55

e

®opma F-CA-01

Bunywenuii: 18.05.2023

MiaroTosnexnii:
A. Barszczewska-Kuna

v
ARKONA CEPTUDIKAT AHAAIZY ) %@W} 74
CxBaneHnis:
Crop. 131
4 h\';;——,ﬂ. -'s .-l
KDAAICERT HAHOCIAILBEP BYLUH| KPAII
ﬂ:a g."a:r 3 T .z‘émnPO VR T ta%‘
et 5 ns"‘““"‘r" r‘gaﬁa.{ff N m‘- {Ypaina)
{55_‘“‘;« r.e@\ o .‘:‘:;'ﬂ&ﬁ‘%m o ‘“J .,a.u , Cepin: 2024-01-22
i -{p*g,«c;—.;r«w”,, 4 _ﬂi;l%k?(%l_ Tepmin npugatHocri; 2026-12
f R .; 1_. ~g.;iix«‘i..:-.,4m~ e ‘wn Hara supobHuurea: 13-14.02.2024
jice rﬂ}r‘-‘f i“f#}“?';'_;{t. = 1.?5'? ‘a&‘ﬂ:‘-‘r"‘“}gg ;ﬁ?‘-«'mrw A el ) t ;t‘gwﬁ;; A 2 qr‘) i.-, .ﬁm ﬂ_‘;-}“!-ﬁ-;“':ﬂ;d‘.\_hi‘ﬁn "'-!.1,& ?‘!@ F‘{_,‘;-: ‘-'.‘a.‘ &3",
ABOHnEyB VBHTHI{[.BI HB'BI‘D,HE)vﬂBaIHGFPgI{ﬁ %FJ S .%W “‘""1 e :ﬁs*;a-v Sl Rl =5
# :‘*‘L‘- a m‘ 3PA3KIB _‘_fﬂ_r:—,.'rtf ‘- “ffa' 4 t,%is_ ['E.é*' "113A)§VI SUE E'Amgm ,q TIGIPyllIEHHH\' H‘i{'i.lr "‘.’k:;‘r
w iy ;—" N .: d Py ;. o -l .,"'v‘.m
%l-a 2 r" ’533 Pty " fr-hfﬁ %jﬁ*@'? "1‘-.‘.—:5-—-:1» M..L W"‘i x‘.:c‘ ﬁ ":’Anf.‘;\f‘ﬂ m"—"’" ‘Ex"n.-i ‘-“"-'& X0
Tak/Hi* Taw/Hi*
" Agrs -"" oS {,. NTH g LTy £ - ‘l:(ri; = -um. et Yar IS -. d P 3 o
PR f“:‘zﬁ"":;ﬂ?fr:%%": ,;.,;f‘ o :;:;;;ﬁ :“*‘?’1 h E& KEI‘LA ?f}%* 35;‘3:%"" ST % P 3;" T R T T
ey 04T ALOTPMMA HF! BPABHA- fré"“i;, S g%g\ R .,;-:,.%;?ﬁ,@_,q A Sg}BEPLu ﬁ“gﬁ P i :;:;*E’q rggs‘c‘:,q‘ia'ﬁn. iy
‘*-q"*" "'z R Ao e e e =C t 7§ gt S ! A eyl rL AR
%‘?‘_‘tin M“; ‘ 1W T"ﬂ-' %é: A‘%ﬁ EI:E:?—?::“"‘?:;". £ '..::»‘."{t.‘:;aaj Fx " 'ﬁbﬁﬂuﬁ 1 4 M 's'?;f.:p " ?‘Lﬁg -\ NN -'\‘::-?;:‘:‘1: ‘:; A‘
14.02.2024 14.02.2024 15.02.2024 K. Zarzycka
i =::En:;¥-: ":‘:.;;: o v‘e-i‘f-‘"a"f,"ﬂﬁ e E N Ef."‘--"’\“r""‘*“"m"' e 73“ R S, A B S TR T
te sy Sl ETPS Ao m}t Keglsa b o2 [y oS T Tyt %
ik S S TAPAVETREE b 200 Sl L B e COEN AT S ] a‘z SR o
. R » OaxopinHuii, Ges BUOUMUX . .
(o] B
AHOpiAHICTL BisyanoHuii HEPOIUMHEHUX YALTHHOK iAnosigae
Mpo3zopictb Blayanouuii BiA nposoporo Ao snerka Bignoeigae
KanamyrHoro
Konip BizyansHuii Blg Binoro no anerxa skostore Bignoeigae
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Total aerobic microbial count Ph. Eur. <2.0x 100 KYO < 1.0 x 10 KY¥O
Total combined yeasts/moulds Ph. Eur. <2.0x 10 KYO < 1.0 x 10 KYO
Escherichia cofi 1 1] Ph. Eur. BiacyrtHi BincytHi
Staphylococcus aureus [1 1] Ph. Eur. BlacyTHi BigcyrHi
Pseudomonas aeruginosa [1, 1] Ph, Eur. BigeyThi BipcyrHi
Salmonelfo [10 ] Ph. Eur. BigcyrHi Bigcyrsi
Condida aibicens [1 1] #h. Eur, BincyTHi Bincythi
Hosyocriiiki rpamHeraTuaH] Barrepli [1r) Ph. Eur, Bipcyrui BlacyTHi
AxicTb megruHoro 8Upoby KOMZICENT HaxoCI/IbBER BYLHI Kpansi signosigae Bumaoram cneundikanil PS-16.
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DECLARATION OF CONFORMITY
No I0UA version 2

Mamufacturer
name:  ARKONA  Laboratorium
Stomatologiczae) Greegore Kalbarczyk

Farmakologli

address; Nasutdw 89 €, 21-025 Nismee

country: Poland

whose duthorizsed Representative in Ukraine:

name: PISC “Naturpharm”

actual address: Kiev, 34073, Pushcha-Vodyisia,
Lasna str, 30-A

legal address: Kiev, 04075, Pasheha-Vodyisia, Lisna
str, 30-A

country: Ukraine

telephone: +38 044 401 81 03, +38 044 401 B1 04
Kerewith declare that the mediced device

Coldisept nanoSilver ear drops

meet the requirements of Techpieal ,regulatim
concerning medical devices {approved by the Decre
of the Cabinet of Ministers of Ukraine on October 02
2013 onder No. 753).

Classification: Class 1, according to pnim

w-‘

Annex 2 of Technical regulaiion concerning mcéﬁmi
devices.,

The products coniain the mark of conformily to
Fechnical vegulation:

Complicave of the desivuated products with the
Techrical regulation concerning medical devices has
been assessed and confirmed by folloeing the

Procedure of mternad comtrol of production of

medical devices siated i the Anwex § (except point 3,
5 of the Technicol regulation concerning medical
devices.

Declaration of conformity is valid doriag S years.

Place, Date Kyiy, 12.12.2023

of | Kuendhinongis Knae 1, sriavo nvsxry 13

JAEKIAPAULIA TTPO BIATOBLAHICTS
No 10AUA pepeis 2
BupoSere:
HaliMeRYBAREE
Cromaroaoriasel
Kanfiapuuxs

APKOHA
DapMarosorit

HsBoparopia
Pxerosea

axpeca: Hacyrye 89.C, 21-02
rpataa Hospng

CMR@

Vaosnosance st ;»zpet}wwmm & ¥Ypoind axoeo e
malimenyeanna: UpAT «Harvypdapas

- hawraung anpeer Kuly, 04073, Tvie-Bogemns, syi.

Hicaa 30-¢
wpnagtg anpecn: Kais, 04
Jicna 30-&

mma Vrpaiss
regodor +38 044 401 81 03, +38 044 401 81 04
RIGMSERAACYE, BIO MEOHUHIE supis
Kongicenr nanellannep, symni xpapal

78 Myua-Boraus, pys,

glanosizas sunoray TexuINEOTS PersaMesTy Hogo
METHUHNY mxp@f’ in (ncul careepamenult Hocmanosoo
KaBisery Mintorpin Yxpaius siz 02 xopras 2013 p.
Ne 733}

Honarry 2
TexHiUROTe PEFIAMORTY HOIO MOIHYRIY. Bupohin,
Hipndviyie cyrposoodcye auax glonosidrocni
HICXH RN PERTAMEHIIDL

Bidnosiduicoms  samauessl  npodviadl  suMosam
Texuiusoeo pectamennyy Hodo Meduaux 6’ WIO QUIHEND
nuy piomeepdoceno 3 sidnosionoest x Hopsoxost
SORICHENHT SHYIMPRUHBONG KOHIHPONI0 s;zmaf}:;z; NS
sedwurux supobis ar suxaodena ¢ Hodawmy 8 fonpiy

musrmie 3, 8} do Texniwnozo peesamesmy oo

MeMHEY SUpelis.

Jlexnapamis ape BUMOBLEICTE AIHCHA BpoTIroM
S powis.

Jexnapauiio cxnaieno A HIkasaTy sianosizanssi
complete responsibitity of the manufacturer,




04075
HKT?SP Ykpaiua, m.Kuie, Byn. Jlicha, 30-A
CPKPm IBAN: UA 66 3808 0500 0000 0026 0054

4578 7,
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NPUBATHE AKUIOHEPHE TOBAPUCTBO tenm: +38 (044) 401 81 05,
dhakc: +38 (044) 401 81 02

@ Oexnapauin npo BignosigHicte CNSEDO1

Declaration of conformity

Bepcia 1.0.

TexHiuHOMY pernaMeHTy WoAo MeanyHux empobis, 3aTBepaKeHoMy
NMocraxosoo Ka6inety MinicTpis Ykpainu N2753 sia 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 megnuHoro snpoby: KoagicenT HanoCinbeep, BIHI Kparii
Name of medical device: 4 a
Coldisept nanoSilver Ear drops

LlinboBe Npu3HaveHHA: BywHi kpanni
Intended use: Ear drops

BUpOGHMK: APKOHA Na6GopaTtopin CromatosnoriuHof

Manufacturer:

dapwmakonorii Nkeroxka Kan6apunka
HacyTtye 99C, 21-025 Hemue, MNonblia
ARKONA Laboratorium Farmakologii
Stomatologicznej Grzegorz Kalbarczyk

Nasutow 99C, 21-025 Niemce, Poland

YnoBHOBaXeHW NpeacTaBHMK B YKpaiHi: MpAT «HaTtypdapm», YKpaiHa,
Authorized represantative in Ukraine: 04075, Mywa Boguus , Byn. JlicHa 30A
PJSC "Naturpharm”, Ukraine

04075, Puscha-Voditsa, Lisna str. 30A

Knacudikauia srigHo JoaaTtky 2 Knac I, HectepunbHuii (NMyHkr 13, foaaTky 2)
TexHi4yHOro pernaMeHTy LoA0 MEAUYHUX
Bupo6iB, 3aTBepAKeHoro NocTaHoBOIO

Kabinety MinicTpie Yikpainu N2753 Bifi 2 XKOBTHS :
2013 p Class I, non-sterile (Item 13 of Annex 2)

Classification according to Anex 2 of Technical regulation on
Medical devices approved by Decree of Cabinet of Ministers of Ukraine

N2753 on 2 October 2013:




Mpouenypa oyiHkK BignoBigHOCTI:

Confarmity Assesment Route:

OaTta Bunycky pexnapauii:

OilicHa po:

OopaTox 8 «MOPAOOK spificHeHHnA
BHYTPIilWHbOrO KOHTPOMIO BupoGHULTBA
MeguuHuX BUpoGiB» TexHiyHOro pernaMeHTy Woao
MeauuHux BupobiB, 3aTBepaxeHoro [locTaHOBOIO
KabineTy MinicTpie Ykpainu N2753 Bif 2 XOBTHSA

2013 p.

Annex B «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 2013

10.02.2021 p.

31.12.2023 p.

MpAT «Hatypdapm», B 0cobi NeHepansHoro aupektopa lllynaka Mapka Bopucosuva, nia
CBOK OPUAWYHY BIANOBIAANLHICTL AEKNAPYE BMKOHAHHS OCHOBHMX BUMOr WOAO MEAWYHOro
BUpoBy, 3rigHo [oaaTky 1 TexHiYHOro pernaMeHTy WoA0 MeanvHUX BupoGiB, 3aTBEPAXKEHOrOo
MocTtanoBsoio KabiHeTty MinicTpie YkpaiHu N2 753 Big 2 »xoBTHA 2013 p.

PISC “Neturpharm™ duly represented by General Director, Mark Schupak , under our sole responsibility declares the tulfillment of basic
requirements for medical devices, according to Annex 1 of Technical requlations on Medical devices, approved by Decree of Cabinet of Ministers

of Ukralne N°753 on 2 October 2013,

Micue supaui: M.Kuie, Nywa-Boguua, YkpaiHa

Place of issue: Kiev, Puscha-\Voditsa, Ukraine

Aarta nignucy | Mignuc

yNoBHOBaXKeHO!T 0co6M
Date of signing | Signature of Authorized person

NIB ynoBHOoBa)<eHOi ocobu |

Hazea nocagn
Fuil Name of Authorized person | Position

Wynak Mapk | TeHepanbHu ﬁup}gmp/

BopucoBuy T P
Markpsmpak MNpAT «Hatypdapm»

General Director of PISC "Naturpharm™
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