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[TRansLamoN]

§ floagin Ha peanisauiio cepli Ne 220/2020 V2

Haasa Toeapy: Mina ann nosix

Toproma nazsa: HaslGned TTO InTercusumin ornsa 50 mn Homep 3a karanorom: FSONTTI391
Homep cepTndlkary meawynoro supoby; 1934/MDD

die 3: 13/03/2017

Tepmin aii: 28/05/2024

Hotuglkosanui oprax ceprugikauil; IMQ

Kpaina npussasenns: YKPAITHA PO 537-20

Howmep cepll KinexkicTs capli
20670 5466
Bara supobuuurea Tepuin npugarnocti
i Pix Micaus Pik Micaun
% 2020 12 2023 08

PesynaTaTu NpoBeagHNX TecTia Npogy«Ty:

} 3oBHlwHIK BUrNRY pH Winexicts | Ocuonapiicts | B'AskicTs | HominanocHui Peaynetar
{20°C) BMicT 1HCTY i
3nerka e's3xa nposopa 6.80 1,00 350 1,45 48 50 }
PiAMHA, KOBTOMQ - - - - - |
KONbopY, Wo Mae 7.40 1.040 750 2,45 51,50 v . !
XApaKTepHhA apoMar g/mi mOsmfKg cSt mi ! Gﬂwtgzma!: ;
Bignosigae |
_ v Bianosinae 7,92 1,021 723 2,08 50,40 l
{ (J He eianosinae i i
Pesynnrath niacymxkoBux mikpoBionoriutiux recris ' Blanosigae
; [ He sianosigae
. Mepesipka aianoaigHocT! mapysasHA AnA laneHUKIB v Bignoeigae
1 O He signosigac
i Nepesipka sinnoslgHoCT! TPAHCNOPTHUX AOKYMeHTIB ~ Bignosigas
| ] He signosinae

Npuuirkn: 3GapiraTy npu Temneparypi sig 5 go 35°C.
Monaxo, 13/01/2021 Kotitpone aplitcHus cneulanicr 3 perymosarns Ta akocti  [NIANAG]
Heknapauis signosigsocti Ta [Jo3sin Ha peanisauilo cepif

Me,uv;qﬂmﬁ snpi6 Hasi6ned TTO lmoucaauuii n,ornm:. 50 un cepil Ne 20678 knacy Seanexu lIA (npasano

il, BUKnoMaoMK po3gin 4 uiel x ,ﬂvtpemwam
Aara: 13/01/2021 Mevarka

hpuMiTKa hepexnagada < laerTudikaLiiiHui
xon 419410786 ]

Novax Pharma SAM
20 avenue da Fontviailla, Le Coronado - 88000 MONACO - Telephona: (+377) 97983211 - Fax; (+377) 97983212 - www.navaxphama.com
Register DSEE : 4848213033 - RCI: 08 S 04866 - TVA No FR 47000080845

MOD 7.5.03 Rev.04 dated 23/01/2020
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DECLARATION OF CONFORMITY
Na. 2

of the medical devices - Ophthalmic solutions
listed in the Annex 1 to this Declaration of conformity,

to the requirements of Technical Regulation on Medical
Devices approved by the Decree of the Cabinet of
Ministers of Ukraine on 02 Qctober, 2013 under No. 753

Manufacturer:

name: Novax Pharma

address: Le Coronado, 20 avenue de Fontvieille, 98000
Maonaco;

tel: +37797983211

e~mail: yaterie chastel@novanrharma.com

Manufacturing sites:

name: OMISAN FARMACEUTICI

address: Via Galileo Galilei, snc 1-00012 Guidonia
Montecelio ~ RM (italy)

Tel: +39 064130370

e-moil: wguattrocohi@omisan.com

name: ITALDEVICE s.r.l.

address: Via Laurentina km 26,700 —~ 00071 Pomezia
(RM), ttaly

Tet: +39-06 91968038

e-mail: Hicia tiberi@ialdevice com

whose Authorized Representative in Ukraine is:
nume: Force Pharma Distribution LLC

address; 03127, Kyiv, Holosiyivskyy rayon, Holosiyivskyy
prospekt, budynok 132, Ukraine

Tel.: +38 044 290 03 08

E-muoil: gffice@ifd.corm.uz

Medical devices classification is carried out in accordance
with Annex 2 to the Technical Regulation on Medical

Tosapuerro ¢ ofmemenon BINTIOBIIANBHICTIO
«DOPC-GAPMA JUCTPUBIONIHy

03127, Yxpaina, m. Kuis, npecnext Nonociiseswust, 132
o9 +38 (044) 290 03 08

E-mail: office®id comin

s i oo ua

AEKNAPALIA NPO BIANOBIZHICTL
Ne 2

medusHux 8upobis — Otmansmonoeiuii posuuny

32i0H0 nepeniky e fodamky 1 0o Hexnopayii npo
gidnogidHicmes

BuMOram  TeXHIMHOTO  pernameHty 1040 MEeOUYHWX
Bnpobis, AKWMIA  3aTBEPIKEHUI NOCTAHOBOIW Kabinety
MiuicTpis Yrpainn gig 02 xostHs 2013 p. Ne 753

Bupobrux:

HatmenysaHHA: HoBake ®apma

adpeca: Kopoxago Mpocnekt ®owselt 20, MC 98000
MOHAKO

Ten.: +37797983211

Enexmpotina nowma: yalerie. chastel@novaxphiarma.com

Bupobruui QinebHuy:

HoUmeHysarHHs: OMICAH GAPMACIOTILY

adpeca: Bia Tanineo lanineit 1-00012 Meagonis Mostecenio
PM-(Iranis)

Ten: +39 064130370

Enekmponna nowma: wguatirschi@omisan.com

Halimenysarna: ITANJEBANC c.p.n

adpeco: Bia Naypentina km 26,700 — 00071 flomelia {(PM),
frania

Ten: +39 06 91968038

EnexmporHa nowma: iciatiberi@ialdevive com

YnoeHosamerul ripedcmaeruk e Yrpaini axoeo €
HatimesysaHrsa: ToBapucTeo 3 abmeReHoo
BiAanoBigansHicTIo “OOPC-OGAPMA AUCTRUBIOLLIH"
adpeca: 03127, m. Kuie, Tonociiscbruii
Fonociiscbkuii npocnexkt, Byaurok 132, Ykpaina
Ten.: +38 044 290 03 08

EnermponHa nowme: office@Fd.oomus

paitoH,

Kaacupikayis sasHoqeHux medudHux upobis nposeaexa
3rigHo 3 fopatkom 2 o TexHiuHoro pernameHTy Wwoao

Opummana appeca: 03127,.m. Kuis, npocess Donociisesrmi, 192

n/p 26001596384 o JIAT Puitddaiizen Baux Asammy s uis
M®DO 380805 Koz CHPIIOY 41941076
Ce. No HTH 419410726505



Devices and is given in Annex 1 to the Declaration of
Conformity.

The products are accompanied by the mark of conformity
with technical regulations:

¥

UATR.089

According to the point 16 and 17 of Technical Regulation
on Medical Devices, for abovementioned marking,
conformity assessment procedures was performed
according to the Procedure for ensuring performance of
the compreherisive quality management system
(excluding items 8-11) as referred to in Annex 3 to
Technical Regulation on Medical Devices and certified by
the Conformity Assessment Body of “UKRMEDCERT”
LTD, accredited by the National Accreditation Agency of
Ukraine, certificates No. 80047 dated 24.12.2019 and
No. 10240 dated 19.11.2017, designated by the Ministry
of Economic Development and Trade of Ukraine, under
the identification number UA.TR.099, address: Ukraine,
02068, Kyiv, 1-A Mykhaila Drahomanova street, office 2.

Certificate of conformity of the guality management
system Ne UA.SM.126-19, valid from 24.06.2020 to
06.05.2022.

Certificate of conformity with requirements of Technical
Regulation on Medical Devices No UA.MD.237-19 vatid
from 24.06.2020 till 06.05.2024.

The abovementioned devices comply with the
requirements of the national, FEuropean and
international regulations and standards which are listed
in the Annex 2 to this Declaration of conformity.

Declaration of Conformity valid from 24.06.2020 to
23.06.2025.

Torapuetso 3 06MesxeHOD BITTIOBINAEEICTIO
«@OPC-OAPMA JHCTPUBIOIIH

03127, Vepaina, v. Kuis, mpocnert Tlogocitserruit, 132
Ten: +68 (044) 290 03 08

E-miail: of Seadf ommnous

v Hdeomus

WA

st

MeAudHuX Bnpobis Ta HaseeHa 8 flogatky 1 Ao Leraapanii
npo BiAROBIAHICTL.

Mpodyryito cynposodmye arak sidnosidHocmi MEXHMHUM
peznaveHman:

UATR.096

3righo n.16 Ta n. 17 Texdiuxoro pernamenTy 1woao
MeAuuHUX BUPOGIiR, AnA 3a3HAYSHOTO MaprysaHHa Gyno
3abezneueno nposeaeHHA npoueaypn OLiHK®
Bignosigrocti  signosigHo a0 Mopagky nposegedHs
npoueaypn 3abesnederHa GyHKUIOHYBAHHA KOMNNEKCHOT
CUCTEMN YNIPaBAIKHA AKICTIO (38 BAKMIOUEHHAM NYHKTIE 8-
11), axuit BuknageHo s Aopatky 3 go Texniydoro
PEIIAMEHTY WOA0 MeauuHux BUPOBIE Ta 3acBigueHo
OpraHom 3 ouivku BignosigHocti TOB «YKPMELCEPT»,
AKPEAUTOBIHVM HalliOHa/IbHUM areHTCTBOM 3 aKpeaAUTaLT
YKpainun, atecrati Ne 80047 8in 24.12.2019 ma Ne 10240
Bl 19.11.2017, npusHadeHum MiHeKkoHOMpPO3BHTKY
Ykpaiu 3a  igeHTudikauiftum Homepom  UATR.099,
aapeca: Ykpuoing, 02068, M. Kiis,
syn. Muxatina fpaeomarosa, Gyduror 1-A, ogpic 2.

Ceprudikar npo signoBigHicTe cucremu YARABAIHHA AKICTIO
No UA.SM.126-19, vepminom gii sin 24.06.2020 p. Ao
06.05.2022 p.

Ceprudikar npo signosignicrs MegunuHoro  supaby
BUMOTaM TEXHIYHOIO PErAaMENTY WOA0 MeAUIHUX supobir
Ne UA.MD.237-19, vepminom aii Big 24.06.2020 p. A0
06.05.2024 p.

3aznaueHi supobu BignosigawoTs BUMOram HBUIOHabH X,
EBPONENCHKUX Ta MIKHAPOAHMX HOPMATUBHO-TIPABOBIX
aKTiB Ta CTanaaptis, Akl Hasedeni & dodomry 2 do daroi
Hdeknapauli npo eidnosionicme,

Bexnapauin npo signosignicts ailicHa 3 24.06.2020 p. 8o
23.06.2025 p.

Opursna anpeesa: 03127, m. Kuis, npoemens Tonooiiseninit 132

1/p 26001596384 8 TTAT «Pandibaiizen Banx Apansy . Kein
M@0 380805, Ko €PIIOY 41941076
Ce. Ne IIIH 419410726505
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Tosapmerpo 3 obmMeserow BiATIOBiRaABHICTO
«@OPC-GAPMA AUCTPUBIONTH»

03127, Vrpaina, . Kuls, mpocnert Tonociiserrmii, 152
TesL: +38 (044) 290 03 08

Hermail: offine@fd com us

www i eoun

Further Annexes are an integral part of this Declaration
of conformity:

Annex 1 with the list of the medical devices

Annex 2 with the list of national, European ond
international regulations and standards.

This declaration of conformity is issued under the sole
responsibility of the menufacturer.

Hesig'emno  wactunoi Aawol  [fexknapadii  npo
slanosigricTs € HacTyiHI foaartku:

Aodamok 1 3 nepenikom meduurux aupobis,

Aodamoxk 2 3 nepenikom HayioHanoHux, esponelicsrux ma
MDHHOPOOHUX HOPMAmMueHO-npasosux  armia  ma
cmandapmie.

s dexaapayis npo eidnoeidnicms sudana nid BUKIMOYHY
8i0n08idantHiEMb aupobruxa.

Aupexrop/ Director

Kpumana anpeca: 03127, . Knis, npocrert Donectiresrais, 132

/p 26001596384 1 ITAT «Patiddatiaen Banx Asames . Kuie

M®O 380805 Iox €JPIIOV 41941076
Cr. Ko ITTH 419410726505



ToBapHeTEo 3 OOMEREHOW BIAIOBIIAILHICTIO
«@OPC-ODAPMA JINCTPUBIONIH»

03127, Vrpaina, m. Kuis, npocrexr ostociipeprudi, 132
res: +38 (044) 290 03 08

Fomail: offie@ffd o s

e conn A

Annex 1 to Declaration of conformity No. 2
Jomarox 1 xo Jexiapauii npo Bianosiasicrs NeZ
List of the medical devices / [Tepenix megmuaux supodis

No Name of the medical device in Name of the medical device in Ukrainian | Class/
English / Ha?fa Mgmmﬂum pupoby | / Hassa MeqHqBOro BUpoGY YKPaIHCHKOI0 Kaac
AHLTHCHKOI0 MOBOIS MOBOIO
Eye drops / xpamai o4xi
L. | Navitae Plus 15 ml Hagire [Tmoc 15 M 116
2. Navitae Plus 3 ml Hasire Tlmoce 3 mi 116
3+ | visionlux Plus 10 ml Bixumoxc [lmoc 10 mi 16
4. | Visionlux Plus 3 ml Biamoxe [hoe 3 ma 116
3. | Navi Lipo 10 ml Hagi Jlino 10 mn 116
6. | Navi Lipo 3 ml Hagi Jlino 3 M [16
7- | Navi Infla 15 ml Hagi Indna 15y 16
8. | Navi Infla 3 ml Hagi Tadua 3 i {16
9. | Luxyal Plus 10 ml Tyxeian Iroc 10 i 116
10. Luxyal Plus 3 mi JNyxcias [hmoe 3 ma 16
1L} flora Vision Red Eyes 15 ml dropa Bixu Yepsosni Odi 15 mMx 116
12.1 Flora Vision Red Eyes 3 ml ®nopa Bixe Yeproni Odi 3 M 116
13.} Blora Vision Irritated Eyes 15 ml dropa Bixa Hoapasmeni Ol 15 M 116
141 Flora Vision Irritated Eyes 3 ml $nopa Bika Honpasseni Ol 3 mMn 116
15.} Flora Vision Dry Eyes 15 ml ®rnopa Bigu Cyxi Oai 15mx 116
164 ¥lora Vision Dry Eyes 3 nml dnopa B Cyxi Owi 3mn 116
17 Navi NaCl 5% PF 10 ml Hagi NaCl 5% PF 10 v 1la
18] Lacto 15 mi Jagro 15 mox Ila
Spray / Copet
19.] Navi Lipo 10 m! Hasi JHiro 10 s 116

TOpuppusa anpeca: 03127, m. Kuis, mpocuest Donociipenruis, 132
wp 26001596384, 8 TIAT «Paiddatizex Bank Asamey m.Kuls
MO0 380805 Kox EIPTIOY 41941076

Cu. Ne TTTH 410410726505



ToBapHETB0 3 0DMEKEHOW BIIIOBIMANBHICTIO
«DOPC-QAPMA JINCTPUBIONITH»

03127, Vrpaina, m. Kuie, opocnerr Dosociiseernil, 132
e +38 (044) 290 03 08

v S Y 5NN
A e f/j HABM A E-mail: office@iid.com us
DISTRIBUTION

www Hdcomus

Eyelid foam / Hina pan posik

20- Naviblef TTO Daily Care 50 ml Hagitned TTO Ionernmuit Jorns 50 ma Ha
21 Naviblef TTO Daily Care 5 ml Hagitned TTO Wonensnit Jorasa 5 M Ma

22.| Naviblef TTO Intensive Care 50 ml Hagi6ned TTO Iurencusani Jorman 50 mix Ha

23. Naviblef TTO Intensive Care 5 ml Hagioned TTO Inrencnpruit Jormsn 5 v fa

o

B. I'peuxo /V. Grechko

o
gt

Kopreina sapeca; 03127, m Kuis, upocuesr Lo mociisepiuil, 132
wp 26001596384 w I1AT Wandidaiizen Baux Apass» Kula
M®BHO 380805 Koz €IPHOY 41941076

Cr. No TITH 419410726505
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PO BIATIOBIAHICTS BUM!
WOAO Meau

U ceprudixarom nocsipayernnes
YOPaBIHHS SKICTIO HA €TA0a% D
ngpesipky Mea
Odrranbmonoriasi p
(3rino 3 KOXATROM WA Y

IO BHpOOASITHOA; ,
Novax Pha
Le Coronado, 20 avenue de

Ha BApOOETHINY, AIAbRuAR.
-~ OMISAN FARMACEUTICL, Vis Galileo Galile
- ITALDEVICE s.rl, Via Laurenting km 26,700 -

Ynopuosaxeunl upescranaux 8 Ypain,
Tosapuerso 3 obms
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#a pigerast Phoesns O0B T

Ymmwives cepradiveny nipnesipnns ) oy



i) b %%’////////'/’/
&

%

Aoaarox g0 ceprudikary oy
Texmianoro peraamens
Ne UA.MD.237-19

Ky Hasna MesHBoTo pupody am*.miﬁé:?;m,
3 MOBO
Eye drops / wpansi owni

L Navitag Plus 15 mi 116

Z, Mavitae Plus 3 ml , . 6

3. Vistonbux Plus 10 mil

4, Yisiontux Plus 3 mi

3 Navi Lipo 10mi

6. | MaviLipo 3 ml 115

7. | NaviInfla 15 ml 116

g | Wavi lofla 3 mi ' b i 1
9. | Lusyal Plus 10 ml ycialh s 10w 5
‘ : - ///////////;% e

10, | Lusyal Plus 3 mi | | a/////// i

11. | Flora Yision Red Byes 15 ml . ibmf

12. | Flova Vision Bed Byes 3 ml | - Baopa

13. | Flora Vision Irritated Byes 15 ml ‘ oy

Flora Vision freitated Byes 3ml

Florg Vision Dry Fves 13 ml

{ Cnpess

Navi Lipo 10 mi

fosm / $ling nas nosix

20. | Nayiblef TTO Daily Care 50 ml
21 O Daily Care 5 mi

22. | Waviblef TTO Titensive Care 50 ny
73. | Naviblef TTO Intensive €

Harbaed TTO arencnny

Bophmnn {HV5%

viopinks v i



NOVAX

[TrRANSLATION]

Lozsin va peanizauiw cepil Ne 248/2022

Hazea Tomapy: [Mina gns nosik

Toprosa wassa: HasiBned TTO Iurencusnui Hornag 50 mn Homep 3a karvanorom: FSONTTI391
Homep ceprudpikaty meguuroro supoby: 1934/MDD

Nie 3: 13/03/2017

Tepmin ait: 26/05/2024

Horudikosanui oprad ceprudbikauii: IMG

Kpaina npussauenns: YKPAIHA PO 265-22, PO 268-22

Homep cepil Kinekicte cepil
22785 5036
Hara supobBuuurea Tepwnin npuparThocTi
Pik Micsub Pix Micsiyb
2022 10 2025 04

Pesynbrati NpOBSASHUX TECTIB NPOAYKTY:

3osHILHIN BUrnsg pH inssicts | Ocmonspuictes | B'askicts | HominaneHwi Pesynnrar
{20°C) BMiCT TECTY
3ners B'93ka nposopa 6,60 1,00 350 1,45 48 .50
pifunHa, XoBToro - - ~ & -
KOMbODY, W0 Mae 7,40 1,040 750 2,45 51,50 V'Béancsinae
xapakTepHuii apomar a/mi mOsmiKg ¢St mi O He
Bignosinae
v Bignosinae 6,84 1,016 721 2,05 50,21
[} He signosinas
Pesyristaru nigcymkosux MikpobBionoriuxux Tecris ~ Bignosinae
[} He Bignosinae
MNepesipka sBianoBiAHOCTI MADKYBaHHA AN 38ABHKKIB v Binnosinae

[] Hesignosigae

MNepesipka BIANOBIOHOCTI TPAHCNHOPTHUX HOKYMEHTIB v Bigrosinae
1 He sianosipae

Mpumitkn: 30epiraTi NPOAYKT 8 cyxXomy Micli npu TemnepaTypi Bif 5 a0 35°C.

Mownako, 27.10.2022 Kowrtponk aalicuus cnedianicr 3 peryrmosanna va sikoeri  [TIAMWC]
HAexnapauis signosigHocTi Ta [loasin Ha peanizauio cepii

MegauiHui Bupi® Hasibned TTO Inrencuuui Jornag 50 mn cepii Ne 22785 knacy Geaneku lIA (npasuno

4, poparox X Qupekrusn 93/42/EEC €C zi aminamu) Bianosinae sumoram aoaatky | Oupexruan 93/42/EEC

€C 3l aminamu Ta TexHiuHUM yMOBaM, NOER3EHAM 3 TexHIMHUM Daliniom, WO H8Ja10Thes 3MAHO 3 4OAATKOM

H, sukniouatoun poagin 4 uiel w Jupekruay,

Hara: 27.10.2022 (evarka Mignue reHepanbHOro Mereprepa

*npUMITKa nepeknanava

Movax Pharma SAM
20 avenue de Fontvieille, Le Coronado - 98000 MONACO - Telephone: {(+377) 87983211 - Fax: (+377) 9798
Register DSEE - 4848213033 - RCL 08 & (04866 - TVA No FR 47000080845

MOD 7.5.03 Rev.07 dated 17/10/2022




FORCE A

DEISTYRIBUTION

DECLARATION OF CONFORMITY
No. 2

of the medical devices - Ophthalmic solutions
listed in the Annex 1 to this Declaration of con farmity,

to the requirements of Technical Regulation on Medical
Devices approved by the Decree of the Cabinet of
Ministers of Ukraine on 02 October, 2013 under No. 753

Manufacturer:

ngme: Novax Pharma

address: Le Coronado, 20 avenue de Fontvieille, 98000
Monace;

tel; +37797983211

e-mail: valerie.chastel®@novaxoharma.com

Muanufacturing sites:

name: OMISAN FARMACEUTICH

address: Via Galileo Galilel, snc 100012 Guidonia
Montecelio — RM (Italy)

Tef: +39 064130370

e-maif: wauatirocchi@ornisan.com

name: ITALDEVICE s.r.i,

address: Via Laurentina km 26,700 — 00071 Pomeria
(Rh4), taly

Tel +39 06 91968038

e-mail: ligia tberi@itaidevice.com

whose Authorized Representative in Ukraine is:
name: Force Pharma Distribution LIC

address: 03127, Kylv, Holoslyivskyy rayon, Holosiyivskyy
prospekt, budynok 132, Ukraine

Tel.: +38 044 290G 03 08

E-mail: pffice@ifd.com. uz

Medical devices classification is carried cut in accordance
with Annex 2 to the Technical Regulation on Medical

ToBapuerso 3 obMemesnon BIATIOBIANBHICTIO
«DOPC-QAPMA JIACTPUBIONIH»

03127, Vupaina, m. Kuin, pocrrext onoclincerui, 132
Tes +38 (044) 290 03 08

wyyrw d comua

AEKNAPALIS APQ BIANOBIAHICTL
Ne 2

medudux aupobie —~ OfmanomMonoeiimi PO3YUHY

32i6H0 nepeairy & Lodoamky 1 do Hexnapoyii  npo
sidnosidnicms

BUMOFAM  TeXHMHOIO  RerfamenTy WOA0  MEeAuuRMX
BUPOGIB, AKUU  IATBEPAKEHWIA NOCTAHOBOIO Kabinery
MiHicTpis Yxpainu sig 02 wostrs 2013 p. Ne 753

Bupobitiix:

Haldmenysanms: Hosare $apma

adpeca: Kopomago fpocnekt doug’el 20, MC 98000
MOHAKO

Ten:+37797983211

Enexmponna nowma: valerie chastel@novaxsharma.com

Bupobruyi dinbruu:

HaUmMenyearHa: OMICAH GAPMACOTIL

adpeca: Bia Fanineo lanineit 1-00012 'sagoHin MoHTecenio
PM-{ITanisn}

Ten: +38 064130370

EAgrmMponnG ROWME: Woualirscchi@omisan.com

HolmenysonnHa: ITANAEBAAC c.p.a

adpeca: Bia NaypenTiva xm 26,700 — 00071 Mometjs (PM),
Itanin

Tem: +39 (6 91968038

Enexmpousa nowma:! icla theri@itsldevice com

Ynosrnosomenui npedemaenuk e Yupaiui sinozo &
HAUMEHYBUHHA: TosapucTao 3 oBmemeHon
BIANOBIAALHICTIO “DOPC-DAPMA JUCTPHBIOLH"
adpeco: 03127, m.  Kuie, [onociBebrui
FonociiBebkuit nipocnexr, SyanHok 132, Vrpaina
Ten.: +38 044 290 03 08

Enexmposna nowme: office @d.com.ua

pa#oy,

Kngcudikayin 3aznavenux medudnux supobie nposeseua
3rigRc 3 foparkom 2 A0 TexHiuHoro paraamenTy oao

Wpnpmasa aapeca: 03127, v Kuis, npoetrent Donnelisennit, 132

n/p 26001596384 = TTAT «Paiihdaioen Banx Apasos v Kuin
MO 386805 Koz €JIPLIOYV 41941076
Cs. No ITTH 419410726505



ORCE A

BISTRIBUTION

Devices and is given in Annex 1 to the Declaration of
Conformity,

The products are accompanied by the mark of conformity
with technicol reguiations:

¥

UA TR.O%9

According 1o the point 16 and 17 of Technical Regulation
on Medical Devices, for abovementioned marking,
conformity assessment procedures was performed
according to the Procedure for ensuring performance of
the comprehensive quality management system
{excluding items 8-11} as referred to in Annex 3 to
Technical Reguiation on Medical Devices and certified by
the Conformity Assessment Body of “UKRMEDCERT”
LTD, accredited by the Nationai Accreditation Agency of
Ukraine, certificates No. 80047 dated 24.12.2019 und
No. 10240 dated 19.11.2017, designated by the Ministry
of Economic Development and Trade of Ukraine, under
the identification number UA.TR.099, address: Ukraine,
02068, Kyiv, 1-A Mykhailo Drohomanova street, office 2.

Certificate of conformity of the quality management
system Ne UASM.126-19, valid from 24.06.2020 o
06.05.2022.

Certificate of conformity with requirements of Technical
Regulation on Medical Devices No UA.MD.237-19 valid
from 24.06.2020 till 06.05.2024.

The abovementioned devices comply with the
requirements of the national, Furopean and
international regulations and standards which are listed
in the Annex 2 to this Declaration of conformity.

Declaration of Conformity valid from 24.06.2020 to
23.06.2025.

Tosapuctso 3 ofmemeHow BHUIHOBIMAILHICT
«DOPC-OAPMA JIVCTPUBIONIH

03127, Yrpaina, s, Kuis, mpociiert Nonoclipesrmii, 132
e +38 (044) 290 03 08

F-mail: office@ comoua

www i com us

MefuisENX Bupolis Ta vaseeHa & fogatry 1 ao Hexnapauii
f1p0 BlAnoBiAMicTs.

Fipodyruito cynposodntye 3HaK 8iGNOBIBHOCMI MexHiitHum

peznamermaon:

UATR.O9%

3righo 0. 16 Ta n. 17 TexsiuHoro DETAAMEHTY  1E0A0
MEAVYHUX BUPODIB, AAS 3aBHAYEHOrO MapKyBaHHS Gyno
3a6ezneucHo nposegcHHn ORoUEeRYN OuiHKK
BignoBigrocTi  Bignosigho ac  fopaggy  nposepewns
npouenypy 3a0esneuprhs GYHKLIOHYBAHHA KOMPAGKCHOT
CUCTEMW YHpaBAiHHE AKICTIO {33 BHKAKOUSHWAM nysKris 8-
11), axuit suknageno s HAopatky 3 po Texsiysoro
Pernamenty wWoac meanusux BupobiB Ta  sacsigueno
Oprasom 3 ouivkn signosigHocti TOB «YKEMELCEPTS,
AKPRANTOBAHNM HaLIOHABHUM BreHTCTBOM 3 akpeauTayi
YKpathn, atecratu Ne 80047 sig 24.12.2019 ma Ne 10240
Big 19112017, npusHaderum MidekonomposenTry
YHpaiiu 33 igentudiKauinum  HOMepom UATR.098,
anpeca; Yrpoiug, 02068, M. Kuia,
8yn. Muxalina pacomaroea, 6ydurox 1-A, opic 2.

Ceprugikar npo BignoBigRIcTe ceTeMy YRPaBAiHHA fKICTIO
Ne UASM.126-19, tepminom Aif sig 24.06.2020p. Ao
(6.05.2022 p.

Ceptudikat npo  signosiguicrs mMeznuHoro  supoby
BUMOram TexHiUHOro pernameHTy 1040 MearMuHmx supofis
Ne UAMD.237-19, vepmiom gii Big 24.06.2020 p. Ao
06.05.2024 p.

3azHaveni Bupofn BIANOBIA3IOTL BUMOram HagioHansHuX,
EBPONERCHIMX Ta  MIKHAPOAHNX HOPMATUBHO-MPABOBUX
AKTIB Ta CTAHAAPTIS, Ar{ HosedeHi @ Hodamsy 2 8o dawol
Lexnapauii npe eidnosiduicmes.

fexnapauia npo signosigricts giticHa 3 24.06.2020 p. 8o
23.06,2025 p.

Hpuupdra agpeca: 63127, m. Kiin, ppotiert Moaceifeeniit, 139

wp 26001596384 r ITAT «Paiibdaiiten Banx Apany v Keis
MO 380805 Koz CJIPTIOV 41941076
Cs. No JTTH 419410726505
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Further Annexes are an integrat part of this Declaration
of conformity:

Annex 1 with the list of the medicgi devices

Annex 2 with the list of national, European oand
international regulations and standards.

This declaration of conformity is issued under the sole
responsibility of the manufacturer.

HeBig'emHO0  wactuno danoi  lexnapauil rnpo
BIANOBIAHICTL € HACTYNIHI Hopariu:

dodamox 1 3 nepenikom meduurux stpobis,

Hodamoxk 2 32 nepenikom HAUIOHONLHUX, €aponelicokux ma
MIHHOPOOHUX HODMOIMUBHo-IIPABOBLX  OKkmMig  mao
cmandapmie.

Ls oexnapauis npo eidnosionicms sudama MO BUKMOUHY
8idnosidanvHicme eupobruka,

AT Y I'peuxo /V. Grechko
R

Wpuapaua agpeca: 03127, . Huig, npocesy Tommeiinopruit, 132

/p 26001596384 & [IAT «Paiidbatinon Bang Apasey v Kuin
MGG 3808058 Kox CJIPTIOV 41941078
Cr. Ne [TIH 419410726505
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Annex 1 to Declaration of conformity No.2
Nopatox 1 xo fexaapami npo siznosizgicrs Ne2
List of the medical devices / ITepestix Mexnupnx pApotis

Ne Name of the medical device in Name of the medical device in Ukrainian | Class/
English / Hassa mexmanoro supoby | / Hazpa Meanunoro supoly yxpatueskoro | Knac
AHTHHCHLKOI0 MOBO) MOBO
Eye drops / xpanai ousi
1.} Navitae Plus 15 ml Hasgite [Imoc 15 Mn 16
2. | Navitae Plus 3 ml Hasgite Throc 3 M e
3. | Visiontux Plus 10 m! Bixzmoxe Throc 10 Mn 116
4. | Visionlux Plus 3 ml Boxmmoxe Tlmoc 3 M e
5. | Navi Lipo 10 ml Hasi JTino 10 yu 116
6. | Navi Lipo 3 ml Hasi JTino 3 M 116
7- | Navi Infla 15 ml Hagi Tadna 15 ma HE
8. | Navi Infla 3 m! Hapi Tndra 3 mn 413
Luxyal Plus 10 mi Hyxceian {lmoc 10 mn 16
10. Luxyal Plus 3 ml Jyxcian 1lmoc 3 M Ho
Y1) Fiora Vision Red Eyes 15 ml ®ropa Bixxu Yepsoni Oul 15 Mn 116
12.1 Flora Vision Red Eyes 3 ml ®nopa Bixu Yepsoni Oui 3 M 116
13,1 Flora Vision Irritated Eyes 15 ml ®ropa Bixe Hogpasaeni Owi 15 M 116
14 Flora Vision Irritated Eyes 3 ml dnopa Bixe Hoapazneni Oqi 3 Mn 116
15.] Flora Vision Dry Eyes 15 ml ®jiopa Bixa Cyxi Oui 15 116
16| ¥iora Vision Dry Eyes 3 ml Propa Bixe Cyxa Ol 3mi [16
17.) Navi NaCl 5% PF 10 mi Hasi NaCl 5% PF 10 w Ila
18.| Lacto 15 mi Jaxro 15 Ila
Spray / Cupeit
19.| Navi Lipo 10 ml Hapi JTino 10 M 116

Kpnausna agpeca: 93127, m. Huls, npocnery Toaociisesrnd, 132
wp 260015306384 p [IAT «Paitdibaizen Bar Apaies . nin
MPDO 380505 Kop €IPIIOYV 41941076
Cg. No THH 419410726305
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Eyelid foam / [lina a3 nosix
201 Naviblef TTO Daily Care 50 ml Hasibne¢ TTO [Honensni Jornax 50 ma fa
21 Naviblef TTO Daily Care 5 ml Hagibneg TTO [Hopensnit Jornsan 5 ma Ha

22.| Naviblef TTO Intensive Care 50 ml Hagibned TTO turescupunit Jormam S0 mi 1ta

23.] Naviblef TTO Intensive Care 5 ml HagiGned TTO Inrencusanit Joraan 5 mn ila

Hupexrop/ Director B. I'peuiko /V. Grechko

Opuamena agpeca; 08127, m. Huis, npocnerr Fomociisennnf, 132
wfp 26001596384 b AT «Paiiddaisen Bans Anams» ne Mt
MBO B80805 Koa €JIPTIOV 41941076

Cr. No [T13 4194107265405
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Annex 2 to Declaration of conformity No. 2
Hoparox 2 no Jexnapanil npo sianosinuicrs Ne 2
List of national, European and international regulations and standards /
Hepeiix sagionanspux, eBpoHeficbKHX T3 MIKHAPOIHNX HOPMATUBHO-PABOBHAX AKTIB T2
CTAHAAPTIR

e JCTY ENISO 13485:2018 (EN ISO 13485:2016, IDT; ISO 13485:2016, IDT) Memuuni

supobn. Cuctema yIpapligHs sKicto. BuMors o peryinosanns

o JICTY ENISO 14971:2015 (EN ISO 14971:2012, IDT; ISO 14971:2007, IDT) Bupotn

sean4Hl, Hactanopyn o0 yipaBlinHEs pUIAKOM

s JCTY ENISO 15223-1:2018 (JICTY EN IS0 15223-1:2018 (EN ISO 15223-1:2016, IDT;
IS0 15223-1:2016, Corrected version 2017-03, IDT) 3acobu mepuumol Texuixu, YMonui
IO3HAKH Ha STHKEIKAX 3ac00iB MeHUHO! TEXHIKM, MapKyBanna ta 0008’ A3K0B1 BijoMoCTi,

Yacruna 1. 3aramnyi sBeMory

o JICTY EN 556-2:2018 (EN 556-2:2015, IDT) Crepunizauis mexuysux supodis. Bumors no
MeuuHEX supo0is 3 mosmakoro « CTEPWMJIbHI». Yacrasaa 2. Bamorn no Meanunax supobis,

IO BIAIATAIOTE aceiTrusomy obpobnensio

o JICTY EN 1041:2019 (EN 1041:2008, IDT) BupoGu menuuni. Indopmailis, sxy Hazac

BUPOBHUK

e JICTY ISO 19011:2019 (ISO 19011:2018, IDT) Hactasosu o0 NpoBEIcHHEA ay InTiR

CHCTEM YIIDARIiHES

Biosorigae onisoBaHss MeAHYHAX BUpodis. Hacrana 5. BunpoGosysanng Ha

IHTOTOKCHYHICTS in vitro

Wipsmana azpeca: 3127, m. Kair, npoenewy Ponociinenxnil, 132
u/p 26001586384 B HAT «Paitdebaiizen Baux Anames v Kuip
MDO 380805 Reg €JIPTIOV 41941078

Ca. No ITTH 419410728505
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s  JICTY ENISO 11137-1:2018 (EN ISO 11137-1:2015, 1IDT; 1ISO 11137-1:2006; Amd 1:2013,
IDT) Crepunizania supobis Mequdrol npusHaycHocti. Pagianifina crepmwnzaiis. Yacruna 1.

BurnpoOypains Ha TeHOTOKCHHHICTS, KAHIIEPOTeHHICTE 1 PEHPOLYKTHBHY TOKCHIHICTE

e JICTY ENISO 11137.2:2015 (EN ISO 11137-2:2013, IDT; ISO 11137-2:2013, IDT)
Crepumizaiis BupoOiB MSAMYHOTO NpH3HaucH . Pasianiitia crepunisania. Yacruna 2.

BeranopacHus crepuaizyBagpHol Bo3H

o JICTY ENISO 13408-1:2015 (EN ISO 13408-1:2015, IDT ISO 13408-1:2008, including Amd
1:2013, IDT) Acentuyse ob6pobaenns 3aco0iB Meamunoi Texuixy. Yacruna 1. 3aranbai

BEMOTH

o JICTY ENISO 13408-2:2019 (EN ISO 13408-2:2018, IDT; 1SO 13408-2:2018, 1D

Acentmane obpobnenns supodis Meauunux. Yactuna 2. OumbipyBanss

s JICTVY EN 62366-1:2019 (EN 62366-1:2015, IDT; [EC 62366-1:2015, IDT) Hpuzaan

mejpusi, Hactuna 1. 3actocyBanHg HKCHEPHMX TEXHONOTTH 10 MeguHuX supobis

e JICTY ENISO 11737-1:2018 (EN ISO 11737-1:2018, IDT; ISO 11737-1:2018, IDT)
Crepuiizanis Meansaux supobin, Mikpobionoriani meronn. Yactrma 1. Busnaucuns

frony sl MixpoopranizMis Ha Bupobax

¢ JICTY ENISO 11737-2:2015 (EN ISO 11737-2:2009, IDT; ISO 11737.2:2009, IDT)
Crepmmszanis 3acodis mepryHoel Texuixa. MixpoSiororisai meronn. Hacruna 2.
Bunpolyparns Ha CTCPHIIRHICTE, [0 HPOBOITE 1)1 9aC BU3HAYUCHHS, BALLAIIT T4

HiATpUMaUHA IPoIiecy crepuiizanii

o IS0 11981:2018 Ophthaimic optics - Contact lenses and contact lens care products ~

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

e ENISO 10993-1:2018 Biological evaluation of medical devices - Part 1: Evaluation and testing

within a risk management process

Hipnamuas azpeca: D3127, w. Hule, npoenesy Vonociinenrnil, 132
1ifp 260015596384 1 TIAT «Paiddaizen Banx Apane v Huis
MDO 380808 Kox CHPTIOY 41941076

Cr. Ne THH 419410726500
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e LENISO 10993-10:2013 Biological evaluation of medical devices. Tests for irritation and skin

sensitization

o 150 2859-1:2007 Statistical methods. Sampling procedures for inspection by attributes. Part 1;

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

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

of air cleanliness by particle concentration

¢ Annex [ to Earopean Commission GMP of 14-02-2008 “Manufacture of sterile medical

products™
o MEDDEV 2.7/1 rev.4 Clinical evaluation: Guide for manufacturers and notified bodies
o  MEDDEV 2.12/1 rev.8 Guideline on a Medical Devices Vigilance System
s Furopean Council Directive 93/42 EEC of 14 June 1993 concerning medical devices
e luropean Council Directive 2007/47 EC
o ltalian Pharmacopoeia X1 Ed.

» Furopean Pharmacopoeia

Hupexrop/ Director B. I'peuxo /V. Greehko

e e

Hpummana anpeca: 02127, . i, npocnewr Dosoctisesirt, 132
wp 26001596384 v LAY «Pattdibaiizen bBawy Apasey s Hnis
M@0 380805 Hon CHPIIOV 41841076

Ce. No IITH 419418726005


http://www.tcpdf.org

