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AUTENTICA DI FIRMA
Certifico io sottoscritto Dott. Angelo D'Errico, Notaio in Ponsacco,
iscritto nel Collegio Notarile di Pisa, che il signor:
- ZANINI Alessandro, nato a Pisa il 23 febbraio 1965, domiciliato per
la carica ove appresso, nella sua qualita di Amministratore Delegate
e come tale Legale Rappresentante della societa "OFFHEALTH
S.P.A.", con sede a Firenze, via G. Paisiello n.8/10/12, codice fiscale,
partita IVA e numero di iscrizione nel Registro delle Imprese di
Firenze 06335340482;
della cui identita personate io Notaio sono certo, ha apposto alia mia
presenza la sua firma sut documento che precede.
Ponsacco, viale della Rimembranza n.40, ventuno febbraio

duemilaventitre (21-02-2023).
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PacTBop odranbmonoruuecknuii crepuabnniii OKYTHAP3® 'HJIPO+
HuCcTpyKuHS N0 NpEMEHeHHI0
ans obneryeHus CHMITOMOB CYXOro ria3sa, JHCKOMGOPTa r1a3, a TakxKe 1A 38IUHTH
pOrOBHLIbI B KAYECTBE 3aMEHHUTENA Clle3bl
Hanee no Texcty u3aenue MoxeT GUrypupoBaTh KaK — «Karuld r1a3HBIe», «H3enUe»,
«MeAMLIHHCKOE H3aeane», «MH».

[Tepen ucnop3oBaHHEM Kanesb r71a3HbIX BHHMATEILHO MPOYTHTE JAHHYIO HHCTPYKUMIO NO
NPHUMEHEHHIO.

W3nenne oqHOKpaTHOro mpHMeHeHH.

CoxpaHHTe HHCTPYKLHIO NO MPHMEHEHHIO: BO3MOXHO, BaM Heo6Xx0auMo 6yaer npounTars
ee ewle pa3s.

[Tpu BO3HMKHOBEHHH NOTMONHHUTENBHBIX BONPOCOB, 00paTUTECh K Bpauy WK (hapMaLeBTy.
Ecnu cHMNTOMBI He NPOXOAAT M NOABAAKOTCA NMOGOUHbIE 3¢)dexTrl, 06paTHTECH K Bpayy.

HauMeHOBAHHE MEAHUHHCKOrO H3AEJIMS
Pacrsop oprannmonornueckuii crepuasubiii OKYTHAP3I® F’HAPO+, B cocTase:

1. PacrBop opranemonoruueckuii crepunsinii OKYTHAP3® T'HIPO+ Bo dnakone no

10 mia;

2. HHCTpyKuMS MO MPHMEHEHHIO.
Yro npeacrasaser coboii Pacrsop opransmonoruyecknii crepuasuniiit OKYTHAP3®
THAPO+
MenuunHckoe u3nenme npeacraBnser coboi cMasbiBaloLMii 0PTaNLMOIOrHYECKH pacTBoOp
Ha OCHOBE BHICOKOKOHLIEHTPHPOBAHHOIO NEPEKPECTHO-CBA3AHHOrO ruanypoHara Hatpus (0,2
%). pa3paboTaHHLIii 119 NeyeHHs CHMNTOMOB CHHIPOMA CYXOro rnasa, aMckomgopra rnas 1
3alHTH POTOBHLIbI.
H3penne cTrepunbHO U HE COAEPKUT KOHCEPBAHTOB.
[TepexpécTHO-CBA3aHHBI  THATYpOHaT  HAaTpMA  HadeNsieT  HM3NEIMe  BLICOKOIi
BA3KOYNPYroCThio, OfecneunBas BLICOKYIO CTENeHb YBNOKHEHHA W YAepXaHHs Ha
NOBEPXHOCTH r1a3a UlA A0JTOBPEMEHHOIO 00er4eHns CHMITOMOB CHHAPOMA CYXOro rjas3a.

Caeaenus 0 NpoKH3BOANTEIE MEAHUHHCKOr0 H3ACIHS
MPOU3BOJIUTE.Ib:

«OODOXEJIC, C.I1.A.», Uranus

(OFFHEALTH, S.P.A)

Via Giovanni Paisiello, 10-50144 FIRENZE (FL)- Italy

MECTO ITPOU3BOJICTBA:
1. C.0.C. FARMACEUTICI SRL
Via Modena 15 - 40019 Sant’Agata Bolognese (BO), Italy
2. C.O.C. FARMACEUTICI SRL
Via Chiesa Sud 156 — 41016 Rovereto Sulla Secchia (MO), Italy

Ycaosusn NPHMEHCHHR MEAHUHHCKOrO H3e/IHN
W3nenne ucnom3lyerca noTtpebuTeseM B AOMALIHMX YCJIOBHAX MJIH B MEIHUHHCKOM
y4YPEeXAEHHH.
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IlorennuanbHbli NOTpeOHTE L
[Ipemnonaraemelii noTpe6UTENL — 3TO MALHEHT, CTPARAIOILMIA «CHMITOMAMH CYXOTO I/1a3a»
M/MITH 1A 3a1IHTHI POrOBHLBI KaK 3aMEHHUTENb Clie3 (MCKYCCTBEHHas cesa).

HazHayeHHe MEIHUHHCKOr0 H3JeHS

Oxytnap3® [uapo+ npennasHayeH ans o6aer4eHHs CHMNITOMOB CyXOro riiasa, auckoMdopra
rnas, a TalkKe A 3allUThl POTOBHLLI B Ka4eCTBE 3aMEHHTEIS CNe3n! (MCKYCCTBEHHas criesa),
obecneunBas LHTENbLHOE YBIAXKHEHHE.

Moxer NpUMEHATLCA TaKKe NMPH HOLUEHHH KOHTAKTHBIX JIMH3 Ui YBIAXKHEHHA [/1a3.

IMoxa3zanus

Oxytnap3® 'napo+ nokasanu:

* 1A CHMNTOMATHYECKOro Je4YeHHs CHHApOMa CyXoro riasa, aMckom¢opra rias, a
TAlOKE MIA 3aLIMThl POrOBHUBI B KauecTBE 3aMEHHTENA CIE3HOH JKHAKOCTH,
obecneunBas ATHTENLHOE YBIAKHEHHE,

* MOXHO 3aKanmbiBaTh [UIA CMa3blBaHHA r1a3 AaXe NpPU HCNONb30BAHHM KOHTAKTHBIX
JIMH3,

OxyTnap3® 'uapo+ noneszen npu u nocae:

*  JUTMTeJILHOTO HaX0XJEHHS Ha COJTHUE,

* npeObIBaHHA B KOHAULHOHHPOBAHHBIX MOMELLEHHSX

*  NPONO/DKHTENBHOrO HCMONL30BaHHE TelleOHa, MIIaHLIeTa, HOyTOyKa;

* KOHTAKTa C YHCTALIMMH CPEeACTBAMH.

* KpOMe TOro, KarnaH Moryt obneruats JuckoMGOPT nociie onepauuii Ha riasax.

IIporuBonoxaszanns
['HnepyyBCTBHTEIBHOCTH K KOMIIOHEHTAM M3JEJIHA MJIH APYTHM BEILECTBAM, TECHO
CBA3aHHLIM C HUM C XMMHYECKOH TOYKH 3pEHHA.

Bo3moxHble 0c/10KHeHHS H NOGouHbBIE YPPeKThl NPH NPHMEHEHHH
Kax u B cryqae npuMeHeHHs APYrHUX ri1a3HbIX Kamnelb, BO3MOXHO MosBjeHue cnaboro

BPEMEHHOI0 IHCKOM(QOPTA, CBA3AHHOTO C HHCTH/LIALIHEH H3AenHuA.
B CJIYYAE BO3HHKHOBEHHWA KAKHX-JIUBO MMOBOYHBIX YOOEKTOB,
COOBILIMTE O HUX BPAYY HUJIH DAPMALIEBTY.

IIpeaynpexaennn
* He ucnone3oBath u3nenue npu anepriu 1M MOBLILIEHHON YYBCTBHTEILHOCTH K JI06OMY

H3 KOMIIOHEHTOB
* He AONYCKATh NPOriaThlBaHUA.

* He AOIMYCKaTh KaCaHHA KOJINavyka rnoBepxXHOCTH rJasa.
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Pexomennauun no npumeHeHHio PacTBopa 0(TaIBMOJOrHYECKOT0 CTEPHIALHOIO
OKYTHAP3® rHIPO+
Cnoco6 npumeHeHHs: 1-2 KanIx B K&XIbIA 17123 OAHH WJIH HECKOJIBKO Pa3 B J€Hb, HIIH

COrIacHO pexoMeHaaunaM Bpaya. [Tepen oTkpeiBaHHeM GIaKOHA TLIATETLHO BHMONTE PYKH.
1) INepen nepsbIM OTKPbIBAHHEM MOTAHHTE 32 MOJOCY HHAWKALHWH BCKPBITHA H MOJTHOCTBIO
YAAIHTE eé.

2) 3akanaiite | karumo B rias, crnerka HaaaBMB Ha (JIaKOH.

3) Xopouo 3akpoiiTe (prakoH nocyie HCNOAb30BaHUA.

BHUMAHHUE

[Ipn onHOBpEMEHHOM NMPHMEHEHHH C APYTHMH OQTANIBMOJIOrHYECKMMH NpenapaTaMu
MPOMEXYTOK BPEMEHH MKy 3aKanblBAHHEM KOKAbIX MOCAEAYIOLINX J1a3HbIX Kanenb
JOJDKEH COCTaBJIATbL He MeHee 5 MHH. PekoMeHAyeTCs HCNOJIb30BaTh PacTBOp
odransmonoruyeckuii crepuwibhblii OKYTHAP3® 'MIPO+ nocneasum.

OnucanHe NPHHALTEKHOCTEH, MEAHUHHCKHX H3AeHH HIIH H3XEAHH, He ABNKIOLIMHXCH
MEeJHUHHCKHMH, HO NIPeyCMOTPEHHBIX [N HCNOJbL30BAHHSA B KOMOHHALIMH C
3aABJACHHBIM MEAHIHHCKHM H3AeJHeM

He npuMeHuMO ans J1aHHOrO MEAMLIMHCKOIO M3eus.
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TexHUuYeckme N PYHKLMOHANbHbIE XapaKTepUCTUKY

McnbiTaHume Cneyndmnkaynm MpoBoanTcA BO Bpems
Banugaumn/sbinycka
BHeluHKM BUg, Mpo3payHblii, cnerka Bn./Bn.

BSA3KWIA, 6eCLBETHbI
pacTBop 6e3 3anaxa

pH 6,90-7,50 Bn./Bn.
OCMONsNbHOCTb 270-330 mOcm/Kr Bn./Bn.
BaskocTb (npu Temn. 6,00-14,00 cCr Bn./Bn.
+20 °C, n3mepeHa Ha

CBEXENpPon3BeAeHHOM

npoaykTe)

CTepunbHOCTb CTepunbHbIi Bn./Bn.

YcnoBus aKcnayaTauuym MeAULMHCKOro U3aenus
W3penve NCnonb3yeTcs B YCNOBUSX BHYTPEHHEN cpefibl OpraHM3ma YesioBeka.

YcnoBma TPaHCMOPTUPOBKN N XPaHEHUS
e ®1aKOHbl XpaHWTb B MNOTPEOWUTENbCKON YynakoBKe npu Temnepatype 2- 25°C npwu
OTHOCUTE/IbHOW BiaXHOCTH 0 80% 6e3 KoHAeHcauun (npu 25°C).

* He 3amopaxnBatb

* Bepeyb OT BO34eMCTBUS TEMNNA, COMHEYHbIX NTyYeil 1 Bnaru.

» XpaHuTb B HEJOCTYMHOM A5 ileTell MecTe.

* N3genuna npefHasHayveHbl AN TPaHCNOPTUPOBKMN B YCI0BUAX XPaHeHWs.

* He ncnosb30Bath NPOAYKT, €CNU YNaKoBKa MoBpexkaeHa.

* He ncnonb3oBaTb NPOAYKT NOCNE UCTEYEHWUSA CPOKa XPaHeHWs, yKa3aHHOro Ha yrakoBKe.

» ®nakoH cnegyeT MCNob30BaTh B TeueHWe 90 AHeld NOCe BCKPbITUS.

CocTaB ynakoBKM
Kannu rnasHble ynakoBaHbl BO (h1akoH 6eoro LBeTa U3 IMHERHOro nofuaTuieHa

HW3KOW NJIOTHOCTM, YKYMOPEHHbIA KonnaykoM-Hacocom OSD 6enoro useta ¢
KPbILLKOM cuHero ugeta. [pu HOpMa/ibHOM 3KCMnayaTauuMm KONMavyoK-Hacoc He
CH/MAETCA C (PNaKoHa, CbEMHbIM 3/1EMEHTOM BbICTYMAET TO/MLKO KPbIWKa Mocne
yZaneHuns nonocbl MHANKaLMN BCKPbITUS.

Kannv Bo (hnakoHe ynakoBaHbl B MOTPEOUTENBCKYIO YMAKOBKY - KAPTOHHYH KOPOOKY.
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PacwundpoBKa CUMBOMOB, MPUMEHSAEMbIX' PN MapKMPOBAHUN MeANLLMHCKOTO U3enns

M306paxeHne
PaclumngpoBKa cumsona
cumBOfIa
ml MponssoanTens
Mn~25°C

TemnepaTypHbIil Ananas3oH (2°C-25°C)

He gonyckaTb BO3AeNCTBMS COMHEYHOrO CBETa

STEHL"NA CTepununsaums ¢ NnpMeHeHNeM MeTO[0B acenTuyecKoin 06paboTKm
| 1ot]| Kop napTtum
S VMicnonb3oBartb 40

Mepes NPUMEHEHMEM 03HAKOMbTECh C UHCTPYKL el

He ncnonb3oBatb npu noBpexaeHnn ynakosku

C€ Mapkuposka CE
1370

Jarta n3rotosneHus

ng Homep no katanory

bepeyb oT Bnaru

CocTtaB PacTBOopa opTanbmonornyeckoro ctepusibHoro OKYTUAP3® TNMAPO+:
MepeKpECTHO-CBSA3aHHbIM HaTpus rnanypoHaT 0,2%, OuHaTpus TeTpabopaTa gekarmapat.
Hatpusa xnopua. bopHasi kucnota. Boga anst MHbeKUWA.

CBe,ﬂ,eHI/IH 0 NIeKapCTBEHHbIX CpeacTtBax, BXoaAaAWwmnx B coctaB MeQUUMNHCKOIo n3genna
MeaMUMHCKOE U3fenne He COLEPXUT aKTUBHbIX (PapmaLeBTUYecKnx cybcTtaHuumii. B coctase
MeNLUMHCKOro M3LeNnns NPUCYTCTBYIOT BELLECTBA, KOTOPbIE MOTYT UCMOMb30BaTLCS NpU
NMPoOn3BOACTBE (hapMaLeBTUYECKON MPOAYKLMM UM BbICTYNAaTb KaK IEKaPCTBEHHbIE
CPeAcCTBa, OHAKO AaHHble BELLECTBA B MPUBEAEHHbIX KOHLIEHTPALMAX He BO3AENCTBYHOT Ha
4eN0BEYECKNIA OpPraHW3M B JOMOHEHUW K BO3AENCTBUIO MEAULMHCKOIO U3L4eNNA U He
OKas3bIBalOT (PapmMaKoi0rmyeckoro, UMMyHONOMMYECKOr0, FeHETUYECKOro Un
MeTab0/IMuYeCcKOro Bo3AeNCTBMS Ha OpraHM3M YenoBeKa.

CBGAEHVIH 0 MaTepuanax XVUBOTHOI0O/4e/10BEYECKOr 0 npouncxoAaweHns
He npumeHUMO. V3fenne He COAEPXUT B COCTaBE MAaTEPMAoB XUBOTHOM0/4€/10BEYECKOTO
NPONCXOXAEHMS.
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Cpok roaHocTn
2 rona (24 mecsua).
Cpok roaHOCTH nociie Nepsoro OTKpsITHA cocTasier 90 aued.

Metoanb! H YC/IOBHS CTEPHIH3ALHHA

CrepHuaH3auHa NePBHYHOH YNAKOBKH

[lepBuuHBIii yNakOBOYHBIH MaTepUaJl CTEPHIIH3YETCA raMMa-HITyYeHHEM B
KBATH(QHUHPOBAHHOM BHELIHEM CTePHIN3aUHOHHOM Lexy. Crepunniyouas 103a a1
¢nakona u konnauka-Hacoca 12,5 kI'p.

Crepuin3auus pacrsopa

PacTBOp npoXoaHT ABOVHHYIO CTEPIIH3YIOIYIO PUIBTPALHIO B ACENTHYECKHX YCIOBHAX
yepe3 NoAX0AALLy0 MeMOpaHy ¢ pa3MepoM nop 0,2 MKM.

Y1681 rapaHTHpOBATH MpaBUIIbHOE, Ge3onacHoe U 3pdekTHBHOE NpoBeaeHHe
cTepuiam3yoweit GUIbTpaUHH MeAULIMHCKOTO H3aenus, komnanug COC cucreMaTnyecku
BBITIO/THAET KOHTPOJb LEJOCTHOCTH HCMONb3yeMBIX QHIBTPOB A0 U Mocae QUIbTPALHMH.

ITopRaok ocymecTB/IeHHS YTH/IH3ALHH H YHHYTOKEHHS MEAHUHHCKOTO0 H3JeHS
H3penwe, He kOHTaKTHpPOBaBIIEe C OHOIOTHYECKUMH KHAKOCTAMH, NOUIEKHT YTHIH3ALMH H
YHHYTOXKEHHIO B COOTBETCTBHHU C TPeOOBaHHAMM K OOpAILIEHHIO C MEAULIMHCKHMH OTXOJaMH
Kak 3nuaeMuonoruyecku 6esonacheie orxoan (Knacc A) B coorsercreun ¢ CanlluH
2.1.3684-21.

Hudopmauns o nepBoHAYAILHOM BBINYCKe HIH NOCTEIHEM NepecMoTpe
IKCITYATAUHOHHOH AOKYMEHTAIHH
Hata nocneanero nepecmorpa - 02.2023.

Il'apanTuiinbie 06s3aTebCTBA
[TponssoauTens rapaHTHpyeT kauecTBO H 6€30NacHOCTD MPOAYKTA B TEUEHHE BCENO CPOKa
FOAHOCTH NpH cCOOMI0NeHNH HHCTPYKLIMH NO NPHMEHEHHIO, TPAHCNIOPTHPOBKE U XPAHEHHIO.

Pexnamauus

3a nonoaHKTENbHOH HHGOPMaLKeit, CBI3aHHOI C HCMOAb30BAHHEM MEIHLIHHCKOrO H3AeNHs,
obpamialitech K ynoJJHOMOYEHHOMY NMPEACTABHTENIO NPOH3BOAMTEIIA:

O6mecTtBo ¢ orpanuyerHo# oTBeTcTBEHHOCTBIO «CAHTOH» (OO0 « CAHTOH»)

105064, r. Mocksa, Himxnwuii CycanbHbiii nepeynok, 4.4, kopnyc 19, atax 2 nom XII kom 16
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Ocutears ® Hydro+ Eye drops, solution

(Hereinafter, the device may be referred to as - «Eye drops Ocutears® Hydro+», «eye drops»,
«device», «medical device», «MD»)

Instructions For Use

for relieve dry eye symptoms, eye discomfort, and to protect the cornea as a tear substitute

Read all of this instructions for use carefully before you start using this product
Single use device

Keep this instructions for use; you may need to read it again

If you have any further questions, ask your doctor or pharmacist.

If symptoms persist and side effects appear, see your doctor.

Name of Medical Device

Ocutears* Hydro-»" Eye drops, solution in consist of;
1. Bottle 10 ml - 1 pc;
2. Instruction for use - 1 pc.

What are eye drops in the form of Ocutears' Hydro*b Eye drops, solution?

The medical device is a lubricating ophthalmic solution based on highly concentrated cross-linked sodium hyaluronate (0.2%),
designed to freat dry eye symptoms, eye discomfort and corneal protection.

The product is sterile and does not contain preservatives.

Cross-linked sodium hyaiuronate imparts high viscoeiasticity to the product, providing a high degree of hydration and retention to the
ocular surface for long-term relief of dry eye symptoms.

Information about the manufacturer of the medical device
MANUFACTURER:

OFFHEALTH, S.P.A.

Via Giovanni Paisiello. 10-50144 FIRENZE (FL)- ltaly

SITE OF MANUFACTURING:

1 COC FARMACEUTICI S.R.L.

IT-40019 Sant’/Agata Bolognese (BO) - Via Modena 15, Italy-
2 COC FARMACEUTICI S.R.L

IT-41016 Novi Di Modena, Fraz. Rovereto S/S (MO) - Via Chiesa Sud 156 CDEFGHI, Italy

Usage conditions
The product is used at home or in a medical facility.

Potential user
The intended patient population is patients suffering from dry eye symptoms and/or to protect the cornea as a tear substitute (artificial tear).

Purpose of the medical device
Ocutiars® Hydro + is recommended for relieve dry eye symptoms, eye discomfort, and to protect the cornea substitute (artificial tear), providing
long-lastir® hydration.

It can also be used when wearing contact lenses to moisturize the eyes.

indications:

Ocutears® Hydro Mindications:

«for the symptomatic treatment of dry eye syndrome, eye discomfort, as well as for the protection of the cornea as a substitute for tear fluid, providing long-
term hydration;

« Can be instilled to lubricate the eyes even when using contact lenses.

Ocutears® Hydro + is beneficial for and after:
« prolonged exposure to the sun;

« stay in air-conditioned rooms;

<prolonged use of a phone, tablet, laptop;

« contact with cleaning agents.

« In addition, drops can relieve discomfort after eye surgery.

Contraindications
Hypersensitivity to device components or other substances closely related to it from a chemical point of view.

Possible Adverse Reactions
As with oNeer eye drops, there may be mild temporary discomfort associated with instillation of the device.
ADVERSE REACTIONS, REPORT THE DOCTOR OR PHARMACIST.

Warnings
« Do not use the device if you are allergic <x hyDersensttive to any of the ingredients.
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’ « Avoid swallowing.
/ * Do not allow the pump-cap to touch the surface of the eye.

Recommendations for the use of Ocutears® Hydro+ Eye drops, solution
Directions for use: 1-2 drops in each eye, one or more times a day, or as recommended by your doctor. Wash your hands thoroughly before opening the

, bottle.

' 1) Before opening for the first ime, pull on the tamper evident strip and remove it completely.
V 2) Put 1 drop into the eye by lightly pressing on the bottle.

! 3) Close the bottie wel! after use.

ATTENTION

When used simultaneously with other ophthalmic drugs. the tme interval between the instillation of each subsequent eye drops shouid be at least
5 minutes. It 1s recommended to use Ocutears® Hydro+ Eye drops. solution last

Key Accessories, Medical Devices or Non-Medical Devices, to Be Used in Combination With Medical Device Submitted For Registration
Not applicable for this medical device

Main technical and functional characteristics

Tests Specifications Conducted during
validation / releass

Extenor Transparent, slightly viscous, colorless, |V./R.

odoriess solution

ipH 6,90-7,50 V.R.

Osmolality 270-330 mOsm/kg V./R.

Viscosity (at +20 ° C, measured on 6,00-14,00 cSt V./R.

| manufactured product)

Sterility Sterile V.IR.

Operating conditions

The product is used in the internal envronment of the human body

Storage and transportation conditions

. Store vials in consumer packaging at 2-25 ° C at relative humidity range up to 80% non-condensing (at 25 °C)
* Do not freeze

« Protect from heat, sunlight and moisture.

. Keep out of the reach of children.

« Products are intended for transportation under storage conditions.

« Do not use the product if the packaging is damaged.

« Do not use the product after the expiration date indicated on the package.

« The bottie should be used within 90 days after opening.

Package contents

Eye drops are packaged in a white linear low density polyethylene bottie, sealed with a white OSD cap-pump with a blue cap. During normal operation, the
pump-cap cannot be removed from the bottle, only the cap 18 removed afler removing the tamper evident strip.

Drops in a bottle are packed in consumer packaging - a cardboard box.

Explanation of symbols used in labelling the medical product

The symbol decoding of the symbol
Manufacturer
25°C
Store 2°G:25°C
2°C
\\y,
-7 ‘lt Keep away from sunlight
| @
“ : l n Sterile via aseptic methods
LOT Batch number
E z Expiry date
DB Read the instruction for use
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Eye drops in the form Ocutears © Hydro+ Eye drops, solution contains: Cross-linked sodium hyalwonate 0 2%, Disodium tetraborate
decahydrate, Sodium chionde, Bonc acid, Water for injection

Pharmaceutical substances

Not applicabie. The product does not contain any pharmaceutical substances

Information about Pharmaceutical substances

The medical device does not contan active pharmaceutical ingredients. The medical device contains substances that can be used in the manufacture of
pharmaceutical products or act as medicines, however, these substances in the given concentrations do not affect the human body in addition to the effects
of the medical device and do not have pharmacoiogical, immunological, genetic or metabolic effects on the human body.

information about materials of animal/human origin
Not applicable. The product does not contain materials of animal/human ongin.

Product Expiration / Shelf life
2 years. (24 months).

The product expiration after the first opening is 90 days

Description of sterilization method
STERILIZATION OF THE FIRST PACKAGE

wmary packaging material is sterikzed by gamma radiation in a qualified external sterilization workshop. A sterilizing dose for bottie and cap-pump is 12.5
kGy.

COC periodically conducts dose audits and dose mapping if they meet the requirements of EN 552 and 1SO 11137 and to verify the effectiveness of the
STERILIZATION OF THE SOLUTION
The soluton is double stenlized filtration under aseptic conditions through a suitable membrane with a pore size of 0.2 pm.

To ensure that the sterilizing filvation of the medical device is carried out comrectly, safely and effectively, COC systematically checks the integrity of the filters
used before and after filtration

The aseptic process of manufacturing and filling the product into containers is validated by COC using the culture medium filling method Thes is done by

simulating the preparation and filling steps typically performed at COC using a specific culture broth and checking for sterility after filling the stnps. This actinty
18 caried out In accordance with the special procedure “Aseptic Filling Validation Standards®. Validation protocols and reports are stored in COC's Q8A.

Disposal
The product that has not come into contact with biotogical fluids is subject to disposal and destruction in accordance with the requirements for handling
medical waste as epidemiologically safe waste (Class A) in accordance with SanPiN 2 1.3684-21

Information about the initial release or the last revision of the operational documentation
Operational documentation is issued for the first ime.

Warranty
The manufacturer guarantees the quality and safety of the product during the shelf Iife, subject to the instructions for use, transportation and storage

Reclamation
For additionat information related to the use of the medical product, please contact an authorized representative of the manufaciurer:

Limited Liability Company "SANTEN" (LLC "SANTEN")
105064, Moscow, Nizhny Susalny lane, 5, building p. 19. floor 2, space XII, room 16
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[Tlepenos ¢ arrmaiicxoro 236ixa Ha pycCKuit a3sIk]

Cornacosano

"OOOXEJIC, C.ILA." (OFFHEALTH, S.P.A.)

] . Opranussipit
Bua Jixosanuy Tisusuesno, 10-50144
OJIOPEHIINA (FI) - Hranms
Anpec
Ynpasaswonmit aupexrop (CEO)
HomcooTs
3anuuu Aneccanapo
Qanunng, Mnex
21.02.2023 S
Dara IAMM.ITIT
/noonuce/ _
. Tloanmcs
/Mleqats:
"OOOXENC, C.ILA." (OFFHEALTH,
SP.A)

Bua JIx. [Tansuenno 10, 50144 ®nopenmms,
Wramus (Via G. Paisiello 10, 50144 Florence -
Italy)

"OOPXEJIC" (OFFHEALTH)

HuecTpyKuHS N0 NPHMEHEHHI0 MEARLMHCKOrO HINCIHS
HHCTPYKIMSE N0 OPHMEHERHI0 MEAHHHCKOr0 H3CIHS
PacTBop odTaasmMooradeckail CTepuIbHbIH

OKYTHAP3® 'HAPO+

Pacteop oprajgbmonorndeckuii crepunsasiii Oxyrnap:®
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YAOCTOBEPEHHME IIOAITMCH

<Kpyrnas neyarb HoTapuyca:
H-p Aumwxeno JT'Ipphko,
Hotapuyc r. [loHcakko >

S, nwxenoanucaswmiics, a-p Anmkeno JI'Oppuko, Hotapuyc r. [loHcakko, unen Konneruu
HOTapHYCOB HOTapHanbHOro okpyra [1u3a, yanocToBepsio, 4TO NOCNOAWH:

- I3AHHHH Aneccanapo, poausiuuiica B r. INMusa 23 ¢espans 1965 ropa, npoxusaiowuii no
cnyxeOHOMY azapecy, yKa3aHHOMY HHXe, BbICTYnaloliuii B KauecTBe ['eHepanbHOro aupekropa H
HEMOCPEACTBEHHO  3aKOHHOro  npeacrasutens  komnavud  «O@PXEJIC ClILA», ¢
MecToHaxoxaeHueM Bo ®DnopeHuuu, Bua JDk. [laucuenno Ne 8/10/12, koa Hanoronnarenbiliuka,
naeHTHGUKauHOHHbIHA Homep nnarenbumka HIAC u peructpaunonHsiii Homep B Peectpe npeanpustwii
®nopeHunu 06335340482,

NHYHOCTb  KOTOPOrO  MHOIO, HOTapHycOM, YAOCTOBEpPEHa, TMOCTaBMJ CBOK MOAMNHCH Ha
BbILIENPHUBEACHHOM AOKYMEHTE B MOEM MPUCYTCTBHH.

[Toncakko, Buane aenna PumemOpanua Ne 40, aBaguath nepsoe ¢eBpans ABe THICAYM ABAAUATH
Tperbero roaa (21-02-2023)

<Kpyrnas neyats HoTapuyca: [I-p Anmkeno I’ ppuko,

Hotap#uyc r. [loHcakko >

<Kpyrnas neuats HoTapuyca: [1-p Anmwkeno I’ Appuko,
HoTapuyc r. [ToHcakko >

<noAMUCaHO>
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MepeLLoii aaHHOMN T eKCT @ BbINOMHEH nepeBoAYMKoM KoTnapoBbiM AHTOHOM Vropesuyem.

Poccuiickas degepaums
"opoa Mocksa
[BajuaTb cefbMoro pespans Ase ThiCAYM ABafUaTb TPeThero roga
[ Kopcuk Bnagumup KOHCTaHTUHOBMY, HOTapuyc ropoga Mocksbl, cBuageT" oCcTb
noanvcy nepesogunka, KoTnaposa AHTOHa Mropesuya.
Mognuck cenaHa B MOEM MPUCY TCTBUM.
JInyHOCTb TS C MW IN& AN KYMEH T YCTaHOB/NEHA.
Y okfN .4

3aperr™*TpupoBaHo B peecTperll), 77/2138-H/77-2023-11-2052

anbHoro aeincTeus: 400py6. 00 kon.

B. K. Kopcuk

; N
Bcero npornly 8w pléHymeposaHo
1 ckpenneHo neyaThbio__ 13 nncT(a)(oB)

HoTapuyc
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