodytsia, Lisna
sty 30-A

country: Ukraine

telephone: +38 044 401 81 03, +38 044 401 81 4
herewith declare that the medical devive
Coldisept nanoSilver throat spray

meet the requirements of Technical regulation
conserning medical devices {a;\pmvei by the Becree
of the Cabinet of Ministers of Ukraine on October 02,
2013 under No. 753).

Classification: Class 1, according to peint 13 of
Annex 2 of Technical regulation converning medical
devices.

The producis comtain the mark of conformity 1o
Techuical vegudation:

Compliones of the designated products with the
Technical regufation concerning medical devices hay
been assessed and confirmed by following the
Procedure of nternal control of production of
medical devices stated in the Anrex 8 {except point 5,
&} of the Technical vegularion concerning medical

devices.
Declaration of conformity is valid during 5 years.

Place, Date Kyiv, 12,12.2023

JERJIAFALIA PO BULIO OBLHICTE

No 12/UA sepoia 2

Bupofini:
HAlMERYBANIA!
Crromaronorivaot
Kanbapugs

APKOHA
Gapyaxosoriy

Haboparopis
Dhwceroma

aapeca: Haoyryr 92 €, 21-025 Henmne

xkpaipar Hoomsma

Vuoenosauegnul npedemasrux & ¥epaini axwoco &
pafimenyeanns: HpAT «Harypdapus

draxraung agpoc: Kaie, 34075, Dyue-Bonws, sya.
Jicna 36-4

ropuapasa anpeca: Kufs, 04075, thvia-Bogsms, sya,
Hiesa30-4

Kpaina: ¥xpaina

Tenedion: +38 044 401 81 03, +38 044 401 81 04
HIOMBEPAEYE, WO edhoantt supits

Kongicenr wagoCinopep, capelt am ropas

planorizas suvoray TexsgiuHOID peraaMesTy Ioxo
wegrHER rrpoiis (axnlt sareepxenait Hooranoroio
Kabinery Minicrpis Yxpaive g (02 worria 2003 p.
X 753).

Enacwdineyin: Kanae L ariguo ayvaery 13 Hogarxy 2
TexnIMHOre periaMenTy TOAD MeANIHHK BHPODIB.

Hg}of}wf:zﬁm CYRPORNANCYE JHAK sIonoeiducon

mexHiuHIR POERCMERRAM

Ridnoaiduicms  zamcsenol  npodvigll  eumaza
TeXuMHoon Peonauesiiy Modo MeQuHRux G0 ouinery
ma piomeepducexo ¥ sidnosidrocmi 3 Hopsdxos
QFCRERIE SRYHIPINHL020 KORMPONG UPaGHURMSes
MEQUUHRY gupotie ax euxadene ¢ Hooamxy & {ospiv
mpemnie 3, &) do Texpiviozo pesiaguenmiy 1odo
MEOUYHIX Supoiils,

Hexmapain npo plgnosigsiors gifcda BpoTIroM

| 5 poRig.

Micne, HJara

Henaapaniio CKuaasHe nia WAKORHTY bmn%u&mmm Bt \omi

wmpis‘m responsibility of the mannfacturer.

made under the

Job positionTIveana General Dneuoi af ? f%L‘ “\&nu ;nm m” f{“ eHgpa

op HpAT «Harypddpae




HATYP
APl

04075

Ykpaina, M.Kuis, Byn. llicHa, 30-A
IBAN: UA 66 3808 0500 0000 0026 0054
45787, _ )

AT «PAVODAUNIEH Bank ABAJIb»
Mm.KueBa

MadO 380805

Kon €APNOY 24930169

NMPUBATHE AKUIOHEPHE TOBAPUCTBO

@

Ten: +38 (044) 401 81 05,
cbakc: +38 (044) 401 81 02

Odexnapayin npo eignosigHicte CNSTS01

Declaration of conformmily

Bepcin 1.0.

TexHiuYHOMY pernaMeHTy Woao MeAuYHUX Bupo6is, 3aTBepaXKEeHOMY
MNocranosoto KaGinery MinicTpis Yikpainu N2753 Big 2 »xostHs 2013 p.
Technical regulations on Medical devices, approved by Decree of Cabinet of
Ministers of Ukraine N°753 on 2 October 2013

Hazea meguuHoOro supoby:
Name of medical device:

UincoBe npU3HavYeHHA:
Intended use:

BupobHMK:

Manufacturer:

YnoBHOBaXeHWil NnpeacraBHUK B YKpaiHi:
Authorized representative fn Ukraine:

Knacudikauia srigHo [JopaTtky 2

TexHiuyHOro pernaMeHTy LWoao MeguyHnx
BUpobIB, 3aTBepAXeHoro [ocTaHoBOIO

Kab6inety MinicTpis Yipainu N2753 Bia 2 XXOBTHA
2013 p

Classification according to Anex 2 of Technical regulation on
Medical devices approved by Decree of Cabinet of Ministers of Ukraine
N¢753 on 2 October 2013:

Koagicent nanoCinbsep, cnpeii s ropJia
Coldisept nanoSilver throat sprey

Cnipen ans ropna
Throat sprey

APKOHA Na6opaTtopia CtoMaTonoriuHoi
®apmaxonorii MNkeroxa Kanbapunka
HacyTys 99C, 21-025 Hemue, Monsblua
ARKONA Laboratorium Farmakologii
Stomatologicznej Grzegorz Kalbarczyk
Nasutéw 99C, 21-025 Niemce, Poland
MpAT «HaTtypdgapm», Ykpaina,

04075, Nywa Boauus , Byn. Jlicha 30A
PISC "Naturpharm®, Ukraine

04075, Puscha-Voditsa, Lisna str. 30A

Knac I, necrepunbHnii (Myrkr 13, fogatky 2)

Class I ,non-sterile (Item 13 of Annex 2)

&




Mpoueaypa ouinku sBignoeigHocTi:

Conformity Assesment Route:

Oara Bunycky agexnapauii:

DiiicHa po:

2013 p.

Ministers of Ukraing N®753 on 2 Octaber 2012

10.02.2021 p.

31.12.2023 p.

MpAT «Hatypdrapm», B ocobi MeHepanbHoro aupekTopa Llynaka Mapka Bopucoeu4a, nig
CBOIO IOPUAUYHY BIAMNOBIAANLHICTE AEK/apye BUKOHAHHS OCHOBHMX BUMOP WOAO MEAUYHOTO
Bupoby, 3rigHo Jdogatky 1 TEXHIYHOro pernaMeHTy WoAo MeaudYHUX BUPobiB, 3aTBEPAKEHOIO
MocTtanosow KabiveTy MiHicTpiB Ykpainu N2 753 Big 2 woetHa 2013 p.

PISC “Naturpharm® duly represented by General Director, Mark Schupak . under aur sole responsibility declares the fulfiliment of basic
requirements for medical devices, according to Annex 1 of Technical regufations an Medical devices, approved by Decree of Cabinet of Ministers

of Ukraine N°7532 on 2 October 2013.

Micue Bugaui: m.Kuig, Nywa-Boavus, Ykpaina

Place of issue: Kiev, Puscha-Voditsa, Ukraine

OaTta nianucy | Mignuec

YyNoBHOBa)@eHoi 0co6u
Date of signing | Signature of Authorized person

MNIb ynoBHOBa)3eHoi ocobu |

Hazea nocagu
Full Name of Authorized person | Pasition

Hara Mia
A0, O Ll 7p

Llynak Mapk | FeHepanbyitia oy
BopucoBmy MpAT «HaTypdaps

Mark Schupak Genaral Director of PISC "Naturpharm”

- —

DopaTok 8 «MNOPAOOK z2gilicHeHHA
BHYTpilWHbOIO KOHTpPONIO BMpoGHULUTBa
MeauuHnx BupoGie» TexHiyHoro pernaMeHTy LWOAO
MegMuHUx Bupobis, 3aTeepaxeHoro [llocTaHoBoW
Ka6inety MinicTpis Ykpainu N9753 Big 2 OBTHS

Annex 8 «PROCEDURE for internal control of the manufacture» of
Technical regulation on Medfcal devices approved by Decree of Cahinet of

—



http://www.tcpdf.org

