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\OMED Group

CERTIFICATE OF ANALYSIS
CEPTUBIKATAHANIIZY

Name of Product: Anti UV eye drops DROP defence
Hasea npodyxkmy: AHmu Y® ouui kpanni 4POI deperc

Lot Number: 2403
Homep noma:

Date of manufacture: 09/2024
dama suzomosnenHs:

Expiration date: 2027/08

Tepmin npudamHocmi:

Test Specification Result

Tecm ' Cnequd:ixaqin Pesynsmam
Appearance Clear yellow solution free from particle Complies
3osHiwHIt suznad Mpozopuil sxoemuil poayu 6ea ocady

pH 67-7.3 6.9
Osmolarity {mOsm/kg) ‘ 270-330 298
OcmonapHicme

Riboflavin phosphate (g/100 g) 0.045 -0.0825 0.048
Pubothnasin hoccham

Sterility ‘ Sterile : Sterile
CmepuneHicme CmepunsHo.

Date: 03.10.2024

Hama:
i Silvia Assogna (Cinvain AccozHa)
RAM & QA (BidnoeidansHa Ocoba KA)
IROMED GROUP S.r.l.
[SuM- Hype
PHARM
NIF: 517 881 470
. Vi
Prv. Qe S pssv /‘0 78, 1 Jes %
d
IROMED GROUP Srl . V .

Opranyuna agpeca: Via Tempio del Cielo, 3/5 00144 Puwm ITania
Tonosruit odic: Via Tempio del Cielo, 3/5 00144 Pum ITanis - Via Cupa Cervito, 38/40 84084 Fisciano (SA) Itanis
Ten.06 92595490 - Gaxc 06 89360010 - EnexvporHa nowra: iromedgroup@legalmail.it

VAT/CF 13082341002 - Toproso-npoMucnosa nanara Pumy 1422821
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Lad

Hexnapanis npo BignosigaicTs Ne 001
Declaration of conformity Ne 001

Hepeaixk Meauuanx Iineproniunmii odransmonoriuuuii po3uun JPOII Tonik 5%
BHpoOOiB: Hypertonic ophthalmic solution DROP tonic 5%
List of medical devices:

Antn YO oyni xpamni JAPOII pedenc
Anti UV eye drops DROP defence

Bupotunx: IPOMEJ TPYII C.p.i.
Manufacturer: Bia Temmnio gen Cieno 3/5, 00144 Pum, Itanis

IROMED GROUP S.r.1.
Via Tempio del Cielo 3/5, 00144 Rome (Italy)

HocravaapHuk(u): EHABJIE IHHOBACBOHC C.p..

Subcon [ractor(s) ” Bia Knaym'o Tonomeo, 20/4, 41012 Kaprll (MO), Itamisa
ENABLE INNOVATIONS S.r.L

Via Claudio Tolomeo, 20/4, 41012 Carpi (MO), Italy

C.0.C. ®apmaceiorici C.p.1.

Bia Mognena, 15, 40019 C.Arara Bonossese (5O), Itamis
C.O.C. Farmaceutici S.r.l.

Via Modena, 15, 40019 S. Agata Bolognese (BO), Italy

ITAJJTIEBAIC C.p.t.

Bia Jlaypenriza k. 26 700, 00071 IHomesist (PM), Irasis
ITALDEVICE S.r.l.

Via Laurentina lan. 26 700, 0007 Pomezia (RM), Italy

YnosHoBaxeHnii TOB «BI3YC ®APM»

NpeAcTABHHK B YKpaiHi: 01013, M. Kuis, Byn. Byaianycrpii, 6yn. 5 b, Ykpaina
Authorized representative in Ten. +38 (044) 281 24 06

Ukraine: Enextponna anpeca: info@visuspharm.com
C€IPIIOY 43495344

"VISUS PHARM" LLC

01013, Kyiv, Budindustrii Str., building 5 B, Ukraine
Tel. +38 (044) 281 24 06

e-mail: info@visuspharm.com

USREOQOU Code 43495344
Knacndixamin: Knac IIb
Classification: Class IIb
Hpoueaypa oninku JdogaTok 3, TexHIYHOTO PErJaMEHTYy HIOAO MEIWYHHX BHPOOIB, 3aTBEPIIKEHOTO
BignoBigHoCTI: IMocranosoro Kabinery Minictpie Ykpaiau Ne753 i 2 sxoBTHs 2013 p.

Conformity Assessment Route: | Annex 3, of Technical regulation on Medical devices approved by Decree of Cabinet
of Ministers of Ukraine Ne753 on 2 October 2013

Ceprudixar Ceptudixar sigropinsocti Ne PR.0105-23 miticuuii no 24.05.2028 p.
BimoBigHoCTi: Certificate of conformity Ne PR.0105-23 valid until 24.05.2028
Certificate of conformity:
Ilpn3nayenwuii opran 3 ToBapHCTBO 3 0GMEAKEHOIO BIANOBIAANLHICTIO
ouinky BigmoBigHocTi Ta «YHI-CEPT MEJIKAJD» %
Horo irenrudiraniitnmii
KOM: Limited Liability Company “UNI-CERT MEDICAL”
UATR136
IROMED GROUP srl

Sede legale: Via Tempio del Cielo, 3/5 00144 Roma Italia

Sedi operative: Via Tempio del Cielo, 3/5 00144 Roma Italia

Tel.06 92595490 - Fax 06 89360010 - email: iromedgroup@legalmail.it
P.IVA/CF 13082341002 - C.C.L.A.A. di Roma 1422821




3 iIROMED

Conformity assessment body
with its identification number:

TepmMin aii aexsiapanii npo
BignoBinHicTL

Validity term of declaration of
conformity

UA.TR.136

1o 24.05.2028 p.

until 24.05.2028

IPOME I'PYIL C.p.Ji, feknapye BHKOHAHHS OCHOBHIX BHMOP IIONO MEIMYHVX BUpoOiB, 3rinpo Jomarky 1 Texwiumoro
peIaMenTy IOMI0 MeIHukIX BApaliB, satepmienoro [Toctanooto Kabinery Minictpin Yrpaimm Ne753 gin 2 xoprrs 2013 p.
Jlexnapariio po BiATOBIHICTS CKIIAIEHO i LTKOBKTY BiMOBifabHicTs BipoSHika IPOME/] TPYII C.p.i.. BignosizamsHicts

3a JIOCTOBIPHICTH Hamaro! iHdopManii Hece BUPOOHHK.

IROMED GROUP S.r.l, declaves the fulfillment of basic requivements for medical devices, according to Annex 1 of Technical
regulations on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013.
The Declaration of Conformity is written under the sole responsibility of the manyfacturer IROMED GROUP S.r.l.. The manufacturer

is responsible for the authenticity of the provided information.

Micue supaui: Tenys, Itanis
Plage of issue: Rome, Italy

ROMED GROUP Sr.l.
ia Tempio del Cielo,3/5 ~ 00144 Roina
I¥C.F.113082341002 ﬁ

ITinrmuc yrosHOBaXkeHOI 0cOOH
Signature of Authorized person

Jara nignucy: 25.05.2023
Date of signing: 25.05.2023

Francesco Napolitano, CEO

Hazsea mocazm, I1b
Position, Full Name

IROMED GROUP Srl

Sede legale: Via Tempio del Cielo, 3/5 00144 Roma Italia

Sedi operative: Via Tempio del Cielo, 3/5 00144 Roma Italia

Tel.06 92595490 - Fax 06 89360010 - email: iromedgroup@legalmail.it
P.IVA/CF 13082341002 - C.C.I.A.A. di Roma 1422821




OPTAH 3 OLITHKH BIANOBIAHOCTI

TOB «YHI-CEPT MEIIKATD

04053, m. Kuis, Kynpspeskuii yagia, 6yn. 7, ogic 204
UA.TR.136

CEPTH®IKAT BIAIIOBIAHOCTI

Hopsizox nposeaenus npouexypn 3a6esnevenns bynKuionyBaHHS KOMIUTEXCHOT CHeTeMH
ynpasmiuns  axierio (Jomarox 3 Texmiusoro PCrIaMCHTY IHOJ0 MEOUYHMX BHPOOIB,
saTBepuKeHoro nocranoecio Kabinery Mimictpis Yipaiuu six 02.10.2013 Ne 753 (TP)

UnéCERT
”IMedical

BupoSuuk: IROMED GROUP S.r.L. / IPOMEJ I'PVII C.p.a.
IO0pummuna Via Tempio del Cielo 3/5, 00144 Rome, Italy /
agpeca: Bia Temnio nen Cieno 3/5, 00144 Puam, Ivanin
Bapo6unui IROMED GROUP $.1.1. / IPOME/L IPYIT C.p.
NJIOMIANKH; Via Tempio del Cielo 3/5, 00144 Rome, Ttaly /

Bia Temmio nen Cieno 3/5, 00144 Py, Itanin

Ynosuosaxennii TOB«BI3YC GAPM»

HPEaCTABHHMIK: 01013, m. Kuis, Byn. Byniugycrpii, 6yn. 5 B, Yxpaiua
Kon €APTIOY 43495344
Bupotu: Hypertonic ophthalmic solution DROP tonic 5% / Tineprouniunmii

ofranbmonoriunnii posunn APOII Tonix 5%
Anti UV eye drops DROP defence / Autn V@ ouni kpawiai JPOII

Dedene
Kuac: 116

Hpusuavennit opran 3 ouinkn signosignoeri Tosaprcrse 3 ofMexenow BiAROBIAAMLHICTIO
«YHI-CEPT MEIIKAJD (inentudixaniiiumii Homep Ne UALTR.136) nigrsepmkye, mo prasauuii
BHPOOHHK BIIPOBA/IMB CHCTEMY YNPABNIBHA SKICTIO Ha eTanax po3poGiIeHns, BHPOGHHIITRA T2 0CTATOHOT
TICPCBIPKA CTOCOBHO 3a3Hadenux BApobis, y mianosigmocti mo nynxris 3-7 Homatika 3 TP 1a axa ¢
OG’¢KTOM HCPIOAMYHUX HArNAZOBHX ayjWTiB srigwo mymkris 12-15 Honparxa 3 TP. Jlna peanizanii
npoiyxiiii I knacy puseiy RoAaTkoo Mac 6yTH HasBHHH cepTH(IKAT ITEPEBIPKY NPOEKTA 38 MYHKTaMN
8-11 Jlomarka 3 TP,

Ilincrasa aqan Begayi:
3siT Ne PR.0105/S1/2-24 Bin 29.07.2024;
Pienus npo sunauy ceprudixara Ne PR.0105/51/3-24 sig 08.08.2024.

Ceprudirar Ne PR.0105-23
Hikicauii o «24» Tpasus 2028 p.

Bupauna Ne 2 pig «08» cepnns 2024 p,
Broepme Bupano 25.05.2023,

KepipHuk opramy 3
OLIHKH BINNOBIAHOCT
Poman MUXAJIKO

. METIA7
] BT S KOy

!";; "1“4089?36?

el

Copmmiimanin Cropinka 132

mpeRyRRil




OPFAH 3 OITTHKH BIITTOBITHOCTY

TOB «VHI-CEPT MEJIKAT

04053, m. Kuis, Kyapascekmit yanis, Byn. 7, odic 204
UA.TR.136

UniCERT
7 IMedical

ICTOPISI CEPTUDIKATA
Nas/n Hara Onne
BHAAHHA

1 25 tpasna 2023 p. | Briepie Buzano.

2 08 cepnns 2024 p, | 3mineno thopmy Granka ceprudixara.

Ceprudikar Ne PR.0105-23

Hiticunit 1o «24» tpasus 2028 p.
Bunanus Ne 2 pin «08» ceprus 2024 p.
Brepue Bunano 25.05.2023.

Kepisuux opramny 3
OWiHKY BiRHOBITHOCTI

I-CEP

i : Povan MHUXAJIKO
- MEJIKAN
Ay Serredhiingd ko
X, 40897367 Vg
; W 4
Cpnpionte | Ho ceprudirara Ne PR.0105-23  Cropinxa 232
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ROMED Grou

Lad

Hexnapauia npo sianoignicTs Ne 001-PPE
Declaration of conformity Ne 001-PPE
suMoram Texuiunoro perniamenTty 3acobiB inguBinyaabuoro saxmucry,
3araepmxenoro Mocranosoro Kabinery Minicrpis Yipainu Ne 771 sin 21.08.2019 p.
to requirements of the Technical Regulation of Personal Protective Equipment,
approved by Resolution No. 771 of the Cabinet of Ministers of Ukraine dated 21.08.2019

1 313 (Bupib, Tnn, napria abo cepiiinuit Homep): AnTH Y@ ouni kpanai JPOIT gedenc

PPE (product, type, batch or serial number): Anti UV eye drops DROP defence

2 HalimenyBanns Ta agpeca BupoOHMKa Ta, 3a HeoOXigHOCTi, HOro ynoBHOBaXEHOrO
npeacrasHuka: Bupobuuk [POMEJ] 'PYI1 C.p.ni. (Bia Temnio gen Cieno 3/5, 00144 Pum,
ITanin); YnosHoBaxeHuit npeactasuuk B Yrpaini TOB «BI3YC ®APM» (01013, M. Kuis, By,

Byainaycrpii, 6ya. S B, Yxpaina)

Name and address of the manufacturer and, if necessary, his authorized representative: manufacturer IROMED
GROUP S.r.l., Via Tempio del Cielo 343, 00144 Rome (Italy); Authorized representative in Ukraine "VISUS
PHARM" LLC, 01013, Kyviv, Budindustrii Str., building 5 B, Ukraine

3 Lla nexnapauis npo BiAMOBiAHICTL BUAAHA MMiJi BUKIIOYHY BiANOBiAaNbHICTE BUPOGHKKA
This declaration of conformity is issued under the sole responsibility of the manufacturer

4 O6'ext nexnapauii: AT Y® ouni kpanni JIPOI1 aedenc, kateropia I (nonarok | TexHiuHoro
persiaMeHTy 3aco0iB iHANBIAYANLHOIO 3aXUCTY)

Object of the declaration: Anti UV eyve drops DROP defence, category | (Annex [ of the Technical Regulation of

Personal Protective Equipment)

5 Ob'exr pexnapauii, Bu3HaueHui B nyHKTi 4, Bianosigae cyTTeBuM BUMOram wono Gesneku Ta
OXOpOHW 3[0pOB’A, BCTaHoBieHWM y podaTky Il Texniunoro pernamenty 3acoGis
iHAMBINyaNbHOTO 3aXMCTY 3aTBEpPAKEHOr0 nocTanoBoto Kabinety MinicTpis Ykpaiuu Ne 771 Bin
21.08.2019p.

The object of the declaration, defined in point 4, meets the essential requirements for safety and health protection,
established in Annex Il of the Technical Regulations of Personal Protective Equipment approved by the Resolution
of the Cabinet of Ministers of Ukraine No. 771 of 21.08.2019.

6 lNocunanus wHa BIANOBIAHI BHUKOpUCTaHi HaUiOHANbHI CTaHAAPTH, WO € IAEHTHUHUMM
BIAANOBIZHUM TapPMOHI30BAHUM EBPONEHCLKMM CTaHAapTaM, 30Kpema Aary craHaapTy, abo
MOCUAHHS Ha iHLWi TeXHiuHi cneundikadii, BKIHOUHO 3 AaTOKO cheundikauii, Mo BiAHOLIEHHIO A0
AKOT 3asBJIeHA BiANOBIAHICTD:

A reference 1o the relevant national standards used which are identical to the relevant harmonized European
stanclards, including the date of the standard, or a reference to other technical specifications, including the date of’
the specification against which conformity is claimed:

IROMED GROUP Srl

Sede legale: Via Tempio del Cielo, 3/5 00144 Roma Italia

Sedi operative: Via Tempio del Cielo, 3/5 00144 Roma Italia

Tel.06 92595490 - Fax 06 89360010 - email: iromedgroup@legalmail.it
P.IVA/CF 13082341002 - C.C.1.A.A. di Roma 1422821
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iROMED Grou;
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JCTY EN ISO 13485:2018 Meauuni Bupo6u. Cucrema ynpasniHtg akictio. Bumoru no
perymoBanus (EN ISO 13485:2016, IDT; ISO 13485:2016, IDT)

OCTY EN ISO 14971:2015 Bupobu meanuni. Hactanoeu uiono ynpaeninus pusukom (EN
I1SO 14971:2012, IDT; ISO 14971:2007, IDT)

JCTY ENISO 15223-1:2018 Bupobu meauuni. CuMBONH, 3aCTOCOBaHI Mij Yac MapKyBaHHS
Ha MEIMUHUX BUpOOax, eTHKeTKax Ta B CynpoBiAHiil mokymenrauil. Yactuna 1. 3aranbHi
sumoru (EN [SO 15223-1:2016, IDT; 1ISO 15223-1:2016, Corrected version 2017-03, IDT)

OCTY EN 1041:2015 Bupobu wmeauuni. Indopmauia, saky Hagae supobuuk (EN
1041:2008+A1:2013, IDT)

JOCTY EN ISO 10993-1:2015 biosoriune ouiHioBaHHA MeAH4YHUX BUpoOiB. Yactuwa 1.
OuiHioBaHHs | TeCTyBaHHs B paMkax rpouecy ynpasninusa pusukamu (EN ISO 10993-
1:2009/AC:2010, IDT). INonpasxa Ne 1:2015.

JCTY EN ISO 10993-5:2015 bionoriuxe ouiHiOBaHHS MeauuHux BupobiB. Yactuua 5.
Bunpo6GosyBatHs Ha uutoTokcuuHicTs in vitro (EN ISO 10993-5:2009, IDT; ISO 10993-
5:2009, IDT)

JCTVY I1SO 10993-10:2004 Bionoriuve ouiHloBaHHA MeauuHux Bupobi. Yacruua 10.
BunpoGysanHts Ha noapasHeHHs Ta cencubinizauito (1ISO 10993-10:1995, 1DT)

JICTY EN ISO 11137-1:2018 Crepunizauis Bupobis MeanuHol npusHaueHocTi. Paniauifina
crepunizadis. Yacruna 1. Bumorn no po3poOnenHs, Batifauii Ta AOTOUYHOIO KOHTPOIO
npouecy crepunizauii meauunux supobie (EN ISO 11137-1:2015, IDT; I1SO 11137-1:2006;
Amd 1:2013, IDT)

JICTY EN ISO 11137-2:2018 Crepunizauis supobiB meanuHol ripu3naueHocTi. Pagiauiiina
crepunizauis. Yacruna 2. YcraHosnedHs crepuiisysanstoi nosu (EN ISO 11137-2:2015,
IDT; ISO 11137-2:2013, IDT)

JICTY EN ISO 11737-1:2018 Crepunisauis meanuHux supo6is. MikpobionoriuHi MeToau.
Yactuua 1. Busnauenns nonyasuii mikpoopraHiamie Ha supobax (EN ISO 11737-1:2018,
IDT; ISO 11737-1:2018, IDT)

JCTY EN ISO 11737-2:2015 Crepunisauis 3acobiB MeauuHol Texuiku. Mikpobionorivsi
meTtoau. Yactuna 2. BunpoGyBaHHs Ha CTEPUIBHICTS, WO NPOBOAATH MiJ YaC BH3HAYEHHS,
panifauii ta nigrpumanns npouecy crepunizauii (EN ISO 11737-2:2009, IDT; ISO 11737-
2:2009, IDT)

JCTY EN ISO 13408-1:2015 Acentnute 06pobaeHHs 3acobiB MeanuHoi TexHiku. YacTina
1. 3aranbhi Bumoru (EN 1SO 13408-1:2015, DT ISO 13408-1:2008, including Amd 1:2013,
IDT)

JCTY EN ISO 13408-2:2019 Acentuute obpobneHHs Bupobis meanunux. Yactuna 2.
dinuTpysanns (EN 1SO 13408-2:2018, IDT; ISO 13408-2:2018, IDT)

IROMED GROUP Srl

Sede legale: Via Tempio del Cielo, 3/5 00144 Roma Italia

Sedi operative: Via Tempio del Cielo, 3/5 00144 Roma Italia

Tel.06 92595490 - Fax 06 89360010 - emall: iromedgroup@iegalmail.it
P.IVA/CF 13082341002 - C.C.1.A.A, di Roma 1422821
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ACTY EN 556-2:2018 Crepunizauin meauunux supo6is. Bumorn 1o meanunux supo6is 3
nosnakoto CTEPUJIbHI, Yactuna 2. BuMoru o meauunux BWpoGiB, WO nipnaraiors
acentHuHomy o6pobnentio (EN 556-2:2015, IDT)

7 Ipu3naveHuii opran 3 OuUiHKKM BiANOBIAHOCTI: 3aMyyeHHs OpraHy 3 OWIHKW BiANOBIAHOCTI He
nepenbayeHo.

Designated conformity assessment body: the involvement of a conformity assessment body is not provided for.

8 313 nignsrae npouenypi ouinku BignosiaHocti: Mmoaynb A (oaatok 1V Texniunoro pernamenty
3aco6iB iHAMBIAYANLHOrO 3axuCTy, 3aTBepaXKeHoro TloctanoBoo Kabinera MinicTpis Y kpainu
No 771 Bin21.08.2019 p.)

PPE is subject to the conformity assessment procecdure: module A (Annex [V of the Technical Regulations of Personal
Protective Equipment, approved by Resolution of the Cabinet of Ministers of Ukraine No. 771 dated 21.08.2019)

9 Hoparkosa iHdopmauif: He 3aCTOCOBHO.

Additional information: not applicable.

[Tinnucaxo Bupo6uukom IPOME] I'PYTT C.p.n.

Signed by the manufacturer IROMED GROUP S.r.1.

Micue sunaui:  Pum, Itanis Hata nianucy: 25.09.2023
Place of issue:  Rome, ltaly Date of signing: 25002023

IROMED s.r.l.
via Te i 144 ROMA
PNGE 113082341902
[Tianuc yrnoeHosaxeHo! ocobu ,Z[npemop\: (DfSa yecko Hanonitano
Signature of Authorized person CEO. Francesco Napolitano
IROMED GROUP Srl

Sede legale: Via Tempio del Cielo, 3/5 00144 Roma Italia

Sedi operative: Via Tempio del Cielo, 3/5 00144 Roma Italia

Tel.06 92595490 - Fax 06 89360010 - email: iromedgroup@legalmail.it
P.IVA/CF 13082341002 - C.C.I.A.A. di Roma 1422821
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Hexaapanis npo BignoBigaicTs Ne 001
Declaration of conformity Ne 001

Iepenix MequIHUX I'nepronignumit odransmonorigauii pozuud JIPOII Tonik 5%
BUpPODIB: Hypertonic ophthalmic solution DROP tonic 5%
List of medical devices:

Anrn YO ouni xpamni JIPOII nedenc
Anti UV eye drops DROP defence

Bupo6uuxk: TIPOMEJ I'PYII C.p..
Manufacturer: Bia Temmio gen Cieno 3/5, 00144 Puwm, Itanis
IROMED GROUP S.r.L
Via Tempio del Cielo 3/5, 00144 Rome (Italy)
HocrayaasHuk(u): EHABJIE IHHOBACBOHC C.p.1.
Subcontractor(s): Bia Kiaymio Tomomeo, 20/4, 41012 Kapmi (MO), Itasist
ENABLE INNOVATIONS S.r.L

Via Claudio Tolomeo, 20/4, 41012 Carpi (MO), Italy

C.0.C. ®apmacsiorici C.pJr

Bia Monena, 15,40019 C.Arara Bononsese (BO), Irais
C.O0.C. Farmaceutici S.r.L

Via Modena, 15, 40019 S. Agata Bolognese (BO), Italy

ITAJITEBAVC C.p.1.

Bia JIayperrina xu. 26 700, 00071 ITomesis (PM), Itaris
ITALDEVICE S'r.L

Via Laurentina km. 26 700, 00071 Pomezia (RM), Italy

YnoBHOBaKEeHHIH TOB «BI3YC ®APM»

NIpeICTABHUK B YKpaiHi: 01013, m. Kuie, Byn. Bynianyctpii, 6ya. 5 b, Ykpaina
Authorized representative in Temn. +38 (044) 281 24 06

Ukraine: Enextponna ajpeca: info@visuspharm.com
€/IPIIOY 43495344

"VISUS PHARM" LLC

01013, Kyiv, Budindustrii Str., building 5 B, Ukraine
Tel. +38 (044) 281 24 06

e-mail: info@visuspharm.com

USREOU Code 43495344

Kaacugixamis: Kiac IIb

Classification: Class IIb

IIpouneaypa ominkn Hdoparoxk 3, TexH{YHOrO perjiaMeHTy MOJO MEAWYHHX BHPOOIB, 3aTBEPIKECHOTO

BinnoBinHoCTI: ITocranoBoro Kabinery MinictpiB Vkpaiau Ne753 Bix 2 xostHs 2013 p.

Conformity Assessment Route: Annex 3, of Technical regulation on Medical devices approved by Decree of Cabinet
of Ministers of Ukraine Ne753 on 2 October 2013

Ceprudixar Ceprudikar Biznosizaocti Ne PR.0105-23 nilicauii no 24.05.2028 p.

BigmoBimHOCTI: Certificate of conformity Ne PR.0105-23 valid until 24.05.2028

Certificate of conformity:

Ipn3navenuii opras 3 ToBapucTBO 3 00MeKeHOI0 BiOBINAILHICTIO
OIIHKM BiANOBiXHOCTI TA «YHI-CEPT MEJIKAJD»

Horo inenTngikaniiamii

KOA: Limited Liability Company “UNI-CERT MEDICAL”

;
2]

AROMTR GRS 8

Sede legale: Via Tempio del Cielo, 3/5 00144 Roma Italia

Sedi operative: Via Tempio del Cielo, 3/5 00144 Roma Italia

Tel.06 92595490 - Fax 06 89360010 - email: iromedgroup@legalmail.it
P.IVA/CF 13082341002 - C.C.I.A.A. di Roma 1422821




Conformity assessment body UA.TR.136

with its identification number:

Tepwmin aii nexaapanii npo o 24.05.2028 p.
BignoBigHiCTH

Validity term of declaration of until 24.05.2028
conformity

IPOME/L I'PYII C.pJi, neKiapye BAKOHAHHA OCHOBHHMX BHMOI INOAO MeIMYHMX BHPOOiB, 3rimuHo Jlomarky 1 TexmiuHoro
pemIaMeHTy MO0 MEIMYHIX BAPOOIB, 3arBepmkeHoro ITocranosoro Kabinery Minicrpis Yipainm No753 Bix 2 sxoerast 2013 p.
Jlexaparrio 1mpo BiIMOBiHICTE CKIIaIEHO ITiT IJIKOBHTY BinoBinansHicTs BrupodHuka IPOME] I'PYII C.p.i. BinnoinamsHicts
3a JIOCTOBIpHICT HaJlaHOi iHGopMarTii Hece BHPOOHIIK.

IROMED GROUP S'r.L, declares the fulfillment of basic requirements for medical devices, according to Annex 1 of Technical
regulations on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 201 3.

The Declaration of Conformity is written under the sole responsibility of the manufacturer IROMED GROUP S.r.L. The manufacturer
is responsible for the authenticity of the provided information.

Micue Bupaui: T'enys, Itamis Hara migmucy: 25.05.2023
Ph}e of issue: Rome, fialy Date of signing: 25.05.2023

,/“'Row:m ROUE S}

Peimnpin del Cielo, 373 — i‘)—ii
| “\“,..%\4 (\0”33 I { J\,/\‘
Francesco Napolitano, CEO

ITigmic yIoBHOBaXEHOT 0CO0H Hasgea nocazu, IT1I6
Signature of Authorized person Position, Full Name

SN ARy D
ROMED QRO S

Sede legale: Via Tempio del Cielo, 3/5 00144 Roma Italia

Sedi operative: Via Tempio del Cielo, 3/5 00144 Roma Italia

Tel.06 92595490 - Fax 06 89360010 - email: iromedgroup@legalmail.it
P.IVA/CF 13082341002 - C.C.I.A.A. di Roma 1422821




OPUAH 3 OLHHKH BIINOBIAHOCT

TOB «YHI-CEPT MEAIKA

04033, v Kate, Kyapasepkuit vasis, Sya, 7, odie 204
UATR 138

K

wearry
i

srsssesgy i
2

e

i

7,

% wwan
4 "
ez, o
L A

%

corninss
"
i
¢
e
)

CEPTU®IKAT BIJIMOBIAHOCTI

Hlopsuos ppoBeleuns Hpouexypy sadeanedtenng PyaRmioHVEANEN KOMILICKCHOT caeresn
|

yapaniginas  gxicvio (Jlomarox 3 Texniuporo pernaMenty HOAO MeuuEnx  sHpolis,
BATBEPIOKEHOTO noctanoroo Kabdinery Minicrpis Yipalems sin 02.10.2013 N 733 (TH)

Bupobunr: IROMED GROUP S L/ IPOMEA TPYH Copaane
Hpuanana Via Tempio del Cielo 3/5, 00144 Rome, Haly /
aapeca: Bia Tesmuio men Cleno 375, 00144 Puy, Trasis
Bupotumai IROMED GROUP Sx L / IPOMEO TPV Cop.a
ILIOTHAAKI: Via Tempio del Cielo 3/5, 00144 Rome, Haly /

Bia Tesmnio gea Cieno 375, 00144 Pun, Iraain

VaosHoBaReHuil TOB «BI3YC @APM»
HPCICTABHHKS 01013, m. Knfe, sy bymisnyverpil, 6via 5 B, Yrpaina
Kog €JIPTIOY 43495344

Bupobu: Vineprowianuii ofpraxssosorivnuit poyann JPON vounik 5% /
Hypertonic ophthabmic solution DROP tonic 5%
Ay Y@ ouni gpanii PO aedene /
Anti UV eye drops DROY defence

Kaae: 116

Hpuswauenudt opran 3 onisky piavosianocti Tosapuerso 3 olsmiekenow signosizaansicro
«YHI-CEPT MEJIKAM (zewrndikauifioui wosep Ne UATRA3IG) minrsepaaxye, mo srazaHai
BUPOTHHK BIIPORANMB CHOTEMY VHIPABNIHHE AKICTIO HAR STANAX Po3poiieHts, BUPOCGHIITTRA Ta OCTATOUHOT
AEPEBIPKH CTOCOBHO 3a3HauCHUR pupoGiB, v sianosiasocti ao nyurris 3-7 Hoaarka 3 TP 7a sxa ¢
O ERTOM. TIEPIOARYHHY HAARA0BYY avasTie ariago yuer 12-15 Jopaewa 5 TP Jlas peanizand
ApoavKLT 11} K0y AONATROBO Mae Oy sassidl ceprudigar nepesipii npogkra sa pyuxras 8-11
Hoxarxa 3 TP.

Hiacrasa s suaani:
3pir Ne PRUIT2/6-23 mig 19.05.20235;
Piirenus npo suaauy cepradikara No PROT2/7-23 ain 25.05,.2023.

Cepradixar Ne PR.O105-23
Bunanns Ne 1 sig «25» rpasns 2023 p.
Jittenntt 3«25 1parus 2023 p.
Hificanit 1o «Q4» tpasua 2028 p. ‘
: Kepisruk opramy 2
oningn pimnosimocti
Muxaitio BAXPYHIEB

Cropinka 1 31
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DIMENSION! INSERTO STESO

425x430 mm

DIMENSION! INSERTO PIEGATO
25%130 mm R — S NTE

SO —

iﬁa ’%
e Is an antt UV ophthaimic protective solutian n Riboflavin sodiurn has,;hote 0,05, Vitamin £ TPGS {thatoco, cphenyl pelyethyieng
secinatel, MSM arming adds sn raluronic Acid, eld for the ooulsr surfbce against LY and bive light, and l‘nrxc\fes ocudar surface
lubsication, mmnnuf-te to corneal epithalium pm‘ed-on, against diferent stress sourses, >ud-x m Hyaluronate mechanicalty Interscis with tear Sim
roucinic layar, wr,a:nln‘g water and promotng longer stability of the ecular surface. Amino s s synergic action has a rourishing function for the ccular
surface, other than pH and tear osmalarity regulation, Improving spithellal protection against stress caused by UV and biug light, Vitamin E TPGS
tocopheryt pnlyethv'-ene gveol succinate) promotes cular surface wettability, The sphthsimic solution has & shielding, proéecti\'e and anti-oxidant
setion against UV na'nage, and secelerates the naturs rapalr'ng DrOCESS, LRI N\ s & unigue snd cerdfied Personst Fratective Equipment that
protacts the comas, cystaline and reting agsinst W radlaton, blue light, arsificial fight sourges and prolonged sun expesur, preventing demages fike
photo-keratids, pho:ﬂ(emmom inoiivits, cataract and AM') NP keaps the oo urface hydrated and pr:mm.& DT dotence® an be
used with wearable contact fensas, DROF elonen® it & Personal Protective Equipment. INDY NN TROP Sutonew® has 8 pmtottws action against UV,
biue light, suniight and art td harmful effects. YRGE S prevents phmu-k?rar'm and photo-keratoconjunctivitis -ccrurren::e, duz o UY
EXpOsUTE, DROF & ek \«“ crevu‘ts rawraa L v;unwxce, 't1u° 0 Uv ;xp sw\. W hﬁ? B proverts macular againg, causell by UV anid blue fight
SEposUrE, DROP R § L DROP Qutoane® Is ingieated in case of intanse
and prolonged WV mg% ezposme, RO gt ¢
enviranments (mouniin, sea, rmpirfﬁ 2reas, . s ngl-ra:lo :5 s not ?ﬂen‘ vlst'ai 5rg!t)' o d'ﬁ'nr'm-r per:e"ﬂon and kae..a ::mrrest sensi
unchanged. 1. Opendhe ﬂ{;pnnser and ramove the pratctdon ap. 2. Gently push tha dispenser anid Use ane oF tWo arops
cach eye, Repeat this gtep if neeged, Close the dispenser after use: the remaining product canle used up 0 3 months after the tirdt opening, The produdt
cai be used with wegrable contact Eenses QOB $ iboflavin sodium phosphaste n 05%, Sodivrn chioride, Vitarmin E TRGS {d- u—tuccp- -ery-
polvethylens giyeol iu?rjnat o), Sadium g blbasic: ecshydrste, Sodium b e, Methyl Sulfonyl Methan Sogium

roonphydrate, l-"rolme, -glycing, 1 leuhme, i-ysing chiorhyadrate, Purified water, WasNe B RRUINE. The product s intended for exvamal
ophthalmic use orly. The procuct is Intended for single patient use, Do notse in cases of known inolerancs of (X During
praduct appiication, $§ not touch the sve or any other surlace with the dispenser 8p, Do notuse In case of camagad or undosed backage before the first
opeing, incas ofpmthsms during use, discontinue crear(ram:»-nr consit s docrar, Do not ude after the expiry date indicsted on&:hs packsge, The expisy
da fers o apmed and correctly stored prodict, risfore use, corefully read o sﬁ’uﬁio‘ﬁ foung onthe beaffet. rar° .zfes‘ ph'*r\cm"na af comeat
rnicrocatcifications hage been fount in patients with prwam corneal pathologies ang 'r\edﬁad with I
this case, it is recornmended to use the product under the § sugpervision of the doctor, Bo not Iud( directivat hazardws -'ght s»Ln:ea Suih &s the sun, laser,
welding maching, atc, Keap away from children. Do not wasts into the environment sfter uselitis possible 1o report sdverse evedts to the manufacurer
via tha armall agdnass OB OMESEIOUR.Com, By reporing overse events, you £an contributy o the safety of this product, Any severe events should be
noiifiag to the manuﬁ;nuf\a. and the competent authorty of the country in which this product has been used, sarxaakssd Cne 10 i multidose
dispenser, ¢ ..reservat-w trag, SIQuACER Close the di ispenser atter use: the remaining product fen be used up to 3 months alter che Hirst opening, Store at
& temperature lower than 30°C, S8R5 LN With an undam;ged package, notuse sfrer fhe expin e indicatad on both rhs— hox and the ensar,
Do not separata the sspenser from the box and the leafisk, @ kaep ait the infarmation for 3 dorrest use in the same place. i
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& Manufacturer
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Sterilisation us-~=g aseptic
pracessing mathods

b
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i{f Protect from sunlight

[[d] Pidase refer to the instructions for use

{% werycling

g+ Do ot waste inta the

W environment after use
.{i\ Ditas use if the packaging
U8B/ s damaged

@ Ke'sp out of the reach of children
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RAEDICAL  DEVICE C.nmpliant
93742/CEE and its ama}m’msnts

PERSONAL PROTEC;HVE EQUIPRENT  of
category |, compliant o directive 23/686/ CEE

FROMED GROUP S0k,
Via Tempis det Cielo 35
00944 Rame (raly) |

SERVImad Industrisd 5;.9.&.

Via Tampio del Clalo 365
00144 Rane (aly) |

LOT! Lot number

g ijse by .. :

Lo i3 conformay mark

3 85/2022
nversion of the

Date af the Jast revision of the iF
: Date afthe last revision of tha Ukeair
{ TR January 2022 H
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pj’m’! meq&exc e ¢ q»-a:\m)mymwﬁ POIWAH HE SCHOBE pufxnmh)muy HITRIK ¢oubxry S5 %, waxy E PGS (g ¥ i . FAIKO <y
METICYTILOHLINETaNY, SMIHOKKCAGE | 1ianypOHORST KMOITA. BiN Saxwise ks sig yi WHIGIO CEITAD T3 NOAINLIYE T SMEeNIA,
crpvisioun 3axucTy enffeiiic porfsku =ig plsnix svepen cipey. Th uaTpio sl wapok CAlHOT nitiek, WIDMEARONYN BOAY T

safeaneuyiony Ginnu: TAMBRAY STRGINRAICTS NaRepxnl 03, AMIHOKICIETM 3aRIAKY RO "leEpn'thn B AABIITS NORERANI KR § Hii“rlm:sm PRIYAQKTo piH
DCMOTRHALTE CRESM, & § ADCAADINTL 3AHVET ArITLAbs BU CTPECY, OIRIMUMHRHIG YALT; ;,a¢h)nsros>:\u| Ta (nhia Coivaem, Bitamin € (n"nl-&vne-ﬂr'dhtmw CYRIUHIET]

CHPUNE IBANOXeRMO HRBepXd 0xa, G i DOKNH MBE EKQEMVIONY, SXMCHY B 8 ¥ vy 4RO, 3 YaKOM rpvuam,.,.uyc npvpommﬁ npvuEc
siguoeneHHs, AP0 Ampenz— i i Bi ki f BEXUCT povisKy, 3 Ta chrxisxy Bl 3

TaNQTD CaiTIR, AXRERR whAmORG cRlTAS | Tpmsanal A coumiic poMenin, Cunl epardi 2 Taxum i aK

2 KTV, KETaK 1 RIKOB WKy PG, AFON gedk v CRUMHA | ST TORBPXH DI, FIPORYSY AOXHa BWKDEMCTS BRI
pasos i KoNTaKruamm! iinsanm, BPOT gedews - Lo 36:(&- i saCIy. APON gudenc crguse saxuciy B yimrpagicaeroesre

BUNPOMIHIOBAHNS, cmnwm T2, d T sitaa. BRON Amu* 2anofiirag Yy Ya 4
HEp: APGH Nem HE! SRTBRATH M2P YRLTRGPIALTORE Blﬁr‘pwiy-caanm, Seon
AGPEWE 3BNOBIrSE i TROHR, Crip! i SISO ) TH CARBOTS CBIVAS PO ACHENS NOKANHIAR ¥ PO3i TRAIERNATD NEPEGYTaNHD 33

KOMITIOYEQUM, BiResrenMinaioK | NopEa eXpAHOM venselmp& AP0 padenc nokazsmmi y DEN IHreHCaENGre | TPMBRAOND BRIMBY YALTpadioNerosers

i gpon Wit y pasi saus cmpmn Ha caixowNy nosiTel, SR ,q,ﬁSenc PMBHEUEMINA AR S2ANCTY BIA zr?!.«syynbrpaq;!onemanm
RipauinaBaHNS (TORY, Mape, TRoRiw 0wy Touol. Hors BICTOCYRINNR HR SMAVSRE HA FOCTINTY B0y G0 KORLOPOEIRWRNSTTS T2 SGERiTaR KOKTPECTH)
wyeatr MRS, IMCTRRGIR 53 BACTORYBANNRE: 1, SUIKEMETS 403310 | DHMITL 30XCH KOBNAUCK, 2, DBCREXHD HITMCHITR H AO30TDR | Sa<omalite 0o

1-2 wpannl & KoxHe oxd, ¥ pasi asrpedu ) 3, Migs ML 9 JaKpuiig Qosamp MUK BWKOPMCISAYEATY yoduex 3 titiuie 3 Az
nep\uom BlAKRMATTR, Emp!u uw(y‘s BUKGRACTOBYRETH T, X410 HOCHTS KOHTaKTHI fsn, (Kﬂm puﬁo&nuﬁw natphe pochar 0,05 %. Na'pl-%) xaopws, eivamis & TPES
YKL ) HaTpi dmt’\ar i e K HETRBG, WRTUACY i, HETRUG $ondaT
DAHOTCHOMHW N.lndnlpa’( L rwpomn,u,umn Laghitoen, Laius IAPAT, BOAD DUMLUSHEA, :m.\ TA 2t " POEYXT 1P

pume g i SHOTG BUKOPUCTaNME. Brpis “s 2 QAU NEL . He B pax migowol
HenEPEHOCHMOCT: 850 insuugem HyTIBOCT 50 XOUTAHEHTIS Kpanens., g s npoAY ve oK@ 260 Byge-aat Mok noBepxH KHwKoM

AOSATGPG, He RAKDEMCIOBRATY, SKLUD T8PeA NRFALAN SIAKDUTTAM 60 yraKoRKy, ¥ PaRl RissHiKHEHIS NPASHes
OPUIZTAR R N R y LY A0 nl-(a;)ﬂ. He »uxs);mo SayBaTY Ntan 3akh TEPMikY o, 3 PICH H YIS epuin
c'ocym:a: 0 APOAYIYY, AKUR s Nepey 3¢ N YBIKHO cyai‘aumucﬁ 3 chrpnglew, 0o MICTATLLE &
LY <xzwx ewnagkax y nauientie 3 navoaGrism punaxv 5 akves), A oTpK o W wWicTTe Gocdany,

SEVULG B HikaTIR PorisKM, TakM ¥ TH B30I N MATARAGK RXAER.LHE AUSWTVCR IpRD Ha
hE REPEND DRIVADE COHIE, ARSER, smpmmm«m ABPIT TOWD. at-gp.raw & MG, HRASCIYINYY RAN giTed. BuKoporaimit woxuu FTHALBYTRTH
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iIROMED Gr

Lad

Hexnapanis npo BignosigaicTs Ne 001
Declaration of conformity Ne 001

Hepeaixk Meauuanx Iineproniunmii odransmonoriuuuii po3uun JPOII Tonik 5%
BHpoOOiB: Hypertonic ophthalmic solution DROP tonic 5%
List of medical devices:

Antn YO oyni xpamni JAPOII pedenc
Anti UV eye drops DROP defence

Bupotunx: IPOMEJ TPYII C.p.i.
Manufacturer: Bia Temmnio gen Cieno 3/5, 00144 Pum, Itanis

IROMED GROUP S.r.1.
Via Tempio del Cielo 3/5, 00144 Rome (Italy)

HocravaapHuk(u): EHABJIE IHHOBACBOHC C.p..

Subcon [ractor(s) ” Bia Knaym'o Tonomeo, 20/4, 41012 Kaprll (MO), Itamisa
ENABLE INNOVATIONS S.r.L

Via Claudio Tolomeo, 20/4, 41012 Carpi (MO), Italy

C.0.C. ®apmaceiorici C.p.1.

Bia Mognena, 15, 40019 C.Arara Bonossese (5O), Itamis
C.O.C. Farmaceutici S.r.l.

Via Modena, 15, 40019 S. Agata Bolognese (BO), Italy

ITAJJTIEBAIC C.p.t.

Bia Jlaypenriza k. 26 700, 00071 IHomesist (PM), Irasis
ITALDEVICE S.r.l.

Via Laurentina lan. 26 700, 0007 Pomezia (RM), Italy

YnosHoBaxeHnii TOB «BI3YC ®APM»

NpeAcTABHHK B YKpaiHi: 01013, M. Kuis, Byn. Byaianycrpii, 6yn. 5 b, Ykpaina
Authorized representative in Ten. +38 (044) 281 24 06

Ukraine: Enextponna anpeca: info@visuspharm.com
C€IPIIOY 43495344

"VISUS PHARM" LLC

01013, Kyiv, Budindustrii Str., building 5 B, Ukraine
Tel. +38 (044) 281 24 06

e-mail: info@visuspharm.com

USREOQOU Code 43495344
Knacndixamin: Knac IIb
Classification: Class IIb
Hpoueaypa oninku JdogaTok 3, TexHIYHOTO PErJaMEHTYy HIOAO MEIWYHHX BHPOOIB, 3aTBEPIIKEHOTO
BignoBigHoCTI: IMocranosoro Kabinery Minictpie Ykpaiau Ne753 i 2 sxoBTHs 2013 p.

Conformity Assessment Route: | Annex 3, of Technical regulation on Medical devices approved by Decree of Cabinet
of Ministers of Ukraine Ne753 on 2 October 2013

Ceprudixar Ceptudixar sigropinsocti Ne PR.0105-23 miticuuii no 24.05.2028 p.
BimoBigHoCTi: Certificate of conformity Ne PR.0105-23 valid until 24.05.2028
Certificate of conformity:
Ilpn3nayenwuii opran 3 ToBapHCTBO 3 0GMEAKEHOIO BIANOBIAANLHICTIO
ouinky BigmoBigHocTi Ta «YHI-CEPT MEJIKAJD» %
Horo irenrudiraniitnmii
KOM: Limited Liability Company “UNI-CERT MEDICAL”
UATR136
IROMED GROUP srl

Sede legale: Via Tempio del Cielo, 3/5 00144 Roma Italia

Sedi operative: Via Tempio del Cielo, 3/5 00144 Roma Italia

Tel.06 92595490 - Fax 06 89360010 - email: iromedgroup@legalmail.it
P.IVA/CF 13082341002 - C.C.L.A.A. di Roma 1422821




3 iIROMED

Conformity assessment body
with its identification number:

TepmMin aii aexsiapanii npo
BignoBinHicTL

Validity term of declaration of
conformity

UA.TR.136

1o 24.05.2028 p.

until 24.05.2028

IPOME I'PYIL C.p.Ji, feknapye BHKOHAHHS OCHOBHIX BHMOP IIONO MEIMYHVX BUpoOiB, 3rinpo Jomarky 1 Texwiumoro
peIaMenTy IOMI0 MeIHukIX BApaliB, satepmienoro [Toctanooto Kabinery Minictpin Yrpaimm Ne753 gin 2 xoprrs 2013 p.
Jlexnapariio po BiATOBIHICTS CKIIAIEHO i LTKOBKTY BiMOBifabHicTs BipoSHika IPOME/] TPYII C.p.i.. BignosizamsHicts

3a JIOCTOBIPHICTH Hamaro! iHdopManii Hece BUPOOHHK.

IROMED GROUP S.r.l, declaves the fulfillment of basic requivements for medical devices, according to Annex 1 of Technical
regulations on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013.
The Declaration of Conformity is written under the sole responsibility of the manyfacturer IROMED GROUP S.r.l.. The manufacturer

is responsible for the authenticity of the provided information.

Micue supaui: Tenys, Itanis
Plage of issue: Rome, Italy

ROMED GROUP Sr.l.
ia Tempio del Cielo,3/5 ~ 00144 Roina
I¥C.F.113082341002 ﬁ

ITinrmuc yrosHOBaXkeHOI 0cOOH
Signature of Authorized person

Jara nignucy: 25.05.2023
Date of signing: 25.05.2023

Francesco Napolitano, CEO

Hazsea mocazm, I1b
Position, Full Name

IROMED GROUP Srl

Sede legale: Via Tempio del Cielo, 3/5 00144 Roma Italia

Sedi operative: Via Tempio del Cielo, 3/5 00144 Roma Italia

Tel.06 92595490 - Fax 06 89360010 - email: iromedgroup@legalmail.it
P.IVA/CF 13082341002 - C.C.I.A.A. di Roma 1422821




OPTAH 3 OLITHKH BIANOBIAHOCTI

TOB «YHI-CEPT MEIIKATD

04053, m. Kuis, Kynpspeskuii yagia, 6yn. 7, ogic 204
UA.TR.136

CEPTH®IKAT BIAIIOBIAHOCTI

Hopsizox nposeaenus npouexypn 3a6esnevenns bynKuionyBaHHS KOMIUTEXCHOT CHeTeMH
ynpasmiuns  axierio (Jomarox 3 Texmiusoro PCrIaMCHTY IHOJ0 MEOUYHMX BHPOOIB,
saTBepuKeHoro nocranoecio Kabinery Mimictpis Yipaiuu six 02.10.2013 Ne 753 (TP)

UnéCERT
”IMedical

BupoSuuk: IROMED GROUP S.r.L. / IPOMEJ I'PVII C.p.a.
IO0pummuna Via Tempio del Cielo 3/5, 00144 Rome, Italy /
agpeca: Bia Temnio nen Cieno 3/5, 00144 Puam, Ivanin
Bapo6unui IROMED GROUP $.1.1. / IPOME/L IPYIT C.p.
NJIOMIANKH; Via Tempio del Cielo 3/5, 00144 Rome, Ttaly /

Bia Temmio nen Cieno 3/5, 00144 Py, Itanin

Ynosuosaxennii TOB«BI3YC GAPM»

HPEaCTABHHMIK: 01013, m. Kuis, Byn. Byniugycrpii, 6yn. 5 B, Yxpaiua
Kon €APTIOY 43495344
Bupotu: Hypertonic ophthalmic solution DROP tonic 5% / Tineprouniunmii

ofranbmonoriunnii posunn APOII Tonix 5%
Anti UV eye drops DROP defence / Autn V@ ouni kpawiai JPOII

Dedene
Kuac: 116

Hpusuavennit opran 3 ouinkn signosignoeri Tosaprcrse 3 ofMexenow BiAROBIAAMLHICTIO
«YHI-CEPT MEIIKAJD (inentudixaniiiumii Homep Ne UALTR.136) nigrsepmkye, mo prasauuii
BHPOOHHK BIIPOBA/IMB CHCTEMY YNPABNIBHA SKICTIO Ha eTanax po3poGiIeHns, BHPOGHHIITRA T2 0CTATOHOT
TICPCBIPKA CTOCOBHO 3a3Hadenux BApobis, y mianosigmocti mo nynxris 3-7 Homatika 3 TP 1a axa ¢
OG’¢KTOM HCPIOAMYHUX HArNAZOBHX ayjWTiB srigwo mymkris 12-15 Honparxa 3 TP. Jlna peanizanii
npoiyxiiii I knacy puseiy RoAaTkoo Mac 6yTH HasBHHH cepTH(IKAT ITEPEBIPKY NPOEKTA 38 MYHKTaMN
8-11 Jlomarka 3 TP,

Ilincrasa aqan Begayi:
3siT Ne PR.0105/S1/2-24 Bin 29.07.2024;
Pienus npo sunauy ceprudixara Ne PR.0105/51/3-24 sig 08.08.2024.

Ceprudirar Ne PR.0105-23
Hikicauii o «24» Tpasus 2028 p.

Bupauna Ne 2 pig «08» cepnns 2024 p,
Broepme Bupano 25.05.2023,

KepipHuk opramy 3
OLIHKH BINNOBIAHOCT
Poman MUXAJIKO
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OPFAH 3 OITTHKH BIITTOBITHOCTY

TOB «VHI-CEPT MEJIKAT

04053, m. Kuis, Kyapascekmit yanis, Byn. 7, odic 204
UA.TR.136

UniCERT
7 IMedical

ICTOPISI CEPTUDIKATA
Nas/n Hara Onne
BHAAHHA

1 25 tpasna 2023 p. | Briepie Buzano.

2 08 cepnns 2024 p, | 3mineno thopmy Granka ceprudixara.

Ceprudikar Ne PR.0105-23

Hiticunit 1o «24» tpasus 2028 p.
Bunanus Ne 2 pin «08» ceprus 2024 p.
Brepue Bunano 25.05.2023.

Kepisuux opramny 3
OWiHKY BiRHOBITHOCTI

I-CEP

i : Povan MHUXAJIKO
- MEJIKAN
Ay Serredhiingd ko
X, 40897367 Vg
; W 4
Cpnpionte | Ho ceprudirara Ne PR.0105-23  Cropinxa 232
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ROMED Grou

Lad

Hexnapauia npo sianoignicTs Ne 001-PPE
Declaration of conformity Ne 001-PPE
suMoram Texuiunoro perniamenTty 3acobiB inguBinyaabuoro saxmucry,
3araepmxenoro Mocranosoro Kabinery Minicrpis Yipainu Ne 771 sin 21.08.2019 p.
to requirements of the Technical Regulation of Personal Protective Equipment,
approved by Resolution No. 771 of the Cabinet of Ministers of Ukraine dated 21.08.2019

1 313 (Bupib, Tnn, napria abo cepiiinuit Homep): AnTH Y@ ouni kpanai JPOIT gedenc

PPE (product, type, batch or serial number): Anti UV eye drops DROP defence

2 HalimenyBanns Ta agpeca BupoOHMKa Ta, 3a HeoOXigHOCTi, HOro ynoBHOBaXEHOrO
npeacrasHuka: Bupobuuk [POMEJ] 'PYI1 C.p.ni. (Bia Temnio gen Cieno 3/5, 00144 Pum,
ITanin); YnosHoBaxeHuit npeactasuuk B Yrpaini TOB «BI3YC ®APM» (01013, M. Kuis, By,

Byainaycrpii, 6ya. S B, Yxpaina)

Name and address of the manufacturer and, if necessary, his authorized representative: manufacturer IROMED
GROUP S.r.l., Via Tempio del Cielo 343, 00144 Rome (Italy); Authorized representative in Ukraine "VISUS
PHARM" LLC, 01013, Kyviv, Budindustrii Str., building 5 B, Ukraine

3 Lla nexnapauis npo BiAMOBiAHICTL BUAAHA MMiJi BUKIIOYHY BiANOBiAaNbHICTE BUPOGHKKA
This declaration of conformity is issued under the sole responsibility of the manufacturer

4 O6'ext nexnapauii: AT Y® ouni kpanni JIPOI1 aedenc, kateropia I (nonarok | TexHiuHoro
persiaMeHTy 3aco0iB iHANBIAYANLHOIO 3aXUCTY)

Object of the declaration: Anti UV eyve drops DROP defence, category | (Annex [ of the Technical Regulation of

Personal Protective Equipment)

5 Ob'exr pexnapauii, Bu3HaueHui B nyHKTi 4, Bianosigae cyTTeBuM BUMOram wono Gesneku Ta
OXOpOHW 3[0pOB’A, BCTaHoBieHWM y podaTky Il Texniunoro pernamenty 3acoGis
iHAMBINyaNbHOTO 3aXMCTY 3aTBEpPAKEHOr0 nocTanoBoto Kabinety MinicTpis Ykpaiuu Ne 771 Bin
21.08.2019p.

The object of the declaration, defined in point 4, meets the essential requirements for safety and health protection,
established in Annex Il of the Technical Regulations of Personal Protective Equipment approved by the Resolution
of the Cabinet of Ministers of Ukraine No. 771 of 21.08.2019.

6 lNocunanus wHa BIANOBIAHI BHUKOpUCTaHi HaUiOHANbHI CTaHAAPTH, WO € IAEHTHUHUMM
BIAANOBIZHUM TapPMOHI30BAHUM EBPONEHCLKMM CTaHAapTaM, 30Kpema Aary craHaapTy, abo
MOCUAHHS Ha iHLWi TeXHiuHi cneundikadii, BKIHOUHO 3 AaTOKO cheundikauii, Mo BiAHOLIEHHIO A0
AKOT 3asBJIeHA BiANOBIAHICTD:

A reference 1o the relevant national standards used which are identical to the relevant harmonized European
stanclards, including the date of the standard, or a reference to other technical specifications, including the date of’
the specification against which conformity is claimed:

IROMED GROUP Srl

Sede legale: Via Tempio del Cielo, 3/5 00144 Roma Italia

Sedi operative: Via Tempio del Cielo, 3/5 00144 Roma Italia

Tel.06 92595490 - Fax 06 89360010 - email: iromedgroup@legalmail.it
P.IVA/CF 13082341002 - C.C.1.A.A. di Roma 1422821
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JCTY EN ISO 13485:2018 Meauuni Bupo6u. Cucrema ynpasniHtg akictio. Bumoru no
perymoBanus (EN ISO 13485:2016, IDT; ISO 13485:2016, IDT)

OCTY EN ISO 14971:2015 Bupobu meanuni. Hactanoeu uiono ynpaeninus pusukom (EN
I1SO 14971:2012, IDT; ISO 14971:2007, IDT)

JCTY ENISO 15223-1:2018 Bupobu meauuni. CuMBONH, 3aCTOCOBaHI Mij Yac MapKyBaHHS
Ha MEIMUHUX BUpOOax, eTHKeTKax Ta B CynpoBiAHiil mokymenrauil. Yactuna 1. 3aranbHi
sumoru (EN [SO 15223-1:2016, IDT; 1ISO 15223-1:2016, Corrected version 2017-03, IDT)

OCTY EN 1041:2015 Bupobu wmeauuni. Indopmauia, saky Hagae supobuuk (EN
1041:2008+A1:2013, IDT)

JOCTY EN ISO 10993-1:2015 biosoriune ouiHioBaHHA MeAH4YHUX BUpoOiB. Yactuwa 1.
OuiHioBaHHs | TeCTyBaHHs B paMkax rpouecy ynpasninusa pusukamu (EN ISO 10993-
1:2009/AC:2010, IDT). INonpasxa Ne 1:2015.

JCTY EN ISO 10993-5:2015 bionoriuxe ouiHiOBaHHS MeauuHux BupobiB. Yactuua 5.
Bunpo6GosyBatHs Ha uutoTokcuuHicTs in vitro (EN ISO 10993-5:2009, IDT; ISO 10993-
5:2009, IDT)

JCTVY I1SO 10993-10:2004 Bionoriuve ouiHloBaHHA MeauuHux Bupobi. Yacruua 10.
BunpoGysanHts Ha noapasHeHHs Ta cencubinizauito (1ISO 10993-10:1995, 1DT)

JICTY EN ISO 11137-1:2018 Crepunizauis Bupobis MeanuHol npusHaueHocTi. Paniauifina
crepunizadis. Yacruna 1. Bumorn no po3poOnenHs, Batifauii Ta AOTOUYHOIO KOHTPOIO
npouecy crepunizauii meauunux supobie (EN ISO 11137-1:2015, IDT; I1SO 11137-1:2006;
Amd 1:2013, IDT)

JICTY EN ISO 11137-2:2018 Crepunizauis supobiB meanuHol ripu3naueHocTi. Pagiauiiina
crepunizauis. Yacruna 2. YcraHosnedHs crepuiisysanstoi nosu (EN ISO 11137-2:2015,
IDT; ISO 11137-2:2013, IDT)

JICTY EN ISO 11737-1:2018 Crepunisauis meanuHux supo6is. MikpobionoriuHi MeToau.
Yactuua 1. Busnauenns nonyasuii mikpoopraHiamie Ha supobax (EN ISO 11737-1:2018,
IDT; ISO 11737-1:2018, IDT)

JCTY EN ISO 11737-2:2015 Crepunisauis 3acobiB MeauuHol Texuiku. Mikpobionorivsi
meTtoau. Yactuna 2. BunpoGyBaHHs Ha CTEPUIBHICTS, WO NPOBOAATH MiJ YaC BH3HAYEHHS,
panifauii ta nigrpumanns npouecy crepunizauii (EN ISO 11737-2:2009, IDT; ISO 11737-
2:2009, IDT)

JCTY EN ISO 13408-1:2015 Acentnute 06pobaeHHs 3acobiB MeanuHoi TexHiku. YacTina
1. 3aranbhi Bumoru (EN 1SO 13408-1:2015, DT ISO 13408-1:2008, including Amd 1:2013,
IDT)

JCTY EN ISO 13408-2:2019 Acentuute obpobneHHs Bupobis meanunux. Yactuna 2.
dinuTpysanns (EN 1SO 13408-2:2018, IDT; ISO 13408-2:2018, IDT)

IROMED GROUP Srl

Sede legale: Via Tempio del Cielo, 3/5 00144 Roma Italia

Sedi operative: Via Tempio del Cielo, 3/5 00144 Roma Italia

Tel.06 92595490 - Fax 06 89360010 - emall: iromedgroup@iegalmail.it
P.IVA/CF 13082341002 - C.C.1.A.A, di Roma 1422821
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ACTY EN 556-2:2018 Crepunizauin meauunux supo6is. Bumorn 1o meanunux supo6is 3
nosnakoto CTEPUJIbHI, Yactuna 2. BuMoru o meauunux BWpoGiB, WO nipnaraiors
acentHuHomy o6pobnentio (EN 556-2:2015, IDT)

7 Ipu3naveHuii opran 3 OuUiHKKM BiANOBIAHOCTI: 3aMyyeHHs OpraHy 3 OWIHKW BiANOBIAHOCTI He
nepenbayeHo.

Designated conformity assessment body: the involvement of a conformity assessment body is not provided for.

8 313 nignsrae npouenypi ouinku BignosiaHocti: Mmoaynb A (oaatok 1V Texniunoro pernamenty
3aco6iB iHAMBIAYANLHOrO 3axuCTy, 3aTBepaXKeHoro TloctanoBoo Kabinera MinicTpis Y kpainu
No 771 Bin21.08.2019 p.)

PPE is subject to the conformity assessment procecdure: module A (Annex [V of the Technical Regulations of Personal
Protective Equipment, approved by Resolution of the Cabinet of Ministers of Ukraine No. 771 dated 21.08.2019)

9 Hoparkosa iHdopmauif: He 3aCTOCOBHO.

Additional information: not applicable.

[Tinnucaxo Bupo6uukom IPOME] I'PYTT C.p.n.

Signed by the manufacturer IROMED GROUP S.r.1.

Micue sunaui:  Pum, Itanis Hata nianucy: 25.09.2023
Place of issue:  Rome, ltaly Date of signing: 25002023

IROMED s.r.l.
via Te i 144 ROMA
PNGE 113082341902
[Tianuc yrnoeHosaxeHo! ocobu ,Z[npemop\: (DfSa yecko Hanonitano
Signature of Authorized person CEO. Francesco Napolitano
IROMED GROUP Srl

Sede legale: Via Tempio del Cielo, 3/5 00144 Roma Italia

Sedi operative: Via Tempio del Cielo, 3/5 00144 Roma Italia

Tel.06 92595490 - Fax 06 89360010 - email: iromedgroup@legalmail.it
P.IVA/CF 13082341002 - C.C.I.A.A. di Roma 1422821




f//,,%

Hexaapanis npo BignoBigaicTs Ne 001
Declaration of conformity Ne 001

Iepenix MequIHUX I'nepronignumit odransmonorigauii pozuud JIPOII Tonik 5%
BUpPODIB: Hypertonic ophthalmic solution DROP tonic 5%
List of medical devices:

Anrn YO ouni xpamni JIPOII nedenc
Anti UV eye drops DROP defence

Bupo6uuxk: TIPOMEJ I'PYII C.p..
Manufacturer: Bia Temmio gen Cieno 3/5, 00144 Puwm, Itanis
IROMED GROUP S.r.L
Via Tempio del Cielo 3/5, 00144 Rome (Italy)
HocrayaasHuk(u): EHABJIE IHHOBACBOHC C.p.1.
Subcontractor(s): Bia Kiaymio Tomomeo, 20/4, 41012 Kapmi (MO), Itasist
ENABLE INNOVATIONS S.r.L

Via Claudio Tolomeo, 20/4, 41012 Carpi (MO), Italy

C.0.C. ®apmacsiorici C.pJr

Bia Monena, 15,40019 C.Arara Bononsese (BO), Irais
C.O0.C. Farmaceutici S.r.L

Via Modena, 15, 40019 S. Agata Bolognese (BO), Italy

ITAJITEBAVC C.p.1.

Bia JIayperrina xu. 26 700, 00071 ITomesis (PM), Itaris
ITALDEVICE S'r.L

Via Laurentina km. 26 700, 00071 Pomezia (RM), Italy

YnoBHOBaKEeHHIH TOB «BI3YC ®APM»

NIpeICTABHUK B YKpaiHi: 01013, m. Kuie, Byn. Bynianyctpii, 6ya. 5 b, Ykpaina
Authorized representative in Temn. +38 (044) 281 24 06

Ukraine: Enextponna ajpeca: info@visuspharm.com
€/IPIIOY 43495344

"VISUS PHARM" LLC

01013, Kyiv, Budindustrii Str., building 5 B, Ukraine
Tel. +38 (044) 281 24 06

e-mail: info@visuspharm.com

USREOU Code 43495344

Kaacugixamis: Kiac IIb

Classification: Class IIb

IIpouneaypa ominkn Hdoparoxk 3, TexH{YHOrO perjiaMeHTy MOJO MEAWYHHX BHPOOIB, 3aTBEPIKECHOTO

BinnoBinHoCTI: ITocranoBoro Kabinery MinictpiB Vkpaiau Ne753 Bix 2 xostHs 2013 p.

Conformity Assessment Route: Annex 3, of Technical regulation on Medical devices approved by Decree of Cabinet
of Ministers of Ukraine Ne753 on 2 October 2013

Ceprudixar Ceprudikar Biznosizaocti Ne PR.0105-23 nilicauii no 24.05.2028 p.

BigmoBimHOCTI: Certificate of conformity Ne PR.0105-23 valid until 24.05.2028

Certificate of conformity:

Ipn3navenuii opras 3 ToBapucTBO 3 00MeKeHOI0 BiOBINAILHICTIO
OIIHKM BiANOBiXHOCTI TA «YHI-CEPT MEJIKAJD»

Horo inenTngikaniiamii

KOA: Limited Liability Company “UNI-CERT MEDICAL”

;
2]

AROMTR GRS 8

Sede legale: Via Tempio del Cielo, 3/5 00144 Roma Italia

Sedi operative: Via Tempio del Cielo, 3/5 00144 Roma Italia

Tel.06 92595490 - Fax 06 89360010 - email: iromedgroup@legalmail.it
P.IVA/CF 13082341002 - C.C.I.A.A. di Roma 1422821




Conformity assessment body UA.TR.136

with its identification number:

Tepwmin aii nexaapanii npo o 24.05.2028 p.
BignoBigHiCTH

Validity term of declaration of until 24.05.2028
conformity

IPOME/L I'PYII C.pJi, neKiapye BAKOHAHHA OCHOBHHMX BHMOI INOAO MeIMYHMX BHPOOiB, 3rimuHo Jlomarky 1 TexmiuHoro
pemIaMeHTy MO0 MEIMYHIX BAPOOIB, 3arBepmkeHoro ITocranosoro Kabinery Minicrpis Yipainm No753 Bix 2 sxoerast 2013 p.
Jlexaparrio 1mpo BiIMOBiHICTE CKIIaIEHO ITiT IJIKOBHTY BinoBinansHicTs BrupodHuka IPOME] I'PYII C.p.i. BinnoinamsHicts
3a JIOCTOBIpHICT HaJlaHOi iHGopMarTii Hece BHPOOHIIK.

IROMED GROUP S'r.L, declares the fulfillment of basic requirements for medical devices, according to Annex 1 of Technical
regulations on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 201 3.

The Declaration of Conformity is written under the sole responsibility of the manufacturer IROMED GROUP S.r.L. The manufacturer
is responsible for the authenticity of the provided information.

Micue Bupaui: T'enys, Itamis Hara migmucy: 25.05.2023
Ph}e of issue: Rome, fialy Date of signing: 25.05.2023

,/“'Row:m ROUE S}

Peimnpin del Cielo, 373 — i‘)—ii
| “\“,..%\4 (\0”33 I { J\,/\‘
Francesco Napolitano, CEO

ITigmic yIoBHOBaXEHOT 0CO0H Hasgea nocazu, IT1I6
Signature of Authorized person Position, Full Name

SN ARy D
ROMED QRO S

Sede legale: Via Tempio del Cielo, 3/5 00144 Roma Italia

Sedi operative: Via Tempio del Cielo, 3/5 00144 Roma Italia

Tel.06 92595490 - Fax 06 89360010 - email: iromedgroup@legalmail.it
P.IVA/CF 13082341002 - C.C.I.A.A. di Roma 1422821




OPUAH 3 OLHHKH BIINOBIAHOCT

TOB «YHI-CEPT MEAIKA

04033, v Kate, Kyapasepkuit vasis, Sya, 7, odie 204
UATR 138
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CEPTU®IKAT BIJIMOBIAHOCTI

Hlopsuos ppoBeleuns Hpouexypy sadeanedtenng PyaRmioHVEANEN KOMILICKCHOT caeresn
|

yapaniginas  gxicvio (Jlomarox 3 Texniuporo pernaMenty HOAO MeuuEnx  sHpolis,
BATBEPIOKEHOTO noctanoroo Kabdinery Minicrpis Yipalems sin 02.10.2013 N 733 (TH)

Bupobunr: IROMED GROUP S L/ IPOMEA TPYH Copaane
Hpuanana Via Tempio del Cielo 3/5, 00144 Rome, Haly /
aapeca: Bia Tesmuio men Cleno 375, 00144 Puy, Trasis
Bupotumai IROMED GROUP Sx L / IPOMEO TPV Cop.a
ILIOTHAAKI: Via Tempio del Cielo 3/5, 00144 Rome, Haly /

Bia Tesmnio gea Cieno 375, 00144 Pun, Iraain

VaosHoBaReHuil TOB «BI3YC @APM»
HPCICTABHHKS 01013, m. Knfe, sy bymisnyverpil, 6via 5 B, Yrpaina
Kog €JIPTIOY 43495344

Bupobu: Vineprowianuii ofpraxssosorivnuit poyann JPON vounik 5% /
Hypertonic ophthabmic solution DROP tonic 5%
Ay Y@ ouni gpanii PO aedene /
Anti UV eye drops DROY defence

Kaae: 116

Hpuswauenudt opran 3 onisky piavosianocti Tosapuerso 3 olsmiekenow signosizaansicro
«YHI-CEPT MEJIKAM (zewrndikauifioui wosep Ne UATRA3IG) minrsepaaxye, mo srazaHai
BUPOTHHK BIIPORANMB CHOTEMY VHIPABNIHHE AKICTIO HAR STANAX Po3poiieHts, BUPOCGHIITTRA Ta OCTATOUHOT
AEPEBIPKH CTOCOBHO 3a3HauCHUR pupoGiB, v sianosiasocti ao nyurris 3-7 Hoaarka 3 TP 7a sxa ¢
O ERTOM. TIEPIOARYHHY HAARA0BYY avasTie ariago yuer 12-15 Jopaewa 5 TP Jlas peanizand
ApoavKLT 11} K0y AONATROBO Mae Oy sassidl ceprudigar nepesipii npogkra sa pyuxras 8-11
Hoxarxa 3 TP.

Hiacrasa s suaani:
3pir Ne PRUIT2/6-23 mig 19.05.20235;
Piirenus npo suaauy cepradikara No PROT2/7-23 ain 25.05,.2023.

Cepradixar Ne PR.O105-23
Bunanns Ne 1 sig «25» rpasns 2023 p.
Jittenntt 3«25 1parus 2023 p.
Hificanit 1o «Q4» tpasua 2028 p. ‘
: Kepisruk opramy 2
oningn pimnosimocti
Muxaitio BAXPYHIEB
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DIMENSION! INSERTO STESO

425x430 mm

DIMENSION! INSERTO PIEGATO
25%130 mm R — S NTE

SO —

iﬁa ’%
e Is an antt UV ophthaimic protective solutian n Riboflavin sodiurn has,;hote 0,05, Vitamin £ TPGS {thatoco, cphenyl pelyethyieng
secinatel, MSM arming adds sn raluronic Acid, eld for the ooulsr surfbce against LY and bive light, and l‘nrxc\fes ocudar surface
lubsication, mmnnuf-te to corneal epithalium pm‘ed-on, against diferent stress sourses, >ud-x m Hyaluronate mechanicalty Interscis with tear Sim
roucinic layar, wr,a:nln‘g water and promotng longer stability of the ecular surface. Amino s s synergic action has a rourishing function for the ccular
surface, other than pH and tear osmalarity regulation, Improving spithellal protection against stress caused by UV and biug light, Vitamin E TPGS
tocopheryt pnlyethv'-ene gveol succinate) promotes cular surface wettability, The sphthsimic solution has & shielding, proéecti\'e and anti-oxidant
setion against UV na'nage, and secelerates the naturs rapalr'ng DrOCESS, LRI N\ s & unigue snd cerdfied Personst Fratective Equipment that
protacts the comas, cystaline and reting agsinst W radlaton, blue light, arsificial fight sourges and prolonged sun expesur, preventing demages fike
photo-keratids, pho:ﬂ(emmom inoiivits, cataract and AM') NP keaps the oo urface hydrated and pr:mm.& DT dotence® an be
used with wearable contact fensas, DROF elonen® it & Personal Protective Equipment. INDY NN TROP Sutonew® has 8 pmtottws action against UV,
biue light, suniight and art td harmful effects. YRGE S prevents phmu-k?rar'm and photo-keratoconjunctivitis -ccrurren::e, duz o UY
EXpOsUTE, DROF & ek \«“ crevu‘ts rawraa L v;unwxce, 't1u° 0 Uv ;xp sw\. W hﬁ? B proverts macular againg, causell by UV anid blue fight
SEposUrE, DROP R § L DROP Qutoane® Is ingieated in case of intanse
and prolonged WV mg% ezposme, RO gt ¢
enviranments (mouniin, sea, rmpirfﬁ 2reas, . s ngl-ra:lo :5 s not ?ﬂen‘ vlst'ai 5rg!t)' o d'ﬁ'nr'm-r per:e"ﬂon and kae..a ::mrrest sensi
unchanged. 1. Opendhe ﬂ{;pnnser and ramove the pratctdon ap. 2. Gently push tha dispenser anid Use ane oF tWo arops
cach eye, Repeat this gtep if neeged, Close the dispenser after use: the remaining product canle used up 0 3 months after the tirdt opening, The produdt
cai be used with wegrable contact Eenses QOB $ iboflavin sodium phosphaste n 05%, Sodivrn chioride, Vitarmin E TRGS {d- u—tuccp- -ery-
polvethylens giyeol iu?rjnat o), Sadium g blbasic: ecshydrste, Sodium b e, Methyl Sulfonyl Methan Sogium

roonphydrate, l-"rolme, -glycing, 1 leuhme, i-ysing chiorhyadrate, Purified water, WasNe B RRUINE. The product s intended for exvamal
ophthalmic use orly. The procuct is Intended for single patient use, Do notse in cases of known inolerancs of (X During
praduct appiication, $§ not touch the sve or any other surlace with the dispenser 8p, Do notuse In case of camagad or undosed backage before the first
opeing, incas ofpmthsms during use, discontinue crear(ram:»-nr consit s docrar, Do not ude after the expiry date indicsted on&:hs packsge, The expisy
da fers o apmed and correctly stored prodict, risfore use, corefully read o sﬁ’uﬁio‘ﬁ foung onthe beaffet. rar° .zfes‘ ph'*r\cm"na af comeat
rnicrocatcifications hage been fount in patients with prwam corneal pathologies ang 'r\edﬁad with I
this case, it is recornmended to use the product under the § sugpervision of the doctor, Bo not Iud( directivat hazardws -'ght s»Ln:ea Suih &s the sun, laser,
welding maching, atc, Keap away from children. Do not wasts into the environment sfter uselitis possible 1o report sdverse evedts to the manufacurer
via tha armall agdnass OB OMESEIOUR.Com, By reporing overse events, you £an contributy o the safety of this product, Any severe events should be
noiifiag to the manuﬁ;nuf\a. and the competent authorty of the country in which this product has been used, sarxaakssd Cne 10 i multidose
dispenser, ¢ ..reservat-w trag, SIQuACER Close the di ispenser atter use: the remaining product fen be used up to 3 months alter che Hirst opening, Store at
& temperature lower than 30°C, S8R5 LN With an undam;ged package, notuse sfrer fhe expin e indicatad on both rhs— hox and the ensar,
Do not separata the sspenser from the box and the leafisk, @ kaep ait the infarmation for 3 dorrest use in the same place. i
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to divective

& Manufacturer
553 oirivuor

Sterilisation us-~=g aseptic
pracessing mathods

b
{‘ uppertampe.'afure Brnit

i{f Protect from sunlight

[[d] Pidase refer to the instructions for use

{% werycling

g+ Do ot waste inta the

W environment after use
.{i\ Ditas use if the packaging
U8B/ s damaged

@ Ke'sp out of the reach of children

[
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RAEDICAL  DEVICE C.nmpliant
93742/CEE and its ama}m’msnts

PERSONAL PROTEC;HVE EQUIPRENT  of
category |, compliant o directive 23/686/ CEE

FROMED GROUP S0k,
Via Tempis det Cielo 35
00944 Rame (raly) |

SERVImad Industrisd 5;.9.&.

Via Tampio del Clalo 365
00144 Rane (aly) |

LOT! Lot number

g ijse by .. :

Lo i3 conformay mark

3 85/2022
nversion of the

Date af the Jast revision of the iF
: Date afthe last revision of tha Ukeair
{ TR January 2022 H

¥eysonal Protective Squiiment
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iIROMED Gr

Lad

Hexnapanis npo BignosigaicTs Ne 001
Declaration of conformity Ne 001

Hepeaixk Meauuanx Iineproniunmii odransmonoriuuuii po3uun JPOII Tonik 5%
BHpoOOiB: Hypertonic ophthalmic solution DROP tonic 5%
List of medical devices:

Antn YO oyni xpamni JAPOII pedenc
Anti UV eye drops DROP defence

Bupotunx: IPOMEJ TPYII C.p.i.
Manufacturer: Bia Temmnio gen Cieno 3/5, 00144 Pum, Itanis

IROMED GROUP S.r.1.
Via Tempio del Cielo 3/5, 00144 Rome (Italy)

HocravaapHuk(u): EHABJIE IHHOBACBOHC C.p..

Subcon [ractor(s) ” Bia Knaym'o Tonomeo, 20/4, 41012 Kaprll (MO), Itamisa
ENABLE INNOVATIONS S.r.L

Via Claudio Tolomeo, 20/4, 41012 Carpi (MO), Italy

C.0.C. ®apmaceiorici C.p.1.

Bia Mognena, 15, 40019 C.Arara Bonossese (5O), Itamis
C.O.C. Farmaceutici S.r.l.

Via Modena, 15, 40019 S. Agata Bolognese (BO), Italy

ITAJJTIEBAIC C.p.t.

Bia Jlaypenriza k. 26 700, 00071 IHomesist (PM), Irasis
ITALDEVICE S.r.l.

Via Laurentina lan. 26 700, 0007 Pomezia (RM), Italy

YnosHoBaxeHnii TOB «BI3YC ®APM»

NpeAcTABHHK B YKpaiHi: 01013, M. Kuis, Byn. Byaianycrpii, 6yn. 5 b, Ykpaina
Authorized representative in Ten. +38 (044) 281 24 06

Ukraine: Enextponna anpeca: info@visuspharm.com
C€IPIIOY 43495344

"VISUS PHARM" LLC

01013, Kyiv, Budindustrii Str., building 5 B, Ukraine
Tel. +38 (044) 281 24 06

e-mail: info@visuspharm.com

USREOQOU Code 43495344
Knacndixamin: Knac IIb
Classification: Class IIb
Hpoueaypa oninku JdogaTok 3, TexHIYHOTO PErJaMEHTYy HIOAO MEIWYHHX BHPOOIB, 3aTBEPIIKEHOTO
BignoBigHoCTI: IMocranosoro Kabinery Minictpie Ykpaiau Ne753 i 2 sxoBTHs 2013 p.

Conformity Assessment Route: | Annex 3, of Technical regulation on Medical devices approved by Decree of Cabinet
of Ministers of Ukraine Ne753 on 2 October 2013

Ceprudixar Ceptudixar sigropinsocti Ne PR.0105-23 miticuuii no 24.05.2028 p.
BimoBigHoCTi: Certificate of conformity Ne PR.0105-23 valid until 24.05.2028
Certificate of conformity:
Ilpn3nayenwuii opran 3 ToBapHCTBO 3 0GMEAKEHOIO BIANOBIAANLHICTIO
ouinky BigmoBigHocTi Ta «YHI-CEPT MEJIKAJD» %
Horo irenrudiraniitnmii
KOM: Limited Liability Company “UNI-CERT MEDICAL”
UATR136
IROMED GROUP srl

Sede legale: Via Tempio del Cielo, 3/5 00144 Roma Italia

Sedi operative: Via Tempio del Cielo, 3/5 00144 Roma Italia

Tel.06 92595490 - Fax 06 89360010 - email: iromedgroup@legalmail.it
P.IVA/CF 13082341002 - C.C.L.A.A. di Roma 1422821




3 iIROMED

Conformity assessment body
with its identification number:

TepmMin aii aexsiapanii npo
BignoBinHicTL

Validity term of declaration of
conformity

UA.TR.136

1o 24.05.2028 p.

until 24.05.2028

IPOME I'PYIL C.p.Ji, feknapye BHKOHAHHS OCHOBHIX BHMOP IIONO MEIMYHVX BUpoOiB, 3rinpo Jomarky 1 Texwiumoro
peIaMenTy IOMI0 MeIHukIX BApaliB, satepmienoro [Toctanooto Kabinery Minictpin Yrpaimm Ne753 gin 2 xoprrs 2013 p.
Jlexnapariio po BiATOBIHICTS CKIIAIEHO i LTKOBKTY BiMOBifabHicTs BipoSHika IPOME/] TPYII C.p.i.. BignosizamsHicts

3a JIOCTOBIPHICTH Hamaro! iHdopManii Hece BUPOOHHK.

IROMED GROUP S.r.l, declaves the fulfillment of basic requivements for medical devices, according to Annex 1 of Technical
regulations on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013.
The Declaration of Conformity is written under the sole responsibility of the manyfacturer IROMED GROUP S.r.l.. The manufacturer

is responsible for the authenticity of the provided information.

Micue supaui: Tenys, Itanis
Plage of issue: Rome, Italy

ROMED GROUP Sr.l.
ia Tempio del Cielo,3/5 ~ 00144 Roina
I¥C.F.113082341002 ﬁ

ITinrmuc yrosHOBaXkeHOI 0cOOH
Signature of Authorized person

Jara nignucy: 25.05.2023
Date of signing: 25.05.2023

Francesco Napolitano, CEO

Hazsea mocazm, I1b
Position, Full Name

IROMED GROUP Srl

Sede legale: Via Tempio del Cielo, 3/5 00144 Roma Italia

Sedi operative: Via Tempio del Cielo, 3/5 00144 Roma Italia

Tel.06 92595490 - Fax 06 89360010 - email: iromedgroup@legalmail.it
P.IVA/CF 13082341002 - C.C.I.A.A. di Roma 1422821




OPTAH 3 OLITHKH BIANOBIAHOCTI

TOB «YHI-CEPT MEIIKATD

04053, m. Kuis, Kynpspeskuii yagia, 6yn. 7, ogic 204
UA.TR.136

CEPTH®IKAT BIAIIOBIAHOCTI

Hopsizox nposeaenus npouexypn 3a6esnevenns bynKuionyBaHHS KOMIUTEXCHOT CHeTeMH
ynpasmiuns  axierio (Jomarox 3 Texmiusoro PCrIaMCHTY IHOJ0 MEOUYHMX BHPOOIB,
saTBepuKeHoro nocranoecio Kabinery Mimictpis Yipaiuu six 02.10.2013 Ne 753 (TP)

UnéCERT
”IMedical

BupoSuuk: IROMED GROUP S.r.L. / IPOMEJ I'PVII C.p.a.
IO0pummuna Via Tempio del Cielo 3/5, 00144 Rome, Italy /
agpeca: Bia Temnio nen Cieno 3/5, 00144 Puam, Ivanin
Bapo6unui IROMED GROUP $.1.1. / IPOME/L IPYIT C.p.
NJIOMIANKH; Via Tempio del Cielo 3/5, 00144 Rome, Ttaly /

Bia Temmio nen Cieno 3/5, 00144 Py, Itanin

Ynosuosaxennii TOB«BI3YC GAPM»

HPEaCTABHHMIK: 01013, m. Kuis, Byn. Byniugycrpii, 6yn. 5 B, Yxpaiua
Kon €APTIOY 43495344
Bupotu: Hypertonic ophthalmic solution DROP tonic 5% / Tineprouniunmii

ofranbmonoriunnii posunn APOII Tonix 5%
Anti UV eye drops DROP defence / Autn V@ ouni kpawiai JPOII

Dedene
Kuac: 116

Hpusuavennit opran 3 ouinkn signosignoeri Tosaprcrse 3 ofMexenow BiAROBIAAMLHICTIO
«YHI-CEPT MEIIKAJD (inentudixaniiiumii Homep Ne UALTR.136) nigrsepmkye, mo prasauuii
BHPOOHHK BIIPOBA/IMB CHCTEMY YNPABNIBHA SKICTIO Ha eTanax po3poGiIeHns, BHPOGHHIITRA T2 0CTATOHOT
TICPCBIPKA CTOCOBHO 3a3Hadenux BApobis, y mianosigmocti mo nynxris 3-7 Homatika 3 TP 1a axa ¢
OG’¢KTOM HCPIOAMYHUX HArNAZOBHX ayjWTiB srigwo mymkris 12-15 Honparxa 3 TP. Jlna peanizanii
npoiyxiiii I knacy puseiy RoAaTkoo Mac 6yTH HasBHHH cepTH(IKAT ITEPEBIPKY NPOEKTA 38 MYHKTaMN
8-11 Jlomarka 3 TP,

Ilincrasa aqan Begayi:
3siT Ne PR.0105/S1/2-24 Bin 29.07.2024;
Pienus npo sunauy ceprudixara Ne PR.0105/51/3-24 sig 08.08.2024.

Ceprudirar Ne PR.0105-23
Hikicauii o «24» Tpasus 2028 p.

Bupauna Ne 2 pig «08» cepnns 2024 p,
Broepme Bupano 25.05.2023,

KepipHuk opramy 3
OLIHKH BINNOBIAHOCT
Poman MUXAJIKO

. METIA7
] BT S KOy
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OPFAH 3 OITTHKH BIITTOBITHOCTY

TOB «VHI-CEPT MEJIKAT

04053, m. Kuis, Kyapascekmit yanis, Byn. 7, odic 204
UA.TR.136

UniCERT
7 IMedical

ICTOPISI CEPTUDIKATA
Nas/n Hara Onne
BHAAHHA

1 25 tpasna 2023 p. | Briepie Buzano.

2 08 cepnns 2024 p, | 3mineno thopmy Granka ceprudixara.

Ceprudikar Ne PR.0105-23

Hiticunit 1o «24» tpasus 2028 p.
Bunanus Ne 2 pin «08» ceprus 2024 p.
Brepue Bunano 25.05.2023.

Kepisuux opramny 3
OWiHKY BiRHOBITHOCTI

I-CEP

i : Povan MHUXAJIKO
- MEJIKAN
Ay Serredhiingd ko
X, 40897367 Vg
; W 4
Cpnpionte | Ho ceprudirara Ne PR.0105-23  Cropinxa 232
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ROMED Grou

Lad

Hexnapauia npo sianoignicTs Ne 001-PPE
Declaration of conformity Ne 001-PPE
suMoram Texuiunoro perniamenTty 3acobiB inguBinyaabuoro saxmucry,
3araepmxenoro Mocranosoro Kabinery Minicrpis Yipainu Ne 771 sin 21.08.2019 p.
to requirements of the Technical Regulation of Personal Protective Equipment,
approved by Resolution No. 771 of the Cabinet of Ministers of Ukraine dated 21.08.2019

1 313 (Bupib, Tnn, napria abo cepiiinuit Homep): AnTH Y@ ouni kpanai JPOIT gedenc

PPE (product, type, batch or serial number): Anti UV eye drops DROP defence

2 HalimenyBanns Ta agpeca BupoOHMKa Ta, 3a HeoOXigHOCTi, HOro ynoBHOBaXEHOrO
npeacrasHuka: Bupobuuk [POMEJ] 'PYI1 C.p.ni. (Bia Temnio gen Cieno 3/5, 00144 Pum,
ITanin); YnosHoBaxeHuit npeactasuuk B Yrpaini TOB «BI3YC ®APM» (01013, M. Kuis, By,

Byainaycrpii, 6ya. S B, Yxpaina)

Name and address of the manufacturer and, if necessary, his authorized representative: manufacturer IROMED
GROUP S.r.l., Via Tempio del Cielo 343, 00144 Rome (Italy); Authorized representative in Ukraine "VISUS
PHARM" LLC, 01013, Kyviv, Budindustrii Str., building 5 B, Ukraine

3 Lla nexnapauis npo BiAMOBiAHICTL BUAAHA MMiJi BUKIIOYHY BiANOBiAaNbHICTE BUPOGHKKA
This declaration of conformity is issued under the sole responsibility of the manufacturer

4 O6'ext nexnapauii: AT Y® ouni kpanni JIPOI1 aedenc, kateropia I (nonarok | TexHiuHoro
persiaMeHTy 3aco0iB iHANBIAYANLHOIO 3aXUCTY)

Object of the declaration: Anti UV eyve drops DROP defence, category | (Annex [ of the Technical Regulation of

Personal Protective Equipment)

5 Ob'exr pexnapauii, Bu3HaueHui B nyHKTi 4, Bianosigae cyTTeBuM BUMOram wono Gesneku Ta
OXOpOHW 3[0pOB’A, BCTaHoBieHWM y podaTky Il Texniunoro pernamenty 3acoGis
iHAMBINyaNbHOTO 3aXMCTY 3aTBEpPAKEHOr0 nocTanoBoto Kabinety MinicTpis Ykpaiuu Ne 771 Bin
21.08.2019p.

The object of the declaration, defined in point 4, meets the essential requirements for safety and health protection,
established in Annex Il of the Technical Regulations of Personal Protective Equipment approved by the Resolution
of the Cabinet of Ministers of Ukraine No. 771 of 21.08.2019.

6 lNocunanus wHa BIANOBIAHI BHUKOpUCTaHi HaUiOHANbHI CTaHAAPTH, WO € IAEHTHUHUMM
BIAANOBIZHUM TapPMOHI30BAHUM EBPONEHCLKMM CTaHAapTaM, 30Kpema Aary craHaapTy, abo
MOCUAHHS Ha iHLWi TeXHiuHi cneundikadii, BKIHOUHO 3 AaTOKO cheundikauii, Mo BiAHOLIEHHIO A0
AKOT 3asBJIeHA BiANOBIAHICTD:

A reference 1o the relevant national standards used which are identical to the relevant harmonized European
stanclards, including the date of the standard, or a reference to other technical specifications, including the date of’
the specification against which conformity is claimed:

IROMED GROUP Srl

Sede legale: Via Tempio del Cielo, 3/5 00144 Roma Italia

Sedi operative: Via Tempio del Cielo, 3/5 00144 Roma Italia

Tel.06 92595490 - Fax 06 89360010 - email: iromedgroup@legalmail.it
P.IVA/CF 13082341002 - C.C.1.A.A. di Roma 1422821
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JCTY EN ISO 13485:2018 Meauuni Bupo6u. Cucrema ynpasniHtg akictio. Bumoru no
perymoBanus (EN ISO 13485:2016, IDT; ISO 13485:2016, IDT)

OCTY EN ISO 14971:2015 Bupobu meanuni. Hactanoeu uiono ynpaeninus pusukom (EN
I1SO 14971:2012, IDT; ISO 14971:2007, IDT)

JCTY ENISO 15223-1:2018 Bupobu meauuni. CuMBONH, 3aCTOCOBaHI Mij Yac MapKyBaHHS
Ha MEIMUHUX BUpOOax, eTHKeTKax Ta B CynpoBiAHiil mokymenrauil. Yactuna 1. 3aranbHi
sumoru (EN [SO 15223-1:2016, IDT; 1ISO 15223-1:2016, Corrected version 2017-03, IDT)

OCTY EN 1041:2015 Bupobu wmeauuni. Indopmauia, saky Hagae supobuuk (EN
1041:2008+A1:2013, IDT)

JOCTY EN ISO 10993-1:2015 biosoriune ouiHioBaHHA MeAH4YHUX BUpoOiB. Yactuwa 1.
OuiHioBaHHs | TeCTyBaHHs B paMkax rpouecy ynpasninusa pusukamu (EN ISO 10993-
1:2009/AC:2010, IDT). INonpasxa Ne 1:2015.

JCTY EN ISO 10993-5:2015 bionoriuxe ouiHiOBaHHS MeauuHux BupobiB. Yactuua 5.
Bunpo6GosyBatHs Ha uutoTokcuuHicTs in vitro (EN ISO 10993-5:2009, IDT; ISO 10993-
5:2009, IDT)

JCTVY I1SO 10993-10:2004 Bionoriuve ouiHloBaHHA MeauuHux Bupobi. Yacruua 10.
BunpoGysanHts Ha noapasHeHHs Ta cencubinizauito (1ISO 10993-10:1995, 1DT)

JICTY EN ISO 11137-1:2018 Crepunizauis Bupobis MeanuHol npusHaueHocTi. Paniauifina
crepunizadis. Yacruna 1. Bumorn no po3poOnenHs, Batifauii Ta AOTOUYHOIO KOHTPOIO
npouecy crepunizauii meauunux supobie (EN ISO 11137-1:2015, IDT; I1SO 11137-1:2006;
Amd 1:2013, IDT)

JICTY EN ISO 11137-2:2018 Crepunizauis supobiB meanuHol ripu3naueHocTi. Pagiauiiina
crepunizauis. Yacruna 2. YcraHosnedHs crepuiisysanstoi nosu (EN ISO 11137-2:2015,
IDT; ISO 11137-2:2013, IDT)

JICTY EN ISO 11737-1:2018 Crepunisauis meanuHux supo6is. MikpobionoriuHi MeToau.
Yactuua 1. Busnauenns nonyasuii mikpoopraHiamie Ha supobax (EN ISO 11737-1:2018,
IDT; ISO 11737-1:2018, IDT)

JCTY EN ISO 11737-2:2015 Crepunisauis 3acobiB MeauuHol Texuiku. Mikpobionorivsi
meTtoau. Yactuna 2. BunpoGyBaHHs Ha CTEPUIBHICTS, WO NPOBOAATH MiJ YaC BH3HAYEHHS,
panifauii ta nigrpumanns npouecy crepunizauii (EN ISO 11737-2:2009, IDT; ISO 11737-
2:2009, IDT)

JCTY EN ISO 13408-1:2015 Acentnute 06pobaeHHs 3acobiB MeanuHoi TexHiku. YacTina
1. 3aranbhi Bumoru (EN 1SO 13408-1:2015, DT ISO 13408-1:2008, including Amd 1:2013,
IDT)

JCTY EN ISO 13408-2:2019 Acentuute obpobneHHs Bupobis meanunux. Yactuna 2.
dinuTpysanns (EN 1SO 13408-2:2018, IDT; ISO 13408-2:2018, IDT)

IROMED GROUP Srl

Sede legale: Via Tempio del Cielo, 3/5 00144 Roma Italia

Sedi operative: Via Tempio del Cielo, 3/5 00144 Roma Italia

Tel.06 92595490 - Fax 06 89360010 - emall: iromedgroup@iegalmail.it
P.IVA/CF 13082341002 - C.C.1.A.A, di Roma 1422821
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ACTY EN 556-2:2018 Crepunizauin meauunux supo6is. Bumorn 1o meanunux supo6is 3
nosnakoto CTEPUJIbHI, Yactuna 2. BuMoru o meauunux BWpoGiB, WO nipnaraiors
acentHuHomy o6pobnentio (EN 556-2:2015, IDT)

7 Ipu3naveHuii opran 3 OuUiHKKM BiANOBIAHOCTI: 3aMyyeHHs OpraHy 3 OWIHKW BiANOBIAHOCTI He
nepenbayeHo.

Designated conformity assessment body: the involvement of a conformity assessment body is not provided for.

8 313 nignsrae npouenypi ouinku BignosiaHocti: Mmoaynb A (oaatok 1V Texniunoro pernamenty
3aco6iB iHAMBIAYANLHOrO 3axuCTy, 3aTBepaXKeHoro TloctanoBoo Kabinera MinicTpis Y kpainu
No 771 Bin21.08.2019 p.)

PPE is subject to the conformity assessment procecdure: module A (Annex [V of the Technical Regulations of Personal
Protective Equipment, approved by Resolution of the Cabinet of Ministers of Ukraine No. 771 dated 21.08.2019)

9 Hoparkosa iHdopmauif: He 3aCTOCOBHO.

Additional information: not applicable.

[Tinnucaxo Bupo6uukom IPOME] I'PYTT C.p.n.

Signed by the manufacturer IROMED GROUP S.r.1.

Micue sunaui:  Pum, Itanis Hata nianucy: 25.09.2023
Place of issue:  Rome, ltaly Date of signing: 25002023

IROMED s.r.l.
via Te i 144 ROMA
PNGE 113082341902
[Tianuc yrnoeHosaxeHo! ocobu ,Z[npemop\: (DfSa yecko Hanonitano
Signature of Authorized person CEO. Francesco Napolitano
IROMED GROUP Srl

Sede legale: Via Tempio del Cielo, 3/5 00144 Roma Italia

Sedi operative: Via Tempio del Cielo, 3/5 00144 Roma Italia

Tel.06 92595490 - Fax 06 89360010 - email: iromedgroup@legalmail.it
P.IVA/CF 13082341002 - C.C.I.A.A. di Roma 1422821
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Hexaapanis npo BignoBigaicTs Ne 001
Declaration of conformity Ne 001

Iepenix MequIHUX I'nepronignumit odransmonorigauii pozuud JIPOII Tonik 5%
BUpPODIB: Hypertonic ophthalmic solution DROP tonic 5%
List of medical devices:

Anrn YO ouni xpamni JIPOII nedenc
Anti UV eye drops DROP defence

Bupo6uuxk: TIPOMEJ I'PYII C.p..
Manufacturer: Bia Temmio gen Cieno 3/5, 00144 Puwm, Itanis
IROMED GROUP S.r.L
Via Tempio del Cielo 3/5, 00144 Rome (Italy)
HocrayaasHuk(u): EHABJIE IHHOBACBOHC C.p.1.
Subcontractor(s): Bia Kiaymio Tomomeo, 20/4, 41012 Kapmi (MO), Itasist
ENABLE INNOVATIONS S.r.L

Via Claudio Tolomeo, 20/4, 41012 Carpi (MO), Italy

C.0.C. ®apmacsiorici C.pJr

Bia Monena, 15,40019 C.Arara Bononsese (BO), Irais
C.O0.C. Farmaceutici S.r.L

Via Modena, 15, 40019 S. Agata Bolognese (BO), Italy

ITAJITEBAVC C.p.1.

Bia JIayperrina xu. 26 700, 00071 ITomesis (PM), Itaris
ITALDEVICE S'r.L

Via Laurentina km. 26 700, 00071 Pomezia (RM), Italy

YnoBHOBaKEeHHIH TOB «BI3YC ®APM»

NIpeICTABHUK B YKpaiHi: 01013, m. Kuie, Byn. Bynianyctpii, 6ya. 5 b, Ykpaina
Authorized representative in Temn. +38 (044) 281 24 06

Ukraine: Enextponna ajpeca: info@visuspharm.com
€/IPIIOY 43495344

"VISUS PHARM" LLC

01013, Kyiv, Budindustrii Str., building 5 B, Ukraine
Tel. +38 (044) 281 24 06

e-mail: info@visuspharm.com

USREOU Code 43495344

Kaacugixamis: Kiac IIb

Classification: Class IIb

IIpouneaypa ominkn Hdoparoxk 3, TexH{YHOrO perjiaMeHTy MOJO MEAWYHHX BHPOOIB, 3aTBEPIKECHOTO

BinnoBinHoCTI: ITocranoBoro Kabinery MinictpiB Vkpaiau Ne753 Bix 2 xostHs 2013 p.

Conformity Assessment Route: Annex 3, of Technical regulation on Medical devices approved by Decree of Cabinet
of Ministers of Ukraine Ne753 on 2 October 2013

Ceprudixar Ceprudikar Biznosizaocti Ne PR.0105-23 nilicauii no 24.05.2028 p.

BigmoBimHOCTI: Certificate of conformity Ne PR.0105-23 valid until 24.05.2028

Certificate of conformity:

Ipn3navenuii opras 3 ToBapucTBO 3 00MeKeHOI0 BiOBINAILHICTIO
OIIHKM BiANOBiXHOCTI TA «YHI-CEPT MEJIKAJD»

Horo inenTngikaniiamii

KOA: Limited Liability Company “UNI-CERT MEDICAL”

;
2]

AROMTR GRS 8

Sede legale: Via Tempio del Cielo, 3/5 00144 Roma Italia

Sedi operative: Via Tempio del Cielo, 3/5 00144 Roma Italia

Tel.06 92595490 - Fax 06 89360010 - email: iromedgroup@legalmail.it
P.IVA/CF 13082341002 - C.C.I.A.A. di Roma 1422821




Conformity assessment body UA.TR.136

with its identification number:

Tepwmin aii nexaapanii npo o 24.05.2028 p.
BignoBigHiCTH

Validity term of declaration of until 24.05.2028
conformity

IPOME/L I'PYII C.pJi, neKiapye BAKOHAHHA OCHOBHHMX BHMOI INOAO MeIMYHMX BHPOOiB, 3rimuHo Jlomarky 1 TexmiuHoro
pemIaMeHTy MO0 MEIMYHIX BAPOOIB, 3arBepmkeHoro ITocranosoro Kabinery Minicrpis Yipainm No753 Bix 2 sxoerast 2013 p.
Jlexaparrio 1mpo BiIMOBiHICTE CKIIaIEHO ITiT IJIKOBHTY BinoBinansHicTs BrupodHuka IPOME] I'PYII C.p.i. BinnoinamsHicts
3a JIOCTOBIpHICT HaJlaHOi iHGopMarTii Hece BHPOOHIIK.

IROMED GROUP S'r.L, declares the fulfillment of basic requirements for medical devices, according to Annex 1 of Technical
regulations on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 201 3.

The Declaration of Conformity is written under the sole responsibility of the manufacturer IROMED GROUP S.r.L. The manufacturer
is responsible for the authenticity of the provided information.

Micue Bupaui: T'enys, Itamis Hara migmucy: 25.05.2023
Ph}e of issue: Rome, fialy Date of signing: 25.05.2023

,/“'Row:m ROUE S}

Peimnpin del Cielo, 373 — i‘)—ii
| “\“,..%\4 (\0”33 I { J\,/\‘
Francesco Napolitano, CEO

ITigmic yIoBHOBaXEHOT 0CO0H Hasgea nocazu, IT1I6
Signature of Authorized person Position, Full Name

SN ARy D
ROMED QRO S

Sede legale: Via Tempio del Cielo, 3/5 00144 Roma Italia

Sedi operative: Via Tempio del Cielo, 3/5 00144 Roma Italia

Tel.06 92595490 - Fax 06 89360010 - email: iromedgroup@legalmail.it
P.IVA/CF 13082341002 - C.C.I.A.A. di Roma 1422821




OPUAH 3 OLHHKH BIINOBIAHOCT

TOB «YHI-CEPT MEAIKA
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CEPTU®IKAT BIJIMOBIAHOCTI

Hlopsuos ppoBeleuns Hpouexypy sadeanedtenng PyaRmioHVEANEN KOMILICKCHOT caeresn
|

yapaniginas  gxicvio (Jlomarox 3 Texniuporo pernaMenty HOAO MeuuEnx  sHpolis,
BATBEPIOKEHOTO noctanoroo Kabdinery Minicrpis Yipalems sin 02.10.2013 N 733 (TH)

Bupobunr: IROMED GROUP S L/ IPOMEA TPYH Copaane
Hpuanana Via Tempio del Cielo 3/5, 00144 Rome, Haly /
aapeca: Bia Tesmuio men Cleno 375, 00144 Puy, Trasis
Bupotumai IROMED GROUP Sx L / IPOMEO TPV Cop.a
ILIOTHAAKI: Via Tempio del Cielo 3/5, 00144 Rome, Haly /

Bia Tesmnio gea Cieno 375, 00144 Pun, Iraain

VaosHoBaReHuil TOB «BI3YC @APM»
HPCICTABHHKS 01013, m. Knfe, sy bymisnyverpil, 6via 5 B, Yrpaina
Kog €JIPTIOY 43495344

Bupobu: Vineprowianuii ofpraxssosorivnuit poyann JPON vounik 5% /
Hypertonic ophthabmic solution DROP tonic 5%
Ay Y@ ouni gpanii PO aedene /
Anti UV eye drops DROY defence

Kaae: 116

Hpuswauenudt opran 3 onisky piavosianocti Tosapuerso 3 olsmiekenow signosizaansicro
«YHI-CEPT MEJIKAM (zewrndikauifioui wosep Ne UATRA3IG) minrsepaaxye, mo srazaHai
BUPOTHHK BIIPORANMB CHOTEMY VHIPABNIHHE AKICTIO HAR STANAX Po3poiieHts, BUPOCGHIITTRA Ta OCTATOUHOT
AEPEBIPKH CTOCOBHO 3a3HauCHUR pupoGiB, v sianosiasocti ao nyurris 3-7 Hoaarka 3 TP 7a sxa ¢
O ERTOM. TIEPIOARYHHY HAARA0BYY avasTie ariago yuer 12-15 Jopaewa 5 TP Jlas peanizand
ApoavKLT 11} K0y AONATROBO Mae Oy sassidl ceprudigar nepesipii npogkra sa pyuxras 8-11
Hoxarxa 3 TP.

Hiacrasa s suaani:
3pir Ne PRUIT2/6-23 mig 19.05.20235;
Piirenus npo suaauy cepradikara No PROT2/7-23 ain 25.05,.2023.

Cepradixar Ne PR.O105-23
Bunanns Ne 1 sig «25» rpasns 2023 p.
Jittenntt 3«25 1parus 2023 p.
Hificanit 1o «Q4» tpasua 2028 p. ‘
: Kepisruk opramy 2
oningn pimnosimocti
Muxaitio BAXPYHIEB
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DIMENSION! INSERTO STESO

425x430 mm

DIMENSION! INSERTO PIEGATO
25%130 mm R — S NTE

SO —

iﬁa ’%
e Is an antt UV ophthaimic protective solutian n Riboflavin sodiurn has,;hote 0,05, Vitamin £ TPGS {thatoco, cphenyl pelyethyieng
secinatel, MSM arming adds sn raluronic Acid, eld for the ooulsr surfbce against LY and bive light, and l‘nrxc\fes ocudar surface
lubsication, mmnnuf-te to corneal epithalium pm‘ed-on, against diferent stress sourses, >ud-x m Hyaluronate mechanicalty Interscis with tear Sim
roucinic layar, wr,a:nln‘g water and promotng longer stability of the ecular surface. Amino s s synergic action has a rourishing function for the ccular
surface, other than pH and tear osmalarity regulation, Improving spithellal protection against stress caused by UV and biug light, Vitamin E TPGS
tocopheryt pnlyethv'-ene gveol succinate) promotes cular surface wettability, The sphthsimic solution has & shielding, proéecti\'e and anti-oxidant
setion against UV na'nage, and secelerates the naturs rapalr'ng DrOCESS, LRI N\ s & unigue snd cerdfied Personst Fratective Equipment that
protacts the comas, cystaline and reting agsinst W radlaton, blue light, arsificial fight sourges and prolonged sun expesur, preventing demages fike
photo-keratids, pho:ﬂ(emmom inoiivits, cataract and AM') NP keaps the oo urface hydrated and pr:mm.& DT dotence® an be
used with wearable contact fensas, DROF elonen® it & Personal Protective Equipment. INDY NN TROP Sutonew® has 8 pmtottws action against UV,
biue light, suniight and art td harmful effects. YRGE S prevents phmu-k?rar'm and photo-keratoconjunctivitis -ccrurren::e, duz o UY
EXpOsUTE, DROF & ek \«“ crevu‘ts rawraa L v;unwxce, 't1u° 0 Uv ;xp sw\. W hﬁ? B proverts macular againg, causell by UV anid blue fight
SEposUrE, DROP R § L DROP Qutoane® Is ingieated in case of intanse
and prolonged WV mg% ezposme, RO gt ¢
enviranments (mouniin, sea, rmpirfﬁ 2reas, . s ngl-ra:lo :5 s not ?ﬂen‘ vlst'ai 5rg!t)' o d'ﬁ'nr'm-r per:e"ﬂon and kae..a ::mrrest sensi
unchanged. 1. Opendhe ﬂ{;pnnser and ramove the pratctdon ap. 2. Gently push tha dispenser anid Use ane oF tWo arops
cach eye, Repeat this gtep if neeged, Close the dispenser after use: the remaining product canle used up 0 3 months after the tirdt opening, The produdt
cai be used with wegrable contact Eenses QOB $ iboflavin sodium phosphaste n 05%, Sodivrn chioride, Vitarmin E TRGS {d- u—tuccp- -ery-
polvethylens giyeol iu?rjnat o), Sadium g blbasic: ecshydrste, Sodium b e, Methyl Sulfonyl Methan Sogium

roonphydrate, l-"rolme, -glycing, 1 leuhme, i-ysing chiorhyadrate, Purified water, WasNe B RRUINE. The product s intended for exvamal
ophthalmic use orly. The procuct is Intended for single patient use, Do notse in cases of known inolerancs of (X During
praduct appiication, $§ not touch the sve or any other surlace with the dispenser 8p, Do notuse In case of camagad or undosed backage before the first
opeing, incas ofpmthsms during use, discontinue crear(ram:»-nr consit s docrar, Do not ude after the expiry date indicsted on&:hs packsge, The expisy
da fers o apmed and correctly stored prodict, risfore use, corefully read o sﬁ’uﬁio‘ﬁ foung onthe beaffet. rar° .zfes‘ ph'*r\cm"na af comeat
rnicrocatcifications hage been fount in patients with prwam corneal pathologies ang 'r\edﬁad with I
this case, it is recornmended to use the product under the § sugpervision of the doctor, Bo not Iud( directivat hazardws -'ght s»Ln:ea Suih &s the sun, laser,
welding maching, atc, Keap away from children. Do not wasts into the environment sfter uselitis possible 1o report sdverse evedts to the manufacurer
via tha armall agdnass OB OMESEIOUR.Com, By reporing overse events, you £an contributy o the safety of this product, Any severe events should be
noiifiag to the manuﬁ;nuf\a. and the competent authorty of the country in which this product has been used, sarxaakssd Cne 10 i multidose
dispenser, ¢ ..reservat-w trag, SIQuACER Close the di ispenser atter use: the remaining product fen be used up to 3 months alter che Hirst opening, Store at
& temperature lower than 30°C, S8R5 LN With an undam;ged package, notuse sfrer fhe expin e indicatad on both rhs— hox and the ensar,
Do not separata the sspenser from the box and the leafisk, @ kaep ait the infarmation for 3 dorrest use in the same place. i
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& Manufacturer
553 oirivuor

Sterilisation us-~=g aseptic
pracessing mathods

b
{‘ uppertampe.'afure Brnit

i{f Protect from sunlight

[[d] Pidase refer to the instructions for use

{% werycling

g+ Do ot waste inta the

W environment after use
.{i\ Ditas use if the packaging
U8B/ s damaged

@ Ke'sp out of the reach of children
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RAEDICAL  DEVICE C.nmpliant
93742/CEE and its ama}m’msnts

PERSONAL PROTEC;HVE EQUIPRENT  of
category |, compliant o directive 23/686/ CEE

FROMED GROUP S0k,
Via Tempis det Cielo 35
00944 Rame (raly) |

SERVImad Industrisd 5;.9.&.

Via Tampio del Clalo 365
00144 Rane (aly) |

LOT! Lot number

g ijse by .. :

Lo i3 conformay mark

3 85/2022
nversion of the

Date af the Jast revision of the iF
: Date afthe last revision of tha Ukeair
{ TR January 2022 H

¥eysonal Protective Squiiment
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pj’m’! meq&exc e ¢ q»-a:\m)mymwﬁ POIWAH HE SCHOBE pufxnmh)muy HITRIK ¢oubxry S5 %, waxy E PGS (g ¥ i . FAIKO <y
METICYTILOHLINETaNY, SMIHOKKCAGE | 1ianypOHORST KMOITA. BiN Saxwise ks sig yi WHIGIO CEITAD T3 NOAINLIYE T SMEeNIA,
crpvisioun 3axucTy enffeiiic porfsku =ig plsnix svepen cipey. Th uaTpio sl wapok CAlHOT nitiek, WIDMEARONYN BOAY T

safeaneuyiony Ginnu: TAMBRAY STRGINRAICTS NaRepxnl 03, AMIHOKICIETM 3aRIAKY RO "leEpn'thn B AABIITS NORERANI KR § Hii“rlm:sm PRIYAQKTo piH
DCMOTRHALTE CRESM, & § ADCAADINTL 3AHVET ArITLAbs BU CTPECY, OIRIMUMHRHIG YALT; ;,a¢h)nsros>:\u| Ta (nhia Coivaem, Bitamin € (n"nl-&vne-ﬂr'dhtmw CYRIUHIET]

CHPUNE IBANOXeRMO HRBepXd 0xa, G i DOKNH MBE EKQEMVIONY, SXMCHY B 8 ¥ vy 4RO, 3 YaKOM rpvuam,.,.uyc npvpommﬁ npvuEc
siguoeneHHs, AP0 Ampenz— i i Bi ki f BEXUCT povisKy, 3 Ta chrxisxy Bl 3

TaNQTD CaiTIR, AXRERR whAmORG cRlTAS | Tpmsanal A coumiic poMenin, Cunl epardi 2 Taxum i aK

2 KTV, KETaK 1 RIKOB WKy PG, AFON gedk v CRUMHA | ST TORBPXH DI, FIPORYSY AOXHa BWKDEMCTS BRI
pasos i KoNTaKruamm! iinsanm, BPOT gedews - Lo 36:(&- i saCIy. APON gudenc crguse saxuciy B yimrpagicaeroesre

BUNPOMIHIOBAHNS, cmnwm T2, d T sitaa. BRON Amu* 2anofiirag Yy Ya 4
HEp: APGH Nem HE! SRTBRATH M2P YRLTRGPIALTORE Blﬁr‘pwiy-caanm, Seon
AGPEWE 3BNOBIrSE i TROHR, Crip! i SISO ) TH CARBOTS CBIVAS PO ACHENS NOKANHIAR ¥ PO3i TRAIERNATD NEPEGYTaNHD 33

KOMITIOYEQUM, BiResrenMinaioK | NopEa eXpAHOM venselmp& AP0 padenc nokazsmmi y DEN IHreHCaENGre | TPMBRAOND BRIMBY YALTpadioNerosers
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AOSATGPG, He RAKDEMCIOBRATY, SKLUD T8PeA NRFALAN SIAKDUTTAM 60 yraKoRKy, ¥ PaRl RissHiKHEHIS NPASHes
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