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He3sin Ha peanizduyjio cepil N2 66/2020

Hazea romapy: O@TANLMOION 14HUYA PO3YUH 3 P-Plus (ny6pikanm %, SCO (oxcuxonoxounnexcom")
ma Pomawiku, Ovarku, Kyprymu

Toproea wassa: ®JIOPA BIKH YEPBOHI OY1 15 mnr
Homep ceprudpikary MeauuHoro eupoby: 1934/MDD
Hie a: 13.03.2017

Tepmin gii: 18.04.2021

Hotudikosanmii opraw cepTudirauiv /MQ

Homep 2a kamancaom: D15FR290

Kpaiua npuanaueHus: YKPAIHA PO 551-20 ta 564-20
Homep cepli KinbxicTs cepii
20093 5141
| dara BUPOBHUUTEa Tepmin npuna‘ruo_cﬂ
| Pik Micaur Pik
2020 02 2022

Pesynuratu nposenenux TecTiB npoRyKTy:

3oBHiWHiH pH WinbHicrs Ocmonspricre B'askicte | SOC - Hominankuui .| Pesynetar 1ecry
BUrnsg . aHanis | Bmict ki

Mposopa (6.90- | (0,975— (250 - 350) {2555 | (0,040- | (14,55 - 15,45) '

B'A3Ka 7,50) 1,025 cP) 0.060)

piguha, r/mn) ’ {caixui %

poOXeBOro ' NpoAYKT) .

konsopy, Ges v Bignosipae
3anaxy ] ] : "1 He sianogigae
v 7,27 1,007 303 48,26 0,042 15,29 .

Bignosigac :
T He

Bignominae | |

Peayneratu niacymrosux MikpoGionoriunux recrig :

¥ Bianosigae
T} He signosigae

MNepeBipka BignoBigHoCTI MAPKYBaHHA ANA 3a8BHUKIB VB Anosinac

{1 He Binnosinae

Mepegipka signorigHocTi 'rpchnop-ank AOKYMeHTIs V’Bignoai nae

[] He signosinae
. o

Mpumitkn: 36epiraTi NEu Temnepatypi Big 5 1o 35°C T4 3axuwaTu Big nixepen NPSIMOro ceitha.

Monaro, 09/ 0412020 Kontpons agilickus cneyianicr 3 PerynioBaHNs Ta skocTi [ruannc)

Heknapavja BianoBigHocTi Ta Hossin Ha pe’énisauiro cepii

Meanuuuit Bupic @IOPA BIOKH-YEPBOHI QY cepil Ne 20093 knacy Gesnexw Il (npasuno 15, :Ao,qamx IX,
NYHKT 2.1 [upekTusu 93/42/EEC €C ai 3MiHamu) Bigrosigae BumMoram AoRatky | Aupektuau 93/42/EEC €C ai
3MiHaMu Ta TexHiYHuM YMOBaM, MoB'A3aaHum 3 TexHiynmm haiinoM, wo HagawTbes 3rigHo 3 Aonartkom I,
BUKIIQYaouN po3gin 4 wiel x Aupekrusy.
Aata: 08.04.2020

Mevarka TNignuc renepansHore MeHekepa

- *npumimka nepexknadaya
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JEKJTAPALIIS
PO BLTOBIAHICTE MEJIMYHUX BUPOBIB No 1

Bupobunx: HOBAKCEDAPMA

Axnpeca supobunxa: Koponazo Ipocnexs Goun’elt 20, MC 98000

Kpuina: MOHAKO

Ajnpecy sapobruanx gibauin: 1 OMISAN FARMACEUTIC s.r.L., Via Galileo Galilei, sne 100012
Ciuidonia Montecelio - RM (ltaly)

2 ITALDEVICE s.1.1., Via Laurenting km 26,700 - 00071 Pomezia (RM), Ltaly

Ynosnopwxennil upeacrannue 8 Yepainh Torapucrro 1 obmexenon pianoBasEicTo "GOPC-
DAPMA AUCTPUBIONIHY

Anpeca: 03127, . Kuin, Tonoeiincsruit paiton, TOAOCHBCHKMHA HPOCIIEKT, Gyannox 132
DIATBEPIKYE, MO Meanusi supoby «()(;z TRABMOMOTIIHE POsanamy, HoBHI NEpPeIiK SKuX HaReICHIH B
Honarey Nelno, ’J,umamnn TG pATORLAHIETE N |

BianocaThed A0 kaacy 16, srinno 3 Joaarsom 2 a0 TexuiMHOro persaMenty oAy Mg supois
BRpOBHMITRE  Ta  BlANORIWOTE  BumMoram  TexumivHOr PeVHAMEHTY HOHG  MEHMYHHE  Bupobin,
WIBEPIIKCHOTD HOCTAHOBOK Kabinery Mimicrpin Yxpaism sig 2 wowray 2013 p. Ne 753, 1 Tpoueaypa
OMIHKM BUINOBLIHCCT] NPOBSASHA 3PLIH0 3 HOAATKOM 3 aﬂopﬂ;um NPOBEACHHE npoenypy subesnedenns
GYHKITOAYBIHIA KOMIVIEKCHOT oucTems YHPARSIIHES AKICTION, 38 BURIOYeHnaM posiny « lepesipsa
UpoekTy Memgnory supobyy qoaarka 3 myvuirin 8-11.

3aCTOCOBAME CTARAAYTH:

ISO 13485, IS0 14971, 1SQ 11981, 150 109931, IS0 10993-5, 1SO 10993 10,180 11137-1, IS0
11137-2, 1 IS0 13408- 1, 180 13408-2, IS0 980, 3‘30 152231 E 1041, EN 62366 -1, 150 14644- 1,180
11737-1,180 117372

Hpoayxuie cynpososye Hamionmibnuil 38ax pianosigHocts:

UATR.099

Biompeionicoe saamamenol npodyeyit eusovan Texuianozo PEEAAMEHBTY OO0 MEOUIIX supubia Hao
wiginenc bt pomeepdocene v sionoeionormi 3 Hopacrosn npoeedenns. npOYRAYPI  3GHEIHEYEnNA
& YHEYIOHYGAHIN KOMPIZKCHOE CROMRMN YRPOSITHIA SRICHI0, 3K BURIGOCHT 8 Hooamy 3 da Texiuimos
PESRANEIINY Woou sedimux eupndis , samaepdncenoze Hocmanoemo Kabinem '.Mz:mmp:e Yrpainu 6;0
2 acosmnn 2013 p. No 753, ma saceionenn Opzanom 3 oyinkn eionosionocmi TOB *YKPMETCEPT”,

aopece miehessaxodncenns, éva. dpazosanosa, 1-A, o2, . Kuie, Yxpuina, H2068
Awpeoumpeanun Howlonanenum geenmemson 3 axpedumards Yipaiuu, amecnuom 6id 01073017 N
BO047 ma Ne JO240, npusnaaenuy Minexosompossumsy Yipaiuu za idenmuivayiiinoe nomepos
UA.TR.099 ma ompumani cepmudyixaniu:
®  Copmudiam npo gidnosionicnts Mfdwmom aupotly sumoeas Texninnozo peziaswenmy wodo
ateownyy gupotic No UA.MD.237-19 «07» rapagnn 2019 poxy,




»  Cepmudbicam npo gionosionicms cucmenmy yapasiinng sxicone:No No U4.SM 126-19 6id «07»
mpaena 2019 poxy.
,;lﬁfuldp&»liﬂ D EI’XHOB!,“HILHa MEANHYHUX zmpatm; BUTEHOBICHEM  BUMOTaM WoR0 Deariexy  Ta
eeRTHBROCT] CKIAZena 11 NOBHY BIAOBIanLaicTs rupobunka — (Novax Pharma SARL. Le Coronado,
20 avenue de Fontvieille, 98000 Monaco) T8 YROBHOBAECHOTO npem rapinka supobuuka B Vhpd:m

{ ToBapHe a0 3 OGMEOKEHOI0 RIANOBIRATBRICTIO "HOPC-QAPMA IMCTPHBIONIH" 3a anpecon: 03127,
s Kuin, onociiscrsnit pafion, ¥ (}JH}( iiB( b Wf IPOCTIEKT, Gyaunox 132)

Tepsn aii nexmapanii ~ 5 pom

Hwnpexrop BIO. Ppeuro

{iriyicny wr spisenie)
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JAOJATOK Ne |
Ho sexnapanii npo signosigaicrs No 1 six 7 tpasaz 2019 poky.

Odrranemonoriaal posyaany

iney Bﬂpf}ﬁf} HEYYBUH

Nevax Pharma SARL

Le Coronade, 20 avenue de Fontvicille, 98000 Monaco
HOBAKCERAPMA

Koponago Dpocnext Pous’ei 20, MO 98000 Monaxo

Ne Hassa Merasoro supoby [T PR S—————  Knac
3n AHTTHHCHLEKOI0 MOBOIO YEDPATHCLKOW MORO
i1 Navitae Plus eye drops 15ml Hagite Imoc kpanai oumi 15 mn 16
2 | Navitae Plus eye drops 3ml Hasire ILmioc wparnmi o 3w il6
3 | Navi Infla eve drops 15ml Hasite Indaa xpanni ousi 15 sz 115}
4 | Navi Infla eyve drops 3ml | | Hasire Indua xpanni ol 3wt i
“““ 5 | Visionlux Plus eye drops 10ml | Bisnmoxe Hinoe kpats ogmi 10 sid 16
6 | Visionlux Plus eye drops 3mi Bimsmore Tawoc xparen ouni 3 s 16
7 Naviblef Daily Care Soml Hasibned Wonenuit Jornag 50 sy ' 116
% | Naviblef Daily Care 5mi HasiBaed Mogenit Jornan 5 un e
9 | Naviblef Intensive Care S0m] | Hasifned Irrencus Kea S0 mn 16
B Naviblef Intensive Care 3ml Hagibneh tarencus Kea § M 116
11 | Lacto eye drops 10ml Haxro xpanai ousi 10 M 16
12 | Navi Lipo eye drops 10ml Hapi Jino xparm oupi 10 M 16
13 Wavi .Lipo é:;ve: dmps 3211'{ o | Hasi Jino Epanai ol 3 mn ' 116
14 | Flora Vision Red eyes 15m! Daopa Biwa HYeproni oui 15 ma 6
15 Flora Vision Rod yfzyasami | Mropa Bimn Yepsowi oui 3 ma e
16 | Flora Vision Irritated eyes 15ml  (ropa Bisu Hoapasseni o4i 15 ma 16
17 | Flora Vision Irritated eves 3ml diopa Biwn Togpasueni oui 3 ma 116
18 | Flora Vision Dry eyes 15ml Qriopa Bigs Cyxi o9 1501 116
19 | Flora Vision Dry eyes 3ml iihnapa Bismu Cyxi oui 3un | 116
20 | Luxyal Plus eye drops 10ml | ﬂy@ia}l Thmoc kpanzi ouni 10 s AT
21 | Luxyal Plus eye drops 3m! Jlyxeian Thnoc kparoi oui 3 v 116
22 | Osmolarm eye drops 10ml Ocmonspui kpar owm 10 w1 116

Hupexrop BIO. I'peuxo

MELTL



Hawmiors copradiun e slinssimog




Tlum ceprudixaTom NOCBIIUYETHCA, 11O
YIpaRAiHEA SKICTIO Ha eTanax po3pobie
nepesipku Meany

Odranemosorivmi p

E{,Iac nmeﬂmimam

10 BUPODISIOTECH:

Ha BHPOOHHYAX JIIBHUMUAX, 30 APeCoM: ,
- OMISAN FARMACEUTICL, Via Galileo Galilei, sne I~(}f}{}12
- ITALDEVICE s.r.l, Via Laurentina km 26,700 - 00071 Pome

Yiospopamennii npeactasuuk 8 Ykpaini: :
_ Tosapuctso 3 0GMEKEHOIO BIANOBIAATBHICTIO ”@DPC -
%a,zpecom 03127, m. Kuin, H}.f’{(ﬁ:lmei{HH pation, I'osociisce

, Bianﬂﬂmaﬁ sumoram Texniunoro 'per’flamm'ry uiz' :
SATBEPIUKSHOTO nmm}mmm !&aﬂmam Mxmmpm Yrpaiun »
OUIHKY BIANOBIAHOCT] HPOBEIRHA 3TIIHO 3 JAOABTKOM

sabesnieuenss QYHKIHOBYBAHHS KOMILIEKCHOT CHCTEME
po 3y «Ilepcmpha npoex”m MEAUHHOTO Bﬂpﬂﬁ" y» BONE

};"; %ﬁ’{ma}ma ﬂpammaﬂ%% ~A mi) 2,m K
WWW,VIIP,Org.ua

Ha ninerasi PIUJLHHﬁﬁOB TOB « YKPMES

Kepiranx QOB T T : s i

Humuicrs copradinara sinnosinocti momwa nepenipy




Jlonatok 110 cepradikary npo BizmoBi;
PETIaMERTY 00 MeJ

Ne UAMD.2:
Bia 07 Tpasus 20

7411

Hassa MeaBMHOro BHPOGY
ARPIHC RO MOBOID

Navitae Plus eye drops 13ml

P2

Navitae Plus eye drops 3ml

ST

| Navi Infla eye drops 15ml

Hasi In

i our 15w

Navi Infla eye drops 3ml

A9

Visionlux Plus gve drops 10ml

Visionlux Plus eye drops 3mi

=3

Maviblef Daily Care 50mi

Naviblef Daily Care 5mi

Naviblef Intensive Care 50ml

Naviblef Intensive Care 5ml

Hagibaed Tuy

Lacto eye drops 10ml

Jlakro kpangi o

Navi Lipo eye drops 10ml

Hasi Jino kpanni

Navi Lipo eve drops 3ml

Hasi Jlino kpan

Flora Vision Red eyes 15ml

| Daopa Biau Yep

Flora Vision Red eves 3m}

Daopa Bl Ye

T @Jti.{:;p‘& Biwu I’ 1

| Flora Vision Irritated eyes 3ml

Gnopa Bixa |

Flora Vision Dry eves 15m}

Dropa Bixu (

Flora Vision Dry eyes 3ml

Luxya].?hm eyé drops 10ml Il

"fil;uxyal Plus eyé drops 3mi

Kepinaux QOB

evopinka 111

Navi NaCl 10ml
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