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Additional labelling/ marking of the medical device for distribution on the territory of the

ner
Russian Federation

B3
RayOne Hydrophilic Acrylic IOL Injection System

i information
edical device RayOne Hydrophilic Acrylic I0OL Injection System (Rayner Intraocular Lenses
;d) registered in accordance with all the requirements in force on the territory of the Russian
ation (RF), is subject to additional marking by applying an additional label (Table 1). The label with
ecessary information is applied by the authorized representative of the manufacturer on the territory
le Russian Federation to the consumer packaging of the medical device (MD), without violating the
;grity ofthe package, without obscuring the information on the packaging ofthe medical device.

ne MD marking must be in Russian and it contains the following data:
enumber and date of issue of the registration certificate;
- full name ofthe medical device;
- design variant of the medical device with an indication of the composition;
- reference information about the batch number, serial number, shelf-life, lens parameters, storage and

use conditions;
- information about the manufacturer: name, address, contact information;
- information about the authorized representative of the manufacturer: name, legal address, contact

information.

Table 1

Examples of labels for the medical device
RayOne Spheric (Model RAOIOOC) RayOne EMY (Model RAO2QO0E)

py Ne XXX XXXXO000C QTAA.MM.ITTI PY No XXX XXXX/XXXXoT A4.IYM.NTIC
H«6«p opTulbito noniy#caM owtopasoswA Am Hab6op ojpTanbatwnorHuaeknii o4HopasoBblii Ans
3auMumMnn ter«GTMmtoro Xpyew M Tam yanoma 3aMelLeHna actacTBalflloro xpycTanuka rnasa yenoseka
RayOnt: ycrpoAcno MHXaKropHoa ¢ npaBycraHoB1anMoi RayOne: ycTpoiCTBO siHABAKTOpPNOA € NpajycTanosnannoi
rMAPOGHNLAOK aKPUNOBON MHTPAOKYNAPHON NNH3OI TMAPOMUNBLHOM aKPUNOBOA HHTPAOKYNSPUEN NTNH30I
BapuaHT ucnonHeHns RayOne BAY (Mogenb RA0200C)
BeocTaae:
- noHo(oKanbHas achepuyeckas HHTPAOKyNAPHAsA NUHU 8.0 HK
(Mogenb 200E);

BapuaHT ncnonHaHm RayOne Spheric (Mogana RAOIOOC)

a cocTaBa:

- noHodokanbHas chepuyack J1 UHTpaokynspHas naoa 0.0 MM
(Mogenb 100C);

* nHxmcrop RayOna (Moganb RAO)

Homep napTmm, capuMblit HOMep, CPOK FOAHOCTH, YyCNOBUA
XPaHSAHNA N NCNO/b30BaKMA. 3HAYEHNA NapaMeTpoB f1eBbl;
cmoTpu Ha yiwcDBKa

MpounasMmnasb: TaliHep WHTpaokynua JlaHcac JimBneg'.
BanueoGputats, Rayner Intraocular Lenaaa LfeniM, Tha
Ridtoy bnovalion Centra, 10 DontMon Way. Worthing. West
Susaex. BHU BAQ. Unted Kingdom. M4 (0) 1903 258900

YnonHoMo4YanHbli NnpajcTaBuTanb ApoMMoanTans Ha
TeppuTopuun Pd: OOO tpaonpunMa fPanap-m». Poccus
0(0003.r. Huamii Hoarepoa, yn. bappHcagl.g . 1. nuTep BA.
oduc 5

TanTdnce: *7 (831)22940-39, E-TY ; infoOraper.ni

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

* nHxekTop RayOne (Mogenb RAO).

Homep NnpTuB, CEPUIHbIA HOMEpP, CPOK F3JHOCTH, YCNOBU
]d]aHeHHH N NCNoNb3oBaHUA, NavYeHNda napameTpoB JINH3bI:
CMOTpU Ha ynakoBKe

Mpounssogutens: Ta® mp NHTpaokynap Jlencac Jiumutag*.
Banunkobput»asl. Rayner Mruoofar Lanaaa LknUad. The
Ridtey Innovation Centra. 10 OatMon Way. Worthing. Waat
Sussax. BN14 8AQ, (Mtad Kingdom, «44 (0) 1903 258900

YNoNHOMOYEHHbI IhafgcTMUTanb NPOM3BOAUTENSA Ha
Tepputopun P®: OO0 npagnpuaTtHa cPanap-HH». Poccus
803003, r. HumoTii HoBropog, yn. Bappukaga A.1. nutap BSA.
owuc 5

Ten./®axc: «7 (831) 229-60-39. E-waii: infoOrapar.ni
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Additional labelling/ marking of the medical device for distribution o

Russian Federation

RayOne Hydrophilic Acrylic IOL Injection System

T!

Examples of labels for the medical device

RayOne Aspheric (Model RAO600C)

py NIXXX XXXX/XXXX or 4 MM.TOT
Hab6<” opTw bl «0IMrMu*eKMA 0g4HOpPa30BbI i gna
MUWENIOHUS OCTOCTBOHHOIO XpycTanum rnasa 4yenoseka
RayOne: ycTpOACTBO MHXEKTOPHOE C MPpajycniloBAEHHOA
ragpodnnbHON aKpWNAOBOV NHTPAOKYNAPHOW NNH30IA

BapuaHT ucnonHewun RayOne Aspheric Mogenb RA0600C)
B cOCTaBe:
- MoHo(oKanbHaa acepuyeckan NHTPaoKyNspHaa NnH3a B,0 MK
(Mogenb BOOC);
* nHxekTop RayOne (Mogens RAO)

HoHep NATWUU. cepuiiHblii HObI™N. CPOK FOAHOCTM, YCNOBUS
XPaHEHUS U UCMONb30BaHNSA, 3HAYEHNA NapaMeTPOB NNH3bI:
CMOTPM Ha ynaKoBKe

MpownssoanTensb: *PaliHep NHTpaokynap JleHeec JIHbIHTe*.
Benunko6|*aHusA. Rayner Intraocular Lenses LmAed. Tbe
Ridley Innovation Centre, 10 DonMon Way, Worihing. West
Sussex. BN 14 8AQ. United Kingdom, +44 1903 256900

YNONHOMOYEHHbI NpegeTaanTenb NPOU3BOANTENS HA
Tepputopun P®: OO0 npegnpusatue cPenap4lH». Poeo«s
603003, r. HummuiAi HoBropog, yn. 6 au>mkaal. 4.1, nutep B4.
owuc 5

Tenedakc: +7 (831)229-60-39. E-mrt: 1Tbdreper.Mni

RayOne Trifocal (Model RAO603F)

PY No XXX XXXX/XXXX ot 44.MM.FCOT
Hab6op ohTanbiMNOrBY0eKNiA 0AHOPB30BbLIN ANs
3aMelieHnNs eCTeCTBEHHOrO0 KpycTanun TnB3a YenoBeka
RayOne: ycTpPOACTBO MHXEKTOPHOE C IpefyCTaHOBNAEHHOM
rMAPOPUNbHON aKPUNOBOK MHTPEOKYTBUMMIA TUH130M
BapuaHT nenonHeHnlRayOne Trifocal (Mogenb RAO603F)
B cOCTaBe:
* TpudokanbHaa achepuyeckan WTpaokynsapHasa Temsa 6,0 w»
(MogBT603P);
- maBkTep RayOne (MageTB RAO)

Homep mapnm. cepudThblii HOMEpP, CPOK FOAHOCTU, YCNOEMS
thaHeHNA N NCNOMb30BaHWSA, BTAYEHHA NapamMeTpoB TBSAObI:
CMOTPYW Ha ynakoBKe

MpoussoauTens: TaliHep WHTpaokynap fleHcec Jinmutag*,
Benw6putanus, Rayner intraocular Ltnses UmHad. Tha
RMey Innovation Canira, 10 Domnon Way. Worihing. Wast
Sussex, BN14 6AQ. United Kingdom, +44 ¢) 1903 256900

YNONHOMOYEHHbI I npeactaBsnuTenb TCbOI/I3BOAI/ITEI'IF| Ha
Tepputopsan P®: OO0 14>earduaTtHe «PBNBP4« 1». Poccusa
6(3003. r. HusBblli HoBropog, yn. bappukag” .1, nutep BS.
ouc 5

TenY®akc: +7 (631)2 9 -60-39, E-mat KTfoQreper.nj

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

RayOne Toric (Model RAC

py Nt XXX XXXXA(XXX or 44.MM
Ha6op opTanbmonorayackuii ogHopasc
3aMelleHMA eCTECTBEHHOIO XpycTtasnke rna
RayOne: ycTpoiiCTBO MHXEKTOPHOE C HPeAyCT
rMapoGUNbLHON aKpPUNOBON MHTPEOKYNAPUC
BapuaHT ucnonHeuna RayOne Toric M6ogenbs RA04

a cocrtaae:
* MOHO(OKaNbHas ropuyackas MHTPaoKynsapHas nuH3a

(Mogenb 61 OT);
* nHxekTop RayOne (Mogenb RAO)

HoMmep napTuu, cepuiiHblii HOMep, CPOK FOAHOCTU, YCf
XpaHeHWs A NCNO/b30BaHUS, 3HAYEHUS NapameTpoB M
CMOTPU Ha ynakoBKe

MpousBoanTenb: TaliHep VIHTpaokynap JleHcec MHMureg*.
Be/MkoB(kTaHHA, Rayner Intraociiar Lenses UmAed. The
Rkfsy Innovation Centra. 10 Dominion Way, Worthing, West
Sussex. BN14 8AQ, Unhad Kingdom, +44 (0) 1903 256900

YNONHOMOYEHHbIA NpejcTaBUTeNlb MPON3BOAUTENN Ha
Tepputop«T APHKOOO npeanpuatue tPenep-HH>. Poccm)
M3003. 1. HTeHe) HoBropog, yn. bappmkagl, g.1, lenepSR.
ouc 5

Ten./®BKC. +7 (631) 2294039, E-TM: InfoOreper.ru

RayOne Trifocal Toric (Model RA06132Z)

PY XXX XXXXIXXXX o7 A4.MM.IIT
Ha6op othTanblaoneTBYBCaHi 04HOPA30BbI AHWU
3ameuwieHunsa acTBUeetiiuiu xpyctanmka Tese yenosek!
RayOne: ycTpoliCTBO MHXBKIO|HIOB C NpeAyT MNMBNaHNui
rMAPOPUNBHOW aL,TNOBON MHTPOOKYIMPHON AHN30M

BepueHT ncnonHennss RayOne Trifocal Toric 9 Nw(enb
RA0613Z)e cocTaae;

- TPH(OKanbHes Topuyeckass UHTPAOKY/siPHast INH3A 6.0 MK
(Mogenb 613Z2);

- seekmcriy) RayOne (Mogens RAO).

Homep na}TiBl. eepn® Wit HoMep, CPOK FOOHOETM, ycnoam
XpPaHeHNA 1 UCNOMb30BaHUA, 3HAYEHMSA NapamMeTpoB TeoOM:
CMOTpPW HEe ynakoBke

F~MHM3a0aHTenb: TaliHep WHTpaokynap JSleHcec Jlumnea™.
Benukobpurems. Rayner Intraocriar Lenses LimiM. The
Ridtey innovation Centre, 10 Dominion Way. W oriiiig. West
Sussex, BN14 8AQ. United KMgdam. +44 (0) 1903 256000

YTI0NAMOMOYEMHbIS NpeACTBBUIeNb NPON3BOAUTENA UB
Tepputopun P®: 000 Ihearpuatne «Penep-HH». Pocc»
003003, r. HMnmit Hoarapceg. BbappHkaal. 4.1. nuTep bA.
oguc 5

Ten./dekc: +7 (631)229-60-39. E-TalA: infoQreper.nj



[JononHnTenbHaa aTUKePOBKA/MapKUpPOBKa MeULUHCKOIo N3genus
«Habop opTaNnbMOIOrMYecKMin 04HOPa30BbIA AN 3aMel,eHUA eCTECTBEHHOTO
XpycTanunka rnasa yenoseka RayOne: yCTPOMCTBO MHXXEKTOPHOE C
npefycTaHOBAEHHON TMAPOPUNBHON aKPUNOBON MHTPAOKYAPHON NTUH30M»,

PaiiHep MHTpaoKynap JSleHcec Jlumutepq)
(Rayner Intraocular Lenses Limited)

ANns obpaleHns Ha TeppuTopun Poccuiickoii degepaumm

JaHnans Mk

[vpeKkTop oTAena HOpMaTyBHO-
MpaBoBOro PerynnpoBaHns
/Moanwnce/

11 mapTa 2022

HacToswmm A yfocToBepsto, YTo JaHHaa nognuncb
ABNSAETCA NOAMHHOW NOAMMUCHIO

[aHunanb MNuk

JatuposaHo: 11 mapTa 2022 r.

/Mopnuck/

OMma BakneHp rocygapCTBeHHbIA HOTapuyc
8 BUKOH Poya, AuTunnHr, Xaccokc

BN6 8UL, BocTouHbll Cacceke, AHI A,
BennkobputaHus
info@sussexnotary.com

TenethoH: 07779 438 844
Rayner(PaiiHep)

VIHHOBaUMOHHbIN LeHTp Ridley (Puann)
10 AomuHMOH Baii

Y3pTuHr

3anapHblii Cycceke, BN14 8AQ
BenvkobputaHus
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/cypryyHas neyaTb/



Anoctunnsb
(Faarckas KoHBeHUMA OT 5 okTA6ps 1961 roga)

>aHa
CoeanHéHHoe KoponescTBo BennkobputaHum n CesepHoli VipnaHann

roswmm opuynanbHblii JOKYMEHT

Bbln nognucaH
Emma Louise Buckland (3mma JTyns baknaHg)

Asnawowmmcs rocylapCTBEHHbIM HOTApUyCcoM
I. CKpensieHo neyaTtbto/ WTaMnom YKa3aHHOro rocyiapCTBeHHOro Hotapuyca
3aBepeHo
5. B J/IoHA0OHe 6« 18 mapTta 2022 .

7. TnaBHbIi rocyfapCTBEHHbIN cekpeTapb E€ BennyecTBa N0 MHOCTPaHHbLIM fenam, fenam
Cofapy)ecTBa 1 BonpocaMm pasButus
8. Homep

APO-2880084
9. Mevatb/ WTamMn /nedyaTsb/ 10. Mopgnuce  A. Hodges (A. Xoaxec)
/nognucek/

HacToALmiA anocTUb He NOANEXUT UCMONbL30BaHMI0 B CoeiMHeHHOM KOponeBCcTae 1 TObKO NOATBEPXAaeT NOAMHHOCTL
noAnvcK, neyaT UAK LWTamna Ha NpunaraeMom oduLmManbHoM fokymeHTe CoeamHeHHoro KoponescTea. OHO He MoATBepXKaaeT
NOAMMHHOCTL OCHOBHOTO JOKYMeHTa. ANOCTUNM, NPOCTaB/IeHHbIE Ha KOMUAX, 3aBepeHHbIX B CoeamHeHHOM KoposeBcTBe,
NOATBEPXKAAIOT NOAMUCH AOMKHOCTHOrO NnLa CoeanHeHHOro KoponescTsa, MPOU3BOAMBLLENO TOMbKO CEPTUQMKALMIO. [laHHOe
[O/KHOCTHOE NINLIO He YA0CTOBEPSAET NOAAMHHOCTL MOAMUCK Ha OPUTMHANE UMK €0 COAEPXKaHN.

ECnM 3TOT AOKYMEHT 6Y/IET UCMONb30BaTLCA B CTPaHe, He SBNSAIOLLENACS YUaCTHULIEH MaarcKoii KOHBEHLMM 0T 5 OKTA6ps 1961

rofa, OH JO/MKeH BbiTb NPEACTaBEH B KOHCY/IbCKWIA OTAEN NPeSCTaBUTENbCTBA AaHHOM CTpaHbl.
MoANVMHHOCTL HACTOALLEro anocTuAsA MOXeT 6bITb MpoBepeHa Ha www.verifyapoS$tile.service.gov.uk

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



ner LononHnTeNbHasA 3TMKepoBKa/MapKUpPOBKa MeAULIMHCKOIO U3fenns 4Ns obpalleHmns
33 Ha TeppuTopun Poccuiickon degepaumn
Ha6op o TanbMoMIOrMUYecKMin 04HOPAa30BbI 415 3aMeLLLEHNS eCTECTBEHHOM0 XpycTannka

rnasa Jyenoseka KayOne: yCTPONCTBO MHXEKTOPHOE C NPeAyCTaHOBAEHHOW TMApOdUIbHON
aKpWUI0BON MHTPAOKYNAPHOW NUH30M

OGUJ,.-I(*)OpMaU,I/IFI

MeguumHcKoe n3genve «Habop oTanbMONOrMYECKUn 04HOPA30BbLIA ANA 3aMeLeHNss eCTECTBEHHOrO
XpycTa/vKa rnasa yenoseka RayOne: yCTPOWCTBO UHXXEKTOPHOE C NpefyCTaHOBNEHHON TMAPODUIbHOM
aKpWoBOlM MHTPaOKyNsipHON nuH30iM» (PailHep WHTpaokynap fleHcec Jiumuteq (Rayner Intraocular
Lenses Limited)) npowejwee permcrpayuto no BceM TpeboBaHWAM, LEWACTBYHOWWUM Ha TeppuTopumn
Poccuitickoii  ®depepauun  (PD), nognexuTt [ONOMHUTENbHON MapKUpPOBKE NyTeM HaHeceHus
NOMONMHUTENbHOW 3TUKeTKM (Tabnuua 1). OTMKETKY C HeobxoauMMol WHGopmauueidn HaHOCUT
YNO/THOMOYEHHbI NpeAcTaBUTeNlb NPOU3BOAUTENS HA TePPUTOPUN PD Ha NOTPebUTENbCKY YNaKoBKY
mMeauumHckoro usgenua (M), 6e3 HapylweHUa LenoCTHOCTU YNaKOBKMW, He 3aKpbiBas MHpopMmaLuio,

HaxO0AALLYCS Ha YNaKOBKe MeJULIVMHCKOTO U3aenus.

Mapkuposka MW gomkHa 6blTb HaHECEHA Ha PYCCKOM S3blKe U COAEPXUT cnefytowue JaHHbIE:

- HOMEp 1 AaTy Bblfayn perncTpaLmoHHOro y40CTOBEPEHNS,

- MOJIHOe HaMeHOBaHWe MegULNHCKOro n3genus,

- BapuWaHT UCMOJIHEHNA MeANLIMHCKOTO U34eNuns ¢ yKasaHem COCTaBa,;

- CCbIJIOYHYO MHGOPMaLM0O O HOMepe NapTun, CePUNHOM HOMEpPE, CPOKE FOAHOCTU, napameTpax
NMNH3bI, 06 YCNIOBUAX XPaHEHUS U UCMONb30BaHUS;

- WH{OpMaLMIO O NPOM3BOAUTENE: HAUMEHOBAHWe, apec, KOHTaKTHasa nHgopmalus;

- uHpopmaumo 06 YNONHOMOYEHHOM  MNpeAcTaBuTesie  MPOM3BOAMTENA:  HaMMeHOBaHue,
OPUANYECKNIA agpec, KOHTaKTHas nHopmayms.

Tabnuua 1
MprMepbl 3TUKETOK A1 MeAULUHCKOTO N34enuns

RayOne Spheric (Model RAOIOOC)

PYMIXXXXXXX/XXXXoTAA.MM.TOT
Ha6o|| opTanbmo/0rny«cknii oguppasoabiii gns
MMMUusMAs ecrtCTPtNHfo xpyeTtanmsa rnase yanoaaka
RayOna; ycTpoficTae umxaxTepue# ¢ npagycraHoanaHHoi
rmapaunbHO« akpMaoBeP UHTpaeKynspuan numaoii

BapuaHT ucnonHeuns RayOna Sphark (Mogens RAOIOOC)
seoeTaaa:

= MeHodoKanbHas cepnyeckas UHTPAOKYISPHAs NMUMH3a 6.0 MM
(Mogenb 100C):

« nHxektop RayOna (Mogenb RAQ)

Homep napTun, cepuiiHbliii HOMEp, CPOK FOAHOCTYW, YCNOBUS
XpaHeHUs N NCMO/b30BaHUSA, 3HAYEHWUS NapaMeTPOB /INH3bI:
CMOTPU Ha ynakoBke

Mpom3BoaMTBAbL: "PaliHep WHTpaokynap fleHcec Slumutes”.
BenukobputaHusa. Rayner Intraocular Lenees Limited, The
Ridley Innovation Centre. 10 Dominion Way. Worthing, Weet
Suaaei. BN14 8AQ, United Kingdom. *44 (0) 1903 258900
Ynonuomouyeumblii npegcTaBlrrenb npesa3aoanTens Ha
Tepputopun P®; 000 npeanpusatue «Penep-HH». Poccua
603003, r. Huamwuit Hoeropog, yn. bappukag). 4.1, nutep b,

ocguc 5
Ten./®ake: *7 (831) 229-60-39. E-mail; infoeireper.ru

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

RayOne EMV (Model RAO200E)

PY N1 XXX XXXXN00OCoTaA.MM.rnT
Ha6op othTanbleoNBrkyeckMii ogHOpa3oBbIi ANs
3aMel enss eCTECTBEHHOro spycTansm rnasa yanooesa
RayOfM: ycTpoiicTBO AHATITOPsioe C NpejycTaHOB/EHHO
rMAPOMUNbHOW auMNONO0l HATPEOSAYNUPHOW NUH30I

BapuaHT ucnonmouns RayOne EMY (Mogenb RAO209E)

B cocTaBe:

- MeHo(okanbHasa achepuyeckas MHTPaoKynspHasa nuH3a 8.0 mm
(Mopenb 200E);

-nHxekTop RayOne (MogensRAOQ).

Homep napTum, cepuiiHblii Hoblep, CPOK FOAHOCTU, YCNOBUS
XpaHeHusa n ncnonb3oeanna, 3Ha4eHua napeneTpoe JSINH3bI:
CMOTPU Ha ynakoske

MpounssoanTtens: "PaiiHep WHTpaokynap JleHcec fiumuteq”,
Benuko6putaHusa. Rayner Intraocular Lenaas Limited, The
Ridley Innovation Cantra, 10 Dominion Way, Worthing. Waat
Susaex. BN14 8AQ, United Kingdom. -bl4 (0) 1903 2569W

YnormoMouyeHHbI/i NnpeacTaBUTENb MPOU3BOAUTENS HA
Tepputopun P®: 000 npeanpuatue «Penep4lH». Poccus
603003. r. HwkHuii HoBropoa, yn. bappukag!,a 1, nutep bS.
ocduc 5

Ten./®akc; +7 (831) 220-60-39. E-mail: nfodreper.rn

[
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[JononHnTenbHasa aTUKepoBKa/MapKUpoBKa MeANLMHCKOI0 u3genus gns obpawieHus
Ha TeppuTOopun Poccuinickon degepaymn

Ha6op ohTanbMoN0rMUecKmnii 0HOPa30BbINA 4151 3aMeLL,eHUsI eCTECTBEHHOT0 XpycTannka
rnasa yenoBeka KayOne: yCTPOWCTBO MHXeEKTOPHOE C NpefyCTaHOB/IEHHON rMaponbHOl

aKpPWI0BO MHTPAOKYNSAPHOA NNH30M

Tabnuua 1 (NnpogomkeHune)

anIMepr ITUKETOK Ana megnumMHCKOro nsgenusa

RayOne Aspheric (Mogens RAOG600C)

PY NB XXX XXXXNOO(XoTfpamMM.NnTT
Ha6op othTaTt>nenon(4acnl4l ogHopa3oBbiii ANs
JamvallaHus acTacTBaHHEro xpycTanmca rnasa Yanoaaxa
IteyOna; ycTpoiicTBO MMXXaKTOpHOa e NnpaAyCcTBHOaNaHHOW
rBAPOPHNBHON aKPUNOBOW MHTPAOKYNAPHOW NUH30

BapuaHT ucnonHanus PlayOna Aapharic (Mogenb HAO600C)

B COCTaBe:
*MOHO(OKanbHas acthepnyeckas UHTPAOKyNspHas NnH3a B.0 HM

(Mogenb 600C);
« nHxekTop RayOne (Mogenb RAO)

Hoftwp naptum, cep)/IHblii HOMEp, CPOK FOAHOCTU, YCNOBUS
XpPaHeHNsa n NCnonb3oBaHns, 3Ha4YeHNA NnapamMeTpPOB /IMH3bI:
CMOTpM Ha ynakoBKa

MpownssoanTens: TaliHep WHTpaokynap SleHcec Niumutag*.
Bennko6(XKtaHus, Rayner Intraocular Lenses Limited. The
Ridtey Innovation Centre. 10 Dominion Way. Worthing. West
Sussex. BN14 6AQ. United Kingdom, -*44 (0) 1903 256000

YNoNHOMOUYEHHbI NpeAcTaBUTeNlb MPOU3BOANTENSA HA
Tepputopumn P®: 000 npegnpustne «Penep-HH». Poccus
603003, r. HmxHuii Hosropog, yn. bappukaga a.1, nutep B4.
oguc 5

Ten7®akc: +7 (631) 229*60.9. E-mail: infoOreper.nj

RayOne Trifocal (Mogens RAOG03F)

PYbIBXXXXXXXACXXXoTAO-MM.TOT
1 Ha6op othTanbMonornyacknii o4Hopa3oBbIn fns
3aMallaHHs acTacTBEWHOro XpycTasumka Ta3a vanoBeka
RayOna: ycTpoiCTBO UHXEKTOPHOE C NpeAyCcTaHOBNEHHOI
rMApoMUNBHON aKPUNONOW MHTPAOKYNAPHOW NNH30M
BapuaHT ucnonHeHns RayOne Trifocal (Mogenb RAO603F)
B COCTaBe:
= TputokanbHas acthepuyeckas WHTPaoKynspHas AnH3a 6,0 Mm
(Mopanb603P):
- nHxektop RayOne (Mogenb RAO)

Homep napTuu, cepuiiHblii HOMep, CPOK FOAHOCTM, YCN0BUS
XpaHeHUs 1 NCNOMb30BaHWS, 3HAYaHUA NapaMrg 0B NNH3bI:
CMOTPU Ha ynakoBKe

MpousBoaunTens: TaitHep WHTpaokynap SleHcac JIHHUTEL*.
Benuko6putaHus, Rayner Intraocular Lenses Limrtod, The
Ridley Innovation Centre. 10 Dominion Way. Worthing. West
Sussex. 6N14 8AQ, United Kingdom, +44 (0) 1903 258900
YNonnomMo4yeHunbli NpeacTaBuTENb NPON3BOANTENSA Ha
Tepputopun Pd: 000 npegnpuatue cPen”>-HH>. Poccua
603003, r. H)ckHuii Hosropog, yn. bappukaga 4.1, nutep b4,

oguc 5
Ten./dakc: +7 (831)229-60-39, E-maV: infoOreper.ru

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

MepeBOA C aHTNNIACKOr0 fi3blKa Ha PYCCKUIA 13bIK BbIMOMHEH MHOM, ANeKcaHApoi AnekcaHApPOBHOI JIAMOBOIA.
AN

RayOne Toric (Mogens RAO610T)

PY Ni XXX XXXX/ICXXXoTAaaMm .rnT
Ha6op ohTanbmMonornyeckuii ogHopasoBbliii Ans
3amaljala>a acTecTBaMmore xpycranmnka Tasa yansseka

rmMapoMNbHON aKpUNOBOW UHTPAOKYNSIPHOW NuUrraoi

BapuaHT ncnonHaHus RayOna Toric (Mogenb RAO610T)

B COCTaBe:

- MOHO(OKaNnbHaA TopuyecKas NHTPaoKynApHas NuH3a 6,0 uu
(Mopenb6l0T);

* nHXxekTop RayOne (Mogenb RAO)

Homep napTum, cepuitHblii HOMep, CPOK FOAHOCTU, YCI0BUS
XPpaHeHWs 1 UCNOMb30BaHUSA, 3HAUYEHUA NapamMeTPOB /INH3bI:
CMOTPY Ha ynakoBKe

Mpounssoautens: TaillHep WHTpaokynap /leHcec lumuteq’,
Benukobputanunsa, Rayner Intraocular Lenses Limitsd, The
Ridley Innovation Centre, 10 Oomniofl Way. Worthing, West
Sussex, BN14 6AQ. United Kingdom. +44 (0) 1903 258900

YNO/HOMOUYEHHbIi NpeAcTaBUTENb NPOU3BOANTENA HA
TapputopHH P® 10 OO npeanpuatne «Penap-HH», Poccusa
603003, r thoNHdi Hoeropoa, yn. bappukaal .a.1. nutep B4A.
otuc 5

Ten./®dake: +7 (831) 229-60-39, E-mail: nfoQieper.ru

RayOne Trifocal Toric (Mogens RA0613Z7)

PYbIIXXXXXXXMA(XXXorA 4 ,MM.TOT
Ha6op opTanbmMonornyecknini ogHopasoBbIil Ana
3amMallaHns acTacTBBHHOIO XpyCTafiHUB Ta3a Yen0BaKs
RayOna: yCcTpoiiCTBO MHXEKTOPHOE C HpeAyCcTBHOANETbIO
rMapodnNbHON aKPpUNOBOW MUTPAOKYNUPHOW NUH30M

BapuaHT ncnonHaHus RayOna THfoeal Toric (Mogens
RA0613Z) B cocTaBe:

- TpudoKanbHas Topuyeckas MHTPaokynspHas nnH3a 6,0 Mm
(Mepanb 6132);

- uxektop RayOna (Mogenb RAO).

Homep napTuu, cepuiiHblii HOMEp, CPOK FOAHOCTU, YCNOBUSA
XpaHeHna n ncnosb3oBaHnsA, 3Ha4YeHUA NapamMeTpOoB JINH3bI:
CMOTpK Ha ynakoBke

MpounssoanTenb: TaiiHep UHTpaokynap SleHcec lumutes*.
BenunkobputaHua, Rayner Intraocular Lenses Limitsd, The
Ridley Innovation Centre, 10 Dominion Way, Worthing, West
Sussex, BN 14 8AQ, UMtad Kingdom, +44 (0) 1903 256900

YNONHOMOYEHHbIi NnpeAcTaBUTENb NPOU3BOANTENS UB
TBpputopua P®: 000 npegnpuatne «Penep-HH». Poccua
603003. r. HmkHuit HoBropoga, yn. bappukaga 4.1, nutep b4,
oguc 5

Ten./®akc: +7 (831) 229-60-39, E-Tal: infoOreper.ru

A N



Poccuitckaa ®epgepayuns
Mopog HuxHuii Hoeropoa Huxeropoackoi o6nacTm
MAaTHaguaToro M NA ABe ThiCcAYW ABafLUaTb BTOPOro rofa
A, KonecHmkos Bnagumup JleoHMA0BUY, HOTapuyc ropofga 06M1aCTHOr0 3Ha4vyeHus
HuxHero HoBropoga, CBMAETENbCTBYI MOAMMHHOCTL MOANUCKM nNepeBofuyMka J1amoBoW
AnekcaHapbl AneKcaHAPOBHbI.

Mopgnuck cpenaHa B MOEM MPUCYTCTBUN.
NTnyHocTb nognucasLLero JOKYMEHT YCTaHOB/IEHa.
3apernctpupoBaHo B peectpe: Ne 52/219-H/52-2022-7-2047.

YnnayeHo 3a COBeplLUeHMe HOTapManbHOro geicTems: 663 py6. 00 konm.

J1.KonecHu

MpoLHYypoBaHO, MPOHYMEPOBAHO U CKPenaeHo neyaTbio 6 (WWECTb) NUCTOB.

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



O6wecTBO C OFPaHNYEHHON OTBETCTBEHHOCTbIO
npeanpmnaTune «Penep -HH»

KOpugunuecknii agpec: 603003, r. HmkHuin HoBropog, yn. bappukag, 4.1, nutep B4, oguc 5:

MouToBbIN agpec: 603003 r. HWkHWUIA HoBropoga a/a 26:

REPER MHH 5259018011 KIIM 526301001 OrPH 1025202843863
Ten. /ihakc 8 800 500 12 06, 229 60 39

E-mail: info@reDer.ru

YTBEPXJALO
OupekTop
;<Penep-HH»
Uurapes
2022 .
POTOTPAPNYECKUME N3OBPAXEHWNSA no -

Ha MeEQULWNHCKOE U3fesnne
Hab6op ohTanbMONOrMYecKuii 04HOPa30BbIM 418 3aMeLLEHMNS eCTECTBEHHON0 XpycTasiMKa rnasa 4yenoseka RayOne: yCTpoMCT*(bl7ll7I216e*"opHoe c
npep,yCTaHOB.16HH0171 rMagponNbHON aKPUIOBOW MHTPAOKYNAPHON NNH30, BApUaHTbl UCMOMTHEHUSA:

1 RayOne Spheric (Mogens RAO100C) B cocTaBe:

- MoHothokanbHaa cpepuyeckas MHTpaokKynsapHasa nnH3a 6,0 mv (Mogens 100C);

- WHxekTop RayOne (Mogenb RAO).
2. RayOne EMV (Mogens RAO200E) B cocTaBe:

- MoHodokanbHas acepmyeckas MHTpaoKynsapHas nuMH3a 6,0 mm (Mogens 200E);

- WHxekTop RayOne (Mogenbs RAQ).
3. RayOne Aspheric (Mogens RAO600C) B cocTase:

- MoHodokanbHas acepuyeckas MHTpaoKynapHas nuMH3a 6,0 mm (Mogens 600C);

- WHxekTop RayOne (Mogenb RAQ).
4, RayOne Toric (Mogens RAO610T) B cocTase:

- MoHodokanbHas Topnyeckas MHTpaokynapHas nuH3a 6.0 mm (Mogens 610T);

- WHxekTop RayOne (Mogenb RAO).
5. RayOne Trifocal (Mogens RAO603F) B cocTaBe:

- TpudokanbHas acthepmnyeckas MHTpPaoKynspHas nuH3a 6,0 mm (Mogens 603F);

- WHxekTop RayOne (Mogenb RAO).
6. RayOne Trifocal Toric (Mogens RA0613Z) B cocTaBe:

- TpwudokanbHas Topuyeckas MHTPaAOKynsapHasa nnH3a 6,0 .mm (Mogens 6132);

- WHxekTop RayOne (Mogenb RAO).

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



V=R AOMAK XXXFE VDR SN—SST0® V. (LOF O

AP
4~i\CiyilcCl

Ray

Prptoaded Hydrophilic Acrylic
IOL Injection System
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O ne| Preloaded

SPHERIC

Preioaded Hydrophilk: Acrylic
0L Injection System
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rillIHil Uit

AP?m TO piE*omA POtM /tracmno cam
Raxmer X X XTXS:.

Rnbn« Sfihwie

Im HMiooc

[iwt 111IW79S rsn »
SE 410.0BO S«h 410.000

RlieT  Im
RoyiSo Sptiorte

Bgj RAOIOOC

[totl 111100700 FiTIIO
SE 410.0SO Sph 410.000

73036-11-«

i3036-11-08

Rayner

RayOno Sphtrie

— RAOIOOC
111M700 [~ 10

SE 410.000 Sph 410.000

$f2030-11-0e

Rax'mer SZ X'X
Roybno Sphorle

Iwj RAOIOK

fiéfl imoowo [ialio
SE 410.000 Sph 410000

Raenpy Loy iRt

RayUno Sphoric
LS

93036-n-0s

S M0100C
ilofl 1111007M f~ It
SE «I0000 Sph «10.000

Ra\-ner U

Roybno Spharle

iMg RAOIOOC

[t6t] 111100700 [w] to
SE «10000 Sph «10.000

43610

Ravner

RojCno Sphorle

@ RMtOOC

A 111100700

SE «10.000 Sph «10.000

¢(M28-11-00

IOL



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
POTOINPAGPNYECKUE N3OBPAXKEHUSA / RayOne Spheric (Mogens RAO100C); notpebutensckas ynakoBka (C Mapkuposkoin YTIM)



RayOne Spheric Rayner

RAO100C 2N 2026-10-26
101179796 mnto 10 ,A1.2021-10-27

35 +20.00D Sph; +20.00D

[steritell] ,,

RayJOne

SPHERIC

lacement in the capsular bag
For p
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POTOIMPAPNYHECKUME N3OBEPAXKEHWNA / RayOne Spheric (Mogens RAOIOOC): noTpebuTenbckas yrnakoska
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One miCTO inciSion 1ec/lion system with intraocular lens
i—». A

EfHa oucTema 3a MHXEeKTMpaHe C MUKPO pa3pes 1 BbTPBOYHa fewja
Jeden rmwkro incani injekéni systém s nitroocni 6oékou
Et micro irKisions infektKxis system med en intraoculaer Imse
Ein Mikro-trtZiStons-System mit Intrac*uiartmse
Un sistema de micro inyeccioén incision con la lente intraocular
Un systéme d'mjection par micro-mcision avec implant intraocuiaire
Egy mikit) metszés befecskerxJez6 rendszer és szemlericse
Satu sistem mjeksi insisi mikro dengan lensa intraokular
Un sistema per micromosiooe con tente intraocuiare

: 'G AVASRE 7 B I 4
Een micro inasie injectie systeem met intraocuiaire tens
En intrai®ulier Imse med injektor for mikro mcisjon

Soczewka wewnqtrzgafkowa z systemem wszczepu przez mikro nacigcie

Urn sistema de mjeccédo. por micro-incisdo. com lente mira-ocular
Sistem de mjectare cu tentild intraoculara pnn microirtcizie

OAHO YCTPOWCTBO BBEAEHNS YEPEe3 MUKPOPAIPes C UHTPAOKYNSPHOW NUH3O0I

Ett msprutningssystem fér mikro snitt rr>ed intraokular lins
goz ~ tens ite Bir miteo kesi enjeksiyon sistemi

-S|

TR
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POTOIMPAPNYECKUME N3OBEPAXKEHUNA / RayOne EMV (Mogenb RA0200E): noTpebHTe>1 beckast ynakoBKa (C MapKupoBkon YTIIM)
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Rayner

to Dominton Way. Wurihing,
WestSuss«4. BN14 8AQ. Un ted Kingdom
Tel. M4(0L1903258900 ‘

Web; rayner com
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POTOIMPAPNYECKUME N3OBPAXKEHNA / RayOne EMY (Mogens RAO200E); noTpebuTtensckas ynakoska
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SOTOMPADUNYUECKUNE N3OBPAXXEHUA / RayOne Aspheric (Mogens RA0600C); obwnii Bug
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HU Egy TiA.» metuto beleeskenoez6 rends2er és uernlencM

O Salu Miem eifeksi K>si$i mA/o dengen lensa mcreotiular

tT  Un sisiema pef nKrCMnc3«one con lenM mtraocuUre

KO 'i*J;’1S ''' 4 "1

Nt £an mero ncQie miectie sysIMm mft eKraocuUir«int

NO En iritraokuUef lom med myeklor tor mriuo «KOjon

PL SoczeurU wewn”trzgaikowa z systemom wszctepu przez mritfon a ¢ *
PT Um sistema de m | 6c”. por moo-ecisAo. com lente rtra-ocutar

PO S«iem de miectare cu lenMa etraoculara pnn meroaxazte

PU opHoycTpOMCTooMeaeHMn iepesiMKpopajpeaCMKTpeoKynApMOM/iMHV
SV Eu nspruferwigssystem I6r mAro sn« med rtraokuUr hne

TR g0z ip lene lie Be méavo kesi enyeksiyon sistemi

ZH =S| AXANITAI(K
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Rayner
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OTOIMNPAPNYECKUNE N3OBPAXXEHIWA / RayOne Aspheric (Mogenbs RA0600C): noTpebuTenbcKasi ynakoBKa (C MapKMpoBKoi YTIM)
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POTOIMPAPNYECKNE N3OBPAXKEHWA / RayOne Aspheric (Mogenb RAOB00C): noTpebuTenbckas ynakoBKa
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N3OBPAXEHWA / RayOne Toric (Mogenbs RAO610T): obwuin B1A
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®OTOIMPAGUNYECKUE N3OBPAXXEHNSA / KayOne Torlc (Mogens KAOGHOT): noTpebutenbckas ynakoBka (C MapkupoBkoi Y1)
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DOTOMPAGUYECKUE N3OBPAXKEHIWS / RayOne Trifocal (Mozens RAOG03F): o6wmii Bia
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<I>) 1 () P\<1>H41 ( Kill inOI>P \)XK‘T.1lUA Ra\OiU* Irifocal (Mo kmb RA()0()3I'): noipeon ic.n.ckas nnakoBKa (C MapKMpoBKoi >1111)
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POTOINPAPNYUECKUME N30OBPAXKEHNNA / RavOne Trifocal (Mooenb RAOB03F): noTpebuTeNnbCKas VakoBKa
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HenvrAcvvire User—

Ooe rriiCfo i»cBron infCKrtton system with miraocotar lens HUrOn* yvrpaArtM ~MBC<ITOPUO« C nth«Ay«'<
'
NN >6ANMO* aigM(n««0* »iltM O>yntIH* NivmmA

EfHa cuctemMa 3a MHXeKTMpaHe C MUKPO pa3pes3 U BbTpeoyHa fewa ;Xglilkfsf;)lmﬂvb«l«prOn«TnfMU TxH (MABans
*e«rT»Mm

Jeden mtkro inazni infekim system s mtrooant Co6kou T»U*BMMN*e TOPON e « ixiPpsUi MEPCO rmwm *OM»

Et rrucro »nctSK>ns infekiions system med en iniraoculeer Imse Mop«bll)
-m umop Yywyorw (MoMf« RAOI

Ein Mikro-loztsfons-Syslem mrt (ntraokularhnse . o
: Lo L : : Hikpn« i LIA0O/0
Un sistema de micro inyeccion incision con ia lente intraocular = SV & W >1p>
o«

Un systeme d'intection par micfo*ifKision avec implant intraoculaire

Egy mikro metszés betecskendezé rendszer es szemlerKse Mpcus»sanT»nb FoMop UT ppo«Arsp floT o8 rMaxr«A
\7 N, ici 1 *044a0DpKT M oyrpr tn(raoou»r

Satu yrStem m eks.t m_sm_rr_nkro dengan Ie_nsa intraokular *T fﬂ]éfmm «
Un ¢»stema per microir>cisione con lente intraoculare Succcs AT« SAO UM *« Nem

) o . . rf"«@«a«tm* n’m>«dt«|\a
E6n micro incisie iniectie systeem met iniraoculaire lens Te=“WTopHW F e 000 *efILIMri« »Erw » pecor F««c«§(
En tntraokulaer linse med tnfektor lor mikro ir>c>SJon BO3003 p UMM Hoarapo« yn S«cp<opu” [

. P o .

Soczewka wewnqtrzgalkowa z systemem wszczepu przez mikro naci®ie T fedns «TL3L3rA-80-M f-nup

Urn sistema de miecc,0. por rrMcro*inasdo. com lente intra ocular

Sisiem de infectare cu ientita intraoculara pnn micromcizie ~
)AHO yCTpPOICTBO BBEAEHNE Yepe3 MUKPCLA3pe3 C MHTPaOoKYyNipHOW NMH30
Ett insprutningssystem tor nmkro snitt med intraokular ims Rayner
007 lens ‘te Bif mikro kesi enjeksiyon sistemi

*CN  "ifUi«?aAX*ii::TAitft '

The npdiey Innovation Centre

10 Dominion Way. Worthing,

West Sussex. ON14 OAO, United Kingdom
Tel -T44 (0)1903 258900

Web raynercom
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AOPOTOIMPAPVNYUECKUVE N30OBPAXKEHWMEA / RayOne Trifocal Toric (Mozenb RA0613Zt: notpenuTenkrk-aa VnakroBica (¢ mapkuposkoii YTl



{Wr1\ Y-

UNSM W "v:;

L
TIF A

RayOne Trifocal Toric

REF RA06137Z
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SE: H6.00D  Sph;

Near Add 3.S0D Int Add +1.7SD
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POTOIMPAPNYECKUME N3OBPAXXEHIWNA / RayOne Trifocal Toric (Mogens RA0613Z): noTpebuTensckasa ynakoska 19
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NPoOWNTO, MPOHYMEPOBaHO
N CKpEeNJieHo ne4vyaTblo »
nncra/ nueruy, .

Tne «Penep-HH»
A.l". Yurapes



