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No. 2 Ne 2
of the medical devices - Ophthalmic solutions meduurHux supolie ~ Omansmonoziuni posuusy
listed in the Annex 1 to this Declaration of conformity, 32i0n0 niepeaiky & fodemxy 1 do Hernapoyil  npo
gignosioHicmes
to the requirements of Technical Regulation on Medical sumoram  Texniudoro PErMIAMEHTY  WO40  MeAUUHUX
Devices approved by the Decree of the Cabinet of BupodIB, AKuI  saTBEpAMEHUN  NOCTAHOROK KabiteTy
Ministers of Ukraine on 02 QOctober, 2013 under No. 753 Minicrpis Yepainu Big 02 »kostHi 2013 p. Ne 753

Manufacturer: BupoGuux:

nome: Novax Pharma Haoumerysarns: Hosake Papma

oddress: Le Coronado, 20 avenue de Fontvieille, 98000 adpeca: Kopowago fpocnexr dowus’sit 20, MC 98000
Monaco; MOHAKO

tel: 43?7’9?983211 Ten. +37797983211

e-mail: valee chastel@novaxpharma.com Enexmponna nowma: valeriechastel@novansharma.com

‘“\‘lmﬂw

'ﬂ.-““m

Manufocturing sites: Bupobruyi dinsruui:

name; OMISAN FARMACEUTICI HaumerysarHa: OMICAH @APMACHOTIL

aadress: Via Galileo Galilel, snc 00012 Guidonia adpeca: Bia Fanineo Fanineit 1-00012 lsagoHia Monrtecenio
Montecelio — RM {ftaly) PM-{lrania)

Tel: +39 '0‘5413@3?0 Ten: +39 064130370

e-mail: wquattrocehi@amisan.com Enesmponta nowma: wavaitrocchi@oemisan.com

name: ITALDEVICE s.t |, ' Haumenysanna: ITANGEBAUC c.p.n

address: Via Laurentina km 26,700 - 00071 Pomezia odpeca: Bia Naypentina xm 26,700 ~ 00071 Nomeuin {PM),
(RM}, Haly franis

Tet: +39 05 91968038 Ten: +38 06 91953038

e-mail: igig Uberidtitaldavice com Enexmponna nowma: licle therl@aldevice.com
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VARV ARCX ;3_ noBiganskicTio "QOPC-QAPMA AUCTPUEBIOWH"

acdress: 03127, Kylv, Holoslyivskyy rj i‘ % 0 Holosyi kNO 03127, m. Huis, Tonociischiuit  pation,
prospekt, budynok 132, Ukraine It Lo a Ci IBCbKUW NpocnexT, Bygunor 132, Ykpaila
Tel.: +38 044 290 03 08 ol +38 044 290 03 08
E-mail: office®@fid.com.ua kM Towma: oifice @1t
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Medicol devices classification is carried out in accordance. KagCughirauia 3u3Hovenux medudnux supobis npoBRefieHa
with Annex 2 to the Technical Regulation on Medical zrigno 3 Aopatkom 2 a0 TexniMHOMG DerAaMEeHTY Hoao
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Devices and is given in Annex 1 to the Declaration of
Confarmity.

The products are occompanied by the mark of conformity
with techmicol regulations:

UA.TR.089

According to the point 16 and 17 of Technical Regulation

on Medical Devices, for abovementioned marking,

conformity  assessment procedures was performed
according to the Procedure for ensuring performance of

the comprehensive quality management system
{excluding items 8-11} as referred to in Annex 3 to
Technical Regulation on Medical Devices and certified by
the Conformity Assessment Body of “UKRMEDCERT”
LTD, accredited by the National Accreditation Agency of
Ukraine, certificates No. 80047 dated 24.12 2019 and
No. 10240 dated 19.11.2017, designated by the Ministry
of kEconomic Development and Trade of Ukraine, under
the identification number UA.TR.099, address: Ukraine,
02068, Kyiv, 1-A Mykhailo Drahomanova street, office 2.

06,05_..2022 .

Certificate of conformity with requirements of Technical
Regulation on Medical Devices Ne UA.MD.237-19 valid
from 24.06.2020 till 06.05.2024,

comply with
national, European

The abovementioned devices

requirements  of the and

international regulations and standards which are listed

in the Annex 2 to this Declaration of conformity.

Declaration of Conformity valid from 24.06.2020 to
23.06.2025.

Hopmamyua aapeca: 03127, v Kuis, noocnerr Fomaoiines widt, 132
T 26001598384 & [IAT -th"and}a afizen Dawr Asanw s

WO 380805 Kon EPTIOY 4

Cr. No TTH 419410726505
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3rigHo 116 Tta n.
MEAMYHUX BUPOGIR, 18 333HAUSHOTO MaprysaxHa Byao
3abezneyeun
BIANOBIZHOCT
npodeaypy 3abezneuenusn DYHKUIOHYBAHHA KOMMNEKCHOT

CUCTEMM YNPABAIHHA AKICTIO {32 BUK/HOYSHHAM nyHKTig 8-
11},

Yipainu 3a
aapeca:
ayn. Muxadnag dpaeomanosd, Sydurokr 1-A, oehic 2.

Ceprudirar

the

. . . = L.

Npo 8iAne8iaHIcTs.

Npodyryito cynposodiye snax sidnosidnocmi mexmivsum

Uk’ﬁi.ﬂgg

17 Texwiymoro pernamMenTy woao
NpPoBeSeHHA npoueaypM OLIHKY

BE;J,RDB!,B,HO A0 TIopagry  npoBRaeHHR

AKUIA BUKARLRHO 8 ,E,Q,ﬂ,aﬂ{y 3 go TexdiyHoro
PErAaMeHTY Wogo mMeauuHux  supobis Ta 33£BI.11‘%E‘-HG

QOpraHom 3 OUIHRY signosignocri TOB «YKPM EACEPTY, _
aKkpeguToBanum HauloHaNLKHUM areHTCTeOM 3 akpeauTauil
Ykpaiun, atecraru Ne 80047 sia 24.12.2019 ma Neo 10240

Bl 18112017,

HpUaHaderm MiHGKGHUMBGEBHT&\V
a,a,emm@:mauammm gHomeposm  UA.TR.099,

Yipaing, 02068, M Kuig,

-Ceg::mcbmm npg B:gnammﬂmb c:mcmmm ynpaBmHHﬂ ﬂw:'m):

05 05 2022 0.

Apo  BiANOBIAHICTL MEBKMMROTC  BUpoby
BAMOTaM TeXHIYHOr0 peraaMenTy um,am MeANYHKX BUDOOIB
Ne UA.MD.237-19, Tepmivom gii Big 24.06.2020 P. 40

06.05.2024 p.

3azHaueni BUPOBM BIANOBIARIOTL BUMOTaM HALICHAMBHIX,
EBPONEUCEKUX Ta MDKHAPOAHMX HOPMATUBHO-NDEBORKX
aKTIB Ta CTaHOAPTIB, #xi HasedeH 6 Hdogammry 2
Aexnapayit npo sidnosiodicme.

00 SaHOP
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Further Annexes are an integral part of this Declaration Heeig emuow
of conformity;

Annex 1 with the list of the medical devices

Annex 2 with the list of nationgl, Furopean ond
mternational requlations tne standards.

HACTHHOK  gasol  deknapauii  npo
BIANOBIGKHICTE € Ha CTyaHi dopar:

Adodumok 1 3 nepenixom meduunux gupobis,

Hodamox 2 3 nepenivom HAUIOHAA6RUX, €8ponelicekux my
MIHHOPOOHUX HODMAOMUBHO~NPOSO8UX  OKmie  ma
crandapmis.

This declaration of conformity is issued under the sole LA SernapoLis Non eidmeidim e -
responsibility of the manufocturer.
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Auperrop/ Director
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Annex 2 to Declaration of conformity No. 2
Jonarox 2 xo Jexaapanii npo sinnosigmicys N 2
List of national, European and international regulations and standards /
i}ﬁpf‘tliﬁﬁ ﬁﬂﬂiﬂﬂ&ﬁhﬂﬁ‘ﬂ EBQQ}HQ?G CHLICHYX T3 MURH ﬁpﬁ}gﬁﬁg HOPMATHEHO-BDABOBHX aiKE'EB Ta
CTAHZAPTIB

e JICTY ENISO 13485:2018 (EN ISO 13485:2016, IDT: ISO 13485:2016, IDT) Memsuni
supodn. CHcereMa yrpasilmig kicTo. BuyMory 10 peryIBaHH

e JICTY ENISO 14971:2015 (EN 1SO 14971:2012, IDT: ISO 14971:2007, IDT) Bupodu

meEgH. HacTaHoBH TIOHO VIIPABIIHHS PHBHKOM

O 15223-1:2018 (EN ISO 15223-1:2016, IDT:
IS0 15223-1:2016, Corrected version 2017-03, 1DT) Sacobu memanol rexuixn. YMosHi
MOIHAKH HA eTHKETKAX 38C001B MeAMHHOT TeXHIKK, MAPKYBAHEY T2 000B I3KOR] BIIOMOCTL
Yactura 1. 3araissl REMOTH

e ACTY EN 556-2:2018 (EN 556-2:2015, IDT) Crepusisartist meamanux supodir. Buvors mo
Mennuux supotis 3 nostakoo «CTEPHIIBHI». Yacrina 2. Bumory oo MENHYHUKX BHPOOIB,

O NUIATAIOTE AaCENTHYIHOMY 0OpodIeHIO

o JICTY EN 1041:2019 (EN 1041:2008, IDT) Bupo®u meanunl. Indopsanis, sxy Hajae

BHPOOHHK

biosoriume oninropanms MeawEnx pupodie. Yactuua 5. Brupoboryeanus na

THTOTOKCHIHICTE 1N VIITro

Oprpraga anpeea: 02327, v, Wnde, upocnerr Donoeiincnwsd, 122
ufp 26001546384 ¢ [IAT «Pritddaiven Bawy Anamey w.rnin
MOO 380805 Ron €HAPTIOYV 41041076

Op, Ne ITTH 419410726505
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o JICTY ENISO 11137-1:2018 (EN I1SO 11137-1:2015, IDT; ISO 11137-1:2006; Amd 1:2013,

IDT) Crepuiizanis supodin menunynol npuanadenocti, Paxaniina crepwidzanis. Yacruna 1.

BrnpoSysanng Ha FeHOTOKCHUHICTE, KAHLEPOTSHHICTE 1 PEIPOAYKTHBHY TOKCHTHICTE

e JICTY ENISO 11137-2:2015 (BN ISO 11137-2:2013, IDT; ISO 11137-2:2013, IDT)

BCTaHORIICHAY -c.'repmliiﬁ}fﬂ&ﬂhﬂdﬁ?'_.ﬂ-@'-aﬁf

e JICTY ENISO 13408-1:2015 (EN IS0 13408-1:2015, IDT ISO 13408-1:2008, including Amd

1:2013, IDT)Y Acenrmunce ofSpobaers racobin meqmanol Texnixy. Yactuna 1. 3aransui

BHMOTH

o+ JICTY ENISO 13408-2:2019 (EN 1SO 13408-2:2018, IDT; ISO 13408-2:2018, IDT)
Acenrusae 00podieHug BUpoOdIE Meguunux. Hacruga 2. DLibTpyRada

e JICTY EN 62366-1:2019 (EN 62366-1:2015, IDT: IEC 82366-1:2015, TDT) Tprraas
semun Hacrrra 1. 3acToCyBaHHS THIKSHEPHEX TeXHONOTIH 10 MeIUYHnX BEpodin
CTepHHiSaﬂlﬁ MEAATHHX BHD OD1R, ?\filhpmﬁmimmm METONN. Lia(..mad 1. HH%H&%H He
TONYIAIIT MIKPOOPIasi3zMiB Ha BHPOOax.

e JCTVENISO 11737-2:2015 (EN ISO 11737-2:2009, IDT; 1SO 11737-2:2009, IDT)
Creprusizamis sacobis Meuunol rexsiku. MikpoGionoriant Meroyu. Yactuna 2.

BuipolyBanis Ha CTEPHITRHICT, 0 NPOROIATE T YAC BH3HANCHES, BaaLaml ta

iATPEMAHHA HPOLEeCy Crepyrizanii

Determination of physical compatibility of contact lens care products with contact lenses

s EN SO 10993-1:2018 Biological evaluation of medical devices - Part 11 Evaluation and testing

..........................................................................................................................................
.........................................

pumrang aapeea 023127 w0 Kife, npeonewr Vosoctreniis, 132
rfp 26001596384 = TTAT «Pajidihatizen Danx Asamoy yKuis
MO 380805 Kox CIAPTIOY 41941076

Cr. Ne TTTH 419410726505
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¢ ENISO 10993-10:2013 Biological evaluation of medical deviees. Tests for irritation and skin

sensitization

Sampling schemes indexed by acceptance quality limit for lot-by-lot ingpection

o IS0 14644-1:2015 Cleanrooms and associated controlled environments. Part 1, Classification

of air cleanliness by particle concentration

e Anpex I to European Commission GMP of 14-02-2008 “Manufacture of sterile medical
products™

e  MEDDEV 2.7/1 rev.4 Clinical evaluation: Guide for manufacturers and notified bodies

e  MEDDEV 2.12/1 rev.8 Guideline on a Medical Devices V igilance System

e European Couneil Directive 93/42 EEC of 14 June 1993 concerning medical devices

e European Council Directive 2007/47 EC
e Italian Pharmacopoeia XI1 Ed.

e Huropean Pharmacopoeia

e
-
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